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Acetaminophen (Dose > 4 gm)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144743

Guideline Name

Acetaminophen (Dose > 4 gm)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

3/21/2024

1. Criteria

Product Name: Acetaminophen (Dose > 4gm)

Diagnosis

DUR Reject 88 (Total APAP > 4 g)

Guideline Type

DUR Reject 88

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).

Notes

Note: Reject message: "DUR1:APAP = Total APAP >4g; Verify dose;
EnterO/R -"

2 . Revision History
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Date

Notes

3/21/2024

Guideline type changed from Administrative to DUR Reject 88
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Actemra - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-123416
Guideline Name Actemra - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 3/18/2023

1. Criteria

Product Name: Actemra IV, Actemra SQ

Diagnosis Rheumatoid Arthritis
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 ALL of
the following:

1.1 Diagnosis of moderately to severely active Rheumatoid Arthritis (RA)
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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:

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

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)

AND
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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 IV, 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

AND

2 - One of the following:

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

e Humira (adalimumab)*
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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 IV, 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

AND

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

Product Name: Actemra IV, 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

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

Product Name: Actemra IV, Actemra SQ
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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.g.,
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

4 - Prescribed by or in consultation with a rheumatologist

Product Name: Actemra IV, Actemra SQ
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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

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 rheumatologist

Product Name: Actemra SQ

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease
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 sclerosis-associated interstitial lung disease (SSc-ILD) as
documented by ALL of the following:
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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 lll)

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

Product Name: Actemra SQ

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease
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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

Product Name: Actemra IV

Diagnosis Coronavirus disease 2019 (COVID-19)
Approval Length 14 Day(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of COVID-19

AND
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2 - Patient is hospitalized (Actemra is only FDA approved when used for COVID 19 patients in
an inpatient setting)

AND
3 - Currently receiving systemic corticosteroids

AND

4 - Patient requires one of the following:

e Supplemental oxygen
e Non-invasive mechanical ventilation
e Invasive mechanical ventilation
o Extracorporeal membrane oxygenation (ECMO)
Notes NOTE: Actemra is only FDA approved when used for COVID 19 patie

nts in an inpatient setting

2 . Revision History

Date Notes

3/17/2023 Added note to COVID 19 indication, no change to clinical criteria.
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Acthar Gel, Cortrophin Gel

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-102899
Guideline Name Acthar Gel, Cortrophin Gel
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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)*

AND

2 - Patient is less than 2 years old
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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.

2 . Revision History
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Date Notes

Added step through Acthar to get Cortrophin [for OMS Syndrome crit

21312022 eria (not indicated for infantile spasms)]
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Actimmune

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99673

Guideline Name

Actimmune

Formulary

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

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

Product Name: Actimmune

Diagnosis

Chronic Granulomatous Disease (CGD)
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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.
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Product Name: Actimmune

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 Actimmune therapy

2 . Revision History

Date

Notes

6/7/2021

7.1 Implementation
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Adacel TDAP vaccine

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-124866
Guideline Name Adacel TDAP vaccine
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2023

1. Criteria

Product Name: Adacel

Diagnosis Pregnant Patients 19 years of age and older*
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

2 - Vaccine is being used to prevent pertussis in infants younger than 2 months of age

AND

1 - Patient is 19 years of age or older
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AND

3 - Both of the following:

Patient is pregnant
Vaccine is being administered during 3rd trimester of pregnancy

Notes

*Note: Patients under 19 years of age must get immunization from PC
P or pediatrician through the VFC (Vaccines For Children) Program

2 . Revision History

Date

Notes

4/20/2023 New program
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Adakveo

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99677
Guideline Name Adakveo
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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

AND

2 - ONE of the following:
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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

2.2 Age greater than or equal to 21 years

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

OR

AND

2 . Revision History

Date

Notes

4/8/2021

7/1 Implementation
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Adbry (tralokinumab-ldrm)

Optum

¢

Prior Authorization Guideline

Guideline ID

GL-141160

Guideline Name

Adbry (tralokinumab-Idrm)

Formulary

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

Guideline Note:

Effective Date:

2712024

1. Criteria

Product Name: Adbry

Diagnosis

Atopic Dermatitis

Approval Length

6 Months*

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe atopic dermatitis

AND
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2 - Submission of documentation (e.g., chart notes) demonstrating 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 - Patient is 12 years of age or older
AND
4 - Prescribed by or in consultation with one of the following:
e Dermatologist
e Allergist/Immunologist
AND
5 - History of failure, contraindication, or intolerance to BOTH of the following topical

therapies: (document drug, date of trial, and/or contraindication to medication)**

e One topical calcineurin inhibitor [e.g., Elidel (pimecrolimus), Protopic (tacrolimus)]
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).
**Note: Claims history may be used in conjunction as documentation
of drug, date, and/or contraindication to medication

Product Name: Adbry

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

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

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

2 . 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
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
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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
Lowest Dexamethasone Cream 0.1
potency _
Hydrocortisone Cream, lotion, ointment, 0.25, 0.5, 1
solution
Hydrocortisone acetate Cream, ointment 0.5-1

3 . Revision History

Date

Notes
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2/6/2024

Removed step through Dupixent
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ADHD Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-136984
Guideline Name ADHD Agents - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 12/1/2023

1. Criteria

Product Name: Brand Adderall, generic amphetamine/dextroamphetamine tablets, Brand
Adderall XR, generic amphetamine/dextroamphetamine ER capsules, Brand Aptensio XR,
generic atomoxetine, Brand Concerta, Brand Daytrana, generic dexmethylphenidate tablets,
generic dexmethylphenidate ER, generic dextroamphetamine tablets, Brand Focalin, Brand
Focalin XR, generic lisdexamfetamine capsules and chewables, Brand Methylin solution,
generic methylphenidate solution, generic methylphenidate tablets, generic methylphenidate
ER tablets, generic methylphenidate ER (CD) capsules, generic methylphenidate ER (LA)
capsules, generic methylphenidate ER (XR) capsules, generic methylphenidate patch, Brand
Ritalin, Brand Ritalin LA, Brand Strattera, Brand Vyvanse capsules and chewables, Brand
Zenzedi

Diagnosis PA Required for Children Under 6 Years Old
Approval Length 12 month(s)
Guideline Type Prior Authorization
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Approval Criteria
1 - The requesting clinician has documented that the child has a diagnosis of attention deficit
hyperactivity disorder (ADHD)

AND

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

AND

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

AND

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

Product Name: Brand Intuniv, generic guanfacine IR/ER, Brand Kapvay, generic clonidine
IR/ER

Diagnosis PA Required for Children Under 6 Years Old
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 The requesting clinician has documented that the child has a diagnosis of attention
deficit hyperactivity disorder (ADHD)
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1.1.2 The requesting clinician has documented that psychosocial issues have been

AND

evaluated before request for ADHD medications

1.1.3 The requesting clinician has documented non-medication alternatives that have been

AND

attempted before request for ADHD medications

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

AND

for the dose exceeding the FDA maximum

OR

1.2 Both of the following:

1.2.1 Diagnosis of insomnia

AND

1.2.2 Trial and failure, contraindication, or intolerance to melatonin

Product Name: NON-PREFERRED DRUGS: Xelstrym patch

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria
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1 - The patient has a history of failure, contraindication, or intolerance to a trial to THREE of
the following preferred products™:

Brand Adderall

generic amphetamine/dextroamphetamine tablets
Brand Adderall XR

Brand Concerta ER

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

AND

2 - The patient has a history of failure, contraindication, or intolerance to Daytrana

Notes *Alternatives may require prior authorization

Product Name: NON-PREFERRED DRUGS: Brand Adhansia XR, Brand Adzenys XR-ODT,
generic amphetamine IR tablets, generic amphetamine ER suspension, generic
amphetamine/dextroamphetamine ER capsules, Brand Aptensio XR, Brand Azstarys, Brand
Cotempla XR-ODT, Brand Desoxyn, Brand Dexedrine, generic dextroamphetamine oral
solution, generic dextroamphetamine IR tablet, generic dextroamphetamine ER, Brand
Dyanavel XR (oral suspension and chewable tablets), Brand Evekeo, Brand Evekeo ODT,
Brand Focalin, Brand Focalin XR, Brand Intuniv, Brand Jornay PM, Brand Kapvay, generic
lisdexamfetamine capsules and chewables, generic methamphetamine , generic
methylphenidate chewable, generic methylphenidate patch, generic methylphenidate soln,
generic methylphenidate ER tablets, generic methylphenidate ER (LA) capsules, generic
methylphenidate ER (XR) capsules, Brand Mydayis, Brand Procentra, Brand Qelbree, Brand
Quillichew ER, Brand Quillivant XR, Relexxii, Brand Ritalin, Brand Strattera, Brand Vyvanse
chewables, Brand Zenzedi

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
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1 - The patient has a history of failure, contraindication, or intolerance to a trial to FOUR of the
following preferred products™:

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

11/28/2023 Added new GPIs for Relexxii
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Adstiladrin (nadofaragene firadenovec-vncg)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-133805
Guideline Name Adstiladrin (nadofaragene firadenovec-vncg)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 10/1/2023

1. Criteria

Product Name: Adstiladrin

Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting ALL of the following:

1.1 Diagnosis of high-risk, non-Muscle Invasive Bladder Cancer (NMIBC)

AND
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1.2 One of the following:

e Tumor is carcinoma in situ (CIS)
e Ta/T1 high grade disease

AND

1.3 Patient is not eligible for or has elected not to undergo cystectomy

AND

1.4 Patient has received an adequate course of Bacillus Calmette Guérin (BCG) therapy
defined as the administration of at least 5 of 6 doses of an initial induction course plus one of
the following:

o At least two of three doses of maintenance therapy
e At least two of six doses of a second induction course

AND
1.5 Tumor is BCG unresponsive as defined by one of the following:
o Persistent disease following adequate BCG therapy

o Disease recurrence after an initial tumor-free state following adequate BCG therapy
o T1 disease following a single induction course of BCG

AND

1.6 The patient has had all resectable disease (Ta and T1 components) removed

AND

1.7 The patient does not have extra-vesical (i.e., urethra, ureter, or renal pelvis), muscle
invasive (T2-T4), or metastatic urothelial carcinoma

Product Name: Adstiladrin
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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 therapy

2 . Revision History

Date Notes

9/26/2023 New Program
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Aduhelm (aducanumab-avwa)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-107262
Guideline Name Aduhelm (aducanumab-avwa)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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

AND
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2 - Submission of documentation confirming patient is enrolled in a CMS approved
prospective comparative study

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

Approval Criteria
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1 - Diagnosis of one of the following:

e 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

4 - Patient does not have significant cerebrovascular disease as established by brain MRI
showing any of the following:
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e Acute or sub-acute hemorrhage

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:

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

AND

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

e Uncontrolled seizure disorder
e Uncontrolled mood disorder, anxiety disorder, or psychosis
e 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

8 - Both of the following:

Prior macro-hemorrhage or prior subarachnoid hemorrhage (unless finding is not due
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o 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.g.,
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:

o If the patient has had = 10 new incident microhemorrhages, regardless of clinical
severity (including asymptomatic)
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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 discontin
ued. 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-thr
eatening event); inpatient hospitalization or prolongation of existing ho
spitalization due to symptoms; new persistent or significant disability/i
ncapacity.

TRequests should be evaluated case-by-case with clinical 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

AND

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

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

o Patient has had no new incident microhemorrhage

o 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

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

resulted in mild, moderate or severe clinical symptoms AND the micronemorrhages
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

o Patient has had mild, moderate or severe ARIA-E on MRI 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
e 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
e 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 discontin
ued. 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-thr
eatening event); inpatient hospitalization or prolongation of existing ho
spitalization due to symptoms; new persistent or significant disability/i
ncapacity.

IRequests should be evaluated case-by-case with clinical review and
MD advisor.

2 . Background

Clinical Practice Guidelines

Appendix
ARIA - H (Microhemorrhages)

_ New Incident Microhemorrhages
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Radiographic Severity

Mild (1 to 4) Moderate (5 to 9) Severe (210)
Continue treatment; | Suspend treatment; Sto
MRI g4w until stable | MRI g4w until stable; PerrrJnanentI
Asymptomatic Restart once stable y
Clinical
Sympto | Mild Suspend treatment;
m MRI g4w until stable Stop
ity | Moderate Restart table and clinical t
Severity estart once stable and clinical symptoms Permanently
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)
Continue treatment; | Suspend treatment; Sto
MRI g4w until stable | MRI g4w until stable; Perfnanentl
Asymptomatic Restart once stable y
Clinical
Sympto | Mild Suspend treatment;
m MRI g4w until stable Stop
Severity Moderate Restart once stable and clinical symptoms Permanently
Soas resolved
Serious Stop Permanently
ARIA - E

ARIA-E Severity on MRI (Central Read)

Radiographic Severity

Mild Moderate Severe

- Continue treatment; | Suspend treatment;
Clinical MRI g4w until stable | MRI g4w until stable;
Sympto | Asymptomatic Restart once stable
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m
Severity

Mild Suspend treatment;
MRI g4w until stable
Moderate Restart once stable and clinical symptoms resolved
Severe
Serious Stop Permanently

3 . Revision History

Date

Notes

5/17/2022

Updated Medicare sections for clarification.
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Adzynma (ADAMTS13, recombinant-krhn)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-143519
Guideline Name Adzynma (ADAMTS13, recombinant-krhn)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 3/1/2024

1. Criteria

Product Name: Adzynma

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

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting ALL of the following:

1.1 Diagnosis of congenital thrombotic thrombocytopenic purpura (cTTP)

AND
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1.2 Molecular genetic testing confirms mutations in the ADAMTS13 gene

AND

1.3 Trial and inadequate response, contraindication or intolerance to plasma-based infusions

Product Name: Adzynma

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

to therapy

B, 11]

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting positive clinical response

AND

2 - Trial and inadequate response, contraindication or intolerance to plasma-based infusions

2 . Revision History

Date

Notes

2/23/2024

New program
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Aemcolo

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99426

Guideline Name

Aemcolo

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

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

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99709

Guideline Name

Afinitor

Formulary

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

Guideline Note:

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

AND

2 - Disease is progressive

AND

3 - One of the following:

e Disease is unresectable

e Disease is locally advanced
e 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

e 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)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

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:
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o Waldenstrdms macroglobulinemia
e Lymphoplasmacytic lymphoma

AND

2 - One of the following:

e Disease is non-responsive to primary treatment
o Disease is progressive
e 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
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AND

2 - One of the following:

2.1 Disease is recurrent

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
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OR

5.2 BOTH of the following:

o Patient is a premenopausal woman

o Patient is being treated with ovarian ablation/suppression

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
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e Tamoxifen

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Breast Cancer
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 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
o Disease has relapsed

Product Name: Brand Afinitor, generic everolimus, Afinitor Disperz

Diagnosis Hodgkin Lymphoma
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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

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

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

4 - All of the following:

OR

4.1 Diagnosis of Gastrointestinal Stromal Tumor (GIST)
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AND

4.2 Disease has progressed after single agent therapy with ONE of the following:
e Gleevec (imatinib)

e Sutent (sunitinib)
o Stivarga (regorafenib)

AND

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

stromal tumor (GIST)

angiomyolipoma, lymphangioleiomyomatosis, or gastrointestinal

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
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Approval Criteria

1 - One of the following:

o Diagnosis of thymic carcinoma
o Diagnosis of thymoma

AND

2 - ONE of the following:

2.1 History of failure, contraindication, or intolerance to at least one prior first-line

chemotherapy regimen

2.2 Patient has extrath

OR

oracic 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, Hiirthle cell carcinoma, or papillary carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria
1 - Diagnosis of ONE of the following:
e Follicular carcinoma

e Hurthle cell carcinoma
e Papillary carcinoma

AND

2 - ONE of the following:

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
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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

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
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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

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
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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)

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

Page 80



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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99427
Guideline Name Afrezza
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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:

1.1 Diagnosis of type 1 diabetes mellitus and used in combination with a basal insulin or
continuous insulin pump
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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)
» 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

Guideline Type Prior Authorization
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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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Agamree (vamorolone)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144824
Guideline Name Agamree (vamorolone)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 4/1/2024

1. Criteria

Product Name: Agamree

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

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting a diagnosis of Duchenne
muscular dystrophy (DMD)

AND
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2 - Patient is 2 years of age or older

AND

3 - Patient has received genetic testing for a mutation of the dystrophin gene

AND

4 - Submission of medical records (e.g., chart notes) documenting one of the following:

4.1 Patient has a confirmed mutation of the dystrophin gene

OR

4.2 Muscle biopsy confirmed an absence of dystrophin protein

AND

5 - Submission of medical records (e.g., chart notes) or paid claims confirming patient has
had a trial and failure or intolerance to prednisone or prednisolone given at a dose of 0.75
mg/kg/day or 10 mg/kg/weekend

AND

6 - Prescribed by or in consultation with a neurologist who has experience treating children

AND

7 - One of the following:

7.1 For patients less than or equal to 50kg, dose will not exceed 6mg/kg of body weight once

daily

OR
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7.2 For patients greater than 50kg, dose will not exceed 300mg/day

Product Name: Agamree

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

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting patient has experienced a
benefit from therapy (e.g., improvement in preservation of muscle strength)

AND

2 - One of the following:
2.1 For patients less than or equal to 50kg, dose will not exceed 6mg/kg of body weight once
daily
OR
2.2 For patients greater than 50kg, dose will not exceed 300mg/day

AND

3 - Submission of medical records (e.g., chart notes) or paid claims confirming patient has
had a trial and failure or intolerance to prednisone or prednisolone given at a dose of 0.75
mg/kg/day or 10 mg/kg/weekend

2 . Revision History

Date Notes

3/25/2024 New program
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Airsupra (albuterol-budesonide)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-133833

Guideline Name

Airsupra (albuterol-budesonide)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

10/1/2023

1. Criteria

Product Name: Airsupra

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of asthma

AND

2 - Patient is 18 years of age or older
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AND

3 - Trial and failure, contraindication, or intolerance to treatment with ALL of the following
preferred products:
e Advair Diskus (brand) or Advair HFA

e Dulera
e Brand Symbicort

AND

4 - Trial, failure, contraindication or intolerance to BOTH of the following:
e Generic albuterol inhaler
o A preferred inhaled corticosteroid (e.g, Pulmicort, Brand Flovent, Asmanex)

AND

5 - Physician has provided rationale for needing to use fixed-dose combination therapy with
Airsupra instead of taking individual products in combination (i.e., albuterol inhaler and
Pulmicort)

Product Name: Airsupra

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

2 . Revision History

Date Notes
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9/28/2023

New program
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Aldurazyme - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99428
Guideline Name Aldurazyme - Arizona
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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 1)

OR
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1.2 Both the following:

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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99674
Guideline Name Alecensa
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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)

AND
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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.

Product Name: Alecensa

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 Alecensa therapy

2 . Revision History

Date

Notes

6/3/2021

7/1 Implementation
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Alinia

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99429

Guideline Name

Alinia

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

AND

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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-105169
Guideline Name Alpha Interferons - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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

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

diagnosis of giant cell tumor of the bone

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

diagnosis of malignant melanoma

OR

OR

OR

OR

OR

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
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treatment of refractory or recurring external condylomata acuminata (genital or venereal
warts) due to the human papillomavirus (HPV) infection

2 . Revision History

Date Notes

Removed Sylatron from guideline, Added Submission of Medical Rec

3/24/2022
ords
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Alpha-1 Proteinase Inhibitors

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-138189
Guideline Name Alpha-1 Proteinase Inhibitors
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 2/1/2024

1. Criteria

Product Name: Aralast NP, Glassia, Prolastin-C, Prolastin-C liquid, Zemaira

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has clinically evident emphysema

AND

2 - Submission of medical records (e.g., chart notes) documenting a diagnosis of severe
congenital deficiency of Alpha1- proteinase inhibitor (alpha1 antitrypsin deficiency)
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AND

3 - For Glassia requests ONLY: Paid claims or submission of medical records (e.g., chart
notes) (document drug, duration, and date of use) confirming trial and failure, contraindication
or intolerance to ALL of the following:

e Aralast NP
e Prolastin-C or Prolastin-C liquid
e Zemaira

2 . Revision History

Date

Notes

1/23/2024

Added Glassia (NP), Prolastin-C, and Zemaira as targets.
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Alzheimer's Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-109871
Guideline Name Alzheimer's Agents - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 712712022

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

Approval Length 12 month(s)
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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
AND

2 - One of the following:

2.1 History of failure, contraindication or intolerance to ALL of the following preferred drugs*
(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
2/97/2022 Added XR formulatlo_ns Qf Namenda/memantine to product name sec
tion. No change to criteria.
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Amtagyi (lifileucel)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-146019
Guideline Name Amtagvi (lifileucel)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2024

1. Criteria

Product Name: Amtagvi

Approval Length 1 Time Authorization in Lifetime*

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of melanoma

AND

2 - Disease is one of the following:
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e Unresectable
e Metastatic

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming previous
treatment with a programmed cell death protein-1 (PD-1) blocking antibody (e.g., Opdivo,
Keytruda)

AND

4 - If cancer is BRAF V600 mutation positive, one of the following:

e Paid claims or submission of medical records (e.g., chart notes) confirming previous
treatment with a BRAF inhibitor alone (e.g., Zelboraf, Tafinlar)

e Paid claims or submission of medical records (e.g., chart notes) confirming previous
treatment with combination of a BRAF inhibitor and MEK inhibitor (e.g.,
Zelboraf/Cotellic, Tafinlar/Mekinist, Braftovi/Mektovi)

AND

5 - Prescribed by an oncologist at an authorized treatment center

AND

6 - Patient has never received Amtagvi treatment in their lifetime

Notes *Per prescribing information, Amtagvi is for one-time, single dose intra
venous use only.

2 . Revision History

Date Notes

4/23/2024 New program
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Amvuttra (vutrisiran)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-114478
Guideline Name Amvuttra (vutrisiran)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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 (hAATTR amyloidosis) with polyneuropathy

AND
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2 - Patient has a transthyretin (TTR) mutation (e.g., V30M)

3 - Two of the following:

o Patient has a baseline polyneuropathy disability (PND) score less than or equal to llIb
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

and less than or equal to 130

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

60%

4 - Presence of clinical sighs and symptoms of the disease (e.g., peripheral/autonomic

AND

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

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming positive clinical response to
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2 - Two of the following:

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

to lllb

Patient continues to have a familial amyloidotic polyneuropathy (FAP) stage of 1 or 2
Patient continues to have a neuropathy impairment score (NIS) greater than or equal

to 5 and less than or equal to 130

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

to 60%

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 . Revision History

Date

Notes

9/26/2022 New Program
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Anthelmintics - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99431
Guideline Name Anthelmintics - Arizona
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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)

OR

2 - Diagnosis of Hydatid Disease [Echinococcosis (Tapeworm)]
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3 - Diagnosis of Ancylostoma/Necatoriasis (Hookworm)

4 - Diagnosis of Ascariasis (Roundworm)

5 - Diagnosis of Mansonella perstans (Filariasis)

6 - Diagnosis of Toxocariasis (Roundworm)

7 - Diagnosis of Trichinellosis

8 - Diagnosis of Trichuriasis (Whipworm)

9 - Diagnosis of Capillariasis

OR

OR

OR

OR

OR

OR

OR

Notes

* Enterobius vermicularis (pinworm), Hydatid Disease [Echinococcosis
(Tapeworm)]

Ancylostoma/Necatoriasis (Hookworm), Ascariasis (Roundworm), Ma
nsonella perstans (Filariasis), Toxocariasis (Roundworm), Trichinellosi
s, Trichuriasis (Whipworm), Capillariasis
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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

stercoralis

Approval Criteria

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

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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-137595
Guideline Name Anticonvulsants - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)
e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 1/1/2024

1. Criteria

Product Name: PREFERRED: generic lacosamide, Xcopri; NON-PREFERRED: Aptiom,
Briviact, Brand Vimpat

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
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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)*: (APPLIES TO APTIOM, BRIVIACT, AND BRAND VIMPAT
ONLY)

Carbamazepine
Divalproex
Gabapentin
Fycompa
generic lacosamide
Lamotrigine
Levetiracetam
Oxcarbazepine
Phenytoin
Pregabalin
Topiramate
Valproic acid
Xcopri
Zonisamide

AND

1.1.3 One of the following: (APPLIES TO APTIOM, BRIVIACT, AND BRAND VIMPAT
ONLY)

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 of preferred formulary alternatives
e Lack of compliance as a reason for treatment failure has been ruled out

OR

1.1.3.2 Both of the following:

o Documentation of failure of preferred formulary alternatives 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.)
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AND

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

OR

1.2 For continuation of prior therapy for a seizure disorder

Notes *Preferred Drugs may require PA

Product Name: Motpoly XR

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 Patient weighs at least 50 kg

OR

1.2 For continuation of prior therapy for a seizure disorder

Product Name: Fycompa

Approval Length 12 month(s)
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Guideline Type

Prior Authorization

the following:

Approval Criteria

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

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

OR

1.2 For continuation of prior therapy for a seizure disorder

Product Name: Epidiolex

Approval Length

12 month(s)

Guideline Type

Prior Authorization

the following:

Approval Criteria

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

1.1 Diagnosis of seizures associated with Dravet syndrome

OR

1.2 Diagnosis of seizures associated with Lennox-Gastaut syndrome

OR

1.3 Diagnosis of seizures associated with tuberous sclerosis complex (TSC)

OR
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1.4 For continuation of prior therapy for a seizure disorder

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)*:

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

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 of preferred formulary alternatives

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 of preferred formulary alternatives 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
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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)*:

Banzel (rufinamide)
Clobazam
Divalproex
Epidiolex
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 of preferred formulary alternatives
e Lack of compliance as a reason for treatment failure has been ruled out

OR
2.3.2 BOTH of the following:
e Documentation of failure of preferred formulary alternatives 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
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Product Name: PREFERRED: Brand Banzel tablets and suspension, generic rufinamide
tablets; NON-PREFERRED: generic rufinamide solution

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Submission of medical records (e.g., chart notes, lab work, imaging) documenting both
of the following:

1.1.1 Diagnosis of seizures associated with Lennox-Gastaut syndrome

AND

1.1.2 Trial and failure, contraindication, or intolerance to Brand Banzel suspension
(APPLIES TO GENERIC RUFINAMIDE SUSPENSION ONLY)

OR

1.2 For continuation of prior therapy for a seizure disorder

Product Name: PREFERRED: generic clobazam; NON-PREFERRED: Brand Onfi

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 Both of the following:

o Diagnosis of seizures associated with Lennox-Gastaut syndrome
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o Trial and failure, contraindication, or intolerance to generic clobazam (APPLIES TO
BRAND ONFI ONLY)

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

o Trial and failure, contraindication, or intolerance to generic clobazam (APPLIES TO
BRAND ONFI ONLY)

OR

2 - For continuation of prior therapy for a seizure disorder

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
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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)*:

Brand Banzel suspension/tablets or runfinamide tablets
Divalproex

Felbamate

Lamotrigine

Topiramate

Valproic acid

AND

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)*:

e Carbamazepine
e Divalproex
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Fycompa
Gabapentin
Lacosamide
Lamotrigine
Levetiracetam
Oxcarbazepine
Phenytoin
Pregabalin
Topiramate
Valproic acid
Xcopri
Zonisamide

AND

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

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
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Product Name: PREFERRED: generic tiagabine; NON-PREFERRED: Brand Gabitril

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 Trial and failure, contraindication, or intolerance to generic tiagabine (APPLIES TO
BRAND GABITRIL ONLY)

OR

1.2 For continuation of prior therapy for a seizure disorder

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

Approval Length 12 month(s)

Guideline Type Prior Authorization
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Approval Criteria

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

OR

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
Fycompa
Gabapentin
Lacosamide
Lamotrigine
Levetiracetam
Oxcarbazepine
Phenytoin
Pregabalin
Topiramate
Valproic acid
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e Xcopri
e 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)

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)*:

e Carbamazepine
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Divalproex
Fycompa
Gabapentin
Lacosamide
Lamotrigine
Levetiracetam
Oxcarbazepine
Phenytoin
Pregabalin
Topiramate
Valproic acid
Xcopri
Zonisamide

OR

1.2 For continuation of prior therapy for a seizure disorder

Notes *Drug may require PA

Product Name: PREFERRED: Brand Trokendi XR; NON-PREFERRED: generic topiramate
ER, Brand Qudexy XR, generic topiramate ER sprinkle

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 Trial and failure, contraindication, or intolerance to generic topiramate immediate-
release (IR) tablet or topiramate IR sprinkle capsule (APPLIES TO GENERIC TOPIRIMATE
ER, BRAND QUDEXY XR, AND GENERIC TOPIRIMATE ER SPRINKLE ONLY)
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AND

1.1.3 Trial and failure, contraindication, or intolerance to Brand Trokendi XR (APPLIES TO
GENERIC TOPIRIMATE ER, BRAND QUDEXY XR, AND GENERIC TOPIRIMATE ER
SPRINKLE ONLY)

OR

1.2 For continuation of prior therapy for a seizure disorder

2 . Revision History

Date Notes

Updates from Oct P&T: Updated Preferred and NP drugs and criteria/

12/15/2023 -
prerequisites.
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Antidepressants - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-135229
Guideline Name Antidepressants - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 11/1/2023

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.

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,
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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: Brand Anafranil, Aplenzin, Auvelity, 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, mapraotiline,
Marplan, Brand Nardil, generic phenelzine, nefazodone, Brand Norpramin, Brand Pamelor
caps/oral soln, Brand Parnate, generic tranylcypromine, Brand Paxil, generic paroxetine
capsules, Brand Paxil susp, generic paroxetine suspension, Brand Paxil CR, generic
paroxetine ER, Pexeva, Brand Pristiq, 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)

Duloxetine 20mg, 30mg, or 60 mg capsules
Escitalopram tablets (Generic Lexapro)
Esketamine (Spravato)

Fluoxetine capsules (Generic Prozac)
Fluoxetine solution (Generic Prozac)
Fluvoxamine tablets (Generic Luvox)
Mirtazapine (Generic Remeron)

Paroxetine tablets (Generic Paxil)
Sertraline tablets (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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rationale for use)

ER

alternatives*

2 - The physician attests that the requested medication is medically necessary. (Document

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

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

Bupropion (Generic Wellbutrin)
Bupropion SR (Generic Wellbutrin SR)
Bupropion XL (Generic Wellbutrin XL)
Citalopram (Generic Celexa)
Duloxetine 20mg, 30mg, or 60 mg capsules
Escitalopram tablets (Generic Lexapro)
Esketamine (Spravato)

Fluoxetine capsules (Generic Prozac)
Fluoxetine solution (Generic Prozac)
Fluvoxamine tablets (Generic Luvox)
Mirtazapine (Generic Remeron)
Paroxetine tablets (Generic Paxil)
Sertraline tablets (Generic Zoloft)
Trazodone (Generic Desyrel)

AND

AND

AND

Notes

*Drug may require PA

2 . Revision History

Date Notes
Product updates: added generic paroxetine susp to NP section. Spec
10/25/2023 ify tablet formulation of sertraline is the preferred t/f alt where applica

ble.
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Antiemetics - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99432
Guideline Name Antiemetics - Arizona
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

Diagnosis Nausea and vomiting associated with radiotherapy

Approval Length 3 month(s)
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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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99587
Guideline Name Antiglaucoma Agents - Arizona
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

Date Notes
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10/25/2021

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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99551
Guideline Name Antipsoriatic Agents
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

1 - Diagnosis of psoriasis
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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

Val)

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%
(Kenalog)

Medium Potency

Betamethasone valerate (Beta- Cream 0.1%
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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, Qintment, 0.1%
Solution
Prednicarbate (Dermatop) Cream 0.1%
Triamcinolone acetonide ( Cream, Lotion, 0.1%
Kenalog) Ointment
Ointment
0.025%
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Antipsychotics - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-138184
Guideline Name Antipsychotics - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 1/1/2024

1. Criteria

Product Name: Brand Abilify tablets, generic aripiprazole tablets, Brand Geodon capsules,
generic ziprasidone capsules, Brand Latuda, generic lurasidone, lithium carbonate (capsules,
tablets, ER tablets, oral solution), Brand Lithobid, Brand Risperdal (tablets, solution) generic
risperidone (tablets, ODT, solution), Brand Seroquel, generic quetiapine, Brand Zyprexa,
Brand Zyprexa Zydis, generic olanzapine (tablets, ODT)

Diagnosis PA Required for Patients < 6 years of age
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - The patient has been diagnosed per current DSM (Diagnostic and Statistical Manual of
Mental Disorders) criteria with one of the following disorders:
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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: chlorpromazine tablets, fluphenazine (tablets, oral concentrate, elixir),
haloperidol tablets and oral concentrate, loxapine, molindone, perphenazine, pimozide,
thioridazine, thiothixene, trifluoperazine

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

Approval Criteria

1 - The patient has been diagnosed per current DSM (Diagnostic and Statistical Manual of
Mental Disorders) criteria with one of the following disorders:
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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: chlorpromazine injection, Brand Clozaril, generic clozapine (tablets, ODT),
fluphenazine decanoate, Brand Haldol decanoate injection, generic haloperidol decanoate,
Brand Haldol lactate injection, generic haloperidol lactate injection

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

Approval Criteria

1 - ONE of the following:
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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

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

e 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

Product Name: Abilify Asimtufii, Abilify Maintena

Approval Length 12 month(s)

Guideline Type Prior Authorization
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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

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 Mycite

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 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

Page 150



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: Aristada, Aristada Initio

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:

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

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:
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
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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: Invega Hafyera

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has a diagnosis of schizophrenia or schizoaffective disorder

AND
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2 - Patient has been treated with Invega Sustenna or Invega Trinza for at least 6 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: 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 Diagnosis of schizophrenia

AND

1.1.2 Both of the following:

1.1.2.1 Patient has a history of failure, contraindication or intolerance to at least FOUR of
the following:

Aripiprazole oral (generic Abilify)

Aripiprazole injectable formulations (Abilify Maintena, Aristada, Aristada Initio)
Clozapine/clozapine ODT

Lurasidone

Paliperidone oral

Paliperidone injectable formulations (e.g., Invega Trinza, Invega Sustenna, Invega
Hafyera)

Quetiapine

e Risperidone/risperidone ODT

e Risperidone injectable formulations (Perseris, Risperdal Consta)
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AND

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

OR

1.2 All of the following:

1.2.1 Diagnosis of bipolar | disorder

AND

1.2.2 History of failure, contraindication or intolerance to ALL of the following preferred
alternatives:

e Lamotrigine
e Lithium
e Valproate

AND

1.2.3 History of failure, contraindication or intolerance to THREE of the following preferred
alternatives:

Aripiprazole
Lurasidone
Quetiapine
Risperidone

OR

1.3 One of the following:

1.3.1 The patient has been receiving treatment with the requested medication, and is new to
the plan (enroliment effective date within the past 90 days)
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OR

1.3.2 The patient is currently receiving treatment with the requested medication in the
hospital and must continue upon discharge

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:

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: Risperdal Consta
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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
e 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: Rykindo, generic risperidone ER IM

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
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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 oral risperidone
OR
2.2 Patient is unable to take oral solid alternatives
AND

3 - History of failure, contraindication or intolerance to Risperdal Consta

AND

4 - 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: Uzedy

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 risperidone

OR

2.2 Patient is unable to take oral solid alternatives

AND

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

o Perseris
e Risperdal Consta

AND

4 - 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 tablets, Adasuve, generic aripiprazole (ODT, solution),
chlorpromazine tablets, Brand Clozaril, Fanapt, fluphenazine (injection, tablets), Brand
Geodon (capsules, injection) generic ziprasidone (capsules, injection), Brand Haldol
decanoate injection, generic haloperidol injection, Brand Invega tablets, generic paliperidone
ER tablets, Brand Latuda, Brand Lithobid, loxapine, perphenazine-amitriptyline,
prochlorperazine injection, Brand Risperdal (tablets, solution), generic risperidone solution,
Brand Saphris, generic asenapine sublingual tablets, Secuado, Brand Seroquel, Brand
Seroquel XR, generic quetiapine ER tablets, Brand Symbyax, generic fluoxetine-olanzapine,
Versacloz, Brand Zyprexa (tablets, injection), Zyprexa Relprevv, Brand Zyprexa Zydis
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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 FOUR of
the following:

Aripiprazole oral (generic Abilify)

Aripiprazole injectable formulations (Abilify Maintena, Aristada, Aristada Initio)
Clozapine/clozapine ODT

Lurasidone

Olanzapine/olanzapine ODT

Paliperidone oral** (DOES NOT APPLY TO REQUESTS FOR PALIPERIDONE ER
TABLETS)

Paliperidone injectable formulations (Invega Sustenna, Invega Trinza, Hafyera)
Quetiapine

Risperidone/risperidone ODT

Risperidone injectable formulations (Perseris, Risperdal Consta)

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
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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

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
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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

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

1.1.5 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 (enrollment 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
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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.

