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Acitretin

Prior Authorization Guideline

Guideline ID GL-116496
Guideline Name Acitretin
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Acitretin

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

Approval Criteria

1 - Diagnosis of severe psoriasis

AND

2 - Trial and failure, contraindication or intolerance to at least 2 conventional therapies (e.g.,
topical corticosteroids, Vitamin D analogs, Tazorac, topical tacrolimus, Elidel, phototherapy)

AND

3 - All of the following:




Patient does not
Patient does not
Patient does not

treatment

have severely impaired liver function
have severely impaired kidney function
have chronic abnormally elevated blood lipid values

Medication is not being used concomitantly with methotrexate
Medication is not being used concomitantly with tetracycline

AND

4 - Prescribed by or in consultation with a dermatologist

AND

5 - For females of childbearing age and able to bear children ONLY, all of the following:

o Patient has had 2 negative urine or serum pregnancy tests prior to therapy
o Patient is using 2 effective forms of birth control starting 1 month prior to acitretin

o Patient is receiving monthly pregnancy testing during therapy

Product Name: Acitretin

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - For females of childbearing potential ONLY: Submission of medical records (e.g., chart
notes) confirming ongoing pregnancy monitoring

2 . Revision History

Date

Notes




9/24/2022

2023 New Implementation




Actemra (tocilizumab)

Prior Authorization Guideline

Guideline ID GL-116585
Guideline Name Actemra (tocilizumab)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/12/2024

1. Indications

Drug Name: Actemra IV & SC (tocilizumab), Tofidence IV (tocilizumab-bavi), Tyenne IV & SC
(tocilizumab-aazg)

Rheumatoid arthritis (RA) Indicated for the treatment of adult patients with moderately- to
severely-active rheumatoid arthritis who have had an inadequate response to one or more
disease-modifying antirheumatic drugs (DMARDs).

Systemic Juvenile Idiopathic Arthritis (SJIA) Indicated for the treatment of active systemic
juvenile idiopathic arthritis in patients 2 years of age and older.

Polyarticular Juvenile Idiopathic Arthritis (PJIA) Indicated for the treatment of active
polyarticular juvenile idiopathic arthritis in patients 2 years of age and older.

Giant Cell Arteritis (GCA) Indicated for the treatment of giant cell arteritis (GCA) in adult
patients.

Drug Name: Actemra SC (tocilizumab)

Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD) Indicated for slowing the
rate of decline in pulmonary function in adult patients with systemic sclerosis-associated
interstitial lung disease (SSc-ILD).

Drug Name: Tyenne SC (tocilizumab-aazg)

Off Label Uses: Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD)
Tocilizumab SC has been used for slowing the rate of decline in pulmonary function in adult
patients with systemic sclerosis-associated interstitial lung disease (SSc-ILD).




Drug Name: Actemra (tocilizumab IV)

Cytokine Release Syndrome Indicated for the treatment of chimeric antigen receptor (CAR) T
cell-induced severe or life-threatening cytokine release syndrome in adults and pediatric
patients 2 years of age and older.

Coronavirus Disease 2019 (COVID-19) Indicated for the treatment of coronavirus disease 2019
(COVID-19) in hospitalized adult patients who are receiving systemic corticosteroids and require
supplemental oxygen, non-invasive or invasive mechanical ventilation, or extracorporeal
membrane oxygenation (ECMO).

Drug Name: Tofidence IV (tocilizumab-bavi), Tyenne IV (tocilizumab-aazg)

Off Label Uses: Cytokine Release Syndrome Tocilizumab IV has been used for the treatment
of chimeric antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release
syndrome in adults and pediatric patients 2 years of age and older [1].

Coronavirus Disease 2019 (COVID-19) Tocilizumab IV has been used for the treatment of
coronavirus disease 2019 (COVID-19) in hospitalized adult patients who are receiving systemic
corticosteroids and require supplemental oxygen, non-invasive or invasive mechanical
ventilation, or extracorporeal membrane oxygenation (ECMO) [1].

2 . Criteria

Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of moderately to severely active rheumatoid arthritis
AND
2 - Prescribed by or in consultation with a rheumatologist
AND
3 - Minimum duration of a 3-month trial and failure, contraindication, or intolerance to one of the

following conventional therapies at maximally tolerated doses [2, 3]:

¢ methotrexate




¢ leflunomide
e sulfasalazine

AND

4 - One of the following:

4.1 Trial and failure, contraindication, or intolerance to TWO of the following, or attestation
demonstrating a trial may be inappropriate*

Cimzia (certolizumab pegol)

Enbrel (etanercept)

One formulary adalimumab product manufactured by AbbVie, Amgen, BI, or Sandoz**
Rinvoq (upadacitinib)

Simponi (golimumab)

Xeljanz/XR (tofacitinib/ER)

OR

4.2 For continuation of prior Actemra therapy, defined as no more than a 45-day gap in therapy
AND
5 - Both of the following: (Applies to Tofidence IV, Tyenne IV or SC only)

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming a
minimum duration of a 6-month trial of Actemra (tocilizumab)

AND

5.2 Submission of medical records documenting why the covered product has not been
effective

Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Rheumatoid Arthritis (RA)
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 [1-3]:




e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Systemic Juvenile Idiopathic Arthritis (SJIA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active systemic juvenile idiopathic arthritis

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Trial and failure, contraindication, or intolerance to one of the following conventional
therapies at maximally tolerated doses [4]:

e Minimum duration of a 3-month trial and failure of methotrexate

e Minimum duration of a 1-month trial of nonsteroidal anti-inflammatory drug
(NSAID) (e.g., ibuprofen, naproxen)

o Minimum duration of a 2-week trial of systemic glucocorticoid (e.g., prednisone)

AND
4 - Both of the following: (Applies to Tofidence IV, Tyenne IV or SC only)

4.1 Paid claims or submission of medical records (e.g., chart notes) confirming a
minimum duration of a 6-month trial of Actemra (tocilizumab)

AND

4.2 Submission of medical records documenting why the covered product has not been
effective




Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Systemic Juvenile Idiopathic Arthritis (SJIA)
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 [4]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in clinical features or symptoms (e.g., pain, fever, inflammation, rash,
lymphadenopathy, serositis) from baseline

Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active polyarticular juvenile idiopathic arthritis
AND
2 - Minimum duration of a 6-week trial and failure, contraindication, or intolerance to one of the
following conventional therapies at maximally tolerated doses [5]:
e leflunomide
e methotrexate
AND

3 - Prescribed by or in consultation with a rheumatologist

AND




4 - One of the following:

4.1 Trial and failure, contraindication, or intolerance to TWO of the following, or attestation
demonstrating a trial may be inappropriate*

o Enbrel (etanercept)

e One formulary adalimumab product manufactured by AbbVie, Amgen, BI, or Sandoz**
e Xeljanz (tofacitinib)

OR
4.2 For continuation of Actemra therapy, defined as no more than a 45-day gap in
therapy
AND

5 - Both of the following: (Applies to Tofidence IV, Tyenne IV or SC only)

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming a
minimum duration of a 6-month trial of Actemra (tocilizumab)

AND

5.2 Submission of medical records documenting why the covered product has not been
effective

Product Name: Actemra IV or SC, Tofidence IV, Tyenne IV or SC

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
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 [1, 5]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Actemra IV or SC, Tofidence IV [off-label], Tyenne IV or SC

Diagnosis Giant Cell Arteritis (GCA)




Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of giant cell arteritis

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Trial and failure, contraindication, or intolerance to a glucocorticoid

AND

4 - Both of the following: (Applies to Tofidence IV, Tyenne IV or SC only)
4.1 Paid claims or submission of medical records (e.g., chart notes) confirming a
minimum duration of a 6-month trial of Actemra (tocilizumab)

AND

4.2 Submission of medical records documenting why the covered product has not been
effective

Product Name: Actemra IV or SC, Tofidence IV [off-label], Tyenne IV or SC

Diagnosis Giant Cell Arteritis (GCA)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy.