**If the request is for generic paliperidone ER tablets, please omit "pal
iperidone oral" as an alternative**

2 . Revision History

Date Notes

12/22/2023 Added generic Risperdal Consta as NP target (mirrors Rykindo)
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Anxiolytics - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-126970
Guideline Name Anxiolytics - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 6/23/2023

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

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)

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 75: 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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OR

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

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
use)

2 . Revision History

Date Notes

Updated DUR Reject code from 88 to rej 75. No changes to clinical ¢

6/22/2023 .
riteria.
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Apomorphine products (Apokyn, Kynmobi)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-107440
Guideline Name Apomorphine products (Apokyn, Kynmobi)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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

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

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
e 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)

e Catechol-O-methyl transferase (COMT) inhibitors (e.g., entacapone)
e Monoamine oxidase (MAQ) 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

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99514

Guideline Name

Aquadeks

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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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Arcalyst

Optum

¢

Prior Authorization Guideline

Guideline ID

GL-105172

Guideline Name

Arcalyst

Formulary

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

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

Updated diagnosis verbiage for clarification. Added Submission of M

3/24/12022 edical Records.
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Arikayce

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99710

Guideline Name

Arikayce

Formulary

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

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

AND
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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*
o 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:

e Infectious disease specialist
e Pulmonologist
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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)

AND

1.2.4 Patient has NOT received greater than 12 months of Arikayce therapy with continued
positive respiratory cultures
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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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Atorvaliq (atorvastatin oral suspension)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-125916

Guideline Name

Atorvaliq (atorvastatin oral suspension)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

5/20/2023

1. Criteria

Product Name: Atorvaliq

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 Patient is less than 10 years of age
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AND

1.1.2 Prescribed by or in consultation with a cardiologist

OR

1.2 Both of the following:
1.2.1 Medication is being used for one of the following:
1.2.1.1 To reduce the risk of one of the following:

e Myocardial infarction (MI), stroke, revascularization procedures, and angina in adults
with multiple risk factors for coronary heart disease (CHD) but without clinically evident

CHD
e Ml and stroke in adults with type 2 diabetes mellitus with multiple risk factors for CHD

but without clinically evident CHD
o Non-fatal MI, fatal and non-fatal stroke, revascularization procedures, hospitalization
for congestive heart failure, and angina in adults with clinically evident CHD

OR

1.2.1.2 As an adjunct to diet to reduce low-density lipoprotein cholesterol (LDL-C) in one of
the following:

e Adults with primary hyperlipidemia

o Adults and pediatric patients aged 10 years and older with heterozygous familial
hypercholesterolemia (HeFH)

OR

1.2.1.3 As an adjunct to other LDL-C-lowering therapies, or alone if such treatments are
unavailable, to reduce LDL-C in adults and pediatric patients aged 10 years and older with
homozygous familial hypercholesterolemia (HoFH)

OR

1.2.1.4 As an adjunct to diet for the treatment of adults with one of the following:
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e Primary dysbetalipoproteinemia
e Hypertriglyceridemia

AND

1.2.2 One of the following:

1.2.2.1 Trial and failure, contraindication, or intolerance to generic atorvastatin tablets
(verified via paid pharmacy claims or submitted chart notes)

OR

1.2.2.2 Patient is unable to swallow oral tablets

2 . Revision History

Date

Notes

5/19/2023

Revised verbiage for patients under 10 yo

Page 180



Austedo (deutetrabenazine)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-137610
Guideline Name Austedo (deutetrabenazine)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 1/1/2024

1. Criteria

Product Name: Austedo, Austedo XR

Diagnosis Moderate to Severe Tardive dyskinesia
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe tardive dyskinesia (TD) secondary to treatment with a
centrally acting dopamine receptor blocking agent (DRBA)
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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, Austedo XR
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
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AND

2 - Austedo is not prescribed concurrently with tetrabenazine or Ingrezza

AND
3 - Dose does not exceed 48 mg per day
Product Name: Austedo, Austedo XR
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

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 = 36 repeats in the huntingtin (HTT) gene
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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, Austedo XR
Diagnosis Chorea Associated with Huntington Disease
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 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
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2 . Revision History

Date Notes

Updates from Oct P&T: removed step through Austedo IR for Austed

12/11/2023 o XR (now preferred)
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Azole Antifungals

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-143793
Guideline Name Azole Antifungals
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date: 3/1/2024

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

1.1 Diagnosis of ONE of the following:

o Blastomycosis
o Histoplasmosis
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e 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 fingernail
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
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Approval Criteria
1 - One of the following:

1.1 Diagnosis of invasive aspergillosis including Aspergillus fumigatus

OR

1.2 ALL of the following:

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

OR
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

Page 191



1.1.3 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

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:

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, Noxafil suspension packets

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:
o Aspergillus
e 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:

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 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
AND
2 - Both of the following:
o Patient is 6 months of age or older
o Patient weighs 16 kg or greater
Notes *Drug may require PA

Product Name: Tolsura

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Both of the following:
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1.1 Diagnosis of ONE of the following fungal infections:

o Blastomycosis
o Histoplasmosis
o Aspergillosis

AND

1.2 Patient has a history of failure, contraindication, intolerance, or resistance to
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,
Noxafil suspension packets, 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

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

Page 196



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

Date Notes

3/1/2024 Removed Likmez from PA, created new drug-specific guideline.
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Baxdela

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99516

Guideline Name

Baxdela

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

OR
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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:

e Amoxicillin**
e A macrolide**
e Doxycycline**
e Afluoroquinolone**
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 require PA

Product Name: Baxdela

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

Approval Criteria
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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

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

o 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 Apenicillin**
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 require 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

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-117161

Guideline Name

Belbuca, Butrans - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/1/2022

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

AND
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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
quantity 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)

AND

2 - If the request is for Belbuca or generic Butrans ONLY': Prescriber attests the information
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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

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
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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
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 or pregabalin (Lyrica) titrated to a therapeutic dose
(document date of trial)
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AND

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)

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
quantity 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

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

AND
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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
quantity 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 *

Guideline Type Quantity Limit
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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

11/21/2022 Added pregabalin as prerequisite option for neuropathic/nerve pain
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Benlysta (belimumab)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-114489

Guideline Name

Benlysta (belimumab)

Formulary

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

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

AND
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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 nephritis
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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 IV, 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
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2 - 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)]

2 . Revision History

Date

Notes

9/26/2022

Updated age requirement. Added IV formulation as target.
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Benznidazole

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99434

Guideline Name

Benznidazole

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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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Bimzelx (bimekizumab-bk

Optum

ZX

¢

Prior Authorization Guideline

Guideline ID

GL-139342

Guideline Name

Bimzelx (bimekizumab-bkzx)

Formulary

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

Guideline Note:

Effective Date:

2/1/2024

1. Criteria

Product Name: Bimzelx

Diagnosis

Plaque Psoriasis

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g, chart notes) confirming diagnosis of moderate to

severe plaque psoriasis
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AND

2 - Submission of medical records (e.g., chart notes) confirming one of the following:
e Atleast 3% body surface area (BSA) involvement

e Severe scalp psoriasis
o Palmoplantar (i.e., palms, soles), facial, or genital involvement

AND

3 - Minimum duration of a 4-week trial and failure, contraindication, or intolerance to one of
the following topical therapies:

o corticosteroids (e.g., betamethasone, clobetasol)

e vitamin D analogs (e.g., calcitriol, calcipotriene)

o tazarotene

e calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)
e anthralin

e coaltar

AND

4 - Prescribed by or in consultation with a dermatologist

AND

5 - Both of the following (verified via submission of records or paid pharmacy claims):
5.1 Trial and failure, contraindication, or intolerance to ONE of the following:
o Enbrel (etanercept)

e Humira (adalimumab)

AND

5.2 Trial and failure, contraindication, or intolerance to Otezla (apremilast)
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AND

6 - Not used in combination with other potent immunosuppressants (e.g., azathioprine,
cyclosporine)

Product Name: Bimzelx

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

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming positive clinical response to
therapy as evidenced by ONE of the following:

e Reduction the body surface area (BSA) involvement from baseline
e Improvement in symptoms (e.g., pruritus, inflammation) from baseline

AND

2 - Not used in combination with other potent immunosuppressants (e.g., azathioprine,
cyclosporine)

2 . Revision History

Date Notes

1/23/2024 New program
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Blood Glucose Monitors

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99566
Guideline Name Blood Glucose Monitors
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

2 . Background
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Benefit/Coverage/Program Information

Non-preferred Blood Glucose Monitors*

CONTOUR  KIT NEXT EASY TOUCH KIT EASYMAXV KIT
LNK MONITOR SYSTEM
CONTOUR NXT KIT LINK [KROGER BGM KIT EASYMAX NG KIT
2.4 SYSTEM SYSTEM

ELEMENT AUTO KIT MEIJER BGM KIT
CONTOUR  KIT NEXT EZ SYSTEM ESSENTIA

MEIJER GLUCO KIT

CONTOUR  KIT NEXT SMARTEST KIT EJECT MONITOR
CONTOUR  KIT SMARTEST KIT MEIJER BGM KIT
MONITOR PROTEGE PREMIUM

RELION MICRO KIT

SMARTEST KIT
PRONTO

FORAV30A KIT

RELION KIT MONITOR

SMARTEST KIT
PERSONA

FORATN'G KIT VOICE

BD LOGIC  KIT MONITOR

GLUCOCOM  KIT
MONITOR

REFUAH PLUS KIT
SYSTEM

BD LATITUDE KIT

RIGHTEST SYS KIT GM300

KROGER BGM KIT

BD LATITUDE KIT SYSTEM

RIGHTEST SYS KIT GM100

KROGER BGM KIT
PREMIUM

QUICKTEK  KIT

RIGHTEST SYS KIT GM550

CONTOUR  KIT LINK 2.4

ADVANCE  KIT INTUITIO

IGLUCOSE KIT

EASYMAXV KIT
SYSTEM

GLUCOCARD KIT SHNE

NOVAMAX  KIT SYSTEM

EASYMAX NG KIT

CON SYSTEM
GLUCOCARD KIT SHNE |WAVESENSE KIT MYGLUCOHEALT KIT
EXP KEYNOTE SYSTEM

GLUCOCARD KIT
EXPRESSI

AGAMA JAZZ KIT WRLSS
2

MICRODOT KIT SYSTEM

POCKETCHEM KIT EZ

AGAMATRIX KIT
PRESTO

ONE TOUCH KIT VERIO
FL
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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  KIT MONITOR

FORAV30A 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

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

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99436

Guideline Name

Bonjesta and Diclegis

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

AND
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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 gwdellnes starting with B and C from C&S Arizona to Ariz
ona Medicaid
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Brand Over Generic Not Covered

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99590
Guideline Name Brand Over Generic Not Covered
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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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Breast Cancer - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99541

Guideline Name

Breast Cancer - Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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
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Approval Criteria

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
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Date

Notes

6/3/2021

Arizona Medicaid 7.1 Implementation
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Breo Ellipta

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-126227

Guideline Name

Breo Ellipta

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

7/1/2023

1. Criteria

Product Name: Brand Breo Ellipta, generic fluticasone-vilanterol

Diagnosis

Asthma, COPD

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - All of the following:

1.1 Diagnosis of asthma

AND
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1.2 Patient is 5 years of age or older

AND

1.3 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

OR

2 - All of the following:

2.1 Diagnosis of chronic obstructive pulmonary disease (COPD)

AND

2.2 Patient is 18 years of age or older

AND

2.3 One of the following:

2.3.1 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

2.3.2 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
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2.4 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
Symbicort

2 . Revision History

Date

Notes

6/26/2023

Added generic as NP target. Added age requirement criteria.
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Brexafemme (ibrexafungerp)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-120435

Guideline Name

Brexafemme (ibrexafungerp)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

2/1/2023

1. Criteria

Product Name: Brexafemme

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Requested drug is being used for a Food and Drug Administration (FDA)-approved

indication

AND

2 - Trial and failure, contraindication, or intolerance to both of the following:
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boric acid)
e Oral fluconazole for a minimum of 3 days duration

o One intravaginal product (e.g., clotrimazole, miconazole, tioconazole, terconazole,

2 . Revision History

Date Notes

1/24/2023 New program
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Brilinta and Effient

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99561

Guideline Name

Brilinta and Effient

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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
elevation myocardial infarction (NSTEMI) or ST-segment elevation myocardial infarction

(STEMI)]
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2 - If request is for Effient (prasugrel), patient must be managed with percutaneous coronary

intervention (PCI)

AND
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Buprenorphine Sublingual Tablet

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-121788
Guideline Name Buprenorphine Sublingual Tablet
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 3/1/2023

1. Criteria

Product Name: Buprenorphine Sublingual Tablet

Approval Length 6 Months*

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of opioid abuse/dependence.

AND

2 - One of the following:
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2.1 Patient is pregnant or breastfeeding;*

OR

2.2 Both of the following:
2.2.1 Patient had an intolerance or side effect to buprenorphine-naloxone sublingual tablet
or film;

AND

2.2.2 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

2.3 Patient has a contraindication to naloxone.

OR

2.4 Both of the following:

2.4.1 Patient has a severe allergy to naloxone [e.g., Stevens-Johnson syndrome, DRESS

(Drug Rash with Eosinophilia and Systemic Symptoms)];

AND

2.4.2 Provider has submitted a copy of the MedWatch Form 3500 to the Food and Drug
Administration documenting the adverse reaction

AND

3 - Patient is not currently on ANY of the following:

e Benzodiazepines (e.g. Alprazolam, Diazepam, Lorazepam)
e Hypnotics (e.g. Temazepam, Rozerem, Zolpidem)
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e Opioids (e.g. Oxycodone, Tramadol, Hydrocodone)

AND

4 - 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

2 . Revision History

Date

Notes

2/27/2023

Removed DATA 2000 criterion

Page 240




Bylvay (odevixibat)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-131952

Guideline Name

Bylvay (odevixibat)

Formulary

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

Guideline Note:

Effective Date:

9/1/2023

1. Criteria

Product Name: Bylvay

Diagnosis

Progressive Familial Intrahepatic Cholestasis (PFIC)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming diagnosis of progressive
familial intrahepatic cholestasis (PFIC) type 1, 2, or 3 confirmed by one of the following:

o Diagnostic test (e.g., liver function test, liver ultrasound and biopsy, bile analysis)
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e Genetic Testing

AND

2 - Patient is experiencing both of the following:

e Moderate to severe pruritus
o Patient has a serum bile acid concentration above the upper limit of the normal
reference for the reporting laboratory

AND

3 - Patient is 3 months of age or older

AND

4 - Patient has had an inadequate response to at least two of the following treatments used
for the relief of pruritus:

Ursodeoxycholic acid (e.g., Ursodiol)

Antihistamines (e.g., diphenhydramine, hydroxyzine)
Rifampin

Bile acid sequestrants (e.g., Questran, Colestid, Welchol)

AND

5 - Prescribed dose is consistent with FDA-approved package labeling and does not exceed a
total daily dose of 6 mg

AND

6 - Prescribed by or in consultation with a hepatologist or gastroenterologist

Product Name: Bylvay

Diagnosis Progressive Familial Intrahepatic Cholestasis (PFIC)

Approval Length 12 Months
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Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., reduced serum bile acids,

improved pruritus)

2 - Prescribed dose is consistent with FDA-approved package labeling and does not exceed a

total daily dose of 6 mg

AND

Product Name: Bylvay

Diagnosis

Alagille Syndrome (ALGS)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming both of the following:

1.1 Diagnosis of Alagille Syndrome (ALGS)

AND

1.2 Molecular genetic testing confirms mutations in the JAG1 or NOTCH2 gene

AND

2 - Patient is experiencing both of the following:

e Moderate to severe pruritus
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reference for the reporting laboratory

3 - Patient is 12 months of age or older

for the relief of pruritus:

Ursodeoxycholic acid (e.g., Ursodiol)

Rifampin

o Patient has a serum bile acid concentration above the upper limit of the normal

AND

AND

4 - Patient has had an inadequate response to at least two of the following treatments used

Antihistamines (e.g., diphenhydramine, hydroxyzine)

Bile acid sequestrants (e.g., Questran, Colestid, Welchol)

AND

5 - Prescribed by or in consultation with a hepatologist or gastroenterologist

Product Name: Bylvay

Diagnosis Alagille Syndrome (ALGS)
Approval Length 12 Months

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

pruritus severity score)

1 - Documentation of positive clinical response to therapy (e.g., reduced bile acids, reduced

2 . Revision History
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Date

Notes

8/29/2023

Added criteria for new indication Alagille Syndrome
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Cablivi

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99601

Guideline Name

Cablivi

Formulary

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

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)

AND
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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

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-131970
Guideline Name Cabotegravir Containing Agents
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 9/1/2023

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

AND
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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

OR

Notes

*If patient meets criteria above, please approve both Vocabria and Ca
benuva at GPI list “CABOTEGRPA”.

Product Name: Vocabria**, Apretude**

Diagnosis

HIV-1 Pre-Exposure Prophylaxis
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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:

e Negative HIV-1 antigen/antibody test
e Negative HIV-1 RNA assay

AND

4 - One of the following:
4.1 Trial and failure, contraindication or intolerance to BOTH of the following:

e Brand Truvada
o Descovy

OR
4.2 Submission of medical records (e.g., chart notes) from provider documenting BOTH of

the following:

o Patient would benefit from long-acting injectable therapy over standard oral regimens
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o Patient would be adherent to testing and dosing schedule

Notes **If 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 **|If patient meets criteria above, please approve both Vocabria and A
pretude at GPI list “APRETUDEPA”

2 . Revision History

Date Notes

8/29/2023 Updated t/f criteria verbiage for PrEP indication
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Calcium/Vitamin D

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99531
Guideline Name Calcium/Vitamin D
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-114157

Guideline Name

Camzyos (mavacamten)

Formulary

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

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)

AND
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2 - Patient has New York Heart Association (NYHA) Class Il or lll 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.g., 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

1 - Documentation of positive clinical response to therapy (e.g., improved symptom relief)
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AND

2 - Patient has a left ventricular ejection fraction of greater than or equal to 50%

AND

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), Rexulti (brexpiprazole), Vraylar (cariprazine)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-126244

Guideline Name

Caplyta (lumateperone), Rexulti (brexpiprazole), Vraylar (cariprazine)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

6/7/2023

1. Criteria

Product Name: Caplyta, Rexulti, Vraylar

Diagnosis

Schizophrenia

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of schizophrenia

2 - One of the following:

AND
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2.1 History of failure, contraindication or intolerance to at least FOUR of the following

preferred alternatives:

Lurasidone

Quetiapine

Aripiprazole oral (generic Abilify)
Aripiprazole injectable formulations (Abilify Maintena, Aristada, Aristada Initio))
Clozapine/clozapine ODT

Olanzapine/olanzapine ODT
Paliperidone oral
Paliperidone injectable formulations (Invega Sustenna, Invega Trinza, Hafyera)

Risperidone/risperidone ODT
Risperidone injectable formulations (Perseris, Risperdal Consta)

OR

2.2 One of the following:

2.2.1 The patient has been receiving treatment with the requested medication, and is new to
the plan (enrollment effective date within the past 90 days)

2.2.2 The patient is currently receiving treatment with the requested medication in the

OR

hospital and must continue upon discharge

Product Name: Vraylar

Diagnosis

Bipolar | Disorder

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of bipolar | disorder

AND
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2 - ONE of the following:
2.1 Both of the following:

2.1.1 History of failure, contraindication or intolerance to ALL of the following preferred
alternatives:

e Lamotrigine
e Lithium
e Valproate

AND

2.1.2 History of failure, contraindication or intolerance to THREE of the following preferred
alternatives:

Aripiprazole
Lurasidone
Quetiapine
Risperidone

OR
2.2 One of the following:
2.2.1 The patient has been receiving treatment with the requested medication, and is new to
the plan (enroliment effective date within the past 90 days)

OR

2.2.2 The patient is currently receiving treatment with requested medication in the hospital
and must continue upon discharge

Product Name: Caplyta, Vraylar

Diagnosis Bipolar Depression
Approval Length 12 month(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of bipolar depression

AND

2 - ONE of the following:

2.1 History of failure, contraindication or intolerance to at least FOUR of the following
preferred alternatives:

Fluoxetine

Lamotrigine

Lithium ER

Lurasidone

Paroxetine

Quetiapine

Valproate

Combination Therapy (i.e., lithium plus lamotrigine/valproate, lurasidone plus
lithium/valproate, olanzapine plus fluoxetine, quetiapine plus lithium/valproate)

OR
2.2 One of the following:
2.2.1 The patient has been receiving treatment with the requested medication, 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 requested medication in the hospital
and must continue upon discharge

Product Name: Rexulti, Vraylar

Diagnosis Maijor Depressive Disorder (MDD)
Approval Length 12 month(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of one of the following:

e Major depressive disorder (MDD)
o Treatment resistant depression (Applies to Vraylar only)

AND

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

2.1.1 History of failure, contraindication or intolerance to at least THREE of the following
preferred alternatives:

Bupropion

Citalopram

Duloxetine 20 mg, 30 mg, or 60 mg

Escitalopram tablets

Fluoxetine

Fluvoxamine tablets

Paroxetine IR tablets

Sertraline tablets or oral concentrate for solution
Venlafaxine IR tablets or Venlafaxine ER capsules

AND

2.1.2 History of failure, contraindication or intolerance ALL of the following:
e aripiprazole

e quetiapine ER
e risperidone

OR

2.2 One of the following:

2.2.1 The patient has been receiving treatment with the requested medication, and is new to
the plan (enrollment effective date within the past 90 days)
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OR

2.2.2 The patient is currently receiving treatment with the requested medication in the
hospital and must continue upon discharge

Product Name: Rexulti

Diagnosis Agitation Associated With Dementia Due To Alzheimer's Disease
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - The requested medication is being used for treatment of agitation associated with
dementia due to Alzheimer's disease

Product Name: Caplyta

Diagnosis Caplyta Requests Exceeding Quantity Limit*
Approval Length 12 month(s)
Guideline Type Quantity Limit

Approval Criteria
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
e Published practice guidelines and treatment protocols

Page 262



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

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

3 - The requested dosage cannot be achieved using the plan accepted quantity limit of a
different dose or formulation
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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

6/6/2023 Added Rexulti as NP target. Updated criteria for most indications
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Caprelsa

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99678

Guideline Name

Caprelsa

Formulary

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

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)

AND
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2 - ONE of the following:

e Unresectable locally advanced disease
e Metastatic disease

AND

3 - ONE of the following:

o Patient has symptomatic disease
e 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:

e Follicular carcinoma
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e Hurthle cell carcinoma
e 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
e Patient has progressive disease
AND

4 - Disease is refractory to radioactive iodine treatment

Product Name: Caprelsa

Diagnosis Follicular carcinoma, Hurthle 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)

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Non-Small Cell Lung Cancer (NSCLC)

AND

2 - Disease is positive for RET gene rearrangement

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)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-104872
Guideline Name Carbaglu (carglumic acid)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

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

AND
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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

4 - Medication will be used for a maximum duration of 7 days
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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

New program for Carbaglu, mirrors ORx LOB. Added submission of

3/31/2022 MR to each section.
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Casgevy (exagamglogene autotemcel injection)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144825
Guideline Name Casgevy (exagamglogene autotemcel injection)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 4/1/2024

1. Criteria

Product Name: Casgevy

Diagnosis Sickle Cell Disease
Approval Length 1 Time Authorization in Lifetime*
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting a diagnosis of sickle cell
disease (SCD)

AND
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2 - Submission of medical records (e.g., chart notes) confirming patient has genotype BS/BS,
BS/BO, or BS/B+

AND

3 - Patient is 12 years of age or older

AND

4 - Provider attests that patient is clinically stable and eligible to undergo hematopoietic stem
cell transplant (HSCT)

AND

5 - Submission of medical records (e.g., chart notes) documenting patient has a history of at
least 4 vaso-occlusive events (VOES) in the past 24 months as defined by one of the following
scenarios:

e Acute pain event requiring a visit to a medical facility and administration of pain
medications (opioids or intravenous [IV] non-steroidal anti-inflammatory drugs
[NSAIDs]) or RBC transfusions

e Acute chest syndrome

e Priapism lasting > 2 hours and requiring a visit to a medical facility

Splenic sequestration

AND
6 - Submission of medical records (e.g., chart notes) confirming patient has obtained a
negative test result for all of the following prior to cell collection:
e Hepatitis B virus (HBV)

e Hepatitis C virus (HCV)
e Human immunodeficiency virus (HIV)

AND

7 - Patient is anticipated to provide an adequate number of cells to meet the minimum
recommended dose of 3 x 1076 CD34+ cells/kg
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AND

8 - Patient will receive both of the following:

8.1 Full myeloablative conditioning with busulfan prior to treatment with Casgevy

AND

8.2 Anti-seizure prophylaxis with agents other than phenytoin prior to initiating busulfan
conditioning

AND

9 - Prescriber attests that patient will discontinue disease modifying therapies for sickle cell
disease (e.g., hydroxyurea, crizanlizumab, voxelotor) 8 weeks before the planned start of
mobilization and conditioning

AND
10 - Both of the following:
o Patient has never received any previous sickle cell gene therapy treatment in their

lifetime (i.e., Casgevy, Lyfgenia)
o Patient has never received prior allogeneic transplant

AND

11 - Prescribed by a provider at a SCD Treatment center with expertise in gene therapy

AND

12 - Prescribed by one of the following:

e Hematologist/Oncologist
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e Specialist with expertise in the diagnosis and management of sickle cell disease

Notes *Per prescribing information, Casgevy is for one-time, single dose intr
avenous use only

Product Name: Casgevy

Diagnosis Transfusion-dependent 3-thalassemia (TDT)
Approval Length 1 Time Authorization in Lifetime*
Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting a diagnosis of transfusion-
dependent B-thalassemia (TDT)

AND

2 - Submission of medical records (e.g., chart notes) confirming presence of a mutation at
both alleles of the B-globin gene (i.e., B0/30, B0/B+, B+/B+, BO/BE)

AND
3 - Submission of medical records (e.g., chart notes) confirming ONE of the following:
e Patient has a history of requiring at least 100 mL/kg/year of RBC transfusions in the

prior 2 years
o Patient requires 10 units/year of RBC transfusions in the prior 2 years

AND

4 - Patient is 12 years of age or older

AND
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5 - Provider attests that patient is clinically stable and eligible to undergo hematopoietic stem
cell transplant (HSCT)

AND
6 - Submission of medical records (e.g., chart notes) confirming patient has obtained a
negative test result for all of the following prior to cell collection:
e Hepatitis B virus (HBV)

e Hepatitis C virus (HCV)
e Human immunodeficiency virus (HIV)

AND

7 - Patient is anticipated to provide an adequate number of cells to meet the minimum
recommended dose of 3 x 10"6 CD34+ cells/kg

AND

8 - Patient does not have any of the following:

o Severely elevated iron in the heart (e.g., patients with cardiac T2* less than 10 msec
by MRI)
e Advanced liver disease

e MRl results of the liver demonstrating liver iron content greater than or equal to 15
mg/g (unless biopsy confirms absence of advanced disease)

AND

9 - Both of the following:

e Iron chelation therapy (e.g., deferoxamine, deferasirox) will be discontinued for at least
7 days prior to initiating myeloablative conditioning therapy

e Hydroxyurea, Oxbryta (voxelotor), and Adakveo (crizanlizumab) will be discontinued at
least 8 weeks prior to start of mobilization and conditioning

AND
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10 - Patient will receive both of the following:

10.1 Full myeloablative conditioning with busulfan prior to treatment with Casgevy

10.2 Anti-seizure prophylaxis with agents other than phenytoin prior to initiating busulfan
conditioning

11 - Both of the following:

12 - Prescribed by a provider at a treatment center with expertise in gene therapy

13 - Prescribed by one of the following:

AND

AND

Patient has never received any previous transfusion dependent beta-thalassemia
gene therapy treatment in their lifetime (i.e., Casgevy, Zynteglo)
Patient has never received prior allogeneic transplant

AND

AND

Hematologist/Oncologist
Stem transplant specialist

Notes

*Per prescribing information, Casgevy is for one-time, single dose intr
avenous use only

2 . Revision History

Date

Notes

3/25/2024 Added criteria for new indication of beta thalassemia
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Cayston

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99603

Guideline Name

Cayston

Formulary

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

Guideline Note:

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 fibrosis (CF)

2 . Revision History
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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 Inhibitors - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-133841

Guideline Name

CGRRP Inhibitors - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

10/1/2023

1. Criteria

Product Name: Ajovy, Emgality 120 mg/ml

Diagnosis

Preventive Treatment of Migraine

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 Both of the following:

1.1.1 Diagnosis of episodic migraines
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AND

1.1.2 Patient has 4 to 14 migraine days per month, but no more than 14 headache days per
month [A, B, C]

OR

1.2 All of the following:

1.2.1 Diagnosis of chronic migraines

AND

1.2.2 Patient has greater than or equal to 15 headache days per month, of which at least 8
must be migraine days for at least 3 months [A]

AND

1.2.3 Medication overuse headache has been considered and potentially offending
medication(s) have been discontinued [H]

AND

2 - Patient is 18 years of age or older [I]

AND

3 - Two of the following [D, E, F, G]:
3.1 One of the following:
o History of failure (after at least a two month trial) or intolerance to Elavil (amitriptyline)

or Effexor (venlafaxine)
o Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)
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OR

3.2 One of the following:
o History of failure (after at least a two month trial) or intolerance to Depakote/Depakote
ER (divalproex sodium) or Topamax (topiramate)

o Patient has a contraindication to both Depakote/Depakote ER (divalproex sodium) and
Topamax (topiramate)

OR

3.3 One of the following:

o History of failure (after at least a two month trial) or intolerance to one of the following
beta blockers: atenolol, propranolol, nadolol, timolol, or metoprolol

o Patient has a contraindication to all of the following beta blockers: atenolol,
propranolol, nadolol, timolol, metoprolol

AND

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

e Pain specialist
e Headache specialist*

AND

5 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Ajovy, Emgality 120 mg/ml

Diagnosis Preventive Treatment of Migraine
Approval Length 12 month(s)
Therapy Stage Reauthorization
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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 - Use of acute migraine medications [e.g., nonsteroidal anti-inflammatory drugs (NSAIDs)
(e.g., ibuprofen, naproxen), triptans (e.g., eletriptan, rizatriptan, sumatriptan)] has decreased
since the start of CGRP therapy

AND
3 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist*

AND

4 - For Chronic Migraine only: Patient continues to be monitored for medication overuse
headache (MOH) [H]

AND

5 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches

Approval Length 3 month(s)
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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

3 - Patient is 18 years of age or older [I]

AND

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

e Neurologist

e Pain specialist
e Headache specialist*

AND

5 - Medication will not be used in combination with another injectable CGRP inhibitor

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches
Approval Length 12 month(s)
Therapy Stage Reauthorization
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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 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist*

AND

3 - Medication will not be used in combination with another injectable CGRP inhibitor

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Aimovig, Qulipta, Vyepti

Diagnosis Preventive Treatment of Migraine
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Both of the following:

1.1.1 Diagnosis of episodic migraines
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AND

1.1.2 Patient has 4 to 14 migraine days per month, but no more than 14 headache days per
month [A, B, C]

OR

1.2 All of the following:

1.2.1 Diagnosis of chronic migraines

AND

1.2.2 Patient has greater than or equal to 15 headache days per month, of which at least 8
must be migraine days for at least 3 months [A]

AND

1.2.3 Medication overuse headache has been considered and potentially offending
medication(s) have been discontinued [H]

AND

2 - Patient is 18 years of age or older [I]

AND

3 - Two of the following [D, E, F, G]:
3.1 One of the following:
o History of failure (after at least a two month trial) or intolerance to Elavil (amitriptyline)

or Effexor (venlafaxine)
o Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)
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OR

3.2 One of the following:

o History of failure (after at least a two month trial) or intolerance to Depakote/Depakote
ER (divalproex sodium) or Topamax (topiramate)

o Patient has a contraindication to both Depakote/Depakote ER (divalproex sodium) and
Topamax (topiramate)

OR

3.3 One of the following:

o History of failure (after at least a two month trial) or intolerance to one of the following
beta blockers: atenolol, propranolol, nadolol, timolol, or metoprolol

o Patient has a contraindication to all of the following beta blockers: atenolol,
propranolol, nadolol, timolol, metoprolol

AND
4 - Trial and failure, contraindication, or intolerance to ALL of the following:
e Ajovy
o Emgality
AND
5 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

o Pain specialist
e Headache specialist*

AND

6 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines
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Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Aimovig, Qulipta, Vyepti

Diagnosis Preventive Treatment of 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

2 - Use of acute migraine medications [e.g., nonsteroidal anti-inflammatory drugs (NSAIDs)
(e.g., ibuprofen, naproxen), triptans (e.g., eletriptan, rizatriptan, sumatriptan)] has decreased
since the start of CGRP therapy

AND
3 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist*

AND

4 - For Chronic Migraine only: Patient continues to be monitored for medication overuse
headache (MOH) [H]

AND
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5 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:

1.1 Diagnosis of episodic migraines

AND

1.2 Patient has 4 to 18 migraine days per month, but no more than 18 headache days per
month

AND

2 - Patient is 18 years of age or older [I]

AND

3 - Two of the following [D, E, F, G]:
3.1 One of the following:
o History of failure (after at least a two month trial) or intolerance to Elavil (amitriptyline)

or Effexor (venlafaxine)
o Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)
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OR

3.2 One of the following:

o History of failure (after at least a two month trial) or intolerance to Depakote/Depakote
ER (divalproex sodium) or Topamax (topiramate)

o Patient has a contraindication to both Depakote/Depakote ER (divalproex sodium) and
Topamax (topiramate)

OR

3.3 One of the following:

o History of failure (after at least a two month trial) or intolerance to one of the following
beta blockers: atenolol, propranolol, nadolol, timolol, or metoprolol

o Patient has a contraindication to all of the following beta blockers: atenolol,
propranolol, nadolol, timolol, metoprolol

AND
4 - Trial and failure, contraindication, or intolerance to ALL of the following:
e Ajovy
o Emgality
AND
5 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

o Pain specialist
e Headache specialist*

AND

6 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines
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Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of 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

2 - Use of acute migraine medications [e.g., nonsteroidal anti-inflammatory drugs (NSAIDs)
(e.g., ibuprofen, naproxen), triptans (e.g., eletriptan, rizatriptan, sumatriptan)] has decreased
since the start of CGRP therapy

AND

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

e Pain specialist
e Headache specialist*

AND

4 - Medication will not be used in combination with another CGRP inhibitor for the preventive
treatment of migraines

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).
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Product Name: Nurtec ODT, Zavzpret

Diagnosis

Acute Treatment of Migraine

Approval Length

3 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of migraine with or without aura

AND

2 - Will be used for the acute treatment of migraine

AND

3 - Patient has fewer than 15 headache days per month

AND

4 - Patient is 18 years of age or older [I]

5 - Patient has a history of a one-month trial resulting in therapeutic failure, contraindication,
or intolerance to FOUR of the following as evidenced by submission of medical records or

claims history:

AND

naratriptan tablets
rizatriptan tablets/ODT (Oral Disintegrating Tablets)
sumatriptan auto injection/cartridge
Imitrex nasal spray (Brand only)
zolmitriptan tablets/ODT

Zomig nasal spray (Brand only)
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AND

6 - Patient has a history of a one-month trial resulting in therapeutic failure, contraindication,
or intolerance to Ubrelvy as evidenced by submission of medical records or claims history**

AND
7 - If patient has 4 or more headache days per month, patient must meet one of the following
[D]:

7.1 Currently being treated with Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a
contraindication or intolerance to these medications

OR

7.2 Currently being treated with Depakote/Depakote ER (divalproex sodium) or Topamax
(topiramate) unless there is a contraindication or intolerance to these medications

OR

7.3 Currently being treated with a beta blocker (i.e., atenolol, propranolol, nadolol, timolol, or
metoprolol) unless there is a contraindication or intolerance to these medications

AND
8 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

o Pain specialist
e Headache specialist*

AND

9 - Medication will not be used in combination with another oral CGRP inhibitor

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS). **Patients requesting initial aut
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horization who were established on therapy via the receipt of a manuf
acturer supplied sample at no cost in the prescriber’s office or any for
m of assistance from the manufacturer sponsored programs shall be r
equired to meet initial authorization criteria as if patient were new to th
erapy.

Product Name: Nurtec ODT, Zavzpret

Diagnosis Acute Treatment of Migraine
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has experienced a positive response to therapy (e.g., reduction in pain,
photophobia, phonophobia, nausea)

AND
2 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist*

AND

3 - Medication will not be used in combination with another oral CGRP inhibitor

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Ubrelvy

Diagnosis Acute Treatment of Migraine
Approval Length 3 month(s)
Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of migraine with or without aura

AND

2 - Will be used for the acute treatment of migraine

AND

3 - Will not be used for preventive treatment of migraine

AND

4 - Patient has fewer than 15 headache days per month

AND

5 - Patient is 18 years of age or older [I]

AND

6 - Patient has a history of a one-month trial resulting in therapeutic failure, contraindication,
or intolerance to TWO of the following as evidenced by submission of medical records or
claims history:

naratriptan tablets

rizatriptan tablets/ODT (Oral Disintegrating Tablets)
sumatriptan auto injection/cartridge

zolmitriptan tablets/ODT

Zomig nasal spray (Brand only)

Imitrex nasal spray (Brand only)
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AND

7 - If patient has 4 or more headache days per month, patient must meet one of the following
[DI:

7.1 Currently being treated with Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a
contraindication or intolerance to these medications

OR

7.2 Currently being treated with Depakote/Depakote ER (divalproex sodium) or Topamax
(topiramate) unless there is a contraindication or intolerance to these medications

OR

7.3 Currently being treated with a beta blocker (i.e., atenolol, propranolol, nadolol, timolol, or
metoprolol) unless there is a contraindication or intolerance to these medications

AND
8 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist*

AND

9 - Medication will not be used in combination with another oral CGRP inhibitor

Notes *Headache specialists are physicians certified by the United Council f
or Neurologic Subspecialties (UCNS).

Product Name: Ubrelvy

Diagnosis Acute Treatment of Migraine

Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

photophobia, phonophobia, nausea)

AND

2 - Will not be used for preventive treatment of migraine

AND

e Neurologist

e Pain specialist
e Headache specialist*

AND

1 - Patient has experienced a positive response to therapy (e.g., reduction in pain,

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

4 - Medication will not be used in combination with another oral CGRP inhibitor

or Neurologic Subspecialties (UCNS).

Notes *Headache specialists are physicians certified by the United Council f

2 . Revision History

Date Notes
9/28/2023 er;z\gg moved to NP. Removed step through Aimovig for all other N
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Cholbam

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99700

Guideline Name

Cholbam

Formulary

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

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

AND
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2 - It is 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

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-105174

Guideline Name

Cialis for BPH - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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)

AND
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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)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-141167

Guideline Name

Cibingo (abrocitinib)

Formulary

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

Guideline Note:

Effective Date:

2712024

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

AND
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2 - Submission of medical records documenting 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:
e Dermatologist
e Allergist/Immunologist

AND

4 - Submission of medical records (e.g., chart notes, lab work, imaging) or paid claims history
documenting ALL of the following™*:

4.1 History of failure, contraindication, or intolerance to the following topical therapies:
(document drug, date of trial, and/or contraindication to medication)*

e One topical calcineurin inhibitor [e.g., Elidel (pimecrolimus), Protopic (tacrolimus)]
e Eucrisa (crisaborole)

AND

4.2 Submission of medical records (e.g., chart notes, lab work, imaging) or paid claims
history documenting trial and failure of a minimum 12-week supply of Dupixent (dupilumab) **

AND

4.3 Submission of medical records (e.g., chart notes, lab work, imaging) or paid claims
history documenting trial and failure of a minimum 12-week supply of Adbry (tralokinumab-
Idrm) **

AND

5 - Not used in combination with biologic immunomodulators (e.g., Dupixent, Adbry) or other
immunosuppressants (e.g., azathioprine, cyclosporine)

Page 306



AND

6 - Patient is 12 years of age or older

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and/or contraindication to medication
**PA may be required

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 SCORing 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 . Revision History

Date

Notes

2/6/2024

Updated criteria to include submission of records where applicable, a
dded step through Adbry.
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Cimzia- Arizona

Optum

¢

Prior Authorization Guideline

Guideline ID

GL-99712

Guideline Name

Cimzia- Arizona

Formulary

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

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:

1.1.1 Diagnosis of mo

derately to severely active Crohn’s disease
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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)

AND
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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:

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)]
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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)

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)*

1.1.3 Patient is NOT receiving Cimzia in combination with ONE of the following:

e Biologic DMARD (disease modifying anti-rheumatic drug) [e.g., Enbrel (etanercept),

AND

AND

Humira (adalimumab), Simponi (golimumab)]
» Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]

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

AND
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1.1.4 History of failure, contraindication, or intolerance to ALL of the following:

e Humira (adalimumab)
o Enbrel (etanercept)
o 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)]
» 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 trial
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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

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)]

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

3 - Prescribed by or in consultation with a rheumatologist

AND

AND

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:

1.1 All of the following:
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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)]

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:
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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
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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
e 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
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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 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 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)]

o 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
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Product Name: Cimzia

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:

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):*

o Corticosteroids (e.g., betamethasone, clobetasol, desonide)
o Vitamin D analogs (e.g., calcitriol, calcipotriene)

o Tazarotene

e Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)

e Anthralin

e Coaltar

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)*
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AND

1.1.5 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
1.1.6 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:
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o Biologic DMARD [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

1.2.4 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 Plaque 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
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2 . Revision History

Date

Notes

5/19/2021

Arizona Medicaid 7.1 Implementation
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CMV and Herpes Virus Agents- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99518
Guideline Name CMV and Herpes Virus Agents- Arizona
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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

OR
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1.2 Cytomegalovirus (CMV) retinitis

1.3 Cytomegalovirus (CMV) retinitis prophylaxis

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:

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*

OR

OR

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

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: cidofovir 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) retinitis
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OR

1.2 Cytomegalovirus (CMV) retinitis prophylaxis

OR

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:

American Hospital Formulary Service Drug Information

National Comprehensive Cancer Network Drugs and Biologics Compendium
Thomson Micromedex DrugDex

Clinical pharmacology

AND

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*

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:

1.1 Herpes genitalis
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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*

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
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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

1.2 Herpes genitalis prophylaxis

1.3 Herpes labialis

1.4 Herpes simplex virus infection

1.5 Herpes zoster (shingles) infection

1.6 Varicella (chicken pox) infection

OR

OR

OR

OR

OR
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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 - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144654
Guideline Name Colony Stimulating Factors - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 4/1/2024

1. Criteria

Product Name: PREFERED: 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: NON-PREFERRED: Leukine, Releuko, 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 BOTH of the following:

e Neupogen
e Nivestym

Product Name: PREFERRED: 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: NON-PREFERRED: Leukine, Releuko, Zarxio
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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

AND

4 - Patient has a history of failure, contraindication, or intolerance to BOTH of the following:

e Neupogen
e Nivestym

Product Name: PREFERRED: Neupogen, Nivestym, Nyvepria, Udenyca, Udenyca Onbody,
Ziextenzo

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:
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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

Product Name: NON PREFERRED: Fulphilia, Leukine, Neulasta, Neulasta Onpro, 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
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AND

3 - Patient has a history of failure, contraindication, or intolerance to ALL of the following:

Neupogen

Nivestym

Nyvepria

Udenyca or Udenyca Onbody
Ziextenzo

Product Name: PREFERRED: Fylnetra, Neupogen, Nivestym, Nyvepria, Udenyca, Udenyca
Onbody, 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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Product Name: NON-PREFERRED: Fulphila, Granix, Neulasta, Neulasta Onpro, Rolvedon,
Stimufend, 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

AND

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND

3 - Patient has a history of failure, contraindication, or intolerance to ALL of the following:

Fylnetra

Neupogen

Nivestym

Nyvepria

Udenyca or Udenyca Onbody
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e Ziextenzo

Product Name: PREFERRED: Neupogen, Nivestym, Nyvepria, Udenyca, Udenyca Onbody,
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

Product Name: NON-PREFERRED: Fulphila, Granix, Neulasta, Neulasta Onpro, Stimufend,
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 ALL of the following:

Neupogen

Nivestym

Nyvepria

Udenyca or Udenyca Onbody
Ziextenzo

Product Name: PREFERRED: Fylnetra, Neupogen, Nivestym, Nyvepria, Udenyca, Udenyca
Onbody, 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
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AND

3 - Prescribed by, or in consultation with, a hematologist or oncologist

Product Name: NON-PREFERRED: Fulphila, Leukine, Neulasta, Neulasta Onpro, Stimufend,
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)

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 ALL of the following:

Fylnetra

Neupogen

Nivestym

Nyvepria

Udenyca or Udenyca Onbody
Ziextenzo
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Product Name: PREFERRED: 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: NON-PREFERRED: 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

2 - Prescribed by, or in consultation with, a hematologist or oncologist

AND
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3 - Patient has a history of failure, contraindication, or intolerance to BOTH of the following:

e Neupogen
e Nivestym

Product Name: PREFERRED: 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: NON PREFERRED: 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 BOTH of the following:

e Neupogen
e Nivestym

Product Name: PREFERRED: 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)
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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

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

o 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: NON-PREFERRED: 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)
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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

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
o 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 BOTH of the following:

e Neupogen
e Nivestym

Product Name: PREFERRED: Fylnetra, Neupogen, Nivestym, Nyvepria, Udenyca, Udenyca
Onbody, Ziextenzo

Diagnosis Hematopoietic Syndrome of Acute Radiation Syndrome
Approval Length 3 month(s)
Guideline Type Prior Authorization
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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

Product Name: NON-PREFERRED: Fulphila, Leukine, Neulasta, Neulasta Onpro, Stimufend,
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 ALL of the following:

Fylnetra

Neupogen

Nivestym

Nyvepria

Udenyca or Udenyca Onbody
Ziextenzo
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2 . Revision History

Date

Notes

3/28/2024

Updated guideline based on new preferred agents effective 4.1.24: N

eupogen, Nyvepria, Udenyca, Udenyca Onbody.
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Combination Basal Insulin/GLP-1 Receptor Agonist

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99510
Guideline Name Combination Basal Insulin/GLP-1 Receptor Agonist
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Soliqua

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

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
(exenatide)]

e Basal insulin (e.g. insulin glargine, insulin degludec, insulin detemir)
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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 Basalinsulin (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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Compounds and Bulk Powders

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-139359

Guideline Name

Compounds and Bulk Powders

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

2/1/2024

1. Criteria

Product Name: Requests for Compounds or Bulk Powders

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Administrative

Approval Criteria

1 - One of the following:

1.1 The compound is an antibiotic.

OR
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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:

5.1 A unique vehicle is required for topically administered compounds
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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

6.2.2 Patient has a contraindication to all commercially available topical fluticasone
formulations
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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)

Product Name: Requests for Compounds or Bulk Powders

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

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:

(1) Ketamine

(2) Gabapentin

(3) Flurbiprofen (topical ophthalmic use not included)

(4) Ketoprofen
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(5)
(6)

(7)

(8)

(©)

(10)
(1)
(12)
(13)
(14)
(15)
(16)
(17)
(18)
(19)
(20)
(21)
(22)
(23)
(24)
(25)
(26)

(27)

Morphine
Nabumetone
Oxycodone
Cyclobenzaprine
Baclofen
Tramadol
Hydrocodone
Meloxicam
Amitriptyline
Pentoxifylline
Orphenadrine
Piroxicam
Levocetirizine
Amantadine
Oxytocin
Sumatriptan
Chorionic gonadotropin (human)
Clomipramine
Dexamethasone
Hydromorphone
Methadone
Papaverine

Mefenamic acid
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(28)  Promethazine

(29)  Succimer DMSA

(30)  Tizanidine

(31)  Apomorphine

(32) Carbamazepine

(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:
(1) Hydroquinone

(2) Acetyl hexapeptide-8

(3) Tocopheryl Acid Succinate

(4) PracaSil TM-Plus

(5) Chrysaderm Day Cream

(6) Chrysaderm Night Cream

(7) PCCA Spira-Wash

(8) Lipopen Ultra

(9) Versapro
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(10)
(11)
(12)
(13)
(14)
(15)
(16)
(17)
(18)
(19)
(20)
(21)
(22)
(23)
(24)
(29)
(26)
(27)
(28)
(29)
(30)
(31)

(32)

Fluticasone
Mometasone
Halobetasol
Betamethasone
Clobetasol
Triamcinolone
Minoxidil
Tretinoin
Dexamethasone
Spironolactone
Cycloserine
Tamoxifen
Sermorelin
Mederma Cream
PCCA Cosmetic HRT Base
Sanare Scar Therapy Cream
Scarcin Cream
Apothederm
Stera Cream
Copasil
Collagenase
Arbutin Alpha

Nourisil
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(33) Freedom Cepapro
(34) Freedom Silomac Andydrous
(35) Retinaldehyde

(36)  Apothederm

Table 3: Example ingredients on the FDA’s Do Not Compound List:
(1) 3,3',4',5-tetrachlorosalicylanilide
(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
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(18) Diamthazole dihydrochloride
(19) Dibromsalan

(20) Dihydrostreptomycin sulfate
(21) Dipyrone

(22) Encainide hydrochloride
(23) Etretinate

(24) Fenfluramine hydrochloride
(25) Flosequinan

(26) Glycerol, iodinated

(27) Grepafloxacin

(28) Mepazine

(29) Metabromsalan

(30) Methapyrilene

(31) Methopholine

(32) Methoxyflurane

(33) Mibefradil dihydrochloride
(34) Nomifensine maleate

(35) Novobiocin sodium

(36) Oxyphenisatin acetate
(37) Oxyphenisatin

(38) Pemoline

(39) Pergolide mesylate

(40) Phenacetin
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(41) Phenformin hydrochloride
(42) Phenylpropanolamine
(43) Pipamazine

(44) Potassium arsenite

(45) Propoxyphene

(46) Rapacuronium bromide
(47) Rofecoxib

(48) Sibutramine hydrochloride
(49) Sparteine sulfate

(50) Sulfadimethoxine

(51) Sweet spirits of nitre

(52) Tegaserod maleate

(63) Temafloxacin hydrochloride
(54) Terfenadine

(55) Ticrynafen

(56) Tribromsalan

(57) Trichloroethane

(58) Troglitazone

(59) Trovafloxacin mesylate:
(60) Urethane

(61) Valdecoxib

(62) Zomepirac sodium
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3 . Revision History

Date Notes

Changed initial approval duration to 6 months and added reauth with

1/23/2024 12 month approval duration.
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Constipation Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-131944
Guideline Name Constipation Agents - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date: 9/1/2023

1. Criteria

Product Name: Brand Amitiza, generic 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

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

Page 362




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 Lubiprostone
e Linzess

Product Name: Linzess

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

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

1.1.1 One of the following diagnoses:
e Chronic idiopathic constipation
o Irritable bowel syndrome with constipation
AND
1.1.2 Patient is greater than or equal to 18 years of age

OR

1.2 Both of the following (Applies to Linzess 72mg requests ONLY)
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o Diagnosis of functional constipation
o Patientis 6-17 years of age

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: Motegrity

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

Approval Criteria

1 - Diagnosis of chronic idiopathic constipation

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)
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AND

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

e Linzess
e Lubiprostone

Product Name: Movantik

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

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

Product Name: Relistor tablet, Relistor injection, Symproic

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

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

e Lactulose

AND

o Polyethylene glycol (Miralax)

3 - History of failure, contraindication or intolerance to Movantik

4 - For Relistor Injection requests ONLY: The patient is not able to swallow oral medications

AND

AND

Product Name: Trulance

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following

e Chronic idiopath

diagnoses:

ic constipation

e Irritable bowel syndrome with constipation

AND

2 - Patient is greater than or equal to 18 years of age

Product Name: Zelnorm

Approval Length

12 month(s)
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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

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 Lubiprostone
e Linzess

Product Name: Brand Amitiza, generic lubiprostone, Ibsrela, Linzess, Motegrity, Movantik,
Relistor tablet, Relistor injection, 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
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2 . Revision History

Date Notes

Added criteria for Linzess 72mg new indication of functional constipat
ion.

8/29/2023
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Continuous Blood Glucose Monitoring Devices (CGM)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144859
Guideline Name Continuous Blood Glucose Monitoring Devices (CGM)
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 3/27/2024

1. Criteria

Product Name: PREFERRED Continuous Glucose Monitors, Sensors, and Transmitters:

Freestyle Libre receiver, Freestyle Libre 14 receiver/sensor, Freestyle Libre 2 receiver/sensor,
Freestyle Libre 3 sensor

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

Approval Criteria
1 - One of the following:

1.1 Submission of medical records (e.g., chart notes) documenting member is already
established on an integrated closed loop insulin pump system. The current CGM product will
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be approved* (NOTE: Members starting on a closed loop insulin pump system will be required
to obtain a new PA if they are changing CGM devices)

OR

1.2 Member is insulin dependent as confirmed by paid claims for insulin within the past 60
days and the request is for a Freestyle Libre product (Freestyle Libre products will adjudicate
without a prior authorization submission when the member is insulin dependent as confirmed
by insulin paid claims in the members PBM profile)

OR

1.3 Submission of medical records (e.g., chart notes, lab results) documenting all of the
following:

1.3.1 One of the following:

1.3.1.1 All of the following:

o Diagnosis of Type | or |l Diabetes Mellitus

e Member is insulin dependent as demonstrated by paid claims within the past 60 days

e Frequent insulin adjustments are required based on the results of blood glucose
monitoring or CGM testing results and supporting documentation has been submitted
by provider

OR

1.3.1.2 One of the following diagnoses:

o Gestational Diabetes

e Hypoglycemia Unawareness (HU) (defined as the onset of neuroglycopenia, low blood
glucose in the brain, before the appearance of autonomic warning symptoms, or the
failure to sense a significant fall in blood glucose below normal levels) (submission of
medical records/supporting documentation is required)

e Documented Postprandial Hyperglycemia (submission of medical records/supporting
documentation is required)

e Documented Recurrent Diabetic Ketoacidosis (submission of medical
records/supporting documentation is required)

OR
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1.3.1.3 Member requires short term use (72 hours) to determine baseline insulin levels prior
to insulin pump initiation

AND

1.3.2 Member must meet the FDA approved age for the requested product (new products
entering the market shall not be approved below the FDA approved age)

AND

1.3.3 One of the following:

e Hemoglobin A1c > 7.0%

e Frequent hypoglycemic episodes as evidenced by submitted chart documentation

e Member has a diagnosis that is not defined by elevated hemoglobin A1c or frequent
hypoglycemia (e.g., Gestational Diabetes)

AND

1.3.4 Provider attests member is enrolled or has completed a comprehensive diabetes
education program

Notes *NOTE: Members starting on a closed loop insulin pump system will b
e required to obtain a new PA if they are changing CGM devices.

**Third Party Exception Flag must be flipped to =Y for the claim to pa
y with the PA in place. Please run a trial claim to make sure claim pay
s with PA

***Approve Freestyle Libre products at NDC Level — With NDC List AZ
MFR3 (see background section for details)

Product Name: NONPREFERRED Continuous Glucose Monitors, Sensors, and Transmitters:
Dexcom G6 receiver/sensor/transmitter, Dexcom G7 receiver/sensor, Guardian
receiver/sensor/transmitter, Enlite sensor, Eversense sensor/transmitter, Minilink transmitter,
Minimed 630G Guardian transmitter, Paradigm transmitter

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria
1 - One of the following:

1.1 Submission of medical records (e.g., chart notes) documenting member is already
established on an integrated closed loop insulin pump system. The current CGM product will
be approved* (NOTE: Members starting on a closed loop insulin pump system will be required
to obtain a new PA if they are changing CGM devices)

OR

1.2 Submission of medical records (e.g., chart notes, lab results) documenting all of the
following:

1.2.1 One of the following:

1.2.1.1 All of the following:

o Diagnosis of Type | or |l Diabetes Mellitus

e Member is insulin dependent as demonstrated by paid claims within the past 60 days

e Frequent insulin adjustments are required based on the results of blood glucose
monitoring or CGM testing results and supporting documentation has been submitted
by the provider

OR

1.2.1.2 One of the following diagnoses:

o Gestational Diabetes

e Hypoglycemia Unawareness (HU) (defined as the onset of neuroglycopenia, low blood
glucose in the brain, before the appearance of autonomic warning symptoms, or the
failure to sense a significant fall in blood glucose below normal levels) (submission of
medical records/supporting documentation is required)

o Documented Postprandial Hyperglycemia (submission of medical records/supporting
documentation is required)

e Documented Recurrent Diabetic Ketoacidosis (submission of medical
records/supporting documentation is required)

OR
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1.2.1.3 Member requires short term use (72 hours) to determine baseline insulin levels prior
to insulin pump initiation

AND

1.2.2 Member must meet the FDA approved age for the requested product (new products
entering the market shall not be approved below the FDA approved age)

AND

1.2.3 One of the following:
e Hemoglobin A1c > 7.0%
e Frequent hypoglycemic episodes as evidenced by submitted chart documentation

e Member has a diagnosis that is not defined by elevated hemoglobin A1c or frequent
hypoglycemia (e.g., Gestational Diabetes)

AND

1.2.4 Provider attests member is enrolled or has completed a comprehensive diabetes
education program

AND

1.2.5 Member has tried and failed the Freestyle Libre system (For other AHCCCS
Contractors required steps, please refer to Preferred CGM Products table)

Notes *NOTE: Members starting on a closed loop insulin pump system will b
e required to obtain a new PA if they are changing CGM devices

**Third Party Exception Flag must be flipped to = Y for the claim to pa
y with the PA in place. Please run a trial claim to make sure claim pay
s with PA

***Approve all NonPreferred CGM products at GPI Level — With GPI L
ist AZMCGMNP (see background section for details)

Product Name: ALL Continuous Glucose Monitors, Sensors, and Transmitters: Freestyle Libre
receiver, Freestyle Libre 14 receiver/sensor, Freestyle Libre 2 receiver/sensor, Freestyle Libre
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3 sensor, Dexcom G6 receiver/sensor/transmitter, Dexcom G7 receiver/sensor, Guardian
receiver/sensor/transmitter, Enlite sensor, Eversense sensor/transmitter, Minilink transmitter,
Minimed 630G Guardian transmitter, Paradigm transmitter

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

Approval Criteria
1 - Member is using the same continuous glucose monitoring device on a regular basis as
evidenced through the Member's claims history and the providers chart notes
AND
2 - Member is adherent to using the device

AND

3 - Member has shared the device readings with physician or healthcare professional for
review as part of overall diabetes management

Notes Third Party Exception Flag must be flipped to = Y for the claim to pay
with the PA in place. Please run a trial claim to make sure claim pays
with PA

Approve all Preferred Freestyle Libre products at NDC Level - With N
DC List AZMFR3

Approve all NonPreferred CGM products at GPI Level — With GPI List
AZMCGMNP

(see background section for details)

Product Name: ALL Continuous Glucose Monitors, Sensors, and Transmitters: Freestyle Libre
receiver, Freestyle Libre 14 receiver/sensor, Freestyle Libre 2 receiver/sensor, Freestyle Libre
3 sensor, Dexcom G6 receiver/sensor/transmitter, Dexcom G7 receiver/sensor, Guardian
receiver/sensor/transmitter, Enlite sensor, Eversense sensor/transmitter, Minilink transmitter,
Minimed 630G Guardian transmitter, Paradigm transmitter

Diagnosis Requests Exceeding Quantity Limit

Approval Length 1 Time(s)

Page 375



Guideline Type Quantity Limit

Approval Criteria

1 - Request is for a vacation override

OR

2 - If not for a vacation override, requests for additional transmitter/sensor quantities should
be denied

e Dexcom 6 or 7 sensors: The plan covers a maximum of 3 sensors for a 30 day supply.
For defective products, please contact Dexcom CARE at 1-888-738-3646 for a
replacement.

e For FreeStyle Libre 2 or 3 sensors — The plan covers a maximum of 2 sensors for a
28-day supply. For defective products, please contact FreeStyle Libre Customer
Support at 1-844-330-5535 for a replacement.

e Guardian Sensor 3 or 4 products — The plan covers a maximum of 5 sensors (1box)
for a 35-day supply. For defective products, please contact the Guardian Customer
Service Center at 1-800-646-4633 for a replacement.

Notes *Requests for additional quantities for purposes other than a vacation

override are to be denied, utilize the product specific denial verbiage b
elow. Third Party Exception Flag must be flipped to =Y for the claim t

o pay with the PA in place. Please run a trial claim to ensure the claim
adjudicates with PA Approve at NDC/GPI Level. Denial language:

e Dexcom 6 or 7 transmitters - The prior authorization request for mor
e than 1 transmitter in 90 days are to be denied. The plan covers a m
aximum of 1 transmitter for a 90-day supply. If the member has a defe
ctive transmitter, please contact Dexcom CARE at 1- 888-738-3646 fo
r a replacement.

e Dexcom 6 or 7 sensors - The prior authorization request for more th
an 3 sensors in 30 days are to be denied. The plan covers a maximu
m of 3 sensors for a 30-day supply. If the member has a defective sen
sor, please contact Dexcom CARE at 1-888-738-3646 for a replacem
ent.

e Dexcom G6 Receiver - The prior authorization request for more tha
n 1 receiver in 365 days are to be denied. The plan covers a maximu
m of 1 transmitter for a 365-day supply. If the member has a defective
receiver, please contact Dexcom CARE at 1- 888-738-3646 for a repl
acement.

FreeStyle Libre & FreeStyle Libre 2 & 3 sensors -
The prior authorization request for more than 2 sensors, for a 28-day
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supply, are to be denied.
e The plan covers a maximum of 2 sensors for a 28-Day supply. If yo
u have a defective a sensor, please contact Abbott’'s FreeStyle Libre
Customer Support at 1-844-330-5535 for a replacement.

Guardian Sensor 3 or 4 Sensors —
The plan covers a maximum of 5 sensors (1 box) for a 35-day supply.
For defective products, please contact the Guardian Customer Servic
e Center at 1-800-646-4633 for a replacement.

2 . Background

Benefit/Coverage/Program Information

Preferred CGM Products

Health Plan

CGM Step Therapy Requirements

Arizona Complete
Health

Freestyle Libre 2 & 3

Banner University
Family Care

Freestyle Libre 2 & 3

Care 1st Health Plan

Freestyle Libre 2 & 3

DCS Comprehensive
Health Plan

Dexcom G6 & G7
Freestyle Libre 2 & 3

Division of Developmental
Disabilities

Freestyle Libre 2 & 3

AHCCCS Fee-For-Service
American Indian Health Plan

Freestyle Libre 2 & 3

Health Choice Arizona

Freestyle Libre 2 & 3

Mercy Care

Dexcom G6 & G7
Freestyle Libre 2 & 3

Molina Healthcare

Dexcom G6 & G7
Freestyle Libre 2 & 3

United Community Plan

Dexcom G6 & G7
Freestyle Libre 2 & 3
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NDC List for Preferred CGM Products

NDC List NDC Product Label GPI GPI-14 Description
AZMFR3 5759908030 | FREESTY LIBR 9720201202620 | *CONTINUOUS
0 MIS 2 READER 0 BLOOD GLUCOSE
SYSTEM
RECEIVER***
AZMFR3 5759900002 | FREESTYLE MI [ 9720201202620 | *CONTINUOUS
1 S READER 0 BLOOD GLUCOSE
SYSTEM
RECEIVER***
AZMFR3 5759900020 | FREESTYLE MI [ 9720201202620 | *CONTINUOUS
0 S READER 0 BLOOD GLUCOSE
SYSTEM
RECEIVER***
AZMFR3 5759908200 | FREESTY LIBR 9720201204630 | *CONTINUOUS
0 MIS 3 READER 0 BLOOD GLUCOSE
SYSTEM
RECEIVER***
AZMFR3 5759908180 | FREESTY LIBR 9720201204630 | *CONTINUOUS
0 KIT 3 SENSOR 0 BLOOD GLUCOSE
SYSTEM
SENSOR***
AZMFR3 5759908000 | FREESTY LIBR 9720201204630 | *CONTINUOUS
0 KIT 2 SENSOR 0 BLOOD GLUCOSE
SYSTEM
SENSOR***
AZMFR3 5759900010 | FREESTYLE KIT [ 9720201204630 | *CONTINUOUS
1 SENSOR 0 BLOOD GLUCOSE

SYSTEM
SENSOR***

Third Party Exception Flag must be flipped to =Y for the claim to pay with the PAin
place. Please run a trial claim to make sure claim pays with PA

GPI Lists for NonPreferred CGM Products
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GPI List GPI GPI-14 Description

AZMCGMNP [ 97202012026200 [ *CONTINUOUS
BLOOD GLUCOSE
SYSTEM
RECEIVER***

AZMCGMNP | 97202012046300 [ *CONTINUOUS
BLOOD GLUCOSE
SYSTEM
SENSOR***

AZMCGMNP | 97202012066300 [ *CONTINUOUS
BLOOD GLUCOSE
SYSTEM
TRANSMITTER***

Third Party Exception Flag must be flipped to =Y for the claim to pay with the PAin
place. Please run a trial claim to make sure claim pays with PA

Notes

Third Party Exception Flag must be flipped to =Y for the claim to pay with the PAin
place. Please run a trial claim to make sure claim pays with PA

Coverage Notes:

AHCCCS Rule R9-22-202 requires that services be cost effective. The corresponding federal
regulations are found in 42 CFR Part 447

R9-22-202. General Requirements

B. In addition to other requirements and limitations specified in this Chapter, the following
general requirements apply: Only medically necessary, cost effective, and federally
reimbursable and state-reimbursable services are covered.

3 . Revision History

Date Notes
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3/26/2024

Added GPI for Libre 3, updated NDC list table.
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Copper Chelating Agents

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-135313

Guideline Name

Copper Chelating Agents

Formulary

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

Guideline Note:

Effective Date:

11/1/2023

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

Product Name: Brand Depen Titratab, generic penicillamine tablets

Diagnosis

Severe active rheumatoid arthritis
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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 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 Clovique

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)
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Product Name: Brand Syprine, generic trientine, generic Clovique

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

10/23/2023

Added new GPI for trientine
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Corlanor

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99441

Guideline Name

Corlanor

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

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 I, Il or IV) heart 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

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

3/10/2021 ona Medicaid
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Cosentyx (secukinumab)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-140222
Guideline Name Cosentyx (secukinumab)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date: 2/1/2024

1. Criteria

Product Name: Cosentyx SC

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

Approval Criteria

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

1.1 Diagnosis of moderate to severe plaque psoriasis
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AND

1.2 Greater than or equal to 3 percent body surface area involvement, palmoplantar, facial,
or genital involvement, or severe scalp psoriasis

AND

1.3 Both of the following:

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):*

o Corticosteroids (e.g., betamethasone, clobetasol, desonide)
e Vitamin D analogs (e.g., calcitriol, calcipotriene)

o Tazarotene

e Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)

e Anthralin

e Coaltar

AND

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
1.4 History of failure, contraindication, or intolerance to ALL of the following:
e Enbrel (etanercept) or Humira (adalimumab)

e Infliximab (Janssen manufacturer)
e Otezla (apremilast)

AND

2 - Patient is 6 years of age or older
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AND

3 - Prescribed by or in consultation with a dermatologist

AND

4 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC

Diagnosis Plaque 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 - Prescribed by or in consultation with a dermatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Product Name: Cosentyx SC, Cosentyx IV

Diagnosis Ankylosing Spondylitis
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Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting ALL of the following:

1.1 Diagnosis of active ankylosing spondylitis

AND

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

1.3 History of failure, contraindication, or intolerance to ALL of the following:*

e Enbrel (etanercept) or Humira (adalimumab)
e Infliximab (Janssen manufacturer)
o Xeljanz (tofacitinib) oral tablet

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Submission of medical records (e.g., chart notes) or paid claims documenting history of
failure to self-administered Cosentyx SC (APPLIES TO REQUESTS FOR COSENTYX IV
ONLY):
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AND

4 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC, Cosentyx IV

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

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Product Name: Cosentyx SC, Cosentyx IV

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting ALL of the following:

1.1 Diagnosis of active psoriatic arthritis

AND

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

1.3 History of failure, contraindication, or intolerance to THREE of the following*:

Enbrel (etanercept) or Humira (adalimumab)
Infliximab (Janssen manufacturer)

Orencia (abatacept)

Otezla (apremilast)

Xeljanz (tofacitinib) oral tablet

AND

2 - Patient is 2 years of age or older

AND

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

e Rheumatologist
o Dermatologist

AND

4 - Submission of medical records (e.g., chart notes) or paid claims documenting history of
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failure to self-administered Cosentyx SC (APPLIES TO REQUESTS FOR COSENTYX IV
ONLY):

AND

5 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC, Cosentyx IV

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 - Prescribed by or in consultation with ONE of the following:
e Rheumatologist
o Dermatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Product Name: Cosentyx SC, Cosentyx IV

Diagnosis Non-radiographic axial spondyloarthritis
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Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting ALL of the following:

1.1 Diagnosis of active non-radiographic axial spondyloarthritis

AND

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

1.3 History of failure, contraindication, or intolerance to ALL of the following (document drug,
date, and duration of trial):*

e Enbrel (etanercept) or Humira (adalimumab)
e Infliximab (Janssen manufacturer)
o Xeljanz (tofacitinib) oral tablet

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Submission of medical records (e.g., chart notes) or paid claims documenting history of
failure to self-administered Cosentyx SC (APPLIES TO REQUESTS FOR COSENTYX IV
ONLY):
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AND

4 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC, Cosentyx IV

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

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Product Name: Cosentyx SC

Diagnosis Enthesitis-Related Arthritis (ERA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting BOTH of the following:

1.1 Diagnosis of active enthesitis-related arthritis

AND

1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to TWO preferred non-steroidal anti-inflammatory
drugs (NSAIDs) (e.g., ibuprofen, naproxen)*

AND

2 - Patient is 4 years of age or older

AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC

Diagnosis Enthesitis-Related Arthritis (ERA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - 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
AND
2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Product Name: Cosentyx SC

Diagnosis Hidradenitis Suppurativa (HS)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

1.1 Submission of medical records (e.g., chart notes) confirming a diagnosis of moderate to
severe hidradenitis suppurativa

AND

1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Humira*
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AND

2 - Prescribed by or in consultation with a dermatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trials

Product Name: Cosentyx SC

Diagnosis Hidradenitis Suppurativa (HS)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - Prescribed by or in consultation with a dermatologist

AND

3 - Not used in combination with other JAK inhibitors, biologic DMARDSs, or potent
immunosuppressants (e.g., azathioprine or cyclosporine)

2 . Revision History
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Date

Notes

1/31/2024

Update specialist in new HS indication reauth section to dermatologis
t (previously stated rheumatologist).
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Cough and Cold Products

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-104889
Guideline Name Cough and Cold Products
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

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
contraindications regarding use of opioid containing cough and cold products in patients less
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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 medically necessary

AND

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

Notes *Authorization will be issued for up to 30 days. The authorization shou
Id be entered for the quantity requested.

2 . Background
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Benefit/Coverage/Program Information

CDC Recommended Opioid Maximum Morphine Milligram Equivalents per Day*
Hydromorphone None
Hydrocodone None
Tapentadol 600mg IR products
'Oxymorphone None
'Oxycodone None
Codeine 360mg
Pentazocine None
| Tramadol 400mg IR products
Meperidine 600mg
'Butorphanol nasal None
Opium 4 suppositories/day

Deodorized tincture: 24mg/day
Camphorated tincture: 16mg/day
Acetaminophen 4g/day
Aspirin 2080mg/day
Tbuprofen 3200mg/day
Benzhydrocodone™ None
3. Revision History
Date Notes
3/28/2022 Updated product list, no changes to criteria.
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Coverage of Off-Label Non-FDA Approved Indications

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99530

Guideline Name

Coverage of Off-Label Non-FDA Approved Indications

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: A drug (non-anti-cancer chemotherapeutic regimen) used for an off-label
indication or non-FDA approved indication

Diagnosis

Off-label non-cancer indication

Approval Length

12 month(s)

Guideline Type

Administrative

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
o Published practice guidelines and treatment protocols
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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

Notes Off-label use may be reviewed for medical necessity and denied as su
ch if the off-label criteria are not met. Please refer to drug specific PA
guideline for off-label criteria if available.