Product Name: Actemra SC, Tyenne SC [off-label]

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD)




Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of systemic sclerosis-associated interstitial lung disease (SSc-ILD) as
documented by the following [6-8]:

1.1 Exclusion of other known causes of interstitial lung disease (ILD)

AND

1.2 One of the following:
1.2.1 In patients not subjected to surgical lung biopsy, the presence of idiopathic interstitial
pneumonia (e.g., fibrotic nonspecific interstitial pneumonia [NSIP], usual interstitial pneumonia

[UIP] and centrilobular fibrosis) pattern on high-resolution computed tomography (HRCT)
revealing SSc-ILD or probable SSc-ILD

OR

1.2.2 In patients subjected to a lung biopsy, both HRCT and surgical lung biopsy pattern
revealing SSc-ILD or probable SSc-ILD

AND

2 - Prescribed by or in consultation with a pulmonologist or rheumatologist

AND

3 - Both of the following: (Applies to Tyenne SC only)
3.1 Paid claims or submission of medical records (e.g., chart notes) confirming a
minimum duration of a 6-month trial of Actemra (tocilizumab)

AND

3.2 Submission of medical records documenting why the covered product has not been
effective

Product Name: Actemra SC, Tyenne SC [off-label]

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD)




Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy.

Product Name: Actemra IV, Tofidence IV [off-label], Tyenne IV [off-label]

Diagnosis Coronavirus disease 2019 (COVID-19)
Approval Length 14 Days [B]
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of COVID-19
AND

2 - Patient is hospitalized

AND
3 - Currently receiving systemic corticosteroids
AND

4 - Patient requires one of the following:
Supplemental oxygen
Non-invasive mechanical ventilation
Invasive mechanical ventilation
Extracorporeal membrane oxygenation (ECMO)

AND

5 - Both of the following: (Applies to Tofidence IV and Tyenne IV only)
5.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial of
Actemra (tocilizumab)

AND
5.2 Submission of medical records documenting why the covered product has not been
effective




Product Name: Actemra IV, Tofidence IV [off-label], Tyenne IV [off-label]

Diagnosis Cytokine Release Syndrome (CRS) Risk due to CAR T-Cell Therapy
Approval Length 2 Month [A]
Guideline Type Prior Authorization

Approval Criteria

1 - Patient will receive or is receiving chimeric antigen receptor (CAR) T-cell immunotherapy (i.e.,
Kymriah [tisagenlecleucel], Yescarta [axicabtagene ciloleucel])

AND

2 - Prescribed by or in consultation with an oncologist or hematologist
AND

3 - Both of the following: (Applies to Tofidence IV and Tyenne IV only)
3.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial of Actemra
(tocilizumab)

AND

3.2 Submission of medical records documenting why the covered product has not been
effective

3. Endnotes

A. Patients should have Actemra on board for initial CAR T-cell therapy and be evaluated for
signs and symptoms of CRS for at least 4 weeks after, up to a total of 4 doses of Actemra
with at least 8 hours between doses. [1]

B. The recommended dosage of Actemra for treatment of adult patients with COVID-19 is 8
mg/kg administered as a single 60-minute intravenous infusion. If clinical signs or
symptoms worsen or do not improve after the first dose, one additional infusion of Actemra
may be administered at least 8 hours after the initial infusion. [1]

4 . References

1. Actemra Prescribing Information. Genentech, Inc. South San Francisco, CA. February 2022.
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5. Revision History

Date Notes
2/12/2024 Addition ef T}/enne SC; combined Tofidence and Tyenne criteria with A
ctemra criteria




Actimmune (interferon gamma-1b)

Prior Authorization Guideline

Guideline ID

GL-123571

Guideline Name

Actimmune (interferon gamma-1b)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

6/1/2023

P&T Approval Date:

3/21/2016

P&T Revision Date:

04/15/2020; 04/21/2021 ; 04/20/2022 ; 4/19/2023

1. Indications

Drug Name: Actimmune (interferon gamma-1b)

Chronic Granulomatous Disease (CGD) Indicated for reducing the frequency and severity of
serious infections associated with Chronic Granulomatous Disease (CGD).

Severe Malignant Osteopetrosis (SMO) Indicated for delaying time to disease progression in
patients with severe, malignant osteopetrosis (SMO).

2 . Criteria

Product Name: Actimmune

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria
1 - Diagnosis of one of the following:

e Chronic granulomatous disease (CGD)
o Severe, malignant osteopetrosis (SMO)

Product Name: Actimmune

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

3. Background

Benefit/Coverage/Program Information

Effective date

Prior to 3/8/2023 Updates the effective date was 1/1/2021

4 . References

1. Actimmune Prescribing Information. Horizon Therapeutics USA, Inc. Deerfield, IL. March
2021.

5. Revision History

Date Notes

4/11/2023 Annual review




Actimmune (interferon Gamma-1b)

Prior Authorization Guideline

Guideline ID

GL-116553

Guideline Name

Actimmune (interferon Gamma-1b)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Actimmune

Diagnosis

Chronic granulomatous

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chronic granulomatous disease

AND

2 - Will be used to reduce the frequency and severity of serious infections




AND

3 - Patient is currently on an antibacterial/antifungal prophylaxis regimen

AND

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

o Baseline body surface area (BSA)
e Prescribed dose is within FDA limits*

Notes *For BSA 0.5m2 or less: 1.5 mcg/kg/dose 3 times weekly, for BSA great
er than 0.5m2: 50mcg/m2 3 times weekly

Product Name: Actimmune

Diagnosis Malignant osteopetrosis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of severe malignant osteopetrosis

AND

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

o Baseline body surface area (BSA)
e Prescribed dose is within FDA limits*

Notes *For BSA 0.5m2 or less: 1.5 mcg/kg/dose 3 times weekly, for BSA great
er than 0.5m2: 50mcg/m2 3 times weekly

Product Name: Actimmune

Diagnosis All indications listed above




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

10/14/2022

2023 New Implementation




Acute Infectious Disease

Prior Authorization Guideline

Guideline ID GL-125930
Guideline Name Acute Infectious Disease
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

1. Criteria

Product Name: Avycaz, Cresemba, Fetroja, Nuzyra, Recarbrio, Vabomere, Xenleta, Xerava

Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of and FDA-approved indication or an off-label use supported by guidelines

AND

2 - Prescribed by or in consultation with an infectious disease specialist

2 . Revision History



Date

Notes

5/26/2023

New program




Adakveo (crizanlizumab-tmca)

Prior Authorization Guideline

Guideline ID GL-118143
Guideline Name Adakveo (crizanlizumab-tmca)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

P&T Approval Date: 1/15/2020

P&T Revision Date: 02/13/2020;01/20/2021 ;01/19/2022;1/18/2023

1. Indications

Drug Name: Adakveo (crizanlizumab-tmca)

Sickle Cell Disease Indicated to reduce the frequency of vasoocclusive crises in adults and
pediatric patients aged 16 years and older with sickle cell disease.

2 . Criteria

Product Name: Adakveo

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

Approval Criteria




1 - Diagnosis of Sickle Cell Disease

AND

2 - Patient is 16 years of age and older

AND

3 - Documentation of 2 vaso-occlusive events that required medical facility visits and
treatments in the past 12 months (e.g., sickle cell crisis, acute pain episodes, acute chest
syndrome, hepatic sequestration, splenic sequestration, priapism) [1, 2]

AND

4 - Trial and failure or inadequate response, contraindication, or intolerance to one of the
following: [3, 4, 5, 6]

e Hydroxyurea

e L-glutamine (i.e., Endari)

AND

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

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

Product Name: Adakveo

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

Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., reduction in annual rate of vaso-
occlusive events, increased time between each vaso-occlusive event)




3. References

. Adakveo (crizanlizumab) [prescribing information]. East Hanover, NJ: Novartis

Pharmaceuticals Corporation; September 2022.

Ataga K, Kutlar A, Kanter J et al. Crizanlizumab for the Prevention of Pain Crises in Sickle
Cell Disease. New England Journal of Medicine. 2017;376(5):429-439.
doi:10.1056/nejmoa1611770.

Evidence-Based Management of Sickle Cell Disease: Expert Panel Report, 2014.
Nhlbi.nih.gov. https://www.nhlbi.nih.gov/sites/default/files/media/docs/sickle-cell-
disease-report%20020816_0.pdf. Published 2014. Accessed December 6, 2021.

Brawley O, Cornelius L, Edwards L et al. National Institutes of Health Consensus
Development Conference Statement: Hydroxyurea Treatment for Sickle Cell Disease. Ann
Intern Med. 2008;148(12):932. doi:10.7326/0003-4819-148-12-200806170-00220.
Niihara Y, Miller S, Kanter J et al. A Phase 3 Trial of I-Glutamine in Sickle Cell Disease. New
England Journal of Medicine. 2018;379(3):226-235. doi:10.1056/nejmoa1715971.
Brandow A, Carroll C, Creary S et al. American Society of Hematology 2020 guidelines for
sickle cell disease: management of acute and chronic pain. Blood Adv. 2020;4(12):2656-
2701. doi:10.1182/bloodadvances.2020001851.

4 . Revision History

Date

Notes

1/4/2023 2023 UM Annual Review. Updated references




Adasuve (loxapine)

Prior Authorization Guideline

Guideline ID GL-120911
Guideline Name Adasuve (loxapine)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 5/1/2023

P&T Approval Date: 4/8/2014

P&T Revision Date: 03/18/2020; 03/17/2021 ; 03/16/2022 ; 3/15/2023

1. Indications

Drug Name: Adasuve (loxapine)

Agitation Indicated for the acute treatment of agitation associated with schizophrenia or bipolar
| disorder in adults. Limitations of Use: As part of the Adasuve REMS Program to mitigate the
risk of bronchospasm, Adasuve must be administered only in an enrolled healthcare facility.

2 . Criteria

Product Name: Adasuve

Approval Length 1 Time [A]

Guideline Type Prior Authorization

Approval Criteria




1 - One of the following diagnoses:

e Bipolar | disorder
e Schizophrenia
AND
2 - For the treatment of acute agitation

AND

3 - Patient does not have a history of lung disease associated with bronchospasm [e.g., asthma,
chronic obstructive pulmonary disease (COPD)]

3. Endnotes
A. Because clinical trials in patients with asthma or COPD demonstrated that the degree of
bronchospasm, as indicated by changes in forced expiratory volume in 1 second (FEV1),

was greater following a second dose of Adasuve, limit Adasuve use to a single dose within
a 24 hour period.

4 . References

1. Adasuve Prescribing Information. Galen US, Inc.; Souderton, PA. January 2022.

5. Revision History

Date Notes

2/3/2023 2023 Annual Review - no criteria changes




Administrative Non-Formulary & Excluded Drug Exceptions
Process

Prior Authorization Guideline

Guideline ID GL-116520
Guideline Name Administrative Non-Formulary & Excluded Drug Exceptions Process
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: A non-formulary or excluded* contraceptive drug

Approval Length 12 month(s)

Guideline Type Administrative

Approval Criteria
1 - One of the following:
1.1 Both of the following:
e Patient is using the requested product for contraception or other FDA-approved

condition**
e Therequested product is medically necessary***




OR

1.2 If requested for an off-label indication, the off-label guideline approval criteria have been
met

Notes *Please consult client-specific resources to confirm whether benefit ex
clusions should be reviewed for medical necessity. **Examples of non-
contraception uses: (1) Abnormal or excessive bleeding disorders (eg, a
menorrhea, oligomenorrhea, menorrhagia, dysfunctional uterine bleedin
9); (2) Acne; (3) Decrease in bone mineral density; (4) Dysmennorrhea; (
5) Endometriosis; (6) Hirsutism; (7) Irregular menses / cycles; (8) Ovari
an cysts; (9) Perimenopausal symptoms; (10) History of Pelvic Inflamm
atory Disease (PID); (11) Polycystic Ovarian Syndrome (PCO or PCOS); (
12) Premenstrual Syndrome (PMS); (13) Premenstrual Dysphoric Disor
der (PMDD); (14) Prevention of endometrial and/or ovarian cancer; (15)
Prevention of menstrual migraines; (16) Turner’'s syndrome; (17) Uterin
e fibroids or adenomyosis. ***Any justification of medical necessity/ap
propriateness provided by the prescriber is adequate to approve access

Product Name: A non-formulary or excluded* drug

Approval Length 12 month(s)

Guideline Type Administrative

Approval Criteria
1 - Both of the following:

1.1 One of the following:

1.1.1 Patient has failed or has contraindications or intolerance to at least three equivalent
formulary drugs. If only one or only two equivalents are available, the patient must have failed or

had contraindications or intolerance to all available equivalent formulary drugs. The clinician's
judgment should be used to determine equivalent formulary drugs for the indication provided.

OR

1.1.2 Both of the following:

1.1.2.1 Only over-the-counter (OTC) equivalents are available

AND




1.1.2.2 Patient has tried and failed or has contraindications or intolerance to 3 OTC
equivalents. If only one or only two equivalents are available, the patient must have failed or had
contraindications or intolerance to all available OTC equivalents [document drug(s), dose,
duration of trial] The clinician's judgment should be used to determine equivalent formulary
drugs for the indication provided.

OR
1.1.3 No formulary or OTC drug is appropriate to treat the patient's condition

AND

1.2 One of the following:
1.2.1 Both of the following:

1.2.1.1 Requested drug is FDA-approved for the condition being treated
AND

1.2.1.2 Additional requirements listed in the "Indications and Usage" sections of the
prescribing information (or package insert) have been met (e.qg., first line therapies have been
tried and failed, any testing requirements have been met, etc.)

OR

1.2.2 If requested for an off-label indication, the off-label guideline approval criteria have been
met

Notes *Please consult client-specific resources to confirm whether benefit ex

clusions should be reviewed for medical necessity.

*For Premium Drug Exclusion on Premium formulary, if the target drug i
s listed on the PREMVDL grid, the patient must try and fail, or have spec
ific medical reason(s) for why the number of alternatives specified by t

he grid is not appropriate.

2 . Revision History

Date Notes




11/1/2022

Per TSK004583729 copy over OptumRx Standard guidelines for Samar
itan 2023 Implementation




Aduhelm (aducanumab-avwa) - PA, NF

Prior Authorization Guideline

Guideline ID GL-124387
Guideline Name Aduhelm (aducanumab-avwa) - PA, NF
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

P&T Approval Date: 2/18/2021

P&T Revision Date: 06/16/2021 ;06/24/2021 ; 05/19/2022 ; 06/15/2022 ; 02/16/2023 ;
5/18/2023

1. Indications

Drug Name: Aduhelm (aducanumab-avwa)

Alzheimer's Disease Indicated for the treatment of Alzheimer's disease. Treatment with
ADUHELM should be initiated in patients with mild cognitive impairment or mild dementia stage
of disease, the population in which treatment was initiated in clinical trials. There are no safety
or effectiveness data on initiating treatment at earlier or later stages of the disease than were
studied. This indication is approved under accelerated approval based on reduction in amyloid
beta plaques observed in patients treated with ADUHELM. Continued approval for this indication
may be contingent upon verification of clinical benefit in confirmatory trial(s).