Product Name: A drug or biological in an anti-cancer chemotherapeutic regimen

Diagnosis Off-label cancer indication
Approval Length 12 month(s)
Guideline Type Administrative

Approval Criteria
1 - One of the following:

1.1 Diagnosis is supported as a use in AHFS DI [2]

OR

1.2 Diagnosis is supported as a use in the National Comprehesive Cancer Network (NCCN)
Drugs and Biologics Compendium with a Category of Evidence and Consensus of 1, 2A, or
2B (see NCCN Categories of Evidence and Consensus table in Background section) [2, A]

OR

1.3 Diagnosis is supported in the FDA Uses/Non-FDA Uses section in DRUGDEX
Evaluation with a Strength of Recommendation rating of Class I, Class lla, or Class lIb (see
DRUGDEX Strength of Recommendation table in Background section) [2]
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OR

1.4 Diagnosis is supported as an indication in Clinical Pharmacology [2]

OR

1.5 Off-label use is supported in one of the published, peer-reviewed medical literature listed
below: [2, B]

American Journal of Medicine

Annals of Internal Medicine

Annals of Oncology

Annals of Surgical Oncology

Biology of Blood and Marrow Transplantation

Blood

Bone Marrow Transplantation

British Journal of Cancer

British Journal of Hematology

British Medical Journal

Cancer

Clinical Cancer Research

Drugs

European Journal of Cancer (formerly the European Journal of Cancer and Clinical
Oncology)

Gynecologic Oncology

International Journal of Radiation, Oncology, Biology, and Physics
The Journal of the American Medical Association

Journal of Clinical Oncology

Journal of the National Cancer Institute

Journal of the National Comprehensive Cancer Network (NCCN)
Journal of Urology

Lancet

Lancet Oncology

Leukemia

The New England Journal of Medicine

Radiation Oncology

OR

1.6 Diagnosis is supported as a use in Wolters Kluwer Lexi-Drugs rated as "Evidence Level
A" with a "Strong" recommendation. (see Lexi-Drugs Strength of Recommendation table in
Background section) [2, 4, 5]
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Notes

Off-label use may be reviewed for medical necessity and denied as su
ch if the off-label criteria are not met. Please refer to drug specific PA
guideline for off-label criteria if available.

2 . Background

Clinical Practice Guidelines

DRUGDEX Strength of Recommendation [6]

Class Recommendation Description
Class | Recommended The given test or
treatment has been
proven useful, and
should be performed or
administered.
Class lla Recommended, In The given test or
Most Cases treatment is generally
considered to be useful,
and is indicated in most
cases.
Class llb Recommended, in The given test or
Some Cases treatment may be useful,
and is indicated in some,
but not most, cases.
Class Il Not The given test or
Recommended treatment is not useful,
and should be avoided
Class Evidence
Indeterminate Inconclusive

NCCN Categories of Evidence and Consensus [A]

Category

Level of Consensus
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consensus that the intervention is appropriate.

1 Based upon high-level evidence, there is uniform NCCN

consensus that the intervention is appropriate.

2A Based upon lower-level evidence, there is uniform NCCN

the intervention is appropriate.

2B Based upon lower-level evidence, there is NCCN consensg

us that

disagreement that the intervention is appropriate.

3 Based upon any level of evidence, there is major NCCN

Lexi-Drugs: Strength of Recommendation for Inclusion in Lexi-Drugs for Oncology Off-

Label Use and Level of Evidence Scale for Oncology Off-Label Use [5]

Strength of Recommendation for Inclusion

Strong (for proposed | The
off-label use) evidence
persuasively
supports the
off-label use
(ie, Level of
Evidence A).

Equivocal (for The
proposed off-label evidence to
use) support the
off-label use
is of
uncertain
clinical
significance
(ie, Level of
Evidence B,
C).
Additional
studies may
be
necessary to
further define
the role of
this
medication
for the off-
label use.

Page 408




Against proposed off- | The

evidence
either
advocates
against the
off-label use
or suggests
a lack of
support for
the off-label
use
(independent
of Level of
Evidence).
Additional
studies are
necessary to
define the
role of this
medication
for the off-
label use.

Level of Evidence Scale for Oncology Off-Label Use

Consistent evidence from well-performed randomized, controlled trials
or overwhelming evidence of some other form (eg, results of the
introduction of penicillin treatment) to support off-label use. Further
research is unlikely to change confidence in the estimate of benefit.

Evidence from randomized, controlled trials with important limitations
(eg, inconsistent results, methodologic flaws, indirect, imprecise); or
very strong evidence of some other research design. Further research
(if performed) is likely to have an impact on confidence in the estimate
of benefit and risk and may change the estimate.

Evidence from observational studies (eg, retrospective case
series/reports providing significant impact on patient care);
unsystematic clinical experience; or potentially flawed randomized,
controlled trials (eg, when limited options exist for condition). Any
estimate of effect is uncertain.
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G Use has been substantiated by inclusion in at least one evidence-
based or consensus-based clinical practice guideline.

3. Endnotes

A. NCCN Categories of Evidence and Consensus. Category 1: The recommendation is
based on high-level evidence (i.e., high-powered randomized clinical trials or meta-
analyses), and the NCCN Guideline Panel has reached uniform consensus that the
recommendation is indicated. In this context, uniform means near unanimous positive
support with some possible neutral positions. Category 2A: The recommendation is
based on lower level evidence, but despite the absence of higher level studies, there is
uniform consensus that the recommendation is appropriate. Lower level evidence is
interpreted broadly, and runs the gamut from phase Il to large cohort studies to case
series to individual practitioner experience. Importantly, in many instances, the
retrospective studies are derived from clinical experience of treating large numbers of
patients at a member institution, so NCCN Guideline Panel Members have first-hand
knowledge of the data. Inevitably, some recommendations must address clinical
situations for which limited or no data exist. In these instances the congruence of
experience-based judgments provides an informed if not confirmed direction for
optimizing patient care. These recommendations carry the implicit recognition that they
may be superseded as higher level evidence becomes available or as outcomes-based
information becomes more prevalent. Category 2B: The recommendation is based on
lower level evidence, and there is nonuniform consensus that the recommendation
should be made. In these instances, because the evidence is not conclusive, institutions
take different approaches to the management of a particular clinical scenario. This
nonuniform consensus does not represent a major disagreement, rather it recognizes
that given imperfect information, institutions may adopt different approaches. A Category
2B designation should signal to the user that more than one approach can be inferred
from the existing data. Category 3: Including the recommendation has engendered a
major disagreement among the NCCN Guideline Panel Members. The level of evidence
is not pertinent in this category, because experts can disagree about the significance of
high level trials. Several circumstances can cause major disagreements. For example, if
substantial data exist about two interventions but they have never been directly
compared in a randomized trial, adherents to one set of data may not accept the
interpretation of the other side's results. Another situation resulting in a Category 3
designation is when experts disagree about how trial data can be generalized. An
example of this is the recommendation for internal mammary node radiation in
postmastectomy radiation therapy. One side believed that because the randomized
studies included this modality, it must be included in the recommendation. The other side
believed, based on the documented additional morbidity and the role of internal
mammary radiation therapy in other studies, that this was not necessary. A Category 3
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designation alerts users to a major interpretation issue in the data and directs them to
the manuscript for an explanation of the controversy. [3]

. Abstracts (including meeting abstracts) are excluded from consideration. When

evaluating peer-reviewed medical literature, the following (among other things) should
be considered: 1) Whether the clinical characteristics of the beneficiary and the cancer
are adequately represented in the published evidence 2) Whether the administered
chemotherapy regimen is adequately represented in the published evidence. 3) Whether
the reported study outcomes represent clinically meaningful outcomes experienced by
patients. 4) Whether the study is appropriate to address the clinical question. The
following should be considered: a) Whether the experimental design, in light of the drugs
and conditions under investigation, is appropriate to address the investigative question.
(For example, in some clinical studies, it may be unnecessary or not feasible to use
randomization, double blind trials, placebos, or crossover.); b) That non-randomized
clinical trials with a significant number of subjects may be a basis for supportive clinical
evidence for determining accepted uses of drugs; and c) That case reports are generally
considered uncontrolled and anecdotal information and do not provide adequate
supportive clinical evidence for determining accepted uses of drugs. [2]
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Cuvrior (trientine hydrochloride)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-127083

Guideline Name

Cuvrior (trientine hydrochloride)

Formulary

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

Guideline Note:

Effective Date:

7/1/2023

1. Criteria

Product Name: Cuvrior

Diagnosis

Wilson's disease

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
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2 - Documentation of one of the following:

Presence of Kayser-Fleisher rings

Serum ceruloplasmin (CPN) less than 20 mg/dL

24-hour urinary copper excretion greater than 100 mcg
Liver biopsy with copper dry weight greater than 250 mcg/g
ATP7B mutation via genetic testing

AND

3 - Trial and failure, contraindication, or intolerance to generic penicillamine capsules

AND

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

Gastroenterologist

Hepatologist

Product Name: Cuvrior

Diagnosis Wilson's disease
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of a positive clinical response to therapy

2 . Revision History

Date

Notes

6/26/2023 New Program
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Cystaran, Cystadrops

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99663

Guideline Name

Cystaran, Cystadrops

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Cystaran, Cystadrops

Diagnosis

Cystinosis

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of cystinosis

2 . Revision History
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Date

Notes

3/11/2021

Bulk copy C&S Arizona Medicaid SP to Medicaid Arizona SP for eff 7
1
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Daliresp (roflumilast)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-117633

Guideline Name

Daliresp (roflumilast)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Brand Daliresp, generic roflumilast

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of severe to very severe chronic obstructive pulmonary disease (COPD) (i.e.,

FEV1 less than or equal to 50% of predicted)

AND
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2 - COPD is associated with chronic bronchitis

AND

3 - History of COPD exacerbation(s)

Product Name: Brand Daliresp, generic roflumilast

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

Approval Criteria

1 - Documentation of positive clinical response to Daliresp therapy

2 . Revision History

Date Notes

12/4/2022 Added generic roflumilast as target
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Daraprim

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99605

Guideline Name

Daraprim

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Daraprim, generic pyrimethamine

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Medical record documentation (e.g. chart notes) of one of the following:

1.1 Treatment of severe acquired toxoplasmosis, including toxoplasmic encephalitis

OR
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1.2 Treatment of congenital toxoplasmosis

OR

1.3 Secondary prophylaxis of toxoplasmic encephalitis

OR

1.4 ALL of the following:

1.4.1 Primary Pneumocystis pneumonia (PCP) prophylaxis in human immunodeficiency
virus (HIV)-infected patients or as secondary prophylaxis in HIV-infected patients who have
been treated for an acute episode of Pneumocystis pneumonia

AND

1.4.2 Patient has experienced intolerance to prior prophylaxis with trimethoprim-
sulfamethoxazole (TMP-SMX)

AND
1.4.3 ONE of the following:
1.4.3.1 Patient has been re-challenged with trimethoprim-sulfamethoxazole (TMP-SMX)
using a desensitization protocol and is still unable to tolerate

OR

1.4.3.2 Evidence of moderately severe or life threatening-reaction to trimethoprim-
sulfamethoxazole (TMP-SMX) in the past (e.g. toxic epidermal necrolysis (TEN), Stevens-
Johnson syndrome)

OR

1.5 ALL of the following:
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1.5.1 Primary prophylaxis of toxoplasmic encephalitis

AND

1.5.2 Toxoplasma immunoglobulin G (IgG) positive

AND

1.5.3 CD4 (cluster of differentiation 4) less than or equal to 100 cells per mm3 if initiating
prophylaxis or CD4 100-200 cells per mma3 if reinstituting prophylaxis

AND

1.5.4 Will be used in combination with dapsone or atovaquone

AND

1.5.5 Patient has experienced intolerance to prior prophylaxis with trimethoprim-
sulfamethoxazole (TMP-SMX)

AND
1.5.6 ONE of the following:
1.5.6.1 Patient has been re-challenged with trimethoprim-sulfamethoxazole (TMP-SMX)
using a desensitization protocol and is still unable to tolerate

OR

1.5.6.2 Evidence of moderately severe or life threatening-reaction to trimethoprim-
sulfamethoxazole (TMP-SMX) in the past (e.g. toxic epidermal necrolysis (TEN), Stevens-
Johnson syndrome)

Notes *Consider discontinuation of primary prophylaxis if CD4 greater than 2
00 cellsyfmm3 for greater than 3 months after institution of combination
antiretroviral therapy.
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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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Daxxify (botulinum toxin type a injection)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-135325
Guideline Name Daxxify (botulinum toxin type a injection)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 11/1/2023

1. Criteria

Product Name: Daxxify

Diagnosis Cervical Dystonia
Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting a diagnosis of cervical
dystonia

Product Name: Daxxify
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Diagnosis Cervical Dystonia
Approval Length 3 month(s)
Therapy Stage Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

to therapy

1 - Submission of medical records (e.g., chart notes) documenting positive clinical response

2 - At least 3 months have or will have elapsed since the last treatment

AND

Product Name: Daxxify

Diagnosis

Cosmetic Use

Approval Length

N/A - requests for cosmetic use are excluded and will not be approved

Guideline Type

Prior Authorization

Approval Criteria

1 - Requests for coverage of any Daxxify product for treating the appearance of facial lines
are not authorized and will not be approved. These uses are considered cosmetic only and
are excluded from coverage.

Notes

Requests for coverage of any Daxxify product for treating the appeara
nce of facial lines are not authorized and will not be approved. These
uses are considered cosmetic only and are excluded from coverage.

2 . Revision History

Date

Notes

10/23/2023

New program
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Daybue (trofinetide)

Optum

¢

Prior Authorization Guideline

Guideline ID

GL-125943

Guideline Name

Daybue (trofinetide)

Formulary

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

Guideline Note:

Effective Date: 6/1/2023
1. Criteria

Product Name: Daybue

Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
Approval Criteria

1 - Diagnosis of Rett syndrome

AND

2 - One of the following:
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2.1 Submission of medical records (e.g., chart notes) confirming presence of ALL of the
following clinical signs and symptoms:

2.2 Submission of medical records (e.g., chart notes) documenting molecular genetic testing
confirms mutations in the MECP2 gene

3 - Patient is 2 years of age or older

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

A pattern of development, regression, then recovery or stabilization

Partial or complete loss of purposeful hand skills such as grasping with fingers,
reaching for things, or touching things on purpose

Partial or complete loss of spoken language

Repetitive hand movements, such as wringing the hands, washing, squeezing,
clapping, or rubbing

Gait abnormalities, including walking on toes or with an unsteady, wide-based, stiff-
legged gait

OR

AND

AND

Geneticist
Neurologist

Product Name: Daybue

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

Approval Criteria
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to therapy

1 - Submission of medical records (e.g., chart notes) documenting positive clinical response

2 . Revision History

Date

Notes

5/22/2023

New program
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DDAVP (desmopressin) tablets - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-105310

Guideline Name

DDAVP (desmopressin) tablets - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

4/1/2022

1. Criteria

Product Name: Brand DDAVP tablets, generic desmopressin acetate tablets

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following:

1.1 Diagnosis of central diabetes insipidus

OR
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1.2 Diagnosis of polyuria and/or polydipsia following head trauma or surgery in the pituitary
region

OR

1.3 Diagnosis of primary nocturnal enuresis

AND

2 - For Brand DDAVP ONLY: Trial and failure to generic desmopressin tablets (verified via
paid pharmacy claims or submission of medical records)

Notes NOTE: Plan setup requires use of generic desmopressin tablets befor
e Brand DDAVP

2 . Revision History

Date Notes

3/29/2022 Added step through generic tablets for Brand.
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Declomycin - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99559

Guideline Name

Declomycin - Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: demeclocycline*

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following:

1.1 Diagnosis of ONE of the following:

e Rocky Mountain spotted fever, typhus fever and the typhus group, Q fever,

rickettsialpox and tick fevers caused by rickettsiae

Respiratory tract infections caused by Mycoplasma pneumoniae
Lymphogranuloma venereum due to Chlamydia trachomatis
Psittacosis (Ornithosis) due to Chlamydia psittaci

Trachoma due to Chlamydia trachomatis
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e Inclusion conjunctivitis caused by Chlamydia trachomatis
Nongonococcal urethritis in adults caused by Ureaplasma urealyticum or Chlamydia
trachomatis

Relapsing fever due to Borrelia recurrentis

Chancroid caused by Haemophilus ducreyi

Plague due to Yersinia pestis

Tularemia due to Francisella tularensis

Cholera caused by Vibrio cholerae

Campylobacter fetus infections cause by Campylobacter fetus
Brucellosis due to Brucella species (in conjunction with streptomycin)
Bartonellosis due to Bartonella bacilliformis

Granuloma inguinale caused by Calymmatobacterium granulomatis
Infection due to Escherichia coli

Infection due to Enterobacter aerogenes

Infection due to Shigella species

Infection due to Acinetobacter species

Respiratory tract infections caused by Haemophilus influenza
Respiratory tract and urinary tract infections caused by Klebsiella species
Upper respiratory infections caused by Streptococcus pneumoniae
Skin and skin structure infections caused by Staphylococcus aureus.
Uncomplicated urethritis in men due to Neisseria gonorrhoeae, and for the treatment
of other uncomplicated gonococcal infections

Infections in women caused by Neisseria gonorrhoeae

Syphilis caused by Treponema pallidum subspecies pallidum

Yaws caused by Treponema pallidum subspecies pertenue
Listeriosis due to Listeria monocytogenes

Anthrax due to Bacillus anthracis

Vincent’s infection caused by Fusobacterium fusiforme
Actinomycosis caused by Actinomyces israelii

Clostridial diseases caused by Clostridium species

Acute intestinal amebiasis, as adjunctive therapy

Severe acne, as adjunctive therapy

OR

1.2 The medication is being prescribed by or in consultation with an Infectious Disease
specialist

Notes *Approval duration: 6 months

2 . Revision History

Date Notes

6/23/2021 update program
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Dificid

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99444
Guideline Name Dificid
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Dificid

Approval Length 10 Day(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Clostridioides difficile-associated diarrhea (CDAD) [previously known as
Clostridium difficile- associated diarrheal

AND

2 - ONE of the following:
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2.1 History of failure, contraindication, or intolerance to Firvanqg (vancomycin) oral solution

OR

2.2 History of failure, contraindication, or intolerance to oral Vancocin (vancomycin) capsules
or vancomyecin oral solution (NOT Firvanq) if the prescriber provides a reason or special
circumstance the patient cannot use Firvanqg

OR

2.3 For continuation of prior Dificid therapy

2 . Revision History

Date Notes

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve

3/10/2021
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Dofetilide - Arizona

Optum Rx°

Prior Authorization Guideline

Guideline ID

GL-99445

Guideline Name

Dofetilide - Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: : Brand Tikosyn, generic dofetilide

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:

e Atrial fibrillation

o Atrial flutter

AND
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2 - Patient requires ONE of the following:
e Conversion to normal sinus rhythm
e Maintenance of normal sinus rhythm

AND

3 - Verification that the patient has already started on dofetilide while in the hospital for a
minimum of 3 days

AND

4 - Patient does NOT have severe renal impairment [Creatinine Clearance (CrCl) less than 20
milliliters per minute]

AND

5 - Patient does NOT have congenital or acquired long QT syndromes

AND

6 - Patient is NOT concurrently using cimetidine, hydrochlorothiazide, ketoconazole,
megestrol, prochlorperazine, trimethoprim, dolutegravir or verapamil

2 . Revision History

Date Notes
3/10/2021 \E/’;;Jlk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
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Dojolvi (triheptanoin)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-116190

Guideline Name

Dojolvi (triheptanoin)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

11/1/2022

1. Criteria

Product Name: Dojolvi

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming diagnosis of a long-chain fatty
acid oxidation disorder (LC-FAOD) has been confirmed by at least two of the following:

o Disease specific elevation of acyl-carnitines on a newborn blood spot or in plasma

e Low enzyme activity in cultured fibroblasts

e One or more known pathogenic mutations in CPT2, ACADVL, HADHA, or HADHB

Page 436



AND

2 - Not used with any other medium-chain triglyceride (MCT) product

AND

3 - Prescribed by or in consultation with a clinical specialist knowledgeable in appropriate
disease-related dietary management (e.g., geneticist, cardiologist, gastroenterologist, etc.)

Product Name: Dojolvi

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

Approval Criteria

1 - Prescriber attests to continued need of therapy

AND

2 - Not used with any other medium-chain triglyceride (MCT) product

AND

3 - Prescribed by or in consultation with a clinical specialist knowledgeable in appropriate
disease-related dietary management (e.g., geneticist, cardiologist, gastroenterologist, etc.)

2 . Revision History

Date Notes

10/28/2022 New Program
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DPP-4 Inhibitors - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-139349
Guideline Name DPP-4 Inhibitors - AZM
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 2/1/2024

1. Criteria

Product Name: Tradjenta, Januvia, Onglyza, Kombiglyze XR, Jentadueto, Janumet, Janumet
XR

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The patient has a diagnosis of type 2 diabetes mellitus

AND

2 - ONE of the following:
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2.1 History of failure to metformin at a minimum dose of 1500 milligrams daily for 90 days

OR

2.2 Contraindication or intolerance to metformin

Product Name: alogliptin, Nesina, alogliptin/metformin, Kazano, alogliptin/pioglitazone, Oseni,
Jentadueto XR, Zituvio

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The patient has a diagnosis of type 2 diabetes mellitus

AND

2 - ONE of the following:

2.1 History of failure to metformin at a minimum dose of 1500 milligrams daily for 90 days

OR

2.2 Contraindication or intolerance to metformin

AND

3 - ONE of the following:

3.1 History of failure for 90 days to three of the following:

Tradjenta
Januvia
Onglyza
Kombiglyze XR
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e Janumet
e Janumet XR
e Jentadueto

OR

3.2 Intolerance or contraindication to THREE of the following:

Tradjenta
Januvia
Onglyza
Kombiglyze XR
Janumet
Janumet XR
Jentadueto

AND

the individual products have been tried and failed.

4 - If the request is for a combination product (e.g alogliptin/metformin, alogliptin/pioglitazone),

2 . Revision History

Date Notes

1/23/2024 Added Zituvio as NP target
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Dry Eye Disease - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144641

Guideline Name

Dry Eye Disease - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

4/1/2024

1. Criteria

Product Name: Preferred: Xiidra

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Tear deficiency associated with ocular inflammation due to one of the following:

e Moderate to severe keratoconjuctivitis sicca
o Moderate to severe dry eye disease
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AND

2 - Submission of medical records (e.g., chart notes) confirming diagnosis by ONE of the
following diagnostic tests:

Schirmer test

Ocular surface dye staining (e.g., rose bengal, fluorescein, lissamine green)
Tear function index/fluorescein clearance test

Tear break up time

Tear film osmolarity

Slit lamp lid evaluation

Lacrimal gland function

AND

3 - Medication is not being prescribed to manage dry eyes peri-operative elective eye surgery
(e.g., LASIK)

AND

4 - Submission of medical records (e.g., chart notes) or paid claims confirming trial and
failure, contraindication, or intolerance to at least one OTC ocular lubricant (e.g., artificial
tears, lubricating gels/ointments) in the past 60 days

AND

5 - Prescribed by or in consultation with ONE of the following:

e Ophthalmologist
e Optometrist
e Rheumatologist

AND

6 - Submission of medical records (e.g., chart notes) or paid claims confirming a minimum trial
of 60 days of Brand Restasis single dose vials, unless contraindicated
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Product Name: Non-Preferred: Cequa, generic cyclosporine emulsion, Miebo, Restasis
MultiDose, Tyrvaya, Vevye

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

Approval Criteria
1 - Tear deficiency associated with ocular inflammation due to one of the following:

e Moderate to severe keratoconjuctivitis sicca
e Moderate to severe dry eye disease

AND

2 - Submission of medical records (e.g., chart notes) confirming diagnosis by ONE of the
following diagnostic tests:

Schirmer test

Ocular surface dye staining (e.g., rose bengal, fluorescein, lissamine green)
Tear function index/fluorescein clearance test

Tear break up time

Tear film osmolarity

Slit lamp lid evaluation

Lacrimal gland function

AND

3 - Medication is not being prescribed to manage dry eyes peri-operative elective eye surgery
(e.g., LASIK)

AND

4 - Submission of medical records (e.g., chart notes) or paid claims confirming trial and
failure, contraindication, or intolerance to at least one OTC ocular lubricant (e.g., artificial
tears, lubricating gels/ointments) in the past 60 days
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AND

5 - Prescribed by or in consultation with ONE of the following:
e Ophthalmologist

e Optometrist
e Rheumatologist

AND

6 - Submission of medical records (e.g., chart notes) or paid claims confirming a minimum trial
of 60 days of BOTH of the following, unless contraindicated:

e Brand Restasis single dose vials
e Xiidra (PA may be required)

Product Name: Preferred: Xiidra; Non-Preferred: Cequa, generic cyclosporine emulsion,
Miebo, Restasis MultiDose, Tyrvaya, Vevye

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy (e.g., increased tear production
or improvement in dry eye symptoms)

2 . Revision History

Date Notes

Updated criteria/preferred status from Jan P&T, Xiidra now preferred.

312712024 Added Miebo, Tyrvaya and Restasis Multidose as NP targets.
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Duexis and Vimovo - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99563

Guideline Name

Duexis and Vimovo - Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Duexis

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following risk factors for NSAID (non-steroidal anti-inflammatory drug) induced

adverse Gl (gastrointestinal) events:

Patient is greater than or equal to 65 years of age
Prior history of peptic, gastric, or duodenal ulcer
History of NSAID-related ulcer

History of clinically significant Gl bleeding
Untreated or active H. Pylori gastritis

Concurrent use of oral corticosteroids (eg, prednisone, prednisolone, dexamethasone)
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e Concurrent use of anticoagulants (eg, warfarin, heparin)
o Concurrent use of antiplatelets (eg, aspirin including low-dose, clopidogrel)

AND

2 - Documentation of history of failure, contraindication, or intolerance to THREE
combinations of preferred NSAIDS taken with preferred H2 (histamine 2)-receptor
antagonists. (Provide name and date preferred products were tried)*

AND

3 - Physician has provided rationale for needing to use fixed-dose combination therapy with
Duexis instead of taking individual products in combination.

Notes *Please reference background section for preferred products table

Product Name: Brand Vimovo, generic naproxen-esomeprazole

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - ONE of the following risk factors for NSAID (non-steroidal anti-inflammatory drug) induced
adverse Gl (gastrointestinal) events:

Patient is greater than or equal to 65 years of age

Prior history of peptic, gastric, or duodenal ulcer

History of NSAID-related ulcer

History of clinically significant Gl bleeding

Untreated or active H. Pylori gastritis

Concurrent use of oral corticosteroids (eg, prednisone, prednisolone, dexamethasone)
Concurrent use of anticoagulants (eg, warfarin, heparin)

Concurrent use of antiplatelets (eg, aspirin including low-dose, clopidogrel)

AND

2 - Documentation of history of failure, contraindication, or intolerance to THREE
combinations of preferred NSAIDS taken with preferred proton pump inhibitors (PPIs).
(Provide name and date preferred products were tried)*
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3 - Physician has provided rationale for needing to use fixed-dose combination therapy with
Vimovo instead of taking individual products in combination.

AND

Notes

*Please reference background section for preferred products table

2 . Background

Benefit/Coverage/Program Information

Preferred Table

NSAIDS

Proton Pump Inhibitors
(PPIs)

H2 (histamine 2)-receptor
antagonists

Diclofenac DR (Generic
Voltaren)

esomeprazole (Generic
Nexium)

Famotidine (Generic
Pepcid)

Diclofenac ER (Generic
Voltaren ER)

lansoprazole (Generic
Prevacid)

Nizatidine (Generic Axid)

Etodolac (Generic Lodine)

omeprazole (Generic
Prilosec)

Ranitidine (Generic Zantac)

Etodolac ER (Generic
Lodine ER)

pantoprazole sodium
(Generic Protonix)

Fenoprofen (Generic
Nalfon)

Flurbiprofen (Generic
Ansaid)

Ibuprofen

Indomethacin (Generic
Indocin)
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Ketorolac (Generic Toradol)

Mefenamic (Generic
Ponstel)

Meloxicam (Generic Mobic)

Nabumetone (Generic
Relafen)

Nabumetone DS (Generic
Relafen DS)

Naproxen (Generic
Anaprox)

Naproxen DR (Generic
Anaprox DR)

Naproxen EC (Generic
Anaprox EC)

Oxaprozin (Generic Daypro)

Piroxicam (Generic
Feldene)

Sulindac (Generic Clinoril)
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Duopa

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99446

Guideline Name

Duopa

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Duopa

Diagnosis

Parkinson's disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of advanced Parkinson's disease

AND
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2 - Patient is levodopa-responsive

3 - Patient experiences disabling “off” periods for a minimum of 3 hours per day

4 - Disabling “off" periods occur despite therapy with BOTH of the following:

AND

AND

e Oral levodopa-carbidopa

e One drug from a different class of anti-Parkinson's disease therapy (e.g., COMT
[catechol-O-methyltransferase] inhibitor [entacapone, tolcapone], MAO-B [monoamine
oxidase-B] inhibitor [selegiline, rasagiline], dopamine agonist [pramipexole, ropinirole])

5 - Has undergone or has planned placement of a procedurally-placed tube

AND

AND

6 - Prescribed by or in consultation with a neurologist

Product Name: Duopa

Diagnosis

Parkinson's disease

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Duopa therapy
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2 . Revision History

Date Notes

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve

3/10/2021

Page 451



Dupixent (dupilumab)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-143434

Guideline Name

Dupixent (dupilumab)

Formulary

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

Guideline Note:

Effective Date:

3/1/2024

1. Criteria

Product Name: Dupixent

Diagnosis

Atopic Dermatitis

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient is 6 months of age or older

AND
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2 - Submission of documentation (e.g., chart notes) confirming ONE of the following:
2.1 BOTH of the following:

2.1.1 Diagnosis of moderate to severe chronic atopic dermatitis

AND

2.1.2 History of failure, contraindication, or intolerance to the following topical therapies:
(document drug, date of trial, and/or contraindication to medication)*

e One topical calcineurin inhibitor [e.g., Elidel (pimecrolimus), Protopic (tacrolimus)]
e Eucrisa (crisaborole)

OR
2.2 BOTH of the following:
2.2.1 Diagnosis of chronic atopic dermatitis that has been determined to be severe based
on physician assessment

AND

2.2.2 History of failure, contraindication, or intolerance to one topical calcineurin inhibitor
[e.g., Elidel (pimecrolimus), Protopic (tacrolimus)] (document drug, date of trial, and/or
contraindication to medication)*

OR

2.3 Patient is currently on Dupixent therapy

AND

3 - Patient is NOT receiving Dupixent in combination with another biologic medication [e.g.,
Xolair (omalizumab), Rituxan (rituximab), Enbrel (etanercept), Remicade/Inflectra (infliximab)]

Page 453



AND

4 - Prescribed by one of the following:

e Dermatologist
o Allergist
e Immunologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and/or contraindication to medication

Product Name: Dupixent

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) confirming positive clinical response to
Dupixent therapy

AND

2 - Patient is NOT receiving Dupixent in combination with another biologic medication [e.g.,
Xolair (omalizumab), Rituxan (rituximab), Enbrel (etanercept), Remicade/Inflectra (infliximab)]

AND

3 - Prescribed by one of the following:

o Dermatologist
e Allergist
e Immunologist
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Product Name: Dupixent

Diagnosis Asthma

Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming diagnosis of moderate to
severe asthma

AND

2 - Patient is 6 years of age or older

AND

3 - ONE of the following:
3.1 ALL of the following:

3.1.1 Classification of asthma as uncontrolled or inadequately controlled as defined by at
least ONE of the following

e Poor symptom control (e.g., Asthma Control Questionnaire [ACQ] score consistently
greater than 1.5 or Asthma Control Test [ACT] score consistently less than 20)

e Two or more bursts of systemic corticosteroids for at least 3 days each in the previous
12 months

o Asthma-related emergency treatment (e.g., emergency room visit, hospital admission,
or unscheduled physician’s office visit for nebulizer or other urgent treatment)

« Airflow limitation (e.qg., after appropriate bronchodilator withhold forced expiratory
volume in 1 second [FEV1] less than 80% predicted [in the face of reduced
FEV1/forced vital capacity [FVC] defined as less than the lower limit of normal])

e Patient is currently dependent on oral corticosteroids for the treatment of asthma

AND
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3.1.2 Dupixent will be used in combination with one of the following:
3.1.2.1 ONE high-dose (appropriately adjusted for age) combination inhaled corticosteroid
(ICS)/long-acting beta2 agonist (LABA) [e.g., Advair/AirDuo Respiclick (fluticasone

propionate/salmeterol), Symbicort (budesonide/formoterol), Breo Ellipta (fluticasone
furoate/vilanterol)] (see Table 2 in Background section)

OR

3.1.2.2 Combination therapy including BOTH of the following:
3.1.2.2.1 ONE high-dose (appropriately adjusted for age) ICS product [e.g., ciclesonide

(Alvesco), mometasone furoate (Asmanex), beclomethasone dipropionate (QVAR)] (see
Table 2 in Background section)

AND

3.1.2.2.2 ONE additional asthma controller medication [e.g., LABA - olodaterol (Striverdi)
or indacaterol (Arcapta); leukotriene receptor antagonist — montelukast (Singulair);
theophylline]

AND

3.1.3 ONE of the following:

3.1.3.1 Submission of medical records (e.g., chart notes, laboratory values, etc.)
documenting that asthma is an eosinophilic phenotype as defined by a baseline (pre-
dupilumab treatment) peripheral blood eosinophil level greater than or equal to 150
cells/microliter within the past 6 weeks

OR

3.1.3.2 Patient is currently dependent on oral corticosteroids for the treatment of asthma

OR

3.2 Patient is currently on Dupixent therapy
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AND

4 - Patient is NOT receiving Dupixent in combination with ONE of the following:

o Anti-interleukin-5 therapy [e.g. Nucala (mepolizumab), Cinqair (resilizumab), Fasenra
(benralizumab)]
e Anti-IgE (immunoglobulin E) therapy [e.g. Xolair (omalizumab)]

AND

5 - Prescribed by one of the following:

e Pulmonologist
o Allergist
e Immunologist

Product Name: Dupixent

Diagnosis Asthma

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

Approval Criteria

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

e Reduction in the frequency of exacerbations

o Decreased utilization of rescue medications

e Increase in percent predicted forced expiratory volume in 1 second (FEV1) from
pretreatment baseline

e Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing,
shortness of breath, coughing, etc.)

e Reduction in oral corticosteroid requirements

Page 457



AND

controller medication (see Table 2 in Background section)

AND

3 - Patient is NOT receiving Dupixent in combination with ONE of the following:

(benralizumab)]
e Anti-IgE (immunoglobulin E) therapy [e.g. Xolair (omalizumab)]

2 - Dupixent is being used in combination with an inhaled corticosteroid (ICS)-containing

o Anti-interleukin-5 therapy [e.g. Nucala (mepolizumab), Cinqair (resilizumab), Fasenra

AND
4 - Prescribed by one of the following:
e Pulmonologist
o Allergist
e Immunologist
Product Name: Dupixent
Diagnosis Chronic Rhinosinusitis with Nasal Polyposis
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
Approval Criteria
1 - Patient is 18 years of age or older
AND

2 - Submission of documentation (e.g., chart notes) confirming ONE of the following:
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2.1 ALL of the following:

2.1.1 Diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwWNP) defined by ALL of
the following:

2.1.1.1 TWO or more of the following symptoms for greater than or equal to 12 weeks
duration:

e Mucopurulent discharge

e Nasal obstruction and congestion

o Decreased or absent sense of smell
e Facial pressure or pain

AND

2.1.1.2 ONE of the following:

e Evidence of inflammation on paranasal sinus examination or computed tomography
(CT)
e Evidence of purulence coming from paranasal sinuses or ostiomeatal complex

AND
2.1.1.3 The presence of nasal polyps
AND

2.1.2 ONE of the following:

o Patient has required prior sino-nasal surgery
o Patient has required systemic corticosteroids in the previous 2 years

AND

2.1.3 Patient has been unable to obtain symptom relief after trial of ALL of the following
agents/classes of agents:

o Nasal saline irrigations
e Intranasal corticosteroids (e.g. fluticasone, mometasone, triamcinolone, etc.)