2 . Criteria

Product Name: Aduhelm

Diagnosis Alzheimer's Disease

Approval Length 6 month(s)




Therapy Stage Initial Authorization

Guideline Type Prior Authorization, Non-Formulary

Approval Criteria
1 - Both of the following:

1.1 Based on the National Institute on Aging and the Alzheimer's Association (NIA-AA) criteria,
one of the following: [1,2,9]

o Diagnosis of mild cognitive impairment due to Alzheimer's disease
o Diagnosis of probable Alzheimer's disease dementia

AND

1.2 Submission of medical records (e.g., chart notes) confirming both of the following:
e Clinical Dementia Rating-Global (CDR-G) score of 0.5 or Clinical Dementia Rating Sum of

Boxes (CDR-SB) score of 0.5-4 [3,4]
e Mini-Mental State Examination score of 24-30 [3,4]

AND

2 - Submission of medical records (e.g., chart notes) confirming the presence of beta-amyloid
protein deposition, as evidenced by one of the following:

2.1 Positive amyloid positron emission tomography (PET) scan

OR

2.2 Both of the following:
o Attestation that the patient does not have access to amyloid PET scanning

o Cerebrospinal fluid (CSF) biomarker or blood testing documents abnormalities
suggestive of beta-amyloid accumulation (e.g., AB42 level, AB42:AB40 ratio)

AND

3 - Provider attests that the patient's ApoE e4 carrier status is known prior to initiating treatment
and a shared decision-making conversation regarding the results has been completed




AND

4 - Other differential diagnoses (e.g., dementia with Lewy bodies (DLB), frontotemporal
dementia (FTD), vascular dementia, pseudodementia due to mood disorder, vitamin B12
deficiency, encephalopathy, etc.) have been ruled out

AND

5 - Both of the following:

o Patient is not currently taking an anticoagulant or antiplatelet agent (unless aspirin 325
mg/day or less) [3,4]

o Patient has no history of transient ischemic attack (TIA) or stroke within previous year
prior to initiating treatment [3,4]

AND

6 - Counseling has been provided on the risk of amyloid-related imaging abnormalities (ARIA-E
and ARIA-H) and patient and/or caregiver are aware to monitor for headache, dizziness, visual
disturbances, nausea, and vomiting [5]

AND

7 - Submission of medical records (e.g., chart notes) confirming a baseline brain magnetic
resonance imaging (MRI) has been completed within 12 months prior to initiating treatment

AND

8 - Not used in combination with other AB monoclonal antibodies (mAbs) for Alzheimer's
Disease (e.g., Legembi)

AND

9 - Prescribed by a neurologist, geriatrician, or geriatric psychiatrist

Product Name: Aduhelm

Diagnosis Alzheimer's Disease




Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization, Non-Formulary

Approval Criteria
1 - Patient is benefitting from therapy as defined by both of the following:

1.1 Based on the National Institute on Aging and the Alzheimer's Association (NIA-AA) criteria,
one of the following: [1,2,9]

o Patient continues to have a diagnosis of mild cognitive impairment due to Alzheimer's

disease
o Patient continues to have a diagnosis of probable Alzheimer's disease dementia

AND

1.2 Submission of medical records (e.g., chart notes) confirming both of the following:
e Clinical Dementia Rating-Global (CDR-G) score of 0.5 or Clinical Dementia Rating Sum of

Boxes (CDR-SB) score of 0.5-4 [3,4]
e Mini-Mental State Examination score of 24-30 [3,4]

AND

2 - Submission of medical records (e.qg., chart notes) confirming follow-up brain magnetic
resonance imaging (MRI) has been completed after the initiation of therapy prior to the 5th
infusion treatment to show one of the following:

2.1 Both of the following:

e Lessthan 10 new incident microhemorrhages
e 2 orless focal areas of superficial siderosis

OR

2.2 If 10 or more new incident microhemorrhages or greater than 2 focal areas of superficial
siderosis are present then both of the following:

o Patient has been clinically evaluated for ARIA related signs or symptoms (e.qg., dizziness,
visual disturbances)




3 - Not used in combination with other AB monoclonal antibodies (mAbs) for Alzheimer's
Disease (e.g., Legembi)

4 - Prescribed by a neurologist, geriatrician, or geriatric psychiatrist

Follow-up MRI demonstrates radiographic stabilization (i.e., no increase in size or
number of ARIA-H)

AND

AND

3. Definitions

Definition Description

ARIA-E Amyloid related imaging abnormality due to edema/effusion [5]

ARIA-H

Amyloid related imaging abnormality due to micro hemorrhages and
hemosiderin deposits [5]
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5. Revision History
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Aldurazyme (laronidase)

Prior Authorization Guideline

Guideline ID GL-126324
Guideline Name Aldurazyme (laronidase)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

P&T Approval Date: 2/2/2004

P&T Revision Date: 06/17/2020; 06/16/2021 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Aldurazyme (laronidase)

Mucopolysaccharidosis | (MPS I) Indicated for adult and pediatric patients with Hurler and
Hurler-Scheie forms of Mucopolysaccharidosis | (MPS ) and for patients with the Scheie form
who have moderate to severe symptoms. The risks and benefits of treating mildly affected
patients with the Scheie form have not been established. Aldurazyme has not been evaluated
for effects of the central nervous system manifestations of the disorder.

2 . Criteria

Product Name: Aldurazyme

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria
1 - One of the following:

1.1 Diagnosis of Hurler or Hurler-Scheie forms of Mucopolysaccharidosis | (MPS I)

OR

1.2 Diagnosis of Scheie form of Mucopolysaccharidosis | (MPS I) in patients with moderate to
severe symptoms

Product Name: Aldurazyme

Approval Length 24 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

3. References

1. Aldurazyme Prescribing Information, BioMarin Pharmaceutical Inc. Novato, CA. December
2019.

4 . Revision History

Date Notes

Anual Review - Reauth criteria created with 24 month approval duratio

6/6/2023 n. Initial auth reduced to 12 month approval




Alecensa (alectinib)

Prior Authorization Guideline

Guideline ID

GL-116538

Guideline Name

Alecensa (alectinib)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Alecensa

Approval Length

3 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of metastatic anaplastic lymphoma kinase positive non-small cell lung cancer

AND

2 - Prescribed by or in consultation a hematologist or oncologist

Product Name: Alecensa




Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation showing continued adherence and toleration with lack of disease
progression

2 . Revision History

Date Notes

9/14/2022 New Implementation




Alfa Interferons

Prior Authorization Guideline

Guideline ID GL-126457

Guideline Name Alfa Interferons

Formulary e Samaritan Choice Plans
e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

P&T Approval Date: 3/17/2000

P&T Revision Date: 06/17/2020; 06/16/2021 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Intron A (interferon alfa-2b)

Hairy Cell Leukemia Indicated for the treatment of patients 18 years of age or older with hairy
cell leukemia.

Malignant Melanoma Indicated as adjuvant to surgical treatment in patients 18 years of age or
older with malignant melanoma who are free of disease but at high risk for systemic recurrence,
within 56 days of surgery.

Follicular Lymphoma Indicated for the initial treatment of clinically aggressive follicular Non-
Hodgkin's Lymphoma in conjunction with anthracycline-containing combination chemotherapy
in patients 18 years of age or older. Efficacy of Intron A therapy in patients with low-grade, low-
tumor burden follicular Non-Hodgkin's Lymphoma has not been demonstrated.

Condylomata Acuminata Indicated for intralesional treatment of selected patients 18 years of
age or older with condylomata acuminata involving external surfaces of the genital and perianal
areas. The use of this product in adolescents has not been studied.

AIDS-Related Kaposi's Sarcoma Indicated for the treatment of selected patients 18 years of age
or older with AIDS-Related Kaposi's Sarcoma. The likelihood of response to Intron A therapy is
greater in patients who are without systemic symptoms, who have limited lymphadenopathy




and who have a relatively intact immune system as indicated by total CD4 count.

Chronic Hepatitis C Indicated for the treatment of chronic hepatitis C in patients 18 years of age
or older with compensated liver disease who have a history of blood or blood-product exposure
and/or are HCV antibody positive. Studies in these patients demonstrated that Intron A therapy
can produce clinically meaningful effects on this disease, manifested by normalization of serum
alanine aminotransferase (ALT) and reduction in liver necrosis and degeneration. A liver biopsy
should be performed to establish the diagnosis of chronic hepatitis. Patients should be tested
for the presence of antibody to HCV. Patients with other causes of chronic hepatitis, including
autoimmune hepatitis, should be excluded. Prior to initiation of Intron A therapy, the physician
should establish that the patient has compensated liver disease. The following patient entrance
criteria for compensated liver disease were used in the clinical studies and should be
considered before Intron A treatment of patients with chronic hepatitis C: - No history of hepatic
encephalopathy, variceal bleeding, ascites, or other clinical signs of decompensation - Bilirubin
less than or equal to 2 mg/dL - Albumin stable and within normal limits - Prothrombin time less
than 3 seconds prolonged - WBC greater than or equal to 3,000/mm3 - Platelets greater than or
equal to 70,000/mma3. Serum creatinine should be normal or near normal. Prior to initiation of
Intron A therapy, CBC and platelet counts should be evaluated in order to establish baselines for
monitoring potential toxicity. These tests should be repeated at Weeks 1 and 2 following
initiation of Intron A therapy, and monthly thereafter. Serum ALT should be evaluated at
approximately 3-month intervals to assess response to treatment. Patients with preexisting
thyroid abnormalities may be treated if thyroid-stimulating hormone (TSH) levels can be
maintained in the normal range by medication. TSH levels must be within normal limits upon
initiation of Intron A treatment and TSH testing should be repeated at 3 and 6 months. Intron A
in combination with Rebetol is indicated for the treatment of chronic hepatitis C in patients 3
years of age and older with compensated liver disease previously untreated with alpha
interferon therapy and in patients 18 years of age and older who have relapsed following alpha
interferon therapy. See Rebetol prescribing information for additional information.

Chronic Hepatitis B Indicated for the treatment of chronic hepatitis B in patients 1 year of age or
older with compensated liver disease. Patients who have been serum HBsAg positive for at
least 6 months and have evidence of HBV replication (serum HBeAg positive) with elevated
serum ALT are candidates for treatment. Studies in these patients demonstrated that Intron A
therapy can produce virologic remission of this disease (loss of serum HBeAg), and
normalization of serum aminotransferases. Intron A therapy resulted in the loss of serum
HBsAg in some responding patients. Prior to initiation of Intron A therapy, it is recommended
that a liver biopsy be performed to establish the presence of chronic hepatitis and the extent of
liver damage. The physician should establish that the patient has compensated liver disease.
The following patient entrance criteria for compensated liver disease were used in the clinical
studies and should be considered before Intron A treatment of patients with chronic hepatitis B:
- No history of hepatic encephalopathy, variceal bleeding, ascites, or other signs of clinical
decompensation - Bilirubin normal - Albumin stable and within normal limits - Prothrombin Time
- adults < 3 seconds prolonged, pediatrics less than or equal to 2 seconds prolonged - WBC
greater than or equal to 4,000/mm*3 - Platelets - adults greater than or equal to 100,000/mm?*3,
pediatrics greater than or equal to 150,000/mm*3. Patients with causes of chronic hepatitis
other than chronic hepatitis B or chronic hepatitis C should not be treated with Intron A. CBC
and platelet counts should be evaluated prior to initiation of Intron A therapy in order to
establish baselines for monitoring potential toxicity. These tests should be repeated at
treatment Weeks 1, 2, 4, 8, 12, and 16. Liver function tests, including serum ALT, albumin, and
bilirubin, should be evaluated at treatment Weeks 1, 2, 4, 8,12, and 16. HBeAg, HBsAg, and ALT
should be evaluated at the end of therapy, as well as 3- and 6-months post-therapy, since
patients may become virologic responders during the 6-month period following the end of
treatment. In clinical studies in adults, 39% (15/38) of responding patients lost HBeAg 1 to 6




months following the end of Intron A therapy. Of responding patients who lost HBsAg, 58%
(7/12) did so 1 to 6 months post-treatment. A transient increase in ALT greater than or equal to
2 x baseline value (flare) can occur during Intron A therapy for chronic hepatitis B. In clinical
trials in adults and pediatrics, this flare generally occurred 8 to 12 weeks after initiation of
therapy and was more frequent in Intron A responders (adults 63%, 24/38; pediatrics 59%,
10/17) than in non-responders (adults 27%, 13/48; pediatrics 35%, 19/55). However, in adults
and pediatrics, elevations in bilirubin 3 mg/dL (2 times ULN) occurred infrequently (adults 2%,
2/86; pediatrics 3%, 2/72) during therapy. When ALT flare occurs, in general, Intron A therapy
should be continued unless signs and symptoms of liver failure are observed. During ALT flare,
clinical symptomatology and liver function tests including ALT, prothrombin time, alkaline
phosphatase, albumin, and bilirubin, should be monitored at approximately 2-week intervals.

Drug Name: Pegasys (peginterferon alfa-2a)

Chronic Hepatitis C As part of a combination regimen with other hepatitis C virus (HCV)
antiviral drugs, is indicated for the treatment of adults with chronic hepatitis C (CHC) with
compensated liver disease. For information about the safe and effective use of other HCV
antiviral drugs to be used in combination with Pegasys, refer to their prescribing information.
Pegasys in combination with ribavirin is indicated for treatment of pediatric patients 5 years of
age and older with CHC and compensated liver disease. Pegasys monotherapy is only indicated
for the treatment of patients with CHC with compensated liver disease if there are
contraindications or significant intolerance to other HCV antiviral drugs. Limitations of use: -
Pegasys alone or in combination with ribavirin without additional HCV antiviral drugs is not
recommended for treatment of patients with CHC who previously failed therapy with an
interferon-alfa. - Pegasys is not recommended for treatment of patients with CHC who have had
solid organ transplantation.

Chronic Hepatitis B Indicated for the treatment of adult patients with HBeAg-positive and
HBeAg-negative chronic hepatitis B infection who have compensated liver disease and evidence
of viral replication and liver inflammation. Indicated for the treatment of HBeAg-positive CHB in
non-cirrhotic pediatric patients 3 years of age and older with evidence of viral replication and
elevations in serum alanine aminotransferase (ALT).

2 . Criteria

Product Name: Intron A

Diagnosis Chronic Hepatitis C
Approval Length 48 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C




AND

2 - Patients without decompensated liver disease**

AND

3 - For patients who have not previously been treated with interferon

AND

4 - One of the following:

e Contraindication or intolerance to ribavirin

e Used in combination with ribavirin

AND

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

e Hepatologist

e Gastroenterologist

e Infectious disease specialist

e HIV specialist certified through the American Academy of HIV Medicine
Notes **Defined as Child-Pugh Class B or C

Product Name: Intron A or Pegasys

Diagnosis Chronic Hepatitis B
Approval Length 48 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis B infection




AND

2 - Patients without decompensated liver disease**

Notes **Defined as Child-Pugh Class B or C

Product Name: Pegasys

Diagnosis Chronic Hepatitis C
Approval Length 28 Week(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C infection

AND

2 - Patient without decompensated liver disease**

AND

3 - One of the following:
3.1 Used in combination with one of the following:
o Sovaldi (sofosbuvir)
e Ribavirin
OR
3.2 Contraindication or intolerance to all other HCV agents (e.g., Sovaldi [sofosbuvir], ribavirin)

AND

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




e Hepatologist

e Gastroenterologist

e Infectious disease specialist

e HIV specialist certified through the American Academy of HIV Medicine
Notes **Defined as Child-Pugh Class B or C

Product Name: Pegasys

Diagnosis Chronic Hepatitis C
Approval Length 20 Week(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has an undetectable HCV RNA at week 24

AND

2 - Additional treatment weeks of peginterferon are required to complete treatment regimen