Page 459



o Antileukotriene agents (e.g. montelukast, zafirlukast, zileuton)

OR

2.2 ALL of the following:

2.2.1 Diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwWNP)

AND

2.2.2 Patient is currently on Dupixent therapy

AND

3 - Patient will receive Dupixent as add-on maintenance therapy in combination with
intranasal corticosteroids

AND

4 - Patient is NOT receiving Dupixent in combination with another biologic medication [e.g.,
Xolair (omalizumab), Nucala (mepolizumab), Cinqair (resilizumab), Fasenra (benralizumab)]

AND

5 - Prescribed by one of the following:

e Otolaryngologist

e Allergist

e Immunologist
Product Name: Dupixent
Diagnosis Chronic Rhinosinusitis with Nasal Polyposis
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming positive clinical response to

Dupixent therapy

2 - Patient will continue to receive Dupixent as add-on maintenance therapy in combination

AND

with intranasal corticosteroids

3 - Patient is NOT receiving Dupixent in combination with another biologic medication [e.g.,
Xolair (omalizumab), Nucala (mepolizumab), Cingair (resilizumab), Fasenra (benralizumab)]

AND

AND

4 - Prescribed by one of the following:

e Otolaryngologist

e Allergist

e Immunologist

Product Name: Dupixent

Diagnosis

Eosinophilic Esophagitis (EOE)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

Page 461



1 - Submission of documentation (e.g., chart notes) confirming diagnosis of eosinophilic
esophagitis (EoE)

AND

2 - Patient has symptoms of esophageal dysfunction (e.g., dysphagia, food impaction,
gastroesophageal reflux disease [GERD]/heartburn symptoms, chest pain, abdominal pain)

AND

3 - Submission of documentation (e.g., chart notes, lab values) confirming patient has at least
15 intraepithelial eosinophils per high power field (HPF)

AND

4 - Other causes of esophageal eosinophilia have been excluded

AND
5 - Both of the following:
o Patient is at least 1 year of age
o Patient weighs at least 15 kg
AND

6 - Paid claims or submission of documentation (e.g., chart notes) confirming trial and failure,
contraindication, or intolerance to at least an 8-week trial of one of the following:

e Proton pump inhibitors (e.g., pantoprazole, omeprazole)
o Topical (esophageal) corticosteroids (e.g., budesonide, fluticasone)

AND

7 - Prescribed by one of the following:
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o (Gastroenterologist

e Allergist

e Immunologist

Product Name: Dupixent

Diagnosis

Eosinophilic Esophagitis (EoE)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming positive clinical response to
therapy as evidenced by improvement of at least one of the following from baseline:

e Symptoms (e.g., dysphagia, food impaction, heartburn, chest pain)
o Histologic measures (e.g., esophageal intraepithelial eosinophil count)
e Endoscopic measures (e.g., edema, furrows, exudates, rings, strictures)

AND

2 - Prescribed by one of the following:

e Gastroenterologist

o Allergist

e Immunologist

Product Name: Dupixent

Diagnosis

Prurigo Nodularis (PN)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming diagnosis of prurigo nodularis
(PN)

AND

2 - Patient has at least 20 nodular lesions

AND

3 - Trial and failure, contraindication, or intolerance to one previous PN treatment (e.g., topical
corticosteroids, topical calcineurin inhibitors [pimecrolimus, tacrolimus], topical capsaicin)

AND

4 - Prescribed by one of the following:

e Dermatologist

e Allergist

e Immunologist
Product Name: Dupixent
Diagnosis Prurigo Nodularis (PN)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming positive clinical response to
therapy as evidenced by improvement of at least one of the following:
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2 - Prescribed by one of the following:

e Dermatologist
o Allergist
e Immunologist

e Reduction in the number of nodular lesions from baseline
e Improvement in symptoms (e.g., pruritus, inflammation) from baseline

AND

2 . Background

Benefit/Coverage/Program Information
Table 1: Relative potencies of topical corticosteroids
Class Drug Dosage Form Strength
(%)
Augmented betamethasone  Ointment, gel 0.05
dipropionate
Very high  Clobetasol propionate Cream, foam, ointment 0.05
potency
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
Amcinonide Cream, lotion, ointment 0.1
Augmented betamethasone Cream, lotion 0.05
dipropionate
High Betamethasone dipropionate  Cream, foam, ointment, 0.05
Potency solution
Desoximetasone Cream, ointment 0.25
Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
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tridifloronide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Betamethasone valerate Cream, foam, lotion, ointment 0.1
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025
Medium Flurandrenolide Cream, ointment, lotion 0.05
potency
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
Lower- Hydrocortisone probutate Cream 0.1
medium
potency Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Alclometasone dipropionate =~ Cream, ointment 0.05
Low Desonide Cream, gel, foam, ointment 0.05
potency
Fluocinolone acetonide Cream, solution 0.01
Dexamethasone Cream 0.1
Lowest Hydrocortisone Cream, lotion, ointment, 0.25, 0.5, 1
potency solution
Hydrocortisone acetate Cream, ointment 0.5-1
Table 2: Low, medium and high daily doses of inhaled corticosteroids Adults and
adolescents (12 years of age and older)
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Drug Daily dose (mcg)

Low Medium High
Beclometasone dipropionate (CFC) 200-500 >500-1000 >1000
Beclometasone dipropionate (HFA) 100-200 >200-400 >400
Budesonide DPI 200-400 >400-800 >800
Ciclesonide (HFA) 80-160 >160-320 >320
Fluticasone furoate (DPI) 100 N/A 200
Fluticasone propionate (DPI) 100-250 >250-500 >500
Fluticasone propionate (HFA) 100-250 >250-500 >500
Mometasone furoate 110-220 >220-440 >440
Triamcinolone acetonide 400-1000 >1000-2000 >2000

3. Revision History

Date Notes

Updated age/weight criterion for EoE indication due to expanded app

2/26/2024
roval.
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Durezol

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99567

Guideline Name

Durezol

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date: 12/9/2021

1. Criteria

Product Name: Durezol

Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria

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

e prednisolone 1%
e dexamethasone ophthalmic drops and/or ointment.

2 . Revision History
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Date

Notes

7/8/2021

Changed approval length to 2 months
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Ecoza (econazole)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99550

Guideline Name

Ecoza (econazole)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

P&T Approval Date:

P&T Revision Date:

1. Criteria

Product Name: Ecoza, Generic econazole

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - History of failure, contraindication, or intolerance to ALL of the following:

e butenafine
e ciclopirox
e clotrimazole
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clotrimazole w/ betamethasone
ketoconazole

miconazole

nystatin

terbinafine

tolnaftate

2 . Revision History

Date Notes

6/10/2021 Update guideline
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Egrifta

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99606

Guideline Name

Egrifta

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Egrifta SV

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of human immunodeficiency virus (HIV)-associated lipodystrophy

2 . Revision History

Date

Notes
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3/11/2021

Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Elaprase - Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99607

Guideline Name

Elaprase - Arizona

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Elaprase

Diagnosis

Hunter syndrome

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Hunter syndrome (Mucopolysaccharidosis Il, MPS II)

2 . Revision History
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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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Elidel-Protopic

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99447

Guideline Name

Elidel-Protopic

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Elidel, generic pimecrolimus, Brand Protopic 0.03%, generic tacrolimus

0.03%

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - The patient is 2 years of age or older

AND

2 - ONE of the following:
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2.1 History of failure, contraindication, or intolerance to ONE topical corticosteroid in the past
90 days

OR

2.2 Drug is being prescribed for the facial or groin area

Product Name: Brand Protopic 0.1%, generic tacrolimus 0.1%

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The patient is 16 years of age or older
AND
2 - ONE of the following:
2.1 History of failure, contraindication, or intolerance to ONE topical corticosteroid in the past

90 days

OR

2.2 Drug is being prescribed for the facial or groin area

2 . Revision History

Date Notes

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve

3/10/2021
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Elmiron

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99448

Guideline Name

Elmiron

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Elmiron

Diagnosis

Bladder pain or discomfort associated with interstitial cystitis

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

interstitial cystitis

1 - Patient has a documented diagnosis of bladder pain or discomfort associated with

2 . Revision History
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Date

Notes

3/10/2021

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve
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Emflaza (deflazacort)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144631

Guideline Name

Emflaza (deflazacort)

Formulary

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

Guideline Note:

Effective Date:

4/1/2024

1. Criteria

Product Name: Brand Emflaza, generic deflazacort

Diagnosis

Duchenne Muscular Dystrophy

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy

AND
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2 - Patient is 2 years of age or older
AND
3 - History of failure, contraindication, or intolerance to ONE of the following for the treatment
of Duchenne muscular dystrophy:
e Prednisone
e Prednisolone
AND
4 - Prescribed by or in consultation with a neurologist

AND

5 - If the request is for generic deflazacort, patient must have tried and failed Brand Emflaza

Product Name: Brand Emflaza, generic deflazacort

Diagnosis Duchenne Muscular Dystrophy
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Physician attestation that the patient has had a positive clinical response to therapy

AND

2 - If the request is for generic deflazacort, patient must have tried and failed Brand Emflaza

2 . Revision History
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Date

Notes

3/19/2024

Updated guideline name, added step through preferred Brand Emflaz
a for generic deflazacort
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Enbrel (etanercept)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-139348

Guideline Name

Enbrel (etanercept)

Formulary

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

Guideline Note:

Effective Date:

2/1/2024

1. Criteria

Product Name: Enbrel

Diagnosis

Moderately to Severely Active Rheumatoid Arthritis (RA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active Rheumatoid Arthritis (RA)

AND
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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

3 - 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 trial

Product Name: Enbrel

Diagnosis Moderately to Severely Active Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Enbrel therapy

AND

2 - Prescribed by or in consultation with a rheumatologist

Product Name: Enbrel

Diagnosis Moderately to Severely Active Polyarticular Juvenile Idiopathic
Arthritis

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of moderately to severely active polyarticular juvenile idiopathic arthritis

AND

2 - Patient is 2 years of age or older

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Enbrel

Diagnosis

Moderately to Severely Active Polyarticular Juvenile Idiopathic
Arthritis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Enbrel therapy

AND

2 - Prescribed by or in consultation with a rheumatologist

Product Name: Enbrel

Diagnosis

Active Psoriatic Arthritis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

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

3 - 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: Enbrel

Diagnosis Active Psoriatic Arthritis
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Enbrel therapy

AND

2 - Prescribed by or in consultation with ONE of the following:
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e Rheumatologist
e Dermatologist

Product Name: Enbrel

Diagnosis Moderate to Severe Chronic Plaque Psoriasis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe chronic plaque psoriasis

AND

2 - Greater than or equal to 3% body surface area involvement, palmoplantar, facial, or genital
involvement, or severe scalp psoriasis

AND

3 - Both of the following:

3.1 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):*

o Corticosteroids (e.g., betamethasone, clobetasol, desonide)
» Vitamin D analogs (e.g., calcitriol, calcipotriene)

o Tazarotene

e Calcineurin inhibitors (e.g., tacrolimus, pimecrolimus)

e Anthralin

e Coal tar

AND

Page 487



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 drug, date, and duration of trial)*

AND

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 trial

Product Name: Enbrel

Diagnosis Moderate to Severe Chronic Plaque Psoriasis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Enbrel therapy

AND

2 - Prescribed by or in consultation with a dermatologist

Product Name: Enbrel

Diagnosis Ankylosing spondylitis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of active ankylosing spondylitis

AND

2 - History of failure to two non-steroidal anti-inflammatory drugs (NSAIDs: 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

3 - 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 trial

Product Name: Enbrel

Diagnosis Ankylosing Spondylitis
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Enbrel therapy

AND

2 - Prescribed by or in consultation with a rheumatologist

2 . Revision History

Date Notes
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1/26/2024

Added age criteria for PJIA indication, removed concomitant use safe
ty criterion from all sections
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Endari

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99450

Guideline Name

Endari

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Endairi

Diagnosis

Sickle cell disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - BOTH of the following:

o Diagnosis of sickle cell disease
e Used to reduce acute complications of sickle cell disease
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AND
2 - ONE of the following:
o Patient is using Endari with concurrent hydroxyurea therapy
o Patient is unable to take hydroxyurea due to a contraindication or intolerance

AND

3 - Patient has had 2 or more painful sickle cell crises within the past 12 months

Product Name: Endairi

Diagnosis Sickle cell disease
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Endari therapy

2 . Revision History

Date Notes

3/10/2021
ve

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
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Enjaymo (sutimlimab-jome)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-123730

Guideline Name

Enjaymo (sutimlimab-jome)

Formulary

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

Guideline Note:

Effective Date:

4/1/2023

1. Criteria

Product Name: Enjaymo

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming diagnosis of cold agglutinin

disease (CAD) based on ALL of the following:

e Presence of chronic hemolysis (e.g., bilirubin level above the normal reference range,

elevated lactated dehydrogenase [LDH], decreased haptoglobin, increased
reticulocyte count)

o Positive polyspecific direct antiglobulin test (DAT)
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e Monospecific DAT strongly positive for C3d
o Cold agglutinin titer greater than or equal to 64 measured at 4 degree celsius
o Direct antiglobulin test (DAT) result for Immunoglobulin G (IgG) of 1 plus or less

AND

2 - Patient does not have cold agglutinin syndrome secondary to other factors (e.g., overt
hematologic malignancy, primary immunodeficiency, infection, rheumatologic disease,
systemic lupus erythematosus or other autoimmune disorders)

AND

3 - Baseline hemoglobin level less than or equal to 10.0 gram per deciliter (g/dL)

AND

4 - One of the following:

o Prescribed dose will not exceed 6,500 mg on day 0, 7, and every 14 days thereafter
for patients weighing between 39 kg to less than 75 kg

e Prescribed dose will not exceed 7,500 mg on day 0, 7, and every 14 days thereafter
for patients for patients weighing 75 kg or greater

AND

5 - Prescribed by or in consultation with a hematologist

Product Name: Enjaymo

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

Approval Criteria

1 - Submission of medical records (e.g., chart notes) demonstrating positive clinical response
to therapy as evidenced by ALL of the following:
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e The patient has not required any blood transfusions after the first 5 weeks of therapy
with Enjaymo

e Hemoglobin level greater than or equal to 12 gram per deciliter (g/dL) or increased
greater than or equal to 2 g/dL from baseline

AND

2 - One of the following:

e Prescribed dose will not exceed 6,500 mg on day 0, 7, and every 14 days thereafter
for patients weighing between 39 kg to less than 75 kg

e Prescribed dose will not exceed 7,500 mg on day 0, 7, and every 14 days thereafter
for patients for patients weighing 75 kg or greater

AND

3 - Prescribed by or in consultation with a hematologist

2 . Background

Clinical Practice Guidelines

Weight-Based Dosing

The dosing is 6,500mg or 7,500mg Enjaymo (based on body weight)
intravenously over approximately 60 minutes on Day 0, Day 7, and every 14
days thereafter

Body Weight Range Dose
39kg to less than 75kg 6,500 mg
75kg or greater 7,500 mg

3 . Revision History

Date Notes
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3/23/2023

New program
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Entocort EC

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99451

Guideline Name

Entocort EC

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Entocort EC, generic budesonide

Diagnosis

Chrohn’s Disease

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Entocort EC is being used for the treatment of Crohn’s disease

2 . Revision History
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Date

Notes

3/10/2021

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve
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Entresto

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99452

Guideline Name

Entresto

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Entresto

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - As continuation of therapy initiated during an inpatient stay

OR

2 - Both of the following:
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2.1 Diagnosis of pediatric heart failure with systemic left ventricular systolic dysfunction
which is symptomatic

AND

2.2 Prescribed by or in consultation with a cardiologist

OR

3 - ALL of the following:

3.1 Diagnosis of heart failure (with or without hypertension)

AND

3.2 Ejection fraction is less than or equal to 40 percent

AND

3.3 Heart failure is classified as ONE of the following:
e New York Heart Association Class |l

e New York Heart Association Class Il
e New York Heart Association Class IV

AND

3.4 ONE of the following:

3.4.1 Patient is on a stabilized dose and receiving concomitant therapy with ONE of the
following beta-blockers:

e bisoprolol
e carvedilol
e metoprolol
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OR

3.4.2 Patient has a contraindication or intolerance to beta-blocker therapy

AND

3.5 Patient does not have a history of angioedema

AND

3.6 Patient will discontinue any use of concomitant ACE (angiotensin converting enzyme)
Inhibitor or ARB (angiotensin Il receptor blocker) before initiating treatment with Entresto*

AND

3.7 Patient is not concomitantly on aliskiren therapy

AND

3.8 Entresto is prescribed by, or in consultation with, a cardiologist

Notes *NOTE: ACE inhibitors must be discontinued at least 36 hours prior to
initiation of Entresto

Product Name: Entresto

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

Approval Criteria

1 - The Entresto dose has been titrated to a dose of 97 mg (milligrams) /103 mg twice daily, or
to a maximum dose as tolerated by the patient
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AND

2 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes
3/10/2021 \I?:Ik Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
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Entyvio (vedolizumab)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-141151

Guideline Name

Entyvio (vedolizumab)

Formulary

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

Guideline Note:

Effective Date:

3/1/2024

1. Criteria

Product Name: Entyvio IV

Diagnosis

Crohn's Disease (CD)

Approval Length

14 Weeks

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of moderately to

severely active Crohn's disease
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AND

2 - One of the following:

Frequent diarrhea and abdominal pain

At least 10% weight loss

Complications such as obstruction, fever, abdominal mass
Abnormal lab values (e.g., C-reactive protein [CRP])

CD Activity Index (CDAI) greater than 220

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to ONE of the following conventional therapies:

6-mercaptopurine

azathioprine

corticosteroids (e.g., prednisone)
methotrexate

AND

4 - One of the following:

4.1 Paid claims or submission of medical records (e.g., chart notes) confirming history of

failure, contraindication, or intolerance to ALL of the following (document drug, date, and
duration of trial):*

e Cimazia (certolizumab pegol)
e Humira (adalimumab)
e infliximab

OR

4.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior Entyvio therapy, defined as no more than a 45-day gap in therapy*

AND
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5 - Prescribed by or in consultation with a gastroenterologist

Notes

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from the manufacturer sp
onsored programs shall be required to meet initial authorization criteri
a as if patient were new to therapy.

Product Name: Entyvio IV

Diagnosis

Crohn's Disease (CD)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of

the following:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from

baseline

o Reversal of high fecal output state

Product Name: Entyvio IV

Diagnosis

Ulcerative Colitis (UC)

Approval Length

4 Week(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of moderately to
severely active ulcerative colitis
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AND

2 - One of the following:

Greater than 6 stools per day

Frequent blood in the stools

Frequent urgency

Presence of ulcers

Abnormal lab values (e.g., hemoglobin, ESR, CRP)
Dependent on, or refractory to, corticosteroids

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to ONE of the following conventional therapies:

6-mercaptopurine

Aminosalicylate (e.g., mesalamine, olsalazine, sulfasalazine)
Azathioprine

Corticosteroids (e.g., prednisone)

AND

4 - One of the following:

4.1 Paid claims or submission of medical records (e.g., chart notes) confirming history of

failure, contraindication, or intolerance to ALL of the following (document drug, date, and
duration of trial):*

e Humira (adalimumab)

e infliximab
e Xeljanz oral tablet (tofacitinib)

OR

4.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior Entyvio therapy, defined as no more than a 45-day gap in therapy*
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AND

5 - Prescribed by or in consultation with a gastroenterologist

AND

6 - Entyvio IV formulation will be used for induction purposes only and patient will be switched
to the Entyvio SC (subcutaneous) formulation for week 6 dose

Product Name: Entyvio IV

Diagnosis Ulcerative Colitis (UC)

Approval Length N/A - Requests for Entyvio IV should be denied
Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Requests for continuing Entyvio IV therapy should be denied. The plan’s preferred product
is Entyvio SC (SC will require PA)

Notes Requests for continuing Entyvio IV therapy should be denied. The pla
n’s preferred product for UC indication is Entyvio SC (SC will require
PA)

Product Name: Entyvio SC

Diagnosis Ulcerative Colitis (UC)
Approval Length 14 Week(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 Submission of medical records (e.g., chart notes) confirming a diagnosis of
moderately to severely active ulcerative colitis

AND

1.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming ONE of the
following™:
1.1.2.1 Will be used as a maintenance dose following two doses of Entyvio IV** for
induction
OR
1.1.2.2 Patient is currently established on Entyvio IV**
AND
1.1.3 Prescribed by or in consultation with a gastroenterologist

OR

1.2 Patient has received 2 doses of Entyvio IV** for induction

Notes * Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from the manufacturer sp
onsored programs shall be required to meet initial authorization criteri
a as if patient were new to therapy.

** This product will require prior authorization

Product Name: Entyvio SC

Diagnosis Ulcerative Colitis (UC)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of
the following:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from
baseline

o Reversal of high fecal output state

2 . Revision History

Date Notes

2/29/2024 Updated verbiage/criteria to direct patient to SC formulation
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Eohilia (budesonide)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-146018

Guideline Name

Eohilia (budesonide)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

5/1/2024

1. Criteria

Product Name: Eohilia

Diagnosis Eosinophilic Esophagitis (EoE)
Approval Length 12 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of eosinophilic

esophagitis (EoE)

AND
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2 - Patient has symptoms of esophageal dysfunction (e.g., dysphagia, food impaction,
heartburn, abdominal pain)

AND

3 - Patient has at least 15 intraepithelial eosinophils per high power field (HPF)

AND

4 - Other causes of esophageal eosinophilia have been excluded

AND

5 - Patient is 11 years of age or older

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
(of @a minimum 8-week duration), contraindication, or intolerance to a proton pump inhibitor
(e.g., pantoprazole, omeprazole)

AND

7 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
(of a minimum 8-week duration), or intolerance to a topical (esophageal) corticosteroid (e.g.,
budesonide, fluticasone)

AND

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

e Allergist/Immunologist
o Gastroenterologist
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2 . Revision History

Date

Notes

4/23/2024

New program
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Epaned

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99453

Guideline Name

Epaned

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Epaned

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following:

1.1 Patient is less than 8 years of age

OR
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1.2 BOTH of the following:

1.2.1 ONE of the following diagnoses:
e Hypertension
e Heart failure

o Asymptomatic left ventricular dysfunction, defined as left ventricular ejection fraction
less than or equal to 35%

AND

1.2.2 ONE of the following:
1.2.2.1 History of failure, contraindication, or intolerance to TWO formulary oral anti-

hypertensives (e.g., angiotensin-converting enzyme (ACE) inhibitor, ACE inhibitor
combination, angiotensin-receptor blockers (ARB), ARB combination, thiazide diuretic)

OR

1.2.2.2 Patient is unable to ingest a solid dosage form (e.g. an oral tablet or capsule) due to
ONE of the following:

e Oral/motor difficulties
o Dysphagia

2 . Revision History

Date Notes
3/10/2021 \I?;Ik Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
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Epinephrine Pens

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-108666
Guideline Name Epinephrine Pens
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 6/23/2022

1. Criteria

Product Name: Epinephrine Pens (Non-Mylan Manufacturer)

Approval Length 6 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - There is a shortage on Epinephrine Pens manufactured by Mylan.

Notes *Only approve other rebatable epinephrine autoinjectors if both the br
anded EpiPen and authorized generic are on the FDA shortage list.

Product Name: Epinephrine Pens (Mylan Manufacturer)

Approval Length 6 month(s)
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Guideline Type Quantity Limit

Approval Criteria

1 - Medication has been used or lost or the member is going on vacation.*

Notes Only approve other rebatable epinephrine autoinjectors if both the bra
nded EpiPen and authorized generic are on the FDA shortage list

2 . Revision History

Date Notes
6/23/2022 Updated guideline name as criteria is not specific to only non-mylan
products
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Eplerenone- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99454

Guideline Name

Eplerenone- Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Inspra, generic eplerenone

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of one of the following:

1.1 Symptomatic heart failure with reduced ejection fraction (HFrEF) after an acute

myocardial infarction

OR
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1.2 Hypertension

2 . Revision History

Date Notes

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti
ve

3/10/2021
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Epsolay (benzoyl peroxide) cream

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-108675

Guideline Name

Epsolay (benzoyl peroxide) cream

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

7/1/2022

1. Criteria

Product Name: Epsolay

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of rosacea

AND

2 - Patient has inflammatory lesions
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pharmacy claims)

AND

3 - Trial and failure (of a minimum 30-day supply), contraindication or intolerance to one
preferred topical product for rosacea (e.g., metronidazole cream/gel/lotion) (verified via paid

2 . Revision History

Date

Notes

6/24/2022

New Program
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Erythropoietic Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144656

Guideline Name

Erythropoietic Agents - AZM

Formulary

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

Guideline Note:

Effective Date:

4/1/2024

1. Criteria

Product Name: Aranesp, Epogen, Procrit, Mircera, Retacrit

Diagnosis

Anemia Due to Chronic Kidney Disease (CKD)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)

AND
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2 - Hematocrit is less than 30% at initiation of therapy

AND
3 - ONE of the following:
3.1 Patient is on dialysis
OR
3.2 ALL of the following:
3.2.1 Patient is NOT on dialysis
AND

3.2.2 The rate of hematocrit decline indicates the likelihood of requiring a red blood cell
(RBC) transfusion

AND

3.2.3 Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is a
goal

AND

4 - If the request is for Aranesp or Mircera; claims history indicates either Epogen, Procrit, or
Retacrit has been tried at maximum doses as indicated by FDA labeling

Product Name: Aranesp, Epogen, Procrit, Mircera, Retacrit

Diagnosis Anemia Due to Chronic Kidney Disease (CKD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)

AND

2 - ONE of the following:

2.1 Both of the following:

o Patient is on dialysis
e Most recent or average Hct over 3 months is 33% or less (Hgb 11 g/dL or less)

OR

2.2 All of the following:

o Patientis NOT on dialysis

e Most recent or average (avg) Hct over 3 mo is 30% or less (Hgb 10 g/dL or less)

e Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is a
goal

OR

2.3 Both of the following:

e Request is for a pediatric patient
e Most recent or average Hct over 3 mo is 36% or less (Hgb 12 g/dL or less)

AND

3 - One of the following:

o Decrease in the need for blood transfusion
e Hemoglobin (Hgb) increased greater than or equal to 1g/dL from pre-treatment level
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AND

4 - If the request is for Aranesp or Mircera; claims history indicates either Epogen, Procrit, or
Retacrit has been tried at maximum doses as indicated by FDA labeling

Product Name: Epogen, Procrit, Retacrit

Diagnosis Anemia Associated with Zidovudine Treatment in HIV-Infected
Patients

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Patient is receiving zidovudine administered at less than or equal to 4200 milligrams per
week

AND

2 - Endogenous serum erythropoietin level is less than or equal to 500 milliunits per milliliter

AND

3 - Hematocrit is less than 30% at initiation of therapy

Product Name: Aranesp, Epogen, Procrit, Retacrit

Diagnosis Anemia Due to Cancer Chemotherapy
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Hematocrit less than 30% at initiation of therapy
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AND

2 - There is a minimum of two additional months of planned chemotherapy

AND

3 - If the request is for Aranesp; claims history indicates either Epogen, Procrit, or Retacrit has
been tried at maximum doses as indicated by FDA labeling

Product Name: Epogen, Procrit, Retacrit

Diagnosis Preoperative Use for Reduction of Allogeneic Blood Transfusions in
Surgery Patients

Approval Length 1 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Perioperative hematocrit is greater than 30% and less than or equal to 39%

AND

2 - Patient is at high risk for blood loss during surgery

AND

3 - Patient is unable or unwilling to donate autologous blood

AND

4 - Surgery procedure is elective, non-cardiac, and non-vascular
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Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia Associated with Myelodysplastic Disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of myelodysplastic disease (MDS)

AND

2 - ONE of the following:

o Serum erythropoietin level less than or equal to 500 milliunits per milliliter

e Hematocrit is less than or equal to 30% at the initiation of therapy

AND

3 - If the request is for Aranesp; claims history indicates either Epogen, Procrit, or Retacrit has
been tried at maximum doses as indicated by FDA labeling

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia Associated with Myelodysplastic Disease
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:

1.1 Hematocrit remains less than 36%
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OR

1.2 Patient has demonstrated a response to therapy

AND

2 - If the request is for Aranesp; claims history indicates either Epogen, Procrit, or Retacrit has
been tried at maximum doses as indicated by FDA labeling

Product Name: Epogen, Procrit, Retacrit

Diagnosis Anemia in Patients with Hepatitis C with Ribavirin and Interferon
Therapy

Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hepatitis C virus (HCV) infection

AND

2 - Patient is receiving ribavirin and interferon therapy

AND

3 - Hematocrit is less than or equal to 30% at initiation of therapy

Product Name: Epogen, Procrit, Retacrit*

Diagnosis Anemia in Patients with Hepatitis C with Ribavirin and Interferon
Therapy
Therapy Stage Reauthorization

Page 527



Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Hematocrit remains less than 36%

OR

1.2 Patient has demonstrated a response to therapy

Notes *NOTE: Authorization will be issued for 12 months or if patient has de
monstrated response to therapy, authorization will be issued for the ful
| course of ribavirin therapy.

Product Name: Aranesp, Epogen, Mircera, Procrit, Retacrit*

Diagnosis Erythropoietin Stimulating Agents —Off-Label Uses

Guideline Type Prior Authorization

Approval Criteria

1 - Off-label requests will be evaluated on a case-by-case basis by a clinical pharmacist

AND

2 - Requests for coverage in patients with hemoglobin (Hgb) greater than 10 grams per
deciliter or hematocrit (Hct) greater than 30% will not be approved

AND

3 - If the request is for Aranesp or Mircera; claims history indicates either Epogen, Procrit, or
Retacrit has been tried at maximum doses as indicated by FDA labeling

Notes *If the request is deemed medically necessary, the authorization will b
e issued for requested length of therapy.
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2 . Revision History

Date Notes

Updated embedded steps due to Jan P&T change: Aranesp now Non

3/27/2024 Preferred (Epogen, Procrit, and Retacrit are the preferred agents)
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Esbriet, Ofev

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-116139
Guideline Name Esbriet, Ofev
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 11/1/2022

1. Criteria

Product Name: Brand Esbriet, generic pirfenidone, Brand Pirfenidone 534 mg tablets, Ofev

Diagnosis Idiopathic Pulmonary Fibrosis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of idiopathic pulmonary fibrosis (IPF) as documented by ALL of the following
criteria:

1.1 Exclusion of other known causes of interstitial lung disease (e.g. domestic and
occupational environmental exposures, connective tissue disease, and drug toxicity), as
documented by the following:
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e ICD-10 Code J84.112 (Idiopathic pulmonary fibrosis)
AND
1.2 ONE of the following:
1.2.1 In patients NOT subjected to surgical lung biopsy, the presence of a usual interstitial

pneumonia (UIP) pattern on high-resolution computed tomography (HRCT) revealing IPF or
probable IPF

OR

1.2.2 In patients subjected to a lung biopsy, both HRCT and surgical lung biopsy pattern
reveal IPF or probable IPF

AND

2 - The agent is not being used in combination with Esbriet or Ofev

AND

3 - The prescriber is a pulmonologist

AND

4 - If requesting Brand or generic pirfenidone ONLY:: patient has tried and failed, or has
intolerance to Brand Esbriet

Product Name: Brand Esbriet, generic pirfenidone, Brand Pirfenidone 534 mg tablets, Ofev

Diagnosis Idiopathic Pulmonary Fibrosis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - The agent is not being used in combination with Esbriet or Ofev

AND
3 - The prescriber is a pulmonologist
Product Name: Ofev
Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of systemic sclerosis (SSc) - associated interstitial lung disease 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:

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

Abnormal nailfold capillaries

Pulmonary arterial hypertension

Raynaud’s phenomenon

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

AND

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

AND

2 - The agent is not being used in combination with Esbriet

AND
3 - The prescriber is a pulmonologist
Product Name: Ofev
Diagnosis Chronic fibrosing interstitial lung disease with a progressive
phenotype
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic fibrosing interstitial lung disease (ILD) with a progressive phenotype
as documented by BOTH of the following criteria:

1.1 Presence of fibrotic ILD as determined by finding evidence of pulmonary fibrosis on
HRCT (high-resolution computed tomography), involving at least 10 percent of the lungs
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AND

1.2 Patient is presenting with clinical signs of progression as defined by ONE of the following

in the previous 24 months:

1.2.1 Forced vital capacity (FVC) decline of greater than 10 percent
OR
1.2.2 TWO of the following:
e FVC decline of greater than or equal to 5 percent, but less than 10 percent

o Patient is experiencing worsening respiratory symptoms
o Patient is exhibiting increasing extent of fibrotic changes on chest imaging

AND

2 - The agent is not being used in combination with Esbriet

AND
3 - The prescriber is a pulmonologist
Product Name: Ofev
Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease, Chronic
fibrosing interstitial lung disease with a progressive phenotype
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy
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AND

2 - Ofev is not being used in combination with Esbriet

AND

3 - The prescriber is a pulmonologist

2 . Revision History

Date

Notes

10/27/2022

Added pirfenidone as NP target
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Estrogens- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99455

Guideline Name

Estrogens- Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Femring

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe vasomotor symptoms due to menopause

2 - Diagnosis of moderate to severe vulvar and vaginal atrophy due to menopause

OR
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Product Name: Premarin

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of atrophic vaginitis and kraurosis vulvae

2 . Revision History

Date Notes

Bulk Copied C&S Arizona standard to Arizona Medicaid for 7/1 effecti

3/10/2021
ve
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Eucrisa

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-117636
Guideline Name Eucrisa
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 1/1/2023

1. Criteria

Product Name: Eucrisa

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - BOTH of the following:

1.1 History of failure, contraindication, or intolerance to ONE topical corticosteroid [e.g.,
mometasone furoate, fluocinolone acetonide (generic Synalar), fluocinonide]

AND
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1.2 ONE of the following:

1.2.1 Patient is less than 2 years of age

OR

1.2.2 Patient is greater than or equal to 2 years of age and has history of failure,
contraindication, or intolerance to ONE topical calcineurin inhibitor [e.g., pimecrolimus
(generic Elidel), tacrolimus (generic Protopic)]

2 . Revision History

Date Notes

12/4/2022 Changed from ST to PA

Page 539



Evkeeza (evinacumab-dgnb)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-124825

Guideline Name

Evkeeza (evinacumab-dgnb)

Formulary

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

Guideline Note:

Effective Date:

5/1/2023

1. Criteria

Product Name: Evkeeza

Diagnosis

Homozygous Familial Hypercholesterolemia [HoFH]

Approval Length

6 Months [A]

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient is 5 years of age or older

AND
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2 - Submission of medical records (e.g. chart notes) documenting diagnosis of homozygous
familial hypercholesterolemia (HoFH) as confirmed by one of the following:

2.1 Genetic confirmation of two mutant alleles at the LDLR, APOB, PCSK9, or LDLRAP1
gene locus

OR

2.2 Both of the following:

2.2.1 One of the following:

e Untreated/pre-treatment LDL-C greater than 500 mg/dL
e Treated LDL-C greater than 300 mg/dL

AND

2.2.2 One of the following:
o Xanthoma before 10 years of age
o Evidence of heterozygous familial hypercholesterolemia in both parents

AND

3 - Submission of medical records (e.g., chart notes) demonstrating that patient has failed to
achieve a low-density lipoprotein-cholesterol (LDL-C) goal of less than 100 mg/dL despite use
of both of the following: *Paid pharmacy claims may be used to confirm trial requirements

3.1 One of the following:

3.1.1 Patient is currently treated with maximally tolerated statin therapy plus ezetimibe

OR

3.1.2 Patient is unable to tolerate statin therapy as evidenced by one of the following
intolerable and persistent (i.e., more than 2 weeks) symptoms: [B]

e Mpyalgia (muscle symptoms without CK elevations)
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e Myositis (muscle symptoms with CK elevations less than 10 times upper limit of
normal [ULN])

OR

3.1.3 Patient has a labeled contraindication to all statins

OR

3.1.4 Patient has experienced rhabdomyolysis or muscle symptoms with statin treatment
with CK elevations greater than 10 times ULN

AND

3.2 One of the following:
o Patient has been treated with PCSK9 therapy or did not respond to PCSK9 therapy
e Physician attests that the patient is known to have two LDL-receptor negative alleles
(little to no residual function) and therefore would not respond to PCSK9 therapy
o Patient has a history of intolerance or contraindication to PCSK9 therapy

o Patient has previously been treated with Juxtapid (lomitapide)
o Patient has previously been treated with lipoprotein apheresis

AND

4 - Patient will continue other traditional lipid-lowering therapies (e.g., maximally tolerated
statins, ezetimibe) in combination with Evkeeza

AND

5 - Dose will not exceed 15 milligrams per kilogram of bodyweight infused once every 4
weeks

AND

6 - Prescribed by one of the following:
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o Cardiologist
e Endocrinologist
e Lipid specialist

Product Name: Evkeeza

Diagnosis Homozygous Familial Hypercholesterolemia [HoFH]
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting LDL-C reduction from
baseline while on Evkeeza therapy

AND

2 - Patient will continue other traditional lipid-lowering therapies (e.g., maximally tolerated
statins, ezetimibe) in combination with Evkeeza

AND

3 - Dose will not exceed 15 milligrams per kilogram of bodyweight infused once every 4
weeks

AND

4 - Prescribed by one of the following:

o Cardiologist
e Endocrinologist
e Lipid specialist
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2 . Endnotes

A. Per the 2018 ACC/AHA national treatment guidelines, adherence, response to therapy,
and adverse effects should be monitored within 4 -12 weeks following LDL-C lowering
medication initiation or dose adjustment, repeated every 3 to 12 months as needed.
Additionally, in the Evkeeza pivotal trial the primary outcome of change in LDL-C was
evaluated at 24 weeks. [1,2,6]

B. In patients treated with statins, it is recommended to measure creatine kinase levels in
individuals with severe statin-associated muscle symptoms. [6]

3. Revision History

Date Notes

4/20/2023 New program
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Evrysdi (risdiplam)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-114470

Guideline Name

Evrysdi (risdiplam)

Formulary

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

Guideline Note:

Effective Date:

10/1/2022

1. Criteria

Product Name: Evrysdi

Diagnosis

Spinal Muscular Atrophy (SMA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of spinal muscular atrophy (SMA)

AND
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2 - Submission of medical records (e.g., chart notes, laboratory values) confirming the
mutation or deletion of genes in chromosome 5q resulting in ONE of the following:

2.1 Homozygous gene deletion or mutation of SMN1 gene (e.g., homozygous deletion of
exon 7 at locus 5913)

OR

2.2 Compound heterozygous mutation of SMN1 gene [e.qg., deletion of SMN1 exon 7 (allele
1) and mutation of SMN1 (allele 2)]

AND

3 - Patient is not dependent on invasive ventilation or tracheostomy

AND

4 - Patient is not dependent on the use of non-invasive ventilation beyond use for naps and
nighttime sleep

AND

5 - Patient is not receiving concomitant chronic survival motor neuron (SMN)-modifying
therapy [e.g., Spinraza (nusinersen)]

AND

6 - Patient has not previously received gene replacement therapy for the treatment of SMA
[e.g., Zolgensma (onasemnogene abeparvovec-xioi)]

AND

7 - Submission of medical records (e.g., chart notes, laboratory values) documenting the
baseline assessment of at least ONE of the following exams (based on patient age and motor
ability) to establish baseline motor ability (baseline motor function analysis could include
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assessments evaluated prior to receipt of previous chronic SMN-modifying therapy if
transitioning therapy)*:

o Children’s Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP
INTEND)

Hammersmith Infant Neurological Exam Part 2 (HINE-2)

Hammersmith Functional Motor Scale Expanded (HFMSE)

Upper Limb Module (ULM) Test

Motor Function Measure 32 (MFM-32) Scale

AND

8 - Prescribed by a neurologist with expertise in the treatment of SMA

Notes *Baseline assessments for patients less than 2 months of age request
ing Evrysdi are not necessary in order not to delay access to initial the
rapy in recently diagnosed infants. Initial assessments shortly post-the
rapy can serve as baseline with respect to efficacy reauthorization ass

essment.
Product Name: Evrysdi
Diagnosis Spinal Muscular Atrophy (SMA)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) with the most recent
results documenting a positive clinical response to Evrysdi compared to pretreatment baseline
status [inclusive of baseline assessments prior to receipt of previous chronic survival motor
neuron (SMN)-modifying therapy] as demonstrated by at least ONE of the following exams:

1.1 Children’s Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP
INTEND) with ONE of the following:

1.1.1 Improvement or maintenance of previous improvement of at least a 4-point increase in
score from pretreatment baseline

OR
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1.1.2 Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR

1.2 Hammersmith Infant Neurological Exam Part 2 (HINE-2) with ONE of the following:

1.2.1 Improvement or maintenance of previous improvement of at least a 2-point (or
maximal score) increase in ability to kick

OR

1.2.2 Improvement or maintenance of previous improvement of at least a 1-point increase in
any other HINE-2 milestone (e.g., head control, rolling, sitting, crawling, etc.), excluding
voluntary grasp

OR

1.2.3 The patient exhibited improvement, or maintenance of previous improvement, in more
HINE motor milestones than worsening, from pretreatment baseline (net positive
improvement)

OR

1.2.4 Patient has achieved and maintained any new motor milestones when they would
otherwise be unexpected to do so

OR
1.3 Hammersmith Functional Motor Scale Expanded (HFMSE) with ONE of the following:
1.3.1 Improvement or maintenance of previous improvement of at least a 3-point increase in

score from pretreatment baseline

OR

Page 548



1.3.2 Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR
1.4 Upper Limb Module (ULM) with ONE of the following:
1.4.1 Improvement or maintenance of previous improvement of at least a 2-point increase in
score from pretreatment baseline

OR

1.4.2 Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR
1.5 Motor Function Measure 32 (MFM-32) with ONE of the following:
1.5.1 Improvement or maintenance of previous improvement of at least a 3-point increase in
score from pretreatment baseline

OR

1.5.2 Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

AND

2 - Patient is not dependent on invasive ventilation or tracheostomy

AND

3 - Patient is not dependent on the use of non-invasive ventilation beyond use for naps and
nighttime sleep
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AND

4 - Patient is not receiving concomitant chronic SMN-modifying therapy [e.g., Spinraza
(nusinersen)]

AND

5 - Patient has not previously received gene replacement therapy for the treatment of spinal
muscular atrophy (SMA) [e.g., Zolgensma (onasemnogene abeparvovec-xioi)]

AND

6 - Prescribed by a neurologist with expertise in the treatment of SMA

2 . Revision History

Date Notes

9/26/2022 Updated to remove age requirement per FDA expanded indication
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Exondys - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-116192

Guideline Name

Exondys - AZM

Formulary

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

Guideline Note:

Effective Date:

11/1/2022

1. Criteria

Product Name: Exondys

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy (DMD)

AND
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2 - Documentation of a confirmed mutation of the dystrophin gene amenable to exon 51
skipping

AND

3 - Prescribed by or in consultation with a neurologist who has experience treating Duchenne
Muscular Dystrophy

AND

4 - Dose will not exceed 30 milligrams per kilogram of body weight once weekly

AND

5 - If ambulatory, patient’s condition has been evaluated via the 6-minute walk test (6MWT) or
North Star ambulatory assessment (NSAA) [documentation of the patient’s most recent
results must be provided]

Product Name: Exondys

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

Approval Criteria
1 - One of the following:
1.1 Patient has been on therapy for less than 12 months and all of the following:

1.1.1 Patient is tolerating therapy

AND

1.1.2 Dose will not exceed 30 milligrams per kilogram of body weight once weekly
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AND

1.1.3 Prescribed by or in consultation with a neurologist who has experience treating
Duchenne Muscular Dystrophy

AND

1.1.4 If ambulatory, patient’s condition has been evaluated via the 6-minute walk test
(6MWT) or North Star ambulatory assessment (NSAA) [documentation of the patient’s most
recent results must be provided]

OR
1.2 Patient has been on therapy for 12 months or more and all of the following:
1.2.1 Patient has experienced a benefit from therapy (e.g., disease amelioration compared
to untreated patients)
AND
1.2.2 Patient is tolerating therapy
AND
1.2.3 Dose will not exceed 30 milligrams per kilogram of body weight once weekly

AND

1.2.4 Prescribed by or in consultation with a neurologist who has experience treating
Duchenne Muscular Dystrophy

AND

1.2.5 If ambulatory, patient’s condition has been evaluated via the 6-minute walk test
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(6MWT) or North Star ambulatory assessment (NSAA) [documentation of the patient’'s most
recent results must be provided]

2 . Revision History

Date

Notes

10/28/2022

Removed age and ambulatory requirements
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Ezallor Sprinkle (rosuvastatin)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-131964

Guideline Name

Ezallor Sprinkle (rosuvastatin)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

9/1/2023

1. Criteria

Product Name: Ezallor

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 Patient is less than 10 years of age
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AND

1.1.2 Prescribed by or in consultation with a cardiologist

OR

1.2 Both of the following:
1.2.1 Medication is being used for one of the following:
1.2.1.1 To reduce the risk of one of the following:

e Myocardial infarction (MI), stroke, revascularization procedures, and angina in adults
with multiple risk factors for coronary heart disease (CHD) but without clinically evident

CHD
e Ml and stroke in adults with type 2 diabetes mellitus with multiple risk factors for CHD

but without clinically evident CHD
o Non-fatal MI, fatal and non-fatal stroke, revascularization procedures, hospitalization
for congestive heart failure, and angina in adults with clinically evident CHD

OR

1.2.1.2 As an adjunct to diet to reduce low-density lipoprotein cholesterol (LDL-C) in one of
the following:

e Adults with primary hyperlipidemia

o Adults and pediatric patients aged 10 years and older with heterozygous familial
hypercholesterolemia (HeFH)

OR

1.2.1.3 As an adjunct to other LDL-C-lowering therapies, or alone if such treatments are
unavailable, to reduce LDL-C in adults and pediatric patients aged 7 years and older with
homozygous familial hypercholesterolemia (HoFH)

OR

1.2.1.4 As an adjunct to diet for the treatment of adults with one of the following:
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e Primary dysbetalipoproteinemia
e Hypertriglyceridemia

1.2.2 One of the following:

AND

1.2.2.1 Trial and failure, contraindication, or intolerance to generic rosuvastatin tablets
(verified via paid pharmacy claims or submitted chart notes)

OR

1.2.2.2 Patient is unable to swallow oral tablets

2 . Revision History

Date

Notes

8/29/2023

New program
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Fabry Disease Agents

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-128984

Guideline Name

Fabry Disease Agents

Formulary

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

Guideline Note:

Effective Date:

8/1/2023

1. Criteria

Product Name: Fabrazyme

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Fabry disease

AND

2 - Patient is 2 years of age or older
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AND

3 - Submission of medical records (e.g., chart notes) confirming ONE of the following:

o Detection of pathogenic mutations in the GLA gene by molecular genetic testing
o Deficiency in a-galactosidase A (a-Gal A) enzyme activity in plasma, isolated
leukocytes, or dried blood spots (DBS)

e Significant clinical manifestations (e.g., neuropathic pain, cardiomyopathy, renal
insufficiency, angiokeratomas, cornea verticillata)

AND

4 - Will not be used in combination with Galafold (migalastat)

Product Name: Elfabrio

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

Approval Criteria

1 - Diagnosis of Fabry disease
AND

2 - Submission of medical records (e.g., chart notes) confirming ONE of the following:

o Detection of pathogenic mutations in the GLA gene by molecular genetic testing

o Deficiency in a-galactosidase A (a-Gal A) enzyme activity in plasma, isolated
leukocytes, or dried blood spots (DBS)

» Significant clinical manifestations (e.g., neuropathic pain, cardiomyopathy, renal
insufficiency, angiokeratomas, cornea verticillata)

AND
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3 - Will not be used in combination with Galafold (migalastat)

Product Name: Fabrazyme, Elfabrio

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

7/26/2023 New program
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Fasenra

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99716

Guideline Name

Fasenra

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Fasenra Pen

Diagnosis

Asthma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of severe asthma

AND
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2 - Classification of asthma as uncontrolled or inadequately controlled as defined by ONE of
the following:

2.1 Poor symptom control (e.g., Asthma Control Questionnaire [ACQ] score consistently
greater than 1.5 or Asthma Control Test [ACT] score consistently less than 20)

OR

2.2 Two or more bursts of systemic corticosteroids for at least 3 days each in the previous
12 months

OR

2.3 Asthma-related emergency treatment (e.g., emergency room visit, hospital admission, or
unscheduled physician’s office visit for nebulizer or other urgent treatment)

OR

2.4 Airflow limitation (e.g., after appropriate bronchodilator withhold forced expiratory volume
in 1 second [FEV1] less than 80 percent predicted [in the face of reduced FEV1-forced vital
capacity [FVC] defined as less than the lower limit of normal])

OR

2.5 Patient is currently dependent on oral corticosteroids for the treatment of asthma

AND

3 - Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting
ONE of the following:

3.1 Asthma is an eosinophilic phenotype as defined by a baseline (pre-benralizumab

treatment) peripheral blood eosinophil level greater than or equal to 150 cells per microliter
within the past 6 weeks

OR
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3.2 Patient is currently dependent on maintenance therapy with oral corticosteroids for the
treatment of asthma

AND

4 - Fasenra will be used in combination with ONE of the following:

4.1 One high dose (appropriately adjusted for age) combination inhaled corticosteroid
(ICS)/long-acting beta2 agonist (LABA) [e.g., Advair/AirDuo Respiclick (fluticasone
propionate/salmeterol), Symbicort (budesonide/formoterol), Breo Ellipta (fluticasone
furoate/vilanterol)]

OR
4.2 Combination therapy including BOTH of the following:

4.2.1 One high-dose (appropriately adjusted for age) ICS product [e.g., ciclesonide
(Alvesco), mometasone furoate (Asmanex), beclomethasone dipropionate (QVAR)]

AND

4.2.2 One additional asthma controller medication [e.g., LABA - olodaterol (Striverdi) or
indacaterol (Arcapta); leukotriene receptor antagonist — montelukast (Singulair); theophylline]

AND

5 - Patient is not receiving Fasenra in combination with one of the following:

e Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]

AND
6 - Prescribed by one of the following:

e Pulmonologist
e Allergist
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e Immunologist

Product Name: Fasenra Pen

Diagnosis Asthma

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

Approval Criteria
1 - Documentation of positive clinical response as demonstrated by ONE of the following:
e Reduction in the frequency of exacerbations
o Decreased utilization of rescue medications
e Increase in percent predicted FEV1 (forced expiratory volume in 1 second) from
pretreatment baseline
o Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing,

shortness of breath, coughing, etc.)
e Reduction in oral corticosteroid requirements

AND

2 - Used in combination with an inhaled corticosteroid (ICS)-containing controller medication

AND

3 - Patient is not receiving Fasenra in combination with one of the following:

e Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]

AND

4 - Prescribed by one of the following:
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e Pulmonologist
e Allergist
e Immunologist

2 . Revision History

Date Notes

6/8/2021 Arizona Medicaid 7.1 Implementation
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Fecal Microbiota Agents

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-128980

Guideline Name

Fecal Microbiota Agents

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

8/1/2023

1. Criteria

Product Name: Rebyota

Approval Length

14 Day(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming diagnosis of recurrent

clostridioides difficile infection (CDI) as defined by both of the following:

o Presence of diarrhea defined as a passage of 3 or more loose bowel movements

within a 24-hour period for 2 consecutive days
e Apositive stool test for C.difficile toxin or toxigenic C.difficile
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AND

2 - Patient is 18 years of age or older

AND

3 - Patient has a history of one or more recurrent episodes of CDI

AND

4 - Submission of medical records (e.g., chart notes) confirming BOTH of the following:

4.1 Patient has completed at least 10 consecutive days of one of the following antibiotic
therapies between 24 to 72 hours prior to initiating Rebyota™:

e oral vancomycin
o Dificid (fidaxomicin)

AND

4.2 Previous episode of CDI is under control (e.g., less than 3 unformed/loose [i.e., Bristol
Stool Scale type 6-7] stools/day for 2 consecutive days)

AND

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

o Gastroenterologist
e Infectious disease specialist

Notes *Trial requirements may be verified via paid pharmacy claims or subm
ission of medical records/chart notes

Product Name: Vowst

Approval Length 14 Day(s)

Guideline Type Prior Authorization
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Approval Criteria

1 - Submission of documentation (e.g., chart notes) confirming diagnosis of recurrent
clostridioides difficile infection (CDI) as defined by both of the following:

o Presence of diarrhea defined as a passage of 3 or more loose bowel movements
within a 24-hour period for 2 consecutive days
e A positive stool test for C.difficile toxin or toxigenic C.difficile

AND

2 - Patient is 18 years of age or older

AND

3 - Patient has a history of two or more recurrent episodes of CDI within 12 months

AND

4 - Submission of medical records (e.g., chart notes) confirming ALL of the following:

4.1 Patient has completed at least 10 consecutive days of one of the following antibiotic
therapies 2-4 days prior to initiating Vowst*:

e oral vancomycin
« Dificid (fidaxomicin)

AND

4.2 Patient has completed the recommended course of magnesium citrate the day before
and at least 8 hours prior to initiating Vowst [A]

AND

4.3 Previous episode of CDI is under control (e.g., less than 3 unformed/loose [i.e., Bristol
Stool Scale type 6-7] stools/day for 2 consecutive days)
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AND

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

o Gastroenterologist
¢ Infectious disease specialist

Notes *Trial requirements may be verified via paid pharmacy claims or subm
ission of medical records/chart notes

2 . Endnotes

A. Patients are required to take magnesium citrate 24 hours prior to the first dose of Vowst
per the prescribing information. There is currently no efficacy data regarding the use of
Vowst without magnesium citrate and the thought is that it helps to clear the antibiotics
prior to administration of Vowst. [2,3]

3 . Revision History

Date Notes

7/26/2023 New program
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Fentanyl IR

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-99519
Guideline Name Fentanyl IR
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 12/9/2021

1. Criteria

Product Name: Fentanyl citrate lozenges (generic Actiq)
Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records demonstrating use is for the management of breakthrough
pain associated with a cancer diagnosis (cancer diagnosis must be documented)

AND
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2 - Patient must have at least a one week history of ONE of the following medications to
demonstrate tolerance to opioids (Document drug and date of trial):

e Morphine sulfate at a doses of greater than or equal to 60 milligrams per day

o Fentanyl transdermal patch at a dose of greater than or equal to 25 micrograms per
hour

Oxycodone at a dose of greater than or equal to 30 milligrams per day

Oral hydromorphone at a dose of greater than or equal to 8 milligrams per day

Oral oxymorphone at a dose of greater than or equal to 25 milligrams per day

An alternative opioid at an equianalgesic dose (e.g., oral methadone greater than or
equal to 20 milligrams per day)

AND

3 - The patient is currently taking a long-acting opioid around the clock for cancer pain
(Document drug)

AND

4 - ONE of the following:

4.1 The patient is not concurrently receiving an alternative fentanyl transmucosal product

OR

4.2 BOTH of the following:

4.2.1 The patient is currently receiving an alternative transmucosal fentanyl product

AND

4.2.2 The prescriber is requesting the termination of all current authorizations for alternative
transmucosal fentanyl products in order to begin treatment with the requested medication
(Only one transmucosal fentanyl product will be approved at a time. If previous authorizations
cannot be terminated, the PA request will be denied)

Product Name: Abstral, Brand Actiq, Brand Fentora, generic fentanyl citrate buccal tablet,
Lazanda, Subsys
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records demonstrating use is for the management of breakthrough
pain associated with a cancer diagnosis (cancer diagnosis must be documented)

AND

2 - Patient must have at least a one week history of ONE of the following medications to
demonstrate tolerance to opioids (Document drug and date of trial):

e Morphine sulfate at a doses of greater than or equal to 60 milligrams per day

o Fentanyl transdermal patch at a dose of greater than or equal to 25 micrograms per
hour

Oxycodone at a dose of greater than or equal to 30 milligrams per day

Oral hydromorphone at a dose of greater than or equal to 8 milligrams per day

Oral oxymorphone at a dose of greater than or equal to 25 milligrams per day

An alternative opioid at an equianalgesic dose (e.g., oral methadone greater than or
equal to 20 milligrams per day)

AND

3 - The patient is currently taking a long-acting opioid around the clock for cancer pain
(Document drug)

AND

4 - ONE of the following:

4.1 The patient is not concurrently receiving an alternative fentanyl transmucosal product

OR

4.2 BOTH of the following:

4.2.1 The patient is currently receiving an alternative transmucosal fentanyl product
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AND

4.2.2 The prescriber is requesting the termination of all current authorizations for alternative
transmucosal fentanyl products in order to begin treatment with the requested medication

(Only one transmucosal fentanyl product will be approved at a time. If previous authorizations
cannot be terminated, the PA request will be denied)

AND

5 - History of failure, contraindication, or intolerance to Fentanyl citrate lozenges (generic
Actiq) [Document date of trial]

2 . Revision History

Date Notes

6/8/2021 Arizona Medicaid 7.1 Implementation
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Fexmid (cyclobenzaprine 7.5mg)- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99458

Guideline Name

Fexmid (cyclobenzaprine 7.5mg)- Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Fexmid 7.5mg, generic cyclobenzaprine 7.5mg

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of muscle spasm associated with acute, painful musculoskeletal conditions

2 - Reason or special circumstance the patient cannot use cyclobenzaprine 5 milligram (mg)

or 10mg tablet

AND
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2 . Revision History

Date

Notes

3/11/2021

Bulk copy C&S Arizona standard to Medicaid Arizona
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Filspari (sparsentan)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-124967

Guideline Name

Filspari (sparsentan)

Formulary

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

Guideline Note:

Effective Date:

5/1/2023

1. Criteria

Product Name: Filspari

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting diagnosis of primary
immunoglobulin A nephropathy (IgAN) as confirmed by a kidney biopsy [A]

AND
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2 - Patient is at risk of rapid disease progression [e.g., generally a urine protein-to-creatinine
ratio (UPCR) greater than or equal to 1.5 g/g, or by other criteria such as clinical risk scoring
using the International IgAN Prediction Tool] [B]

AND

3 - Used to reduce proteinuria

AND

4 - Patient has an estimated glomerular filtration rate (eGFR) of greater than or equal to 30
mL/min/1.73 m2

AND

5 - Submission of medical records (e.g., chart notes) demonstrating patient has been on a
minimum 90-day trial of a maximally tolerated dose of one of the following (paid pharmacy
claims may be used to confirm appropriate trial):

e An angiotensin-converting enzyme (ACE) inhibitor (e.g., benazepril, lisinopril)
e An angiotensin Il receptor blocker (ARB) (e.g., losartan, valsartan)

AND

6 - Medication will not be used in combination with any of the following:

e Angiotensin receptor blockers
» Endothelin receptor antagonists (ERASs) (e.g., ambrisentan, bosentan, Opsumit)
e Aliskiren

AND

7 - Prescribed by or in consultation with a nephrologist

Product Name: Filspari

Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting a positive clinical response

to therapy as demonstrated by a decrease in urine protein-to-creatinine ratio (UPCR) from
baseline

AND

2 - Medication is not taken in combination with any of the following:

e Angiotensin receptor blockers

o Endothelin receptor antagonists (ERAs) (e.g., ambrisentan, bosentan, Opsumit)
o Aliskiren

2 . Revision History

Date Notes

4/24/2023 New program
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Filsuvez (birch triterpenes)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-146017
Guideline Name Filsuvez (birch triterpenes)
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)
e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2024

1. Criteria

Product Name: Filsuvez

Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of one of the following:

o Dystrophic epidermolysis bullosa (DEB)
e Junctional epidermolysis bullosa (JEB)
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AND

2 - Disease is confirmed by one of the following:
2.1 Genetic testing confirms mutation in one of the following genes:

2.1.1 For Dystrophic epidermolysis bullosa (DEB), collagen type VII (COL7A1)

OR

2.1.2 For Junctional epidermolysis bullosa (JEB), one of the following:

ITGAG

ITGB4

collagen type XVII (COL17A1)
LAMA3

LAMB3

LAMC2

ITGA3

LAMA3A

OR
2.2 Skin biopsy
AND
3 - Patient is 6 months of age or older
AND

4 - Medication is being used for the treatment of wounds

AND

5 - DEB or JEB associated wounds are present for at least 21 days
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AND

6 - Patient does not have signs of infection for wound being treated

AND

7 - Patient has no evidence or history of basal or squamous cell carcinoma for wound being
treated

AND

8 - Patient does not have history of stem cell transplant

AND

9 - Medication is not being used concurrently with other FDA approved therapies
(e.g.,Vyjuvek) for the treatment epidermolysis bullosa

AND

10 - Standard wound care management not adequate in healing wounds (e.g., daily wound
dressings, pain management, controlling infections)

AND

11 - Prescribed by or in consultation with a specialist with expertise in wound care

Product Name: Filsuvez

Approval Length 6 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization
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Approval Criteria

treated

1 - Patient demonstrates positive clinical response to therapy as evidenced by wound is
healing but not completely closed

2 - Patient does not have signs of infection for wound being treated

3 - Patient has no evidence or history of basal or squamous cell carcinoma for wound being

4 - Prescribed by or in consultation with a specialist with expertise in wound care

AND

AND

AND

2 . Revision History

Date

Notes

4/23/2024

New program
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Firdapse

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-116131

Guideline Name

Firdapse

Formulary

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

Guideline Note:

Effective Date:

11/1/2022

1. Criteria

Product Name: Firdapse

Diagnosis

Lambert-Eaton myasthenic syndrome (LEMS)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has a diagnosis of Lambert-Eaton myasthenic syndrome (LEMS)

AND
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2 - Patient is not receiving Firdapse in combination with similar potassium channel blockers
[e.g., Ampyra (dalfampridine), Ruzurgi (amiframpridine)]

AND
3 - Patient is 6 years of age or older
Product Name: Firdapse
Diagnosis Lambert-Eaton myasthenic syndrome (LEMS)
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Firdapse therapy

AND

2 - Patient is not receiving Firdapse in combination with similar potassium channel blockers
[e.g., Ampyra (dalfampridine), Ruzurgi (amifampridine)]

2 . Revision History

Date Notes

10/27/2022 Added age requirement
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Flucytosine- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99520

Guideline Name

Flucytosine- Arizona

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Brand Ancobon, generic flucytosine

Approval Length

2 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 Diagnosis of septicemia, endocarditis or a urinary system infection caused by Candida

species

OR
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1.2 Diagnosis of meningitis or a pulmonary infection caused by Cryptococcus species

AND

2 - If the patient is being treated for a systemic infection, flucytosine is being used in
combination with amphotericin B

Product Name: Brand Ancobon, generic flucytosine*

Diagnosis Infectious Diseases Society of America (IDSA) Recommended
Regimens
Guideline Type Prior Authorization

Approval Criteria

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

Notes *Approval duration based on provider recommended treatment duratio
ns, up to 12 months.

2 . Revision History

Date Notes

5/13/2021 Arizona Medicaid 7.1 Implementation
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Forteo, Prolia, Teriparatide, Tymlos - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144077
Guideline Name Forteo, Prolia, Teriparatide, Tymlos - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 4/1/2024

1. Criteria

Product Name: Preferred Drugs: Brand Forteo, Prolia

Diagnosis Patients with osteoporosis at high risk for fracture
Approval Length 12 Months**

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of osteoporosis

AND
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2 - ONE of the following:

2.1 Bone Mineral Density (BMD) T-score less than or equal to -3.5 based on BMD
measurements from lumbar spine (at least two vertebral bodies), hip (femoral neck, total hip),
or radius (one-third radius site) [NOTE: Provider must submit patient specific BMD T-score]

OR

2.2 BOTH of the following:

2.2.1 BMD T-score between -2.5 and -3.5 (BMD T-score greater than -3.5 and less than or
equal to -2.5) based on BMD measurements from lumbar spine (at least two vertebral
bodies), hip (femoral neck, total hip), or radius (one-third radius site) [NOTE: Provider must
submit patient specific BMD T-score]

AND

2.2.2 ONE of the following:
2.2.2.1 History of ONE of the following resulting from minimal trauma:

Vertebral compression fracture
Fracture of the hip

Fracture of the distal radius
Fracture of the pelvis

Fracture of the proximal humerus

OR

2.2.2.2 History of failure, contraindication, or intolerance to ONE conventional osteoporosis
therapy [e.g., bisphosphonate or selective estrogen receptor modulator (SERM)] (Document
drug, date, and duration of trial)**

OR

2.3 ALL of the following:

2.3.1 BMD T-score between -1 and -2.5 (BMD T-score greater than -2.5 and less than or
equal to -1) based on BMD measurements from lumbar spine (at least two vertebral bodies),
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hip (femoral neck, total hip), or radius (one-third radius site) [NOTE: Provider must submit
patient specific BMD T-score]

AND

2.3.2 ONE of the following:
2.3.2.1 History of ONE of the following resulting from minimal trauma:

Vertebral compression fracture
Fracture of the hip

Fracture of the distal radius
Fracture of the pelvis

Fracture of the proximal humerus

OR

2.3.2.2 ONE of the following Fracture Risk Assessment Tool (FRAX) 10-year fracture
probabilities:

e Major osteoporotic fracture at 20 percent or more
e Hip fracture at 3 percent or more

AND

2.3.3 History of failure, contraindication, or intolerance to ONE conventional osteoporosis

therapy [e.g., bisphosphonate or selective estrogen receptor modulator (SERM)] (Document
drug, date, and duration of trial)*

AND

3 - For Brand Forteo Requests ONLY: Treatment duration has not exceeded a total of 24
months** of cumulative use of parathyroid hormone analogs (e.g., Teriparatide Injection,
Forteo, Tymlos) during the patient’s lifetime (APPLIES TO BRAND FORTEO ONLY)

Notes *Claims history may be used in conjunction as documentation of drug,
date, and duration of trial
**Duration of coverage will be limited to 24 months of cumulative parat

hyroid hormone analog therapy (e.g., Forteo, Tymlos) in the patient's |
ifetime
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Product Name: Non-Preferred Drugs: Brand Teriparatide, generic teriparatide, Tymlos

Diagnosis Patients with osteoporosis at high risk for fracture
Approval Length 12 Months™*

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of osteoporosis

AND

2 - ONE of the following:

2.1 Bone Mineral Density (BMD) T-score less than or equal to -3.5 based on BMD
measurements from lumbar spine (at least two vertebral bodies), hip (femoral neck, total hip),
or radius (one-third radius site) [NOTE: Provider must submit patient specific BMD T-score]

OR

2.2 BOTH of the following:

2.2.1 BMD T-score between -2.5 and -3.5 (BMD T-score greater than -3.5 and less than or
equal to -2.5) based on BMD measurements from lumbar spine (at least two vertebral
bodies), hip (femoral neck, total hip), or radius (one-third radius site) [NOTE: Provider must
submit patient specific BMD T-score]

AND

2.2.2 ONE of the following:

2.2.2.1 History of ONE of the following resulting from minimal trauma:

Vertebral compression fracture
Fracture of the hip

Fracture of the distal radius
Fracture of the pelvis

Fracture of the proximal humerus
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OR

2.2.2.2 History of failure, contraindication, or intolerance to ALL of the following (Document
drug, date, and duration of trial)

bisphosphonate (e.g. ALENDRONATE, IBANDRONATE)

selective estrogen receptor modulator (SERM) (e.g RALOXIFENE)
Prolia (denosumab)

Brand Forteo (teriparatide)

OR

2.3 ALL of the following:

2.3.1 BMD T-score between -1 and -2.5 (BMD T-score greater than -2.5 and less than or
equal to -1) based on BMD measurements from lumbar spine (at least two vertebral bodies),

hip (femoral neck, total hip), or radius (one-third radius site) [NOTE: Provider must submit
patient specific BMD T-score]

AND

2.3.2 ONE of the following:
2.3.2.1 History of ONE of the following resulting from minimal trauma:

Vertebral compression fracture
Fracture of the hip

Fracture of the distal radius
Fracture of the pelvis

Fracture of the proximal humerus

OR

2.3.2.2 ONE of the following Fracture Risk Assessment Tool (FRAX) 10-year fracture
probabilities:

e Major osteoporotic fracture at 20 percent or more
e Hip fracture at 3 percent or more
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AND

2.3.3 History of failure, contraindication, or intolerance to ALL of the following (Document
drug, date, and duration of trial)

bisphosphonate (e.g. ALENDRONATE, IBANDRONATE)

selective estrogen receptor modulator (SERM) (e.g RALOXIFENE)
Prolia (denosumab)

Brand Forteo (teriparatide)

AND

3 - Treatment duration has not exceeded a total of 24 months** of cumulative use of
parathyroid hormone analogs (e.g., Teriparatide Injection, Forteo, Tymlos) during the patient’s
lifetime

Notes *Claims history may be used in conjunction as documentation of drug,
date, and duration of trial

**Duration of coverage will be limited to 24 months of cumulative parat
hyroid hormone analog therapy (e.g., Forteo, Tymlos) in the patient's |
ifetime

Product Name: Preferred Drugs: Brand Forteo, Prolia; Non-Preferred Drugs: Brand
Teriparatide, generic teriparatide, Tymlos

Diagnosis Patients with osteoporosis at high risk for fracture
Approval Length 12 Months*

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - Treatment duration has not exceeded a total of 24 months* of cumulative use of
parathyroid hormone analogs (e.g., Teriparatide Injection, Forteo, Tymlos) during the patient’s
lifetime) NOTE: DOES NOT APPLY TO PROLIA
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Notes *Duration of coverage will be limited to 24 months of cumulative parat

hyroid hormone analog therapy (e.g., Forteo, Tymlos) in the patient's |
ifetime

2 . Revision History

Date Notes

Updated criteria to specify 24 month limit on duration does not apply
3/26/2024 to Prolia. Added reauth criteria. Changed authorization to Initial auth
12 months, Reauth 12 months
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Furoscix (furosemide injection)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-120434
Guideline Name Furoscix (furosemide injection)
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 2/1/2023

1. Criteria

Product Name: Furoscix

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting diagnosis of chronic heart
failure

AND

2 - Patient has New York Heart Association (NYHA) Class Il or lll
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torsemide)

AND

3 - Patient is currently on maintenance oral diuretic therapy (e.g., bumetanide, furosemide,

AND

4 - Provider attests that patient will be closely monitored for fluid, electrolyte, and metabolic
abnormalities throughout therapy (e.g., hypokalemia, hypovolemia, hyponatremia)

2 . Revision History

Date

Notes

1/24/2023

New program
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Galafold

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99613

Guideline Name

Galafold

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Galafold

Diagnosis

Fabry disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Fabry disease

AND
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data

2 - Patient has an amenable galactosidase alpha gene (GLA) variant based on in vitro assay

AND

3 - Patient is not receiving Galafold in combination with Fabrazyme (agalsidase beta)

Product Name: Galafold

Diagnosis

Fabry disease

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Galafold therapy

AND

2 - Patient is not receiving Galafold in combination with Fabrazyme (agalsidase beta)

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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Gamifant (emapalumab-lzsg)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-135435
Guideline Name Gamifant (emapalumab-lzsg)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 11/1/2023

1. Criteria

Product Name: Gamifant

Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting a diagnosis of primary
hemophagocytic lymphohistiocytosis (HLH)

AND
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2 - Submission of medical records (e.g., chart notes) or paid claims confirming one of the
following:

2.1 Disease is one of the following:

o Refractory
e Recurrent
e Progressive

OR

2.2 Trial and failure, contraindication, or intolerance to conventional HLH therapy (e.g.,
etoposide, dexamethasone, cyclosporine A, intrathecal methotrexate)

AND

3 - Prescribed by or in consultation with a hematologist/oncologist

AND

4 - Patient has not received hematopoietic stem cell transplantation (HSCT)

Product Name: Gamifant

Approval Length 6 Months [A]
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes) demonstrating a positive clinical

response to therapy (e.g., improvement in hemoglobin/lymphocyte/platelet counts, afebrile,
normalization of inflammatory factors/markers)

AND
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2 - Patient has not received HSCT

2 . Revision History

Date

Notes

10/27/2023

New program
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Gattex (teduglutide)

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-135438

Guideline Name

Gattex (teduglutide)

Formulary

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

Guideline Note:

Effective Date: 11/1/2023
1. Criteria

Product Name: Gattex

Approval Length 6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming all of the following:

1.1 Diagnosis of short bowel syndrome

AND

Page 601




1.2 Patient is 1 year of age and older

AND

1.3 Documentation that the patient is dependent on parenteral nutrition/intravenous (PN/IV)
support for at least 12 consecutive months

AND

2 - Prescribed by or in consultation with a gastroenterologist

Product Name: Gattex

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

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting that the patient has had a

reduction in weekly parenteral nutrition/intravenous (PN/IV) support from baseline while on
Gattex therapy

AND

2 - Prescribed by or in consultation with a gastroenterologist [C]

2 . Revision History

Date Notes

10/27/2023 New program
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Gaucher's Disease Agents- Arizona

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99615

Guideline Name

Gaucher's Disease Agents- Arizona

Formulary

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

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Cerdelga

Diagnosis

Type 1 Gaucher’s disease

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Type 1 Gaucher’s disease

AND
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2 - Patient is one of the following as detected by a Food and Drug Administration (FDA)-

cleared test:

e CYP2D6 extensive metabolizer,
e CYP2D6 intermediate metabolizer
e CYP2D6 poor metabolizer

Product Name: Cerezyme

Diagnosis Type 1 Gaucher’s disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Type 1 Gaucher’s disease that results in one or more of the following

conditions:
e Anemia
e« Thrombocytopenia
o Bone disease
e Hepatomegaly or splenomegaly

Product Name: Vpriv, Elelyso

Diagnosis Type 1 Gaucher’s disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Type 1 Gaucher’s disease
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Product Name: Brand Zavesca, generic miglustat

Diagnosis Type 1 Gaucher’s disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mild to moderate Type 1 Gaucher’s disease

AND

2 - If the request is for generic miglustat, there is a reason or special circumstance why the
patient cannot use brand Zavesca

Product Name: Cerdelga, Cerezyme, Elelyso, Vpriv, Brand Zavesca, generic miglustat

Diagnosis Type 1 Gaucher’s disease
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

3/11/2021 Bulk Copy C&S Arizona SP to Medicaid Arizona SP for 7/1 eff
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Generic fluticasone-salmeterol diskus, Wixela Inhub (authorized generic of Advair Diskus)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-145169

Guideline Name Generic fluticasone-salmeterol diskus, Wixela Inhub (authorized
generic of Advair Diskus)

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

Guideline Note:
Effective Date: 4/24/2024

1. Criteria

Product Name: Generic fluticasone-salmeterol diskus, Wixela Inhub (authorized generic of
Advair Diskus)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Trial and failure, contraindication, or intolerance to ALL of the following preferred agents:

e Brand Advair Diskus
e Brand Advair HFA
e Dulera
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e Brand Symbicort

2 . Revision History

Date Notes

Removed Airduo/generics as targets. Updated criteria to standard t/f

4/23/2024 )
verbiage.
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Generic tretinoin cream and gel, generic Avita cream and gel, generic atralin gel

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144747

Guideline Name Generic tretinoin cream and gel, generic Avita cream and gel, generic
atralin gel

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

Guideline Note:
Effective Date: 3/21/2024

1. Criteria

Product Name: generic tretinoin cream and gel, generic Avita cream and gel, generic atralin
gel

Guideline Type Prior Authorization

Approval Criteria

1 - Requests for generic tretinoin cream and gel, generic Avita cream and gel, generic atralin
gel should be denied. The plan's preferred product is Brand Retin-A cream or gel.”