AND

3 - Patient has not exceeded 48 weeks of therapy with peginterferon

AND

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

Hepatologist

Gastroenterologist

Infectious disease specialist
HIV specialist certified through the American Academy of HIV Medicine

Product Name: Intron A

Diagnosis Condylomata acuminata




Approval Length 6 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of condylomata acuminata (genital or perianal)

Product Name: Intron A

Diagnosis Diagnoses other than hepatitis and condylomata acuminata
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Diagnosis of hairy cell leukemia

OR

1.2 Diagnosis of AlIDS-related Kaposi's sarcoma

OR

1.3 All of the following:

1.3.1 Diagnosis of metastatic renal cell carcinoma

AND

1.3.2 Used in combination with Avastin (bevacizumab)

AND

1.3.3 Prescribed by or in consultation with an oncologist




OR

1.4 Diagnosis of malignant melanoma
OR

1.5 Diagnosis of Stage Il or IV follicular Non-Hodgkin's Lymphoma
OR

1.6 As maintenance therapy for the treatment of multiple myeloma (non-FDA approved
indication)

3. References

Pegasys Prescribing Information. Genentech, Inc. South San Francisco, CA. March 2021.
Intron A Prescribing Information. Merck & Co. Whitehouse Station, NJ. November 2021.
Avastin Prescribing Information. Genentech, Inc. South San Francisco, CA. January 2021.
Micromedex (electronic version). IBM Watson Health, Greenwood Village, Colorado, USA.
Available at: https://www.micromedexsolutions.com/. Accessed May 5, 2022.

5. Sovaldi Prescribing Information. Gilead Sciences, Inc. Foster City, CA. September 2019.
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4 . Revision History

Date Notes
6/8/2023 Annual Reylew - no criteria changes. Pegintron removed from criteria a
s product is obsolete.




Alpha-1 Proteinase Inhibitors

Prior Authorization Guideline

Guideline ID GL-120995
Guideline Name Alpha-1 Proteinase Inhibitors
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 5/1/2023

P&T Approval Date: 2/25/2016

P&T Revision Date: 03/18/2020;01/20/2021 ; 03/17/2021 ; 03/16/2022 ; 3/15/2023

1. Indications

Drug Name: Aralast NP (alpha-1-proteinase inhibitor [human])

Alpha-1 proteinase inhibitor deficiency (also known as alpha-1-antitrypsin (AAT) deficiency)
Indicated for chronic augmentation therapy in adults with clinically evident emphysema due to
severe congenital deficiency of Alpha1-PI (alphal-antitrypsin deficiency). Aralast NP increases
antigenic and functional (anti-neutrophil elastase capacity, ANEC) serum levels and antigenic
lung epithelial lining fluid levels of Alpha1-Pl. The effect of augmentation therapy with Alpha1-
PI, including Aralast NP, on pulmonary exacerbations and on the progression of emphysema in
alpha-1-antitrypsin deficiency has not been conclusively demonstrated in randomized,
controlled clinical trials. Clinical data demonstrating the long-term effects of chronic
augmentation and maintenance therapy with Aralast NP or Aralast are not available. Aralast NP
is not indicated as therapy for lung disease patients in whom severe congenital Alpha-1-PI
deficiency has not been established.

Drug Name: Glassia (alpha-1-proteinase inhibitor [human])

Alpha-1 proteinase inhibitor deficiency (also known as alpha-1-antitrypsin (AAT) deficiency)
Indicated for chronic augmentation and maintenance therapy in individuals with clinically
evident emphysema due to severe hereditary deficiency of Alpha1-Pl, also known as alpha1-
antitrypsin (AAT) deficiency. Glassia increases antigenic and functional (anti-neutrophil
elastase capacity, ANEC) serum levels and antigenic lung epithelial lining fluid levels of Alpha1-
PI. Limitations of Use: The effect of augmentation therapy with Glassia or any Alpha1-PI product




on pulmonary exacerbations and on the progression of emphysema in Alpha1-PI deficiency has
not been conclusively demonstrated in randomized, controlled clinical trials. Clinical data
demonstrating the long-term effects of chronic augmentation and maintenance therapy of
individuals with Glassia are not available. Glassia is not indicated as therapy for lung disease in
patients in whom severe Alphal-Pl deficiency has not been established.

Drug Name: Prolastin-C (alpha-1-proteinase inhibitor [human]), Prolastin-C liquid (alpha-1-
proteinase inhibitor [human])

Alpha-1 proteinase inhibitor deficiency (also known as alpha-1-antitrypsin (AAT) deficiency)
Indicated for chronic augmentation and maintenance therapy in adults with clinical evidence of
emphysema due to severe hereditary deficiency of Alpha1-PI (alphal-antitrypsin deficiency).
Prolastin-C increases antigenic and functional (anti-neutrophil elastase capacity, ANEC) serum
levels and antigenic lung epithelial lining fluid levels of Alpha1-PI. Limitations of Use: The effect
of augmentation therapy with any Alpha-1-PI product on pulmonary exacerbations and on the
progression of emphysema in Alpha1-Pl deficiency has not been conclusively demonstrated in
randomized, controlled clinical trials. Clinical data demonstrating the long-term effects of
chronic augmentation or maintenance therapy with Prolastin-C are not available. Prolastin-C is
not indicated as therapy for lung disease in patients in whom severe Alpha-1-PI deficiency has
not been established.

Drug Name: Zemaira (alpha-1-proteinase inhibitor [human])

Alpha-1 proteinase inhibitor deficiency (also known as alpha-1-antitrypsin (AAT) deficiency)
Indicated for chronic augmentation and maintenance therapy in adults with Alpha1-PlI
deficiency and clinical evidence of emphysema. Zemaira increases antigenic and functional
(ANEC) serum levels and lung epithelial lining fluid levels of Alpha1-PI. Clinical data
demonstrating the long-term effects of chronic augmentation therapy of individuals with
Zemaira are not available. The effect of augmentation therapy with Zemaira or any Alpha1-PI
product on pulmonary exacerbations and on the progression of emphysema in Alpha1-PI
deficiency has not been demonstrated in randomized, controlled clinical trials. Zemaira is not
indicated as therapy for lung disease patients in whom severe Alpha1-PI deficiency has not
been established.

2 . Criteria

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

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

Approval Criteria

1 - Diagnosis of congenital alpha-1 antitrypsin (AAT) deficiency




AND

2 - Diagnosis of emphysema [A]

AND

3 - One of the following:

3.1 Pi*ZZ, Pi*Z(null) or Pi*(null)(null) protein phenotypes (homozygous) [6]

OR

3.2 Other rare AAT disease genotypes associated with pre-treatment serum alpha1-antitrypsin
(AAT) level less than 11 micromole per liter [e.g., Pi(Malton, Malton), Pi(SZ)] [B]

AND
4 - One of the following:
4.1 Circulating pre-treatment serum alphal-antitrypsin (AAT) level less than 11 micromole per

liter (which corresponds to less than 80 mg/dL if measured by radial immunodiffusion or less
than 57 mg/dL if measured by nephelometry) [B, 10]

OR

4.2 Patient has a concomitant diagnosis of necrotizing panniculitis

AND

5 - Continued optimal conventional treatment for emphysema (e.g., bronchodilators)

AND

6 - One of the following: [8, 9, 10]

6.1 The FEV1 level is less than or equal to 65% of predicted




OR

6.2 Patient has experienced a rapid decline in lung function (i.e., reduction of FEV1 more than
120 mL/year) that warrants treatment [9]

OR

6.3 Patient has a concomitant diagnosis of necrotizing panniculitis

AND

7 - Patient is NOT a current smoker [C]

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

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - Continued optimal conventional treatment for emphysema (e.g., bronchodilators)

3. Endnotes

A. Currently, augmentation therapy is not recommended for patients without emphysema. [3,
8] Some individuals with AAT deficiency will not go on to develop panacinar emphysema,
only those with evidence of such disease should be considered for augmentation therapy.