Notes *Brand Retin-A cream or gel may require PA
Note: Clinical Program: Brand Over Generic-Not Covered

2 . Revision History
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Date

Notes

3/21/2024

Updated guideline to add note that calls out brand is preferred
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Global Quantity Limits

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99460

Guideline Name

Global Quantity Limits

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Quantity Limit, Prescription Limit

Diagnosis

Quantity limit review (General)

Approval Length

12 month(s)

Guideline Type

Administrative

Approval Criteria

1 - ONE of the following:

1.1 The requested drug must be used for an FDA-approved indication

OR
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1.2 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

United States Pharmacopoeia-National Formulary (USP-NF)

AND

2 - The drug is being prescribed within the manufacturer’s published dosing guidelines or falls
within dosing guidelines found in ONE of the following 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 - 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.

Product Name: Quantity Limit, Prescription Limit

Diagnosis Quantity limit review for the treatment of gender dysphoria*
Approval Length 12 month(s)
Guideline Type Administrative

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

2 - The drug is being prescribed for an indication that is recognized as a covered benefit by
the applicable health plans’ program.

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

Notes

* If the above criteria are not met, then refer for clinical review by an a
ppropriate trained professional (physician or pharmacist) based on the
applicable regulatory requirement.

Product Name: Quantity Limit, Prescription Limit

Diagnosis

Monthly prescription limit review for migraine therapy,
benzodiazepines, or muscle relaxants

Approval Length

1 month(s)

Guideline Type

Administrative

Approval Criteria

1 - Medical necessity rationale provided for why the member requires 5 or more fills of the
same drug or drug class within a month.

Notes

*If deemed medically necessary, longer authorization duration is perm
itted

Product Name: Quantity Limit, Prescription Limit

Diagnosis

Topical products exceeding the allowable package size per fill OR the
allowable quantity per month

Approval Length

12 month(s)

Guideline Type

Administrative
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Approval Criteria

area.

1 - The physician attests that a larger quantity is needed for treatment of a larger surface

2 . Revision History

Date

Notes

3/11/2021

Bulk copy C&S Arizona standard to Medicaid Arizona
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GLP-1 Agonists - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-139361

Guideline Name

GLP-1 Agonists - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

2/1/2024

1. Criteria

Product Name: Preferred Drugs: Bydureon, Byetta, Trulicity, Victoza

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Both of the following:

1.1 Submission of medical records (e.g. chart notes, lab work, imaging) confirming both of

the following:

o Diagnosis of type 2 diabetes mellitus
o Baseline A1C greater than or equal to 6.5%
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AND

1.2 History of failure to metformin at a minimum dose of 1500 milligrams (mg) daily for 90
days, or contraindication or intolerance to metformin (verified via paid pharmacy claims or
submission of medical records)

AND

2 - Patient is 10 years of age or older

AND

3 - Drug is not solely being used for weight loss

Product Name: Non-Preferred Drugs: Adlyxin, Bydureon BCise, Mounjaro, Ozempic

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:

1.1 Submission of medical records (e.g. chart notes, lab work, imaging) confirming both of
the following:

o Diagnosis of type 2 diabetes mellitus
o Baseline A1C greater than or equal to 6.5%

AND

1.2 History of failure to metformin at a minimum dose of 1500 milligrams (mg) daily for 90
days, or contraindication or intolerance to metformin (verified via paid pharmacy claims or
submission of medical records)
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AND

2 - History of a 90 day trial per member's pharmacy claims resulting in a therapeutic failure,
contraindication, or intolerance to ALL of the following (verified via paid pharmacy claims or
submission of medical records):

o Byetta
e Victoza
e Trulicity

AND
3 - One of the following:
e For Bydureon BC ONLY: Patient is 10 years of age or older
e For Adlyxin, Mounjaro, Ozempic ONLY: Patient is 18 years of age or older

AND

4 - Drug is not solely being used for weight loss

Product Name: Non-Preferred: Rybelsus

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Both of the following:

1.1 Submission of medical records (e.g. chart notes, lab work, imaging) confirming both of
the following:

o Diagnosis of type 2 diabetes mellitus
o Baseline A1C greater than or equal to 6.5%
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AND

1.2 History of failure to metformin at a minimum dose of 1500 milligrams (mg) daily for 90
days, or contraindication or intolerance to metformin (verified via paid pharmacy claims or
submission of medical records)

AND

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

2.1 History of a 90 day trial per member's pharmacy claims resulting in a therapeutic failure,
contraindication, or intolerance to ALL of the following (verified via paid pharmacy claims or
submission of medical records):

e Byetta
e Victoza
e Trulicity

OR

2.2 BOTH of the following:

2.2.1 The patient is unable to self-inject 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

2.2.2 History of failure, intolerance, or contraindication to ALL of the following:

Farxiga
Jardiance
Invokana
Invokamet
Synjardy
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e Xigduo XR

AND

3 - Patient is 18 years of age or older

AND

4 - Drug is not solely being used for weight loss

2 . Revision History

Date Notes
1/23/2024 Add_ed criteria for A1C. Updated submission of records verbiage (clini
cal intent the same).
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Glycopyrrolate Products

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-108674
Guideline Name Glycopyrrolate Products
Formulary e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 7/1/2022

1. Criteria

Product Name: Brand Cuvposa oral solution, Dartisla ODT, Brand Robinul, Brand Robinul
Forte

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
requested drug is being used for a Food and Drug Administration (FDA)-approved indication

AND
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2 - Trial and failure or intolerance to generic glycopyrrolate tablets or oral solution (verified via
pharmacy paid claims or submission of medical records/chart notes)

Product Name: Glycopyrrolate injection 0.6mg/3ml

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting
requested drug is being used for a Food and Drug Administration (FDA)-approved indication

AND

2 - Trial and failure or intolerance to preferred glycopyrrolate injection strengths (e.g., 0.2
mg/ml, 0.4mg/2ml, 1 mg/5ml, 4mg/20ml) (verified via pharmacy paid claims or submission of
medical records/chart notes)

2 . Revision History

Date Notes
6/24/2022 Added NP glycopyrrolate inj as target. Changed guideline name to GlI
ycopyrrolate Products.
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Gonadotropin-Releasing Hormone Agonists

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-125568
Guideline Name Gonadotropin-Releasing Hormone Agonists
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 6/1/2023

1. Criteria

Product Name: leuprolide acetate inj kit 5 mg/mL, Lupron Depot Ped, Triptodur, Fensolvi

Diagnosis Central Precocious Puberty (CPP)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of central precocious puberty (idiopathic or neurogenic)

AND
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2 - Onset of secondary sexual characteristics in one of the following:

2.1 Females less than or equal to 8 years of age

OR

2.2 Males less than or equal to 9 years of age

AND

3 - Confirmation of diagnosis as defined by one of the following:

3.1 Pubertal basal level of luteinizing hormone (based on laboratory reference ranges)

OR

3.2 A pubertal luteinizing hormone response to a gonadotropin releasing hormone (GnRH)
stimulation test

OR

3.3 Bone age advanced one year beyond the chronological age

AND

4 - If the request is for Triptodur or Fensolvi, history of failure, contraindication, or intolerance
to Lupron-Depot Ped

Product Name: leuprolide acetate inj kit 5 mg/mL, Lupron Depot Ped, Triptodur, Fensolvi

Diagnosis Central Precocious Puberty (CPP)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Patient is currently receiving therapy for central precocious puberty

AND

2 - Documentation of positive clinical response to therapy

AND

3 - Patient is ONE of the following (younger than the appropriate time point for the onset of

puberty):

3.1 Female younger than 11 years of age

OR

3.2 Male younger than 12 years of age

Product Name: Lupaneta Pack, Lupron Depot 3.75 mg and 3-month 11.25 mg

Diagnosis Endometriosis
Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of endometriosis or endometriosis is suspected

AND

2 - One of the following:
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2.1 History of failure, contraindication, or intolerance to both of the following:

2.1.1 Oral contraceptives or depot medroxyprogesterone (e.g., Depo- Provera)

AND

2.1.2 Non-steroidal anti-inflammatory drugs (NSAIDs)

OR

2.2 Patient has had surgical ablation to prevent recurrence

AND

3 - If the request is for Lupaneta Pack, history of failure, contraindication, or intolerance to
Lupron Depot

Product Name: Lupaneta Pack, Lupron Depot 3.75 mg and 3-month 11.25 mg

Diagnosis Endometriosis
Approval Length 6 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of endometriosis or endometriosis is suspected

AND

2 - Recurrence of symptoms following an initial course of therapy

AND
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3 - Concurrently to be used with add-back therapy (e.g., progestin, estrogen, or bone sparing
agents)

Product Name: Lupron Depot 3.75 mg and 3-month 11.25 mg

Diagnosis Uterine Leiomyomata (Fibroids)
Approval Length 3 month(s)
Guideline Type Prior Authorization

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

1.1.1 For the treatment of uterine leiomyomata-related anemia

AND

1.1.2 Patient did not respond to iron therapy of 1 month duration

AND

1.1.3 For use prior to surgery

OR

1.2 For use prior to surgery to reduce the size of fibroids to facilitate a surgical procedure
(e.g., myomectomy, hysterectomy)

Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

Diagnosis Gender dysphoria in adolescents
Approval Length 12 month(s)
Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of gender dysphoria, according to the current Diagnostic and Statistical Manual

of Mental Disorders (i.e., DSM-5) criteria, by a mental health professional with expertise in
child and adolescent psychiatry

AND

2 - Medication is prescribed by or in consultation with an endocrinologist or a medical provider
experienced in gender dysphoria hormone therapy

AND

3 - Patient has experienced puberty development to at least Tanner stage 2

AND

4 - One of the following laboratory tests, based upon the laboratory reference range,

confirming:

Pubertal levels of estradiol in females

Pubertal levels of testosterone in males

Pubertal basal level of luteinizing hormone (based on laboratory reference ranges)

A pubertal luteinizing hormone response to a gonadotropin-releasing hormone (GnRH)
stimulation test

AND
5 - A letter from the prescriber and/or formal documentation stating all of the following:
5.1 Patient has experienced pubertal changes that have resulted in an increase of their

gender dysphoria that has significantly impaired psychological or social functioning

AND
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5.2 Coexisting psychiatric and medical comorbidities or social problems that may interfere
with the diagnostic procedures or treatment have been addressed or removed

AND
5.3 Both of the following:
5.3.1 Current enroliment, attendance, and active participation in psychological and social
support treatment program

AND

5.3.2 Patient will continue enroliment, attendance and active participation in psychological
and social support throughout the course of treatment

AND

5.4 Patient demonstrates knowledge and understanding of the expected outcomes of
treatment and related transgender therapies

AND

6 - If the request is for Lupaneta Pack, leuprolide acetate, Triptodur, Fensolvi, history of
failure, contraindication, or intolerance to Lupron Depot

Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

Diagnosis Gender dysphoria in adolescents
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
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1 - One of the following:

e Documentation (within the last 6 months) of appropriate luteinizing hormone (LH)
suppression
o Change in dosing

AND

2 - Documented diagnosis of gender dysphoria, according to the current Diagnostic and
Statistical Manual of Mental Disorders (i.e., DSM-5) criteria, by a mental health professional
with expertise in child and adolescent psychiatry

AND

3 - Medication is prescribed by or in consultation with an endocrinologist or a medical provider
experienced in gender dysphoria hormone therapy

AND

4 - A letter from the prescriber and/or formal documentation stating all of the following:

4.1 Patient continues to meet their individual goals of therapy for gender dysphoria

AND

4.2 Patient continues to have a strong affinity for the desired (opposite of natal) gender

AND

4.3 Discontinuation of treatment and subsequent pubertal development would interfere with
or impair psychological functioning and well-being

AND

4.4 Coexisting psychiatric and medical comorbidities or social problems that may interfere
with treatment continue to be addressed or removed
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AND
4.5 Both of the following:
4.5.1 Current enroliment, attendance, and active participation in psychological and social
support treatment program

AND

4.5.2 Patient will continue enrollment, attendance and active participation in psychological
and social support throughout the course of treatment

AND

4.6 Patient demonstrates knowledge and understanding of the expected outcomes of
treatment and related transgender therapies

Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

Diagnosis Adjunct for Gender-Affirming Hormonal Therapy for Transgender
Adults

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of gender dysphoria, according to the current Diagnostic and Statistical Manual
of Mental Disorders (i.e., DSM-5) criteria, by a mental health professional

AND

2 - Medication is prescribed by or in consultation with an endocrinologist or a medical provider
experienced in transgender hormone therapy
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AND

3 - Gonads (i.e., testes, ovaries) have not been removed and are functional (e.g., hormone
producing)

AND

4 - Patient is currently receiving hormonal therapy (e.g., testosterone, estrogens,
progesterones) to achieve the desired (e.g., non-natal) gender

AND

5 - Inability of cross sex hormone therapy to inhibit natal secondary sex characteristics,
luteinizing hormone (LH), or gonadotropins (e.g., menses, testosterone)

AND

6 - A letter from the prescriber and/or formal documentation stating all of the following:

6.1 Transgender patient has identified goals of gender-affirming hormone therapy

AND

6.2 Coexisting psychiatric and medical comorbidities or social problems that may interfere
with the diagnostic procedures or treatment have been addressed or removed

AND
6.3 Both of the following:
6.3.1 Current enroliment, attendance, and active participation in psychological and social

support treatment program

AND
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6.3.2 Patient will continue enroliment, attendance and active participation in psychological
and social support throughout the course of treatment

AND

6.4 Patient demonstrates knowledge and understanding of the expected outcomes of
treatment and related transgender therapies

AND

7 - If the request is for Lupaneta Pack, leuprolide acetate, Triptodur, Fensolvi, history of
failure, contraindication, or intolerance to Lupron Depot

Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

Diagnosis Adjunct for Gender-Affirming Hormonal Therapy for Transgender
Adults

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:

o Documentation (within the last 6 months) of appropriate luteinizing hormone (LH)
suppression
e Change in dosing

AND

2 - Documented diagnosis of gender dysphoria, according to the current Diagnostic and
Statistical Manual of Mental Disorders (i.e., DSM-5) criteria, by a mental health professional
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AND

3 - Medication is prescribed by or in consultation with an endocrinologist or a medical provider
experienced in transgender hormone therapy

AND

4 - Gonads (i.e., testes, ovaries) are intact

AND

5 - Patient is currently receiving hormonal therapy (e.g., testosterone, estrogens,
progesterones) to achieve the desired (e.g., non-natal) gender

AND

6 - Inability of cross sex hormone therapy to inhibit natal secondary sex characteristics,
luteinizing hormone (LH), or gonadotropins (e.g., menses, testosterone)

AND

7 - A letter from the prescriber and/or formal documentation stating all of the following:

7.1 Transgender patient continues to meet goals of gender-affirming hormone therapy

AND

7.2 Coexisting psychiatric and medical comorbidities or social problems that may interfere
with the diagnostic procedures or treatment continue to be addressed or removed

AND

7.3 Both of the following:
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7.3.1 Current enroliment, attendance, and active participation in psychological and social
support treatment program

AND

7.3.2 Patient will continue enroliment, attendance and active participation in psychological
and social support throughout the course of treatment

AND

7.4 Patient demonstrates knowledge and understanding of the expected outcomes of
treatment and related transgender therapies

Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

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

Approval Criteria

1 - For use in pre-menopausal women

AND

2 - Patient is receiving a cytotoxic agent that is associated with causing primary ovarian
insufficiency (premature ovarian failure) [e.g., Cytoxan (cyclophosphamide), procarbazine,
vinblastine, cisplatin]

AND

3 - If the request is for Lupaneta Pack, leuprolide acetate, Triptodur, Fensolvi, history of
failure, contraindication, or intolerance to Lupron Depot.
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Product Name: Lupron Depot, Lupron Depot-Ped, Lupaneta Pack, leuprolide acetate inj kit 5
mg/mL, Triptodur, Fensolvi, Leuprolide acetate (3 month) 22.5 mg inj

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

Approval Criteria
1 - Patient is currently receiving gonadotropin-releasing hormone (GnRH) analog therapy for
the purpose of fertility preservation

AND

2 - Patient continues to receive a cytotoxic agent that is associated with causing primary
ovarian insufficiency (premature ovarian failure) [e.g., Cytoxan (cyclophosphamide),
procarbazine, vinblastine, cisplatin]

Product Name: Lupron Depot 7.5 mg, 22.5 mg, 30 mg and 45 mg, leuprolide acetate inj kit 5
mg/mL, Leuprolide acetate (3 month) 22.5 mg inj

Diagnosis Advanced or Metastatic Prostate Cancer
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced or metastatic prostate cancer

2 . Revision History

Date Notes

5/25/2023 Added new GPI for Lupron Depot Ped
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Gralise, Horizant - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-141352

Guideline Name

Gralise, Horizant - AZM

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

3/1/2024

1. Criteria

Product Name: Brand Gralise, generic gabapentin (once-daily)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of postherpetic neuralgia (PHN)

2 - Trial and failure or intolerance to generic immediate-release gabapentin (generic for

Neurontin)

AND
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AND

3 - For generic gabapentin (once-daily) requests ONLY: Trial and failure or intolerance to
Brand Gralise

Product Name: Horizant

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 Both of the following:
o Diagnosis of postherpetic neuralgia (PHN)

e Trial and failure or intolerance to generic immediate-release gabapentin (generic for
Neurontin)

OR

1.2 Diagnosis of restless legs syndrome

2 . Revision History

Date Notes

Added new GPIs for generic Gralise with step through Brand Gralise
(preferred). Specified trial of preferred generic gabapentin is "immedi
ate-release, generic for Neurontin". Added step through preferred IR
gabapentin for Horizant PHN indication.

2/28/2024
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Growth Hormone, Growth Stimulating Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-146946
Guideline Name Growth Hormone, Growth Stimulating Agents - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2024

1. Criteria

Product Name: All products

Diagnosis Idiopathic Short Stature (ISS)
Approval Length N/A - Requests for non-approvable diagnoses should not be approved
Guideline Type Prior Authorization

Approval Criteria

1 - Requests for coverage for diagnosis of Idiopathic Short Stature (ISS) are not authorized
and will not be approved

Notes Approval Length: N/A - Requests for Idiopathic Short Stature (ISS) sh
ould not be approved. Deny as a benefit exclusion.

Page 638



Product Name: Non Preferred: Humatrope, Ngenla, Nutropin AQ NuSpin, Saizen, Saizen

Click Easy, Skytrofa, Sogroya

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) or paid claims documenting history of
failure to ALL preferred products listed below:

Brand Norditropin Flexpro
Brand Omnitrope
Brand Zomacton

Brand Genotropin/Genotropin Miniquick

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,

Brand Omnitrope, Brand Zomacton)

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
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:
1.1.1 All of the following:
e Infantis less than 4 months of age

e Infant has growth deficiency
o Prescribed by an endocrinologist

1.1.2 BOTH of the following:

OR
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o History of neonatal hypoglycemia associated with pituitary disease
e Prescribed by an endocrinologist

OR
1.1.3 BOTH of the following:
o Diagnosis of panhypopituitarism
e Prescribed by an endocrinologist
OR

1.2 ALL of the following:

1.2.1 Diagnosis of pediatric growth hormone (GH) deficiency as confirmed by ONE of the
following:

1.2.1.1 Projected height (as determined by extrapolating pre-treatment growth trajectory
along current channel to 18-20 year mark) is greater than 2.0 standard deviations [SD] below
midparental height utilizing age and gender growth charts related to height

OR

1.2.1.2 Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender) utilizing age and gender growth charts related to height

OR

1.2.1.3 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.4 Delayed skeletal maturation of greater than 2 SD below mean for age and gender
(e.g., delayed greater than 2 years compared with chronological age)

AND
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1.2.2 ONE of the following:

1.2.2.1 BOTH of the following:

Patient is male
Bone age less than 16 years

1.2.2.2 BOTH of the following:

1.2.3 Submission of medical records (e.g., chart notes, laboratory values) documenting

Patient is female
Bone age less than 14 years

ONE of the following:

1.2.3.1 BOTH of the following:

1.2.3.1.1 Patient has undergone TWO of the following provocative GH stimulation tests:

1.2.3.1.2 BOTH GH response values are less than 10 micrograms per liter

Arginine

Clonidine

Glucagon

Insulin

Levodopa

Growth hormone releasing hormone

1.2.3.2 BOTH of the following:

OR

AND

AND

OR

1.2.3.2.1 Patient is less than 1 year of age
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AND

1.2.3.2.2 ONE of the following is below the age and gender adjusted normal range as
provided by the physician’s lab:

e Insulin-like Growth Factor 1 (IGF-1/Somatomedin-C)
e Insulin Growth Factor Binding Protein-3 (IGFBP-3)

AND

1.2.4 ONE of the following:

1.2.4.1 Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per
week

OR

1.2.4.2 BOTH of the following:

e Tanner Stage 3 or greater
e Request does not exceed a maximum supply limit of 0.7 milligrams per kilogram per
week

AND

1.2.5 Prescribed by an endocrinologist

Notes *Includes children who have undergone brain radiation. If patient is a
Transition Phase Adolescent or Adult who had childhood onset GH de
ficiency, utilize criteria for Transition Phase Adolescent or Adult GH D
eficiency.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year documented by

BOTH of the following:**

e Previous height and date obtained
e Current height and date obtained

AND
2 - BOTH of the following:**
o Expected adult height not attained
o Documentation of expected adult height goal (e.g. genetic potential)

AND

3 - Calculated height (growth) velocity over the past 12 months

AND
4 - ONE of the following:
4.1 BOTH of the following:
o Patient is male
o Bone age less than 16 years
OR

4.2 BOTH of the following:

o Patient is female
o Bone age less than 14 years
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AND

5 - ONE of the following:

5.1 Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per
week

OR
5.2 BOTH of the following:
e Tanner Stage 3 or greater

e Request does not exceed a maximum supply limit of 0.7 milligrams per kilogram per
week

AND

6 - Prescribed by an endocrinologist

Notes *Includes children who have undergone brain radiation. If patient is a
Transition Phase Adolescent or Adult who had childhood onset GH de
ficiency, utilize criteria for Transition Phase Adolescent or Adult GH D
eficiency.

** Documentation of previous height, current height and goal expected
adult height will be required for renewal.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Prader-Willi Syndrome
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AND

2 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following criteria:
1.1 BOTH of the following:

1.1.1 Evidence of positive response to therapy (e.g., increase in total lean body mass,
decrease in fat mass)

AND

1.1.2 Prescribed by an endocrinologist

OR

1.2 ALL of the following:

1.2.1 Height increase of at least 2 centimeters per year over the previous year of treatment
as documented by BOTH of the following:

e Previous height and date obtained
e Current height and date obtained
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AND
1.2.2 BOTH of the following:
o Expected adult height not attained
o Documentation of expected adult height goal

AND

1.2.3 Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of small for gestational age (SGA) based on demonstration of catch up growth
failure in the first 24 months of life using a 0-36 month growth chart as confirmed by
documentation that ONE of the following is below the third percentile for gestational age
(more than 2 standard deviations [SD] below population mean):

e Birth weight

e Birth length

AND

2 - Documentation that height remains less than or equal to the third percentile (more than 2
SD below population mean)

AND
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3 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year documented by
BOTH of the following:*

e Previous height and date obtained
e Current height and date obtained
AND
2 - Documentation of BOTH of the following:*
o Expected adult height not attained
o Expected adult height goal

AND

3 - Prescribed by an endocrinologist

Notes *Documentation of previous height, current height and goal expected
adult height will be required for renewal.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Turner Syndrome or Noonan Syndrome
Approval Length 12 month(s)
Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of pediatric growth failure associated with ONE of the following:

1.1 BOTH of the following:

1.1.1 Turner Syndrome (Gonadal Dysgenesis)

AND

1.1.2 BOTH of the following:

o Patient is female
o Bone age less than 14 years

OR

1.2 BOTH of the following:

1.2.1 Noonan Syndrome

AND

1.2.2 ONE of the following:

1.2.2.1 BOTH of the following:
o Patient is male
o Bone age less than 16 years

OR

1.2.2.2 BOTH of the following:

e Patient is female
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o Bone age less than 14 years

AND

2 - Height is below the fifth percentile on growth charts for age and gender

AND

3 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,

Brand Omnitrope, Brand Zomacton)

Diagnosis

Turner Syndrome or Noonan Syndrome

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year documented by

BOTH of the following:*

e Previous height and date obtained
e Current height and date obtained

AND

2 - Documentation of BOTH of the following:*

o Expected adult height not attained
o Expected adult height goal

AND

3 - Prescribed by an endocrinologist
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Notes *Documentation of previous height, current height and goal expected
adult height will be required for renewal.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,

Brand Omnitrope, Brand Zomacton)

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of pediatric growth failure with short-stature homeobox (SHOX) gene deficiency

as confirmed by genetic testing

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

o Patient is male
e Bone age less than 16 years

2.2 BOTH of the following:

o Patient is female
o Bone age less than 14 years

3 - Prescribed by an endocrinologist

AND

OR

AND
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Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year documented by
BOTH of the following:*

e Previous height and date obtained
e Current height and date obtained
AND
2 - Documentation of BOTH of the following:*
o Expected adult height not attained
o Expected adult height goal

AND

3 - Prescribed by an endocrinologist

Notes *Documentation of previous height, current height and goal expected
adult height will be required for renewal.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Growth Failure associated with Chronic Renal Insufficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of pediatric growth failure associated with chronic renal insufficiency

AND
2 - ONE of the following:
2.1 BOTH of the following:
o Patient is male
o Bone age less than 16 years
OR
2.2 BOTH of the following:
o Patient is female
o Bone age less than 14 years
AND

3 - Prescribed by ONE of the following:

e Endocrinologist
e Nephrologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,

Brand Omnitrope, Brand Zomacton)

Diagnosis Growth Failure associated with Chronic Renal Insufficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year documented by
BOTH of the following:*

e Previous height and date obtained
e Current height and date obtained

AND

2 - Documentation of BOTH of the following:*

o Expected adult height not attained
o Expected adult height goal

AND
3 - Prescribed by ONE of the following:
e Endocrinologist
e Nephrologist
Notes *Documentation of previous height, current height and goal expected

adult height will be required for renewal.

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Adult Growth Hormone Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of adult growth hormone deficiency (GHD) as a result of ONE of the following:
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1.1 Clinical records supporting a diagnosis of childhood-onset GHD

OR

1.2 BOTH of the following:

1.2.1 Adult-onset GHD

AND

1.2.2 Clinical records documenting that hormone deficiency is a result of hypothalamic-
pituitary disease from organic or known causes (e.g., damage from surgery, cranial
irradiation, head trauma, or subarachnoid hemorrhage)

AND

2 - Submission of medical records (e.g., chart notes, laboratory values) documenting ONE of
the following:

2.1 BOTH of the following:

2.1.1 Patient has undergone ONE of the following GH (growth hormone) stimulation tests to
confirm adult GH deficiency:

Insulin tolerance test (ITT)

ARG (Arginine) and GHRH (growth hormone releasing hormone)
Glucagon

ARG

AND

2.1.2 ONE of the following peak GH values:

2.1.2.1 ITT less than or equal to 5 micrograms per liter

OR

2.1.2.2 GHRH and ARG of ONE of the following:
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e Less than or equal to 11 micrograms per liter if body mass index [BMI] is less than 25
kilograms per meter squared

e Less than or equal to 8 micrograms per liter if BMI is greater than or equal to 25 and
less than 30 kilograms per meter squared

e Less than or equal to 4 micrograms per liter if BMI is greater than or equal to 30
kilograms per meter squared

OR

2.1.2.3 Glucagon less than or equal to 3 micrograms per liter

OR

2.1.2.4 ARG less than or equal to 0.4 micrograms per liter

OR

2.2 BOTH of the following:

2.2.1 Submission of medical records (e.g., chart notes, laboratory values) documenting
deficiency of THREE of the following anterior pituitary hormones:

Prolactin

ACTH (adrenocorticotropic hormone)

TSH (thyroid stimulating hormone)

FSH/LH (follicle-stimulating hormone/luteinizing hormone)

AND

2.2.2 Insulin-like Growth Factor 1 (IGF-1)/Somatomedin-C level is below the age and
gender adjusted normal range as provided by the physician's lab

AND

3 - ONE of the following:

3.1 Diagnosis of panhypopituitarism

Page 655



OR
3.2 Other diagnosis and not used in combination with BOTH of the following:
e Aromatase inhibitors [e.g., Arimidex (anastrazole),Femara (letrazole)]

e Androgens [e.g., Delatestryl (testosterone enanthate), Depo-Testosterone
(testosterone cypionate)]

AND

4 - Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per week

AND

5 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Adult Growth Hormone Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Documentation of Insulin-like Growth Factor 1 (IGF-1)/Somatomedin C level within the
past 12 months

AND

2 - ONE of the following:

2.1 Diagnosis of panhypopituitarism
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OR
2.2 Other diagnosis and not used in combination with BOTH of the following:
e Aromatase inhibitors [e.g., Arimidex (anastrazole), Femara (letrazole)]

e Androgens [e.g., Delatestryl (testosterone enanthate), Depo-Testosterone
(testosterone cypionate)]

AND

3 - Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per week

AND

4 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per week

AND

2 - Documentation of ONE of the following:

o Attained expected adult height
o Closed epiphyses on bone radiograph
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AND

3 - Submission of medical records (e.g., chart notes, laboratory values) documenting ONE of

the following:

3.1 BOTH of the following:

3.1.1 Documentation of high risk of growth hormone (GH) deficiency due to GH deficiency in

childhood from ONE of the following:

3.1.1.1 Embryopathic/congenital defects

OR

3.1.1.2 Genetic mutations

OR

3.1.1.3 Irreversible structural hypothalamic-pituitary disease

OR

3.1.1.4 Panhypopituitarism

OR

3.1.1.5 Deficiency of THREE of the following anterior pituitary hormones:

ACTH (adrenocorticotropic hormone)

TSH (thyroid stimulating hormone)

Prolactin

FSH/LH (follicle-stimulating hormone/luteinizing hormone)

AND

3.1.2 ONE of the following:
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3.1.2.1 Insulin-like Growth Factor 1 (IGF-1)/Somatomedin-C level is below the age and
gender adjusted normal range as provided by the physician’s lab

3.1.2.2 ALL of the following:

3.1.2.2.1 Patient does not have a low IGF-1/Somatomedin C level

3.1.2.2.2 Discontinued GH therapy for at least 1 month

3.1.2.2.3 Patient has undergone ONE of the following GH stimulation tests after
discontinuation of therapy for at least 1 month:

3.1.2.2.4 ONE of the following peak GH values:

3.1.2.2.4.1 ITT less than or equal to 5 micrograms per liter

3.1.2.2.4.2 GHRH and ARG of ONE of the following:

OR

AND

AND

Insulin tolerance test (ITT)
ARG (Arginine) and GHRH (growth hormone releasing hormone)

ARG
Glucagon

AND

OR

Less than or equal to 11 micrograms per liter if body mass index [BMI] is less than 25

kilograms per meter squared
Less than or equal to 8 micrograms per liter if BMI is greater than or equal to 25 and

less than 30 kilograms per meter squared
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Less than or equal to 4 micrograms per liter if BMI is greater than or equal to 30
kilograms per meter squared

OR

3.1.2.2.4.3 Glucagon less than or equal to 3 micrograms per liter

OR

3.1.2.2.4.4 ARG less than or equal to 0.4 micrograms per liter

OR

3.2 ALL of the following:

3.2.1 At low risk of severe GH deficiency (e.g., due to isolated and/or idiopathic GH
deficiency)

AND

3.2.2 Discontinued GH therapy for at least 1 month

AND

3.2.3 BOTH of the following:

3.2.3.1 Patient has undergone ONE of the following GH stimulation tests after
discontinuation of therapy for at least 1 month:

ITT

GHRH and ARG
ARG

Glucagon
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AND

3.2.3.2 ONE of the following peak GH values:

3.2.3.21 ITT less than or equal to 5 micrograms per liter

OR

3.2.3.2.2 GHRH and ARG of ONE of the following:

e Less than or equal to 11 micrograms per liter if body mass index [BMI] is less than 25
kilograms per meter squared

e Less than or equal to 8 micrograms per liter if BMI is greater than or equal to 25 and
less than 30 kilograms per meter squared

e Less than or equal to 4 micrograms per liter if BMI is greater than or equal to 30
kilograms per meter squared

OR

3.2.3.2.3 Glucagon less than or equal to 3 micrograms per liter

OR

3.2.3.2.4 ARG less than or equal to 0.4 micrograms per liter

AND

4 - Prescribed by an endocrinologist

Product Name: Preferred (Brand Genotropin/Genotropin Miniquick, Brand Norditropin Flexpro,
Brand Omnitrope, Brand Zomacton)

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Documentation of positive response to therapy (e.g., increase in total lean body mass,
exercise capacity or IGF-1 [Insulin-like Growth Factor 1] and IGFBP-3 [Insulin-like growth
factor binding protein 3] levels)

AND

2 - Request does not exceed a maximum supply limit of 0.3 milligrams per kilogram per week

AND
3 - Prescribed by an endocrinologist
Product Name: Serostim
Diagnosis Human Immunodeficiency Virus (HIV)-associated wasting syndrome
or cachexia
Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of human immunodeficiency virus (HIV)-associated wasting syndrome or
cachexia

AND

2 - Documentation of ONE of the following:

2.1 Unintentional weight loss of greater than 10 percent over the last 12 months
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OR

2.2 Unintentional weight loss of greater than 7.5 percent over the last 6 months

OR

2.3 Loss of 5 percent body cell mass (BCM) within 6 months

OR

2.4 Body mass index (BMI) less than 20 kilograms per meter squared

OR

2.5 ONE of the following:
2.5.1 ALL of the following:

o Patient is male
e BCM less than 35 percent of total body weight
e BMI less than 27 kilograms per meter squared

OR
2.5.2 ALL of the following:
e Patient is female

e BCM less than 23 percent of total body weight
e BMI less than 27 kilograms per meter squared

AND

3 - A nutritional evaluation has been completed since onset of wasting first occurred

Page 663



4 - Patient has not had weight loss as a result of other underlying treatable conditions (e.qg.,
depression, mycobacterium avium complex, chronic infectious diarrhea, or malignancy with
the exception of Kaposi’s sarcoma limited to skin or mucous membranes)

5 - Patient’s anti-retroviral therapy has been optimized to decrease the viral load

AND

AND

Product Name: Serostim

Diagnosis Human Immunodeficiency Virus (HIV)-associated wasting syndrome
or cachexia

Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Evidence of positive response to therapy (i.e., greater than or equal to 2 percent increase

in body weight and/or body cell mass [BCM])

2 - ONE of the following targets or goals has not been achieved:

e Weight
e BCM

AND

e Body Mass Index (BMI)

Product Name: Zorbtive*

Diagnosis

Short Bowel Syndrome

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of Short Bowel Syndrome

AND

2 - Patient is currently receiving specialized nutritional support (e.g., intravenous parenteral
nutrition, fluid, and micronutrient supplements)

AND

3 - Patient has not previously received 4 weeks of treatment with Zorbtive*

Notes *Treatment with Zorbtive will not be authorized beyond 4 weeks. Admi
nistration for more than 4 weeks has not been adequately studied.