B. Population studies suggest a minimum plasma threshold of 11 ymol/L (corresponding to
80 mg/dL in some assays and ~57 mg/dL by nephelometry), below which there is
insufficient AAT to protect the lung, leading to a risk of developing emphysema. [3, 6-9]

C. The GOLD report recommends reserving alpha-1 antitrypsin augmentation therapy for
those with evidence of continued and rapid progression following smoking cessation. [8]
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5. Revision History
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Alunbrig (brigatinib)

Prior Authorization Guideline

Guideline ID GL-118641
Guideline Name Alunbrig (brigatinib)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Alunbrig

Approval Length 3 Months
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Medication is being used for FDA approved indication

OR

1.2 Diagnosis is supported as a use in the National Cancer network (NCCN) Drugs and
Biologics Compendium with a category of Evidence and Consensus of 1, 2A, or 2B




AND

2 - Prescribed by or in consultation with an oncologist or hematologist

Product Name: Alunbrig

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Background

Benefit/Coverage/Program Information

NCCN Categories of Evidence and Consensus:

Category

Level of Consensus

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 consensus
that the intervention is appropriate.

2B

Based upon lower-level evidence, there is NCCN consensus that the
intervention is appropriate.

Based upon any level of evidence, there is major NCCN disagreement
that the intervention is appropriate.




Ambrisentan

Prior Authorization Guideline

Guideline ID GL-116573
Guideline Name Ambrisentan
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Ambrisentan

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

Approval Criteria

1 - Diagnosis of pulmonary arterial hypertension (PAH) World Health Organization (WHO Group
1)

AND

2 - One of the following:

2.1 Diagnosis of pulmonary arterial hypertension was confirmed by right heart catheterization




OR

2.2 Patient is currently on any therapy for the diagnosis of pulmonary arterial hypertension

AND

3 - Patient is NOT pregnant

AND

4 - Patient does NOT have idiopathic pulmonary fibrosis, including idiopathic pulmonary fibrosis
with pulmonary hypertension (WHO Group 3)

AND

5 - One of the following:

5.1 Documentation of failure or incomplete response to tadalafil

OR

5.2 Used in combination with tadalafil

AND

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

e Cardiologist
e Pulmonologist

Product Name: Ambrisentan

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

10/19/2022 2023 New Implementation




Amondys 45 (casimersen) - PA, NF

Prior Authorization Guideline

Guideline ID

GL-124011

Guideline Name

Amondys 45 (casimersen) - PA, NF

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

7/1/2023

P&T Approval Date:

5/20/2021

P&T Revision Date:

12/15/2021 ;05/19/2022 ; 06/15/2022 ; 5/18/2023

1. Indications

Drug Name: Amondys 45 (casimersen)

Duchenne muscular dystrophy (DMD) Indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients who have a confirmed mutation of the DMD gene that is amenable
to exon 45 skipping. This indication is approved under accelerated approval based on an
increase in dystrophin production in skeletal muscle observed in patients treated with Amondys
45. Continued approval for this indication may be contingent upon verification of a clinical
benefit in confirmatory trials.

2 . Criteria

Product Name: Amondys 45

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy (DMD)

AND

2 - Documentation of a confirmed mutation of the dystrophin gene amenable to exon 45
skipping

AND

3 - Patient is 7 years of age or older

AND

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

AND

5 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

6 - Patient is ambulatory, as evaluated via the 6-minute walk test (6MWT) or North Star
ambulatory assessment (NSAA)

Product Name: Amondys 45

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

Approval Criteria

1 - Patient is tolerating therapy




AND

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

AND

3 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

4 - Patient is maintaining ambulatory status, as evaluated via the 6-minute walk test (6MWT) or
North Star ambulatory assessment (NSAA)

Product Name: Amondys 45

Approval Length 6 month(s)

Guideline Type Non Formulary

Approval Criteria

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

1.1 Diagnosis of Duchenne muscular dystrophy (DMD)

AND

1.2 Documentation of a confirmed mutation of the dystrophin gene amenable to exon 45
skipping

AND

2 - Patient is 7 years of age or older

AND




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

AND

4 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

5 - Submission of medical records (e.g., chart notes, laboratory values) documenting the patient
is ambulatory, as evaluated via the 6-minute walk test (6MWT) or North Star ambulatory
assessment (NSAA)

3. References

1. Amondys 45 Prescribing Information. Sarepta Therapeutics, Inc. Cambridge, MA. March
2023..

4 . Revision History

Date Notes

5/4/2023 Annual review: Background and formatting updates.




Antiemetics for Chemotherapy

Prior Authorization Guideline

Guideline ID GL-126397
Guideline Name Antiemetics for Chemotherapy
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

1. Criteria

Product Name: Emend (fosaprepitant) IV, Emend (aprepitant) capsules and for oral suspension,
Cinvanti (aprepitant) IV, Varubi (rolapitant) tablets, Posfrea (palonosetron) IV

Diagnosis Prevention of acute and delayed nausea and vomiting associated with
highly emetogenic chemotherapy

Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chemotherapy-induced nausea and vomiting

AND




2 - Patient is receiving initial and repeat courses of highly emetogenic chemotherapy

AND

3 - Patient is receiving dexamethasone

AND

4 - Patient is receiving dolasetron, granisetron, ondansetron, or palonosetron

AND

5 - Prescribed by or in consultation with an oncologist

Product Name: Emend (fosaprepitant) IV, Emend (aprepitant) capsules and for oral suspension,
Cinvanti (aprepitant) IV, Varubi (rolapitant) tablets, Akynzeo (fosnetupitant/palonosetron) IV,
Akynzeo (netupitant/palonosetron) capsules, Posfrea (palonosetron) IV

Diagnosis

Prevention of acute and delayed nausea and vomiting associated with
moderately emetogenic chemotherapy

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chemotherapy-induced nausea and vomiting

AND

2 - Patient is receiving initial and repeat courses of moderately emetogenic chemotherapy

AND

3 - Patient is receiving dexamethasone




AND

4 - One of the following:

4.1 Patient is experiencing breakthrough nausea and vomiting

OR

4.2 Patient has one of the following risk factors:

Younger age (less than 55 years)

Female sex

Previous history of chemotherapy-induced nausea and vomiting
Little or no previous alcohol use

Prone to motion sickness

History of morning sickness during pregnancy

Anxiety/high pretreatment expectation of nausea

AND

5 - Prescribed by or in consultation with an oncologist

Product Name: Akynzeo (fosnetupitant/palonosetron) IV, Akynzeo (netupitant/palonosetron)

capsules, Posfrea (palonosetron) IV

Diagnosis Prevention of acute and delayed nausea and vomiting associated with
highly emetogenic chemotherapy

Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chemotherapy-induced nausea and vomiting

AND

2 - Patient is receiving initial and repeat courses of highly emetogenic chemotherapy




AND

3 - Patient is receiving dexamethasone

AND

4 - Prescribed by or in consultation with an oncologist

Product Name: Aloxi (palonosetron) IV; Sustol (granisetron extended release) IV, Posfrea
(palonosetron) IV

Diagnosis Prevention of acute and delayed nausea and vomiting associated with
moderately emetogenic chemotherapy

Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chemotherapy-induced nausea and vomiting

AND

2 - Patient is receiving initial and repeat courses of moderately emetogenic chemotherapy

AND

3 - Patient is receiving dexamethasone

AND

4 - Prescribed by or in consultation with an oncologist

Product Name: Emend (fosaprepitant) IV, Emend (aprepitant) capsules and for oral suspension,
Cinvanti (aprepitant) IV, Varubi (rolapitant) tablets, Akynzeo (fosnetupitant/palonosetron) IV,




Akynzeo (netupitant/palonosetron) capsules, Aloxi (palonosetron) IV; Sustol (granisetron
extended release) IV, Posfrea (palonosetron) IV

Diagnosis All indications listed above
Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes

6/15/2023 New program

1/1/2025 Added Posfrea




Anti-Parkinson’s Agents

Prior Authorization Guideline

Guideline ID GL-125146
Guideline Name Anti-Parkinson’s Agents
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 6/1/2023

P&T Approval Date: 5/22/1998

P&T Revision Date: 03/18/2020;06/17/2020; 03/17/2021 ;04/21/2021 ;01/19/2022 ;
03/16/2022 ; 03/15/2023 ; 5/18/2023

1. Indications

Drug Name: Rytary (carbidopa and levodopa) extended-release capsules

Parkinson’s disease Indicated for the treatment of Parkinson's disease, post-encephalitic
parkinsonism, and parkinsonism that may follow carbon monoxide intoxication or manganese
intoxication

Drug Name: Duopa (carbidopa and levodopa) enteral suspension

Advanced Parkinson's disease Indicated for the treatment of motor fluctuations in patients with
advanced Parkinson'’s disease.