Product Name: Increlex

Diagnosis Severe Primary IGF-1 Deficiency / Growth Hormone Gene Deletion
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following criteria:
1.1 Documentation of ALL of the following:

1.1.1 Diagnosis of severe primary Insulin-like Growth Factor 1 (IGF-1) deficiency

AND

1.1.2 Height standard deviation score less than or equal to -3.0
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AND

1.1.3 Basal IGF-1 standard deviation score less than or equal to -3.0

AND

1.1.4 Normal or elevated growth hormone levels

AND

1.1.5 Documentation of open epiphyses on last bone radiograph

AND

1.1.6 The patient will not be treated with concurrent growth hormone therapy

AND

1.1.7 Prescribed by an endocrinologist

OR

1.2 ALL of the following:

1.2.1 Diagnosis of growth hormone gene deletion and has developed neutralizing antibodies
to growth hormone

AND

1.2.2 Documentation of open epiphyses on last bone radiograph
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AND

1.2.3 The patient will not be treated with concurrent growth hormone therapy

AND
1.2.4 Prescribed by an endocrinologist
Product Name: Increlex
Diagnosis Severe Primary IGF-1 Deficiency / Growth Hormone Gene Deletion
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 centimeters per year over the previous year of treatment as

documented by BOTH of the following:*

e Previous height and date obtained
e Current height and date obtained

AND
2 - Documentation of BOTH of the following:*
o Expected adult height not obtained
o Expected adult height goal

AND

3 - Patient is not treated with concurrent growth hormone therapy
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AND

4 - Prescribed by an endocrinologist

Notes *Documentation of previous height, current height and goal expected
adult height will be required for renewal.

2 . Revision History

Date Notes

Removed Serostim and Zorbtive from general NP section, drug speci
5/1/2024 fic criteria should be followed. Added submission of records/verificati
on of paid claims for t/f of preferred agents in NP section.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99463

Guideline Name

HCG

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Novarel, Ovidrel, Brand Pregnyl, generic chorionic gonadotropin

Diagnosis Prepubertal Cryptorchidism
Approval Length 6 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of prepubertal cryptorchidism not due to anatomical obstruction

2 . Revision History
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Date

Notes

3/11/2021

Bulk copy C&S Arizona standard to Medicaid Arizona
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Hemangeol

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-99464

Guideline Name

Hemangeol

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

12/9/2021

1. Criteria

Product Name: Hemangeol

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of proliferating infantile hemangioma

2 - Prescriber provides a reason or special circumstance the patient cannot use generic

AND

propranolol oral solution

Page 671



2 . Revision History

Date

Notes

3/11/2021

Bulk copy C&S Arizona standard to Medicaid Arizona
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Hemophilia Clotting Factors

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144633

Guideline Name

Hemophilia Clotting Factors

Formulary

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

Guideline Note:

Effective Date:

4/1/2024

1. Criteria

Product Name: Corifact

Diagnosis

Congenital Factor XIII Deficiency (i.e., Fibrin Stabilizing Factor
Deficiency)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of congenital factor XlII deficiency

AND
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2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: Tretten

Diagnosis Congenital Factor XIII Deficiency (i.e., Fibrin Stabilizing Factor
Deficiency)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of congenital factor XlII A-subunit deficiency

AND

2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: Humate-P

Diagnosis Von Willebrand Disease (VWD)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
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1.1 Diagnosis of severe von Willebrand disease

OR

1.2 BOTH of the following:

o Diagnosis of mild or moderate von Willebrand disease

o History of failure, contraindication or intolerance to treatment with desmopressin

AND

2 - ONE of the following:

o Treatment of bleeding episodes
o Peri-operative management of surgical bleeding

Product Name: Alphanate

Diagnosis Von Willebrand Disease (VWD)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mild or moderate von Willebrand disease

AND

2 - Used for peri-operative management of surgical bleeding

AND

3 - History of failure, contraindication or intolerance to treatment with desmopressin
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Product Name: Wilate or Vonvendi

Diagnosis Von Willebrand Disease (VWD)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of von Willebrand disease

AND

2 - ONE of the following:

o Treatment of bleeding episodes
o Peri-operative management of surgical bleeding
e Routine prophylactic treatment

Product Name: NovoSeven RT

Diagnosis Congenital Factor VII Deficiency
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of congenital factor VIl deficiency

AND

2 - ONE of the following:

o Treatment of bleeding episodes
e Routine prophylactic treatment of bleeding
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Product Name: Advate, Alphanate, Humate-P, Hemofil M, KoAte, KoAte-DVI, Kogenate FS,
Kovaltry, NovoEight, Nuwiq, Recombinate, Xyntha, or Xyntha Solofuse

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: Eloctate

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Page 677



AND

Recombinate] as attested by the prescribing physician

AND

4 - ONE of the following:

4.1 BOTH of the following:

e Dose does not exceed 50 1U/kg
e Infusing no more frequently than every 4 days

OR

4.2 Requested dosage regimen does not exceed 12.5 IU/kg/day

OR

4.3 BOTH of the following:

4.3.1 Patient is less than 6 years of age

AND

4.3.2 ONE of the following:

is required

required

3 - Patient is not a suitable candidate for treatment with shorter half-life Factor VIII
(recombinant) products [e.g., Advate, Kogenate FS, Kovaltry, Novoeight, Nuwiq, or

o Pharmacokinetic (PK) testing results suggest that dosing more intensive than 50 1U/kg
o PKtesting results suggest that dosing more frequently than every 3 to 5 days is

o PKtesting results suggest that dosing more intensive than 14.5 |U/kg/day is required

Product Name: Jivi
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Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A
AND
2 - ONE of the following:
o Peri-operative management of surgical bleeding

e Routine prophylactic treatment of bleeding
o Treatment of bleeding episodes

AND

3 - Patient has previously received Factor VIl replacement therapy

AND

4 - Patient is 12 years of age or older

AND

5 - Patient is not a candidate for treatment with shorter acting half-life Factor VIII
(recombinant) products [e.g., Advate, Kogenate FS, Kovaltry, Novoeight, Nuwiq, or
Recombinate] as attested by the prescribing physician

AND

6 - Patient is not to receive routine infusions more than 2 times per week
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Product Name: Afstyla

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

AND

3 - Patient is not a suitable candidate for treatment with shorter acting half-life Factor VI
(recombinant) products [e.g., Advate, Kogenate FS, Kovaltry, Novoeight, Nuwiq,
Recombinate] as attested by the prescribing physician

AND

4 - ONE of the following:

4.1 Patient is not to receive routine infusions more frequently than 3 times per week

OR

4.2 BOTH of the following:

o Patient is less than 12 years of age

o Pharmacokinetic (PK) testing results suggest that more frequently than 3 times per
week dosing is required
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Product Name: Hemlibra

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
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 Diagnosis of severe hemophilia A

AND

1.1.2 Documentation of endogenous factor VIII level less than 1% of normal factor VIII ( <
0.01 1U/mL)

AND

1.1.3 Physician attestation that the patient is not to receive extended half-life factor VIl
replacement products (e.g., Eloctate, Adynovate, Afstyla, Jivi) for the treatment of
breakthrough bleeding episodes

OR

1.2 All of the following:
1.2.1 One of the following:
1.2.1.1 BOTH of the following:
o Diagnosis of moderate hemophilia A

o Documentation of endogenous factor VIl level greater than or equal to 1% to less than
5% (greater than or equal to 0.01 IU/mL to less than 0.05 IU/mL)
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OR

1.2.1.2 Both of the following:

o Diagnosis of mild hemophilia A

o Documentation of endogenous factor VIII level greater than or equal to 5% (greater
than 0.05 IU/mL)

AND

1.2.2 Submission of medical records (e.g., chart notes, laboratory values) documenting a
failure to meet clinical goals (e.g., continuation of spontaneous bleeds, inability to achieve

appropriate trough level, previous history of inhibitors) after a trial of prophylactic factor VI
replacement products

AND

1.2.3 Physician attestation that the patient is not to receive extended half-life factor VIl
replacement products (e.g., Eloctate, Adynovate, Afstyla, Jivi) for the treatment of
breakthrough bleeding episodes

OR

1.3 BOTH of the following:

e Diagnosis of hemophilia A

o Patient has developed high-titer factor VIII inhibitors (greater than or equal to 5
Bethesda units [BU])

AND

2 - Prescribed for the prevention of bleeding episodes (i.e., routine prophylaxis)

Product Name: FEIBA

Diagnosis Hemophilia A

Approval Length 12 month(s)
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - Documentation of inhibitors (e.g., Bethesda inhibitor assay)

AND

3 - One of the following:

e Routine prophylactic treatment of bleeding

o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: NovoSeven RT, Obizur

Diagnosis Acquired factor VIII Hemophilia
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of acquired factor VIII hemophilia (e.g., acquired hemophilia A, Factor VIII
deficiency)

AND

2 - Treatment or prevention of bleeding episodes

Product Name: Adynovate
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Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)

Approval Length 12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - One of the following:

Routine prophylactic treatment of bleeding

Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

AND

3 - Patient is not a suitable candidate for treatment with shorter acting half-life Factor VI

(recombinant) products [Advate, Kogenate FS, Kovaltry, Novoeight, Nuwiq, or Recombinate]
as attested by the prescribing physician

AND

4 - One of the following:

4.1 BOTH of the following:

Patient is not to receive routine infusions more frequently than 2 times per week
Patient is not to receive a routine dose greater than 50 1U/kg

OR

4.2 ALL of the following:

o Patient is less than 12 years of age

Patient is not to receive routine infusions more frequently than 2 times per week
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o Patient is not to receive a routine dose greater than 70 1U/kg

Product Name: Esperoct

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - ONE of the following:

e Routine prophylactic treatment of bleeding
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

AND

3 - ONE of the following:

3.1 Patient is not to receive routine infusions more frequently than 2 times per week

OR

3.2 BOTH of the following:

o Patient is less than 12 years of age

o Pharmacokinetic (PK) testing results suggest that more frequent than 2 times per
week dosing is required

Product Name: Wilate
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Diagnosis

Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - ONE of the following:

2.1 Routine prophylactic treatment of bleeding

OR

2.2 Treatment of bleeding episodes

Product Name: NovoSeven RT

Diagnosis

Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)

Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A

AND

2 - Documentation of inhibitors (e.g., Bethesda inhibitor assay)

AND
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3 - One of the following:

o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: Altuviiio

Diagnosis Hemophilia A (i.e., Factor VIII Deficiency, Classical Hemophilia)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia A
AND

2 - ONE of the following:

o Treatment of bleeding episodes

e Prevention of bleeding in surgical interventions or invasive procedures (e.g., surgical
prophylaxis)

e Prevention of bleeding episodes (i.e., routine prophylaxis)

AND

3 - Patient is not a suitable candidate for treatment with shorter acting half-life Factor VI
(recombinant) products [e.g., Advate, Kogenate FS, Kovaltry, Novoeight, Nuwiq, or
Recombinate] as attested by the prescribing physician

AND

4 - Both of the following:

e Dose does not exceed 50 1U/kg
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o Patient is infusing no more frequently than every 7 days

Product Name: AlphaNine SD, Mononine, Profilnine, Profilnine SD

Diagnosis Hemophilia B (i.e., Congenital Factor IX Deficiency, Christmas
Disease)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia B

AND

2 - One of the following:

e Routine prophylactic treatment
o Treatment of bleeding episodes

Product Name: BeneFIX, Rixubis, Alprolix, Idelvion, Ixinity, or Rebinyn

Diagnosis Hemophilia B (i.e., Congenital Factor IX Deficiency, Christmas
Disease)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia B

AND

2 - ONE of the following:
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e Routine prophylactic treatment
o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: FEIBA

Diagnosis Hemophilia B (i.e., Congenital Factor IX Deficiency, Christmas
Disease)

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hemophilia B

AND

2 - Documentation of inhibitors (e.g., Bethesda inhibitor assay)

AND

3 - ONE of the following:

e Routine prophylactic treatment of bleeding

o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: NovoSeven RT

Diagnosis Hemophilia B (i.e., Congenital Factor IX Deficiency, Christmas
Disease)

Approval Length 12 month(s)

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of hemophilia B

AND

2 - Documentation of inhibitors (e.g., Bethesda inhibitor assay)

AND

3 - ONE of the following:

o Peri-operative management of surgical bleeding
o Treatment of bleeding episodes

Product Name: Fibryga, RiaSTAP

Diagnosis Fibrinogen Deficiency (i.e., Factor | deficiency)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of congenital fibrinogen deficiency, including afibrinogenemia and
hypofibrinogenemia

AND
2 - Treatment of bleeding episodes
Product Name: NovoSeven RT
Diagnosis Glanzmann Thrombasthenia
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Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Glanzmann's thrombasthenia

AND

2 - Refractory to platelet transfusions

AND

3 - ONE of the following:

o Treatment of bleeding episodes
o Peri-operative management of surgical bleeding

Product Name: Coagadex

Diagnosis Congenital Factor X Deficiency
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of congenital Factor X deficiency

AND

2 - ONE of the following:

o Treatment of bleeding episodes
e Peri-operative management of surgical bleeding
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e Routine prophylactic treatment

2 . Background

Benefit/Coverage/Program Information

Background:

Advate, Xyntha, Xyntha Solofuse, Alphanate, Humate-P, Hemofil M, Koate, Koate-DVI,
Kogenate FS, Kovaltry, NovoEight, Recombinate, Nuwiq, Eloctate, Jivi, Afstyla, Hemlibra,
Adynovate, Esperoct, Altuviiio, and FEIBA and are indicated in adults and children with

hemophilia A (congenital Factor VIII deficiency) for:

. Control and prevention of bleeding
episodes

. Peri-operative management

. Routine prophylaxis to prevent or reduce

the frequency of bleeding episodes

Wilate is indicated in adolescents and adults with hemophilia A for routine prophylaxis to
reduce the frequency of bleeding episodes and on-demand treatment and control of bleeding

episodes.

NovoSeven RT is indicated for the treatment of bleeding episodes and peri-operative
management in adults and children with hemophilia A or B with inhibitors, congenital Factor
VII (FVII) deficiency, and Glanzmann’s thrombasthenia with refractoriness to platelet
transfusions, with or without antibodies to platelets. It is also indicated in the treatment of
bleeding episodes and peri-operative management in adults with acquired hemophilia.

Corifact is indicated for routine prophylactic treatment and peri-operative management of
surgical bleeding in adult and pediatric patients with congenital factor XlII deficiency.

Tretten is indicated for routine prophylaxis for bleeding with congenital factor XlII A-subunit
deficiency.
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Alphanate, Humate-P, Wilate, Vonvendi are indicated for von Willebrand disease for:

. Treatment of bleeding episodes

. Peri-operative management of surgical
bleeding

. Routine prophylactic treatment (Wilate

and Vonvendi only)

Obizur is indicated for acquired factor VIII hemophilia (e.g., acquired hemophilia A, Factor

VIII deficiency).

AlphaNine SD, Mononine, Profilnine/SD, BeneFIX, Rixubis, Ixinity, Alprolix, Idelvion,
Rebinyn, FEIBA and NovoSeven RT are indicated for Hemophilia B.

Fibryga and RiaSTAP are indicated for congenital fibrinogen deficiency, including
afibrinogenemia and hypofibrinogenemia.

Coagadex is indicated for congenital Factor X deficiency.

Table 1: Brand/generic designations of blood clotting products.

Product

Brand Name

Factor Vlla (recombinant)

NovoSeven® RT [coagulation factor Vila (recombinant)]
Sevenfact™ [coagulation factor Vlla (recombinant)-jncw]

Factor XIII (plasma-
derived)

Corifact® [factor XIIl concentrate (human)]

Factor VIII (plasma-
derived)

Hemofil M® [antihemophilic factor (human)]

Koate®-DVI [antihemophilic factor (human)]

Factor VIII (plasma-
derived) / von Willebrand
Factor Complex (plasma-
derived)

Alphanate® [antihemophilic factor (human)]

Humate-P® [antihemophilic factor (human)]

Wilate® [antihemophilic factor (human)]

Factor VIII (recombinant)

Advate® [antihemophilic factor (recombinant)]

Helixate® FS [antihemophilic factor (recombinant)]

Kogenate® FS [antihemophilic factor (recombinant)]

Kovaltry® [antihemophilic factor (recombinant)]
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Novoeight® [antihemophilic factor (recombinant)]

Nuwig® [antihemophilic factor (recombinant)]

Recombinate® [antihemophilic factor (recombinant)]

Xyntha® [antihemophilic factor (recombinant)]

Xyntha® Solofuse™ [antihemophilic factor (recombinant)]

Factor IX (plasma-derived)

AlphaNine® SD [coagulation factor IX (human)]

Mononine® [coagulation factor IX (human)]

Profilnine SD® [factor IX complex human)]

Factor IX (recombinant)

BeneFIX® [coagulation factor IX (recombinant)]

Ixinity® [coagulation factor IX (recombinant)]

Rixubis® [coagulation factor IX (recombinant)]

Factor IX (recombinant),
long-acting

Alprolix® [coagulation factor IX (recombinant), Fc fusion
protein]

Idelvion® [coagulation factor IX (recombinant), albumin
fusion protein]

Rebinyn® [coagulation factor IX (recombinant),
GlycoPEGylated]

Anti-Inhibitor Coagulant
Complex (plasma-derived)

FEIBA® [anti-inhibitor coagulant complex (human)]

Fibrinogen Concentrate
(plasma-derived)

RiaSTAP® [fibrinogen concentrate (human)]

Fibryga® [fibrinogen (human)]

Factor XIII A-subunit
(recombinant)

Tretten® [coagulation factor XlII A-subunit (recombinant)]

Factor VIII (recombinant),
long-acting

Adynovate® [antihemophilic factor (recombinant),
PEGylated]

Afstyla® [antihemophilic factor (recombinant)]

Altuviiio [antihemophilic factor (recombinant)]

Eloctate® [antihemophilic factor (recombinant), Fc fusion
protein]

Esperoct® [antihemophilic factor (recombinant),
glycopegylated-exei]

Jivi® [antihemophilic factor (recombinant), PEGylated-
aucl]

Factor VIII (recombinant),
porcine sequence

Obizur® [antihemophilic factor (recombinant), porcine
sequence]

Factor X (plasma-derived)

Coagadex® [coagulation factor X (human)]

Von Willebrand Factor
(recombinant)

Vonvendi® [von Willebrand factor (recombinant)]
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Bispecific factor IXa- and Hemlibra® (emicizumab-kxwh)
factor X-directed antibody

3. Revision History

Date

Notes

3/19/2024

Added new GPI for Hemlibra
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Hepatitis C - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-146023
Guideline Name Hepatitis C - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2024

Note:

**Preferred drugs Mavyret and sofosbuvir-velpatasvir (authorized generic of Epclusa) will be
approved without requiring prior authorization ONE time per lifetime. Requests for retreatment
or non-preferred drugs will require PA**

1. Criteria

Product Name: Preferred: sofosbuvir-velpatasvir (authorized generic of Epclusa)**, Mavyret**

Diagnosis Hepatitis C Retreatment

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic Hepatitis C infection status which has been confirmed by detectable
serum hepatitis C virus (HCV) RNA by quantitative assay completed within the past 90 days
from the date of the prior authorization request
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AND

2 - Age of the patient is Food and Drug Administration (FDA) approved for the specific HCV
DAA (Direct Acting Antiviral) product

AND

3 - The prescribing provider assesses the patient's ability to adhere to the HCV DAA
treatment plan and attests the assessment has been documented within the clinical record.
For patients that would benefit from adherence aids, the treating provider shall refer the
patient to a treatment adherence program

AND

4 - Patient agrees to adhere to the proposed course of treatment, including taking medications
as prescribed, attending follow-up appointments, and, if applicable, participating in a
treatment adherence program

AND

5 - One of the following:

5.1 Patient has been screened for Hepatitis A and B and has received one Hepatitis A and

one Hepatitis B vaccine prior to requesting treatment

OR

5.2 Patient demonstrates laboratory evidence of immunity to Hepatitis A and B

AND

6 - The Prescriber must submit the following information with the request for HCV DAA
medications to be considered:

6.1 HCV treatment history and responses to treatment
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AND

6.2 Current medication list

AND

6.3 Laboratory results for all of the following:

HCV screen test results

Genotype and current baseline HCV viral load

Total bilirubin

Albumin level

International Normalized Ratio (INR)

Creatinine Clearance (CrCl) or Glomerular Filtration Rate (GFR)
Liver Function Tests (LFTs)

Complete Blood Count (CBC)

Viral resistance status (when applicable)

Hepatic status (Child Pugh Score)

AND

7 - If the HCV DAA product is being used in combination with ribavirin, the prescribing
provider attests to monitoring hemoglobin levels periodically

AND

8 - The prescribing provider attests to monitoring HCV RNA levels obtained at 12- and 24-
weeks post therapy completion to demonstrate the Sustained Virologic Response (SVR)

AND

9 - DAA HCV treatment coverage is NOT provided for ANY of the following:

9.1 DAA dosages greater than the FDA approved maximum dosage

OR
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9.2 Patients currently using a potent P-gp inducer drug (St. John’s wart, rifampin,
carbamazepine, ritonavir, tipranavir, etc.)

OR

9.3 Lost or stolen medication absent of good cause

OR

9.4 Fraud, waste, or misuse of HCV DAA medications

Notes *Approval length: Mavyret = 8 Week(s), sofosbuvir-velpatasvir (authori
zed generic of Epclusa) = 12 Weeks(s). **Preferred drugs Mavyret an

d sofosbuvir-velpatasvir (authorized generic of Epclusa) will be approv
ed without requiring prior authorization ONE time per lifetime. Request
s for retreatment or non-preferred drugs will require PA. Refer to AAS

LD for specific approval durations AASLD: https://www.hcvguidelines.

org/contents

Product Name: Non-Preferred: Brand Epclusa, Brand Harvoni, ledipasvir-sofosbuvir
(authorized generic of Harvoni), Sovaldi, Zepatier

Diagnosis Hepatitis C

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Patient was adherent to previous DAA therapy as evidenced by submission of medical
records and/or pharmacy prescription claims

OR

1.2 If prior therapy was discontinued due to adverse effects from the DAA, the medical
record shall be provided which documents these adverse effects and recommendation of
discontinuation by treatment provider
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AND

2 - The patient's ability to adhere to the planned course of retreatment has been assessed by

the treating provider and documented within the clinical record

AND

3 - Resistance-associated polymorphism testing, when applicable, has been completed and

submitted with the prior authorization request when BOTH of the following are true

e Required for regimens whereby the FDA (Food and Drug Administration) requires such

testing prior to treatment to ensure clinical appropriateness
o Deemed medically necessary by the clinical reviewer prior to approval of the
requested regimen

AND

4 - HCV retreatment with a DAA shall NOT be approved for ANY of the following:

4.1 Is considered an experimental service

OR

4.2 Monotherapy of Sofosbuvir (Sovaldi)

OR

4.3 DAA dosages greater than the FDA approved maximum dosage

OR

4.4 Grazoprevir/elbasvir (Zepatier) if the NSSA polymorphism testing has not been
completed and submitted with the prior authorization request
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OR

4.5 Patients currently using a potent P-gp inducer drug (St. John’s wart, rifampin,
carbamazepine, ritonavir, tipranavir, etc.)

OR

4.6 Lost or stolen medication absent of good cause

OR

4.7 Fraudulent use of HCV DAA medications

AND

5 - If the request if for brand Epclusa or brand Harvoni BOTH of the following:

5.1 The patient has a therapeutic failure, contraindication, or intolerance to the generic as

evidenced by submission of medical records or claims history

AND

5.2 The prescriber must submit the FDA MedWatch form

Notes *NOTE: The approval length should be as recommended per AASLD.
Refer to AASLD for specific approval durations. AASLD: https://www.h
cvguidelines.org/contents

Product Name: Non-Preferred: Brand Harvoni, ledipasvir-sofosbuvir (authorized generic of
Harvoni)

Diagnosis Hepatitis C Retreatment
Approval Length 24 Week(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of chronic hepatitis C infection

AND

2 - Patient has decompensated cirrhosis (e.g., Child-Pugh Class B or C)

AND

3 - One of the following:

3.1 Patient is ribavirin ineligible

OR

3.2 Both of the following:

o Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based therapy
e Used in combination with ribavirin

AND

4 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

Product Name: Non-Preferred: Vosevi, Viekira Pak

Diagnosis Hepatitis C
Approval Length 12 Week(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of chronic hepatitis C infection

AND

2 - One of the following:

2.1 Patient is a previous relapser to an NS5A-based regimen (e.g., Daklinza [daclatasvir];
Epclusa [sofosbuvir/velpatasvir]; Harvoni [ledipasvir/sofosbuvir]; Mavyret
[glecaprevir/pibrentasvir]; Technivie [ombitasvir/paritaprevir/ritonavir]; Viekira
[ombitasvir/paritaprevir/ritonavir & dasabuvir]; Zepatier [elbasvir/grazoprevir])

OR

2.2 Patient is a previous relapser to a sofosbuvir-based regimen without an NS5A inhibitor

AND

3 - Patient is without decompensated liver disease (e.g., Child-Pugh Class B or C)

AND

4 - Not used in combination with another HCV direct acting antiviral agent [e.g., Harvoni
(ledipasvir/sofosbuvir), Zepatier (elbasvir/grazoprevir)]

Product Name: Non-Preferred: Vosevi, Viekira Pak

Diagnosis Hepatitis C: Prior Failure to Vosevi/Viekira Pak
Approval Length 24 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C infection
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2 - Both of the following:

AND

2.1 Patient had a prior treatment failure with Vosevi or Viekira

2.2 Used in combination with ribavirin

AND

AND

3 - Patient is without decompensated liver disease (e.g., Child-Pugh Class B or C)

4 - Not used in combination with another HCV direct acting antiviral agent [e.g., Harvoni

AND

(ledipasvir/sofosbuvir), Zepatier (elbasvir/grazoprevir)]

Product Name: Pegasys, Peglntron

Diagnosis Hepatitis C
Approval Length 48 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C infection

2 - Patient without decompensated liver disease (defined as Child-Pugh Class B or C)

AND
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AND

3 - Will be used as part of a combination antiviral treatment regimen

Product Name: Ribavirin tablets and capsules

Diagnosis Hepatitis C
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C infection

AND

2 - Used in combination with a direct-acting agent

2 . Revision History

Date Notes

Added program note regarding tx naive pts not requiring PA for prefe
4/23/2024 o :

rred agents. Removed criteria related to life expectancy.
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Hereditary Angioedema (HAE) Agents - AZM

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-137604
Guideline Name Hereditary Angioedema (HAE) Agents - AZM
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 1/1/2024

1. Criteria

Product Name: Cinryze, Haegarda, Orladeyo or Takhzyro

Diagnosis Prophylaxis of HAE attacks
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting diagnosis of hereditary
angioedema (HAE) confirmed by ONE of the following:

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
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C1-INH functional level below the lower limit of normal

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

Confirmed presence of a FXII, angiopoietin-1 or plasminogen gene mutation

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

AND

2 - For prophylaxis against HAE attacks

AND

3 - One of the following:

Patient is 2 years of age or older (Applies to Takhzyro only)

Patient is 6 years of age or older (applies to Cinryze and Haegarda only)
Patient is 12 years of age or older (Applies to Orladeyo only)

AND

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

e Immunologist
e Allergist

AND

5 - ONE of the following: (APPLIES TO CINRYZE, ORLADEYO, AND TAKHZYRO ONLY):

5.1 Submission of medical records documenting a history of failure, contraindication, or
intolerance to Haegarda
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OR

5.2 Submission of medical records documenting patient is currently on Cinryze, Orladeyo, or
Takhzyro therapy

Notes *Please note: Preferred agent is Haegarda

Product Name: Berinert, Cinryze [off-label], Brand Firazyr, Generic icatibant, Kalbitor,
Ruconest, or Sajazir

Diagnosis Treatment of acute HAE attacks
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting diagnosis of hereditary
angioedema (HAE) confirmed by ONE of the following:

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:
o 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 - For the treatment of acute HAE attacks
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AND
3 - Not used in combination with other approved treatments for acute HAE attacks

AND

4 - One of the following:
o Patient is 6 years of age or older (applies to Cinryze only)

o Patientis 12 years of age or older (applies to Kalbitor)

o Patientis 18 years of age or older (applies to Brand Firazyr, generic icatibant, and
Sajazir only)

AND

5 - Prescribed by or in consultation with one of the following:
e Immunologist
e Allergist

AND

6 - ONE of the following (APPLIES TO CINRYZE, BRAND FIRAZYR, KALBITOR,
RUCONEST, AND SAJAZIR ONLY):

6.1 Submission of medical records documenting a history of failure, contraindication, or
intolerance to BOTH of the following preferred HAE agents:

e Berinert
e generic icatibant

OR

6.2 Submission of medical records or paid claims documenting patient is currently on
Cinryze, Brand Firazyr, Kalbitor, Ruconest, or Sajazir therapy

Notes Please note: Preferred HAE agents are Berinert and generic icatibant
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2 . Revision History

Date Notes

Updates from Oct P&T to reflect Preferred agents are now Haegarda

12/11/2023 , Berinert, and generic icatibant.
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Hetlioz, Hetlioz LQ (tasimelteon)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-116931
Guideline Name Hetlioz, Hetlioz LQ (tasimelteon)
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 11/17/2022

1. Criteria

Product Name: Hetlioz capsule

Diagnosis Non-24-Hour Sleep-Wake Disorder (Non-24)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting diagnosis of non-24-hour
sleep-wake disorder (also known as free-running disorder, free-running or non-entrained type
circadian rhythm sleep disorder, or hypernychthemeral syndrome) confirmed by meeting ONE
of the following conditions:

1.1 Assessment of at least one physiologic circadian phase marker [e.g., measurement of
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urinary melatonin levels, dim light melatonin onset (as measured in blood or saliva),
assessment of core body temperature]

OR

1.2 If assessment of at least one physiologic circadian phase marker cannot be done, the
diagnosis must be confirmed by actigraphy performed for at least 1 week plus evaluation of
sleep logs recorded for at least 1 month

AND

2 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting patient
is totally blind (has no light perception) *Requests for patients who are sighted (non-blinded)
will be reviewed on a case-by-case basis

AND

3 - Patient is 18 years of age or older

AND

4 - Patient has received at least 3 months of continuous therapy (i.e., 3 consecutive months of
daily treatment) under the guidance of a physician who specializes in the treatment of sleep
disorders of BOTH of the following:

e Melatonin
e Rozerem (ramelteon)

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Hetlioz capsule
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Diagnosis Non-24-Hour Sleep-Wake Disorder (Non-24)
Approval Length 6 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 therapy (e.g., entrainment, clinically meaningful or significant increases in
nighttime sleep, clinically meaningful or significant decreases in daytime sleep)

AND

2 - Submission of patient’s sleep log demonstrating positive clinical response to therapy

Product Name: Hetlioz capsule

Diagnosis Smith-Magenis Syndrome (SMS)
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 Smith-Magenis Syndrome (SMS)

AND

2 - Submission of test results confirming patient has microdeletion of the chromosome band
17p11.2 by fluorescent in situ hybridization (FISH) analysis

AND
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3 - Patient is 16 years of age or older

AND

4 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent
nighttime waking and early waking)

AND

5 - Patient has received at least 3 months of continuous therapy (i.e., 3 consecutive months of
daily treatment) under the guidance of a physician who specializes in the treatment of sleep
disorders of BOTH of the following

e Melatonin
e Rozerem (ramelteon) (unless contraindicated due to patient age)

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Hetlioz LQ suspension

Diagnosis Smith-Magenis Syndrome (SMS)
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 Smith-Magenis Syndrome (SMS)
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AND

2 - Submission of test results confirming patient has microdeletion of the chromosome band
17p11.2 by fluorescent in situ hybridization (FISH) analysis

AND

3 - Patient is 3 through 15 years of age

AND

4 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent
nighttime waking and early waking)

AND

5 - Patient has received at least 3 months of continuous therapy (i.e., 3 consecutive months of
daily treatment) of melatonin under the guidance of a physician who specializes in the
treatment of sleep disorders

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Hetlioz capsule, Hetlioz LQ suspension

Diagnosis Smith-Magenis Syndrome (SMS)
Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

nighttime sleep quality)

AND

1 - Submission of medical records (e.g., chart notes, lab work, imaging) documenting positive
clinical response to therapy (i.e., improvement in nighttime total sleep time, improvement in

2 - Submission of patient’s sleep log demonstrating positive clinical response to therapy

2 . Revision History

Date

Notes

11/16/2022

Custom updates to all sections
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HIV (Fuzeon, Selzentry)

Optum

¢

Prior Authorization Guideline

Guideline ID

GL-112911

Guideline Name

HIV (Fuzeon, Selzentry)

Formulary

e Medicaid - Arizona (AZM, AZMREF, AZMDDD)

Guideline Note:

Effective Date:

9/1/2022

1. Criteria

Product Name: Brand Selzentry tablets, generic maraviroc 150mg and 300mg tablets,

Selzentry oral solution

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 Diagnosis of CCR5-tropic HIV-1 infection as confirmed by a highly sensitive tropism

assay
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AND

1.1.2 Patient is currently taking or will be prescribed an optimized background antiretroviral
therapy regimen

AND

1.1.3 Prescribed by or in consultation with a clinician with HIV expertise

OR

1.2 For continuation of prior therapy

AND

2 - For generic maraviroc tablets and Selzentry oral solution ONLY; history of failure or
intolerance to Brand Selzentry tablets

Product Name: Fuzeon

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 Patient has been diagnosed with multidrug-resistant HIV-1 infection

AND
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1.1.2 Patient is currently taking or will be prescribed an optimized background antiretroviral
therapy regimen

1.1.3 Prescribed by or in consultation with a clinician with HIV expertise

1.2 For continuation of prior therapy

2 . Revision History

Date

Notes

8/29/2022

New Program
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Humira (adalimumab) and adalimumab biosimilars

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-146004
Guideline Name Humira (adalimumab) and adalimumab biosimilars
Formulary e Medicaid - Arizona SP (AZM, AZMREF, AZMDDD)

Guideline Note:
Effective Date: 5/1/2024

1. Criteria

Product Name: Non-Preferred*: Abrilada, Amjevita, Cyltezo, Hadlima, Hulio, Brand
Adalimumab-fkjp, Hyrimoz, Brand Adalimumab-adaz, |dacio, Simlandi, Yuflyma, Yusimry

Approval Length N/A - Requests for Non-Preferred Drugs should not be approved

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has tried and failed Humira

Notes *Requests for coverage of Non-Preferred drugs are not authorized an
d will not be approved. Patient must use Humira. All Non preferred pro
ducts will be denied for appeals process.

Product Name: Humira
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Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis

AND

2 - Paid claims or submission of medical records (e.g., chart notes) documenting 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

3 - Patient is NOT receiving Humira in combination with ANY of the following:

o Biologic DMARD [e.g., Enbrel (etanercept), 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 *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trial

Product Name: Humira

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Humira therapy

AND

2 - Patient is NOT receiving Humira in combination with ANY of the following:

e Biologic disease-modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
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: Humira

Diagnosis Polyarticular Juvenile Idiopathic Arthritis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active polyarticular juvenile idiopathic arthritis

AND

2 - Patient is NOT receiving Humira in combination with ANY of the following:

o Biologic disease-modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
Cimzia (certolizumab), Simponi (golimumab)]
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e Janus kinase inhibitor [e.g., Xeljanz (tofacitinib)]
o Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a rheumatologist

Product Name: Humira

Diagnosis Polyarticular Juvenile Idiopathic Arthritis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Humira therapy

AND

2 - Patient is NOT receiving Humira in combination with ANY of the following:

e Biologic disease-modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),

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: Humira

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

Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

2 - Paid claims or submission of medical records (e.g., chart notes) documenting 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

3 - Patient is NOT receiving Humira in combination with ANY of the following:

e Biologic disease-modifying anti-rheumatic drug (DMARD) [e.g., Enbrel (etanercept),
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 ONE of the following:

e Rheumatologist
o Dermatologist

Notes *Note: Claims history may be used in conjunction as documentation of
drug, date, and duration of trial

Product Name: Humira

Diagnosis Psoriatic Arthritis
Approval Length 12 month(s)
Therapy S