Drug Name: Xadago (safinamide) tablets

Parkinson’s disease Indicated as adjunctive treatment to levodopa/carbidopa in patients with
Parkinson's disease experiencing "off" episodes.

Drug Name: Gocovri (amantadine) extended-release capsules

Dyskinesia in Parkinson's disease Indicated for the treatment of dyskinesia in patients with
Parkinson's disease receiving levodopa-based therapy, with or without concomitant
dopaminergic medications.




"Off" Episodes in Parkinson's Disease Indicated as adjunctive treatment to levodopa/carbidopa
in patients with Parkinson’s disease experiencing “off” episodes.

Drug Name: Osmolex ER (amantadine) extended-release tablets

Parkinson's Disease Indicated for the treatment of Parkinson's disease.

Drug-Induced Extrapyramidal Reactions Indicated for the treatment of drug-induced
extrapyramidal reactions in adult patients.

Drug Name: Dhivy (carbidopa-levodopa)

Parkinson's Disease Indicated for the treatment of Parkinson's disease, post-encephalitic
parkinsonism, and symptomatic parkinsonism that may follow carbon monoxide intoxication or
manganese intoxication.

2 . Criteria

Product Name: Rytary

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

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

AND

2 - Trial and failure (of a minimum 30-day supply) of ONE of the following:

e Generic carbidopa-levodopa immediate release
e Generic carbidopa-levodopa extended release

Product Name: Xadago

Approval Length 12 month(s)

Guideline Type Step Therapy




Approval Criteria

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

AND

2 - Trial and failure (of a minimum 30-day supply) of BOTH of the following:

e rasagiline mesylate
e selegiline

Product Name: Duopa

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

Approval Criteria

1 - Diagnosis of Parkinson's disease

AND

2 - Patient is levodopa-responsive [A, B]

AND

3 - Patient experiences disabling “Off” periods for a minimum of 3 hours/day [B]

AND

4 - Disabling “Off" periods occur despite therapy with both of the following: [A, C]

e Oral levodopa-carbidopa




e One drug from a different class of anti-Parkinson's disease therapy (e.g., COMT inhibitor
[entacapone, tolcapone], MAO-B inhibitor [selegiline, rasagiline], dopamine agonist
[pramipexole, ropinirole])

AND

5 - Prescribed by or in consultation with a neurologist

Product Name: Duopa

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

Product Name: Gocovri

Diagnosis Dyskinesia in Parkinson’s Disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Parkinson's disease

AND

2 - Patient is experiencing dyskinesia

AND

3 - Patient is receiving concurrent levodopa-based therapy [5, D]




AND

4 - Trial and failure or intolerance to amantadine immediate release

AND

5 - Prescribed by or in consultation with a neurologist

Product Name: Gocovri

Diagnosis "Off" Episodes in Parkinson's Disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Parkinson's disease

AND

2 - Patient is experiencing "off" episodes [E, 6]

AND

3 - Used in combination with levodopa/carbidopa therapy [1]

AND

4 - Both of the following:

4.1 Trial and failure, or intolerance to amantadine immediate release

AND




4.2 Trial and failure, contraindication or intolerance to one of the following:

e MAO-B inhibitor (e.g., rasagiline, selegiline)
« Dopamine Agonist (e.g., pramipexole, ropinirole)
e COMT inhibitor (e.g., entacapone)

AND

5 - Prescribed by or in consultation with a neurologist

Product Name: Gocovri

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

Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., decreased "off" periods,
decreased "on" time with troublesome dyskinesia) [D]

Product Name: Osmolex ER

Diagnosis Parkinson's Disease
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Parkinson's disease

AND

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

2.1 amantadine immediate release




AND
2.2 ONE of the following: [9]
e carbidopa-levodopa

e MAO-B Inhibitor (e.g., rasagiline, selegiline)
e Dopamine Agonist (e.g., pramipexole, ropinirole)

AND

3 - Prescribed by or in consultation with a neurologist

Product Name: Osmolex ER

Diagnosis Drug-Induced Extrapyramidal Reactions
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient is experiencing drug-induced extrapyramidal reactions
AND
2 - One of the following: [10]
2.1 Patient has persistent extrapyramidal symptoms despite a trial of dose reduction, tapering,
or discontinuation of the offending medication

OR

2.2 Patient is not a candidate for a trial of dose reduction, tapering, or discontinuation of the
offending medication

AND




3 - Trial and failure or intolerance to amantadine immediate release

AND

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

e Neurologist
e Psychiatrist

Product Name: Osmolex ER

Diagnosis Parkinson's Disease, Drug-Induced Extrapyramidal Reactions
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

Product Name: Dhivy

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

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

AND

2 - Trial and failure (of a minimum 30-day supply) of both of the following:

e Generic carbidopa-levodopa immediate release (IR)
e Generic carbidopa-levodopa oral disintegraing tablet (ODT)




3. Endnotes

A.

The efficacy of Duopa was established in a randomized, double-blind, double-dummy,
active controlled, parallel group, 12-week study in patients with advanced Parkinson's
disease who were levodopa-responsive and had persistent motor fluctuations while on
treatment with oral immediate-release carbidopa-levodopa and other Parkinson's disease
medications. [2, 3]

Patients were eligible for participation in the studies if they were experiencing 3 hours or
more of “Off” time on their current Parkinson's disease drug treatment and they
demonstrated a clear responsiveness to treatment with levodopa. [2, 3]

Most patients (89%) were taking at least one concomitant medication for Parkinson’s
disease (e.g., dopaminergic agonist, COMT-inhibitor, MAQO B inhibitor) in addition to oral
immediate-release carbidopa-levodopa. [2, 3]

The efficacy of Gocovri was established in two Phase Ill randomized, double-blind,
placebo-controlled trials, a 12 week and 24 week study in patients with Parkinson's
disease were treated with levodopa. Both studies demonstrate statistically significant and
clinically relevant reduction in dyskinesia compared to placebo. Also, both studies showed
that Gocovri-treated patients experienced an increase in functional time daily (defined as
ON time without troublesome dyskinesia) compared to placebo-treated patients. [6, 7]
“Off” time is defined as the amount of time the Parkinson’s Disease medication was not
controlling motor symptoms. [6]
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Antipsychotics Step Therapy

Prior Authorization Guideline

Guideline ID GL-116531
Guideline Name Antipsychotics Step Therapy
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Vraylar

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

1 - Trial and failure, intolerance to TWO generic second generation antipsychotics (e.g.,
Quetiapine, risperidone, ziprasidone, olanzapine)

2 . Revision History

Date Notes

10/27/2022 2023 New Implementation




Apretude

Prior Authorization Guideline

Guideline ID GL-126002
Guideline Name Apretude
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

1. Criteria

Product Name: Apretude

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 - Submission of medical records (e.g., chart notes, lab values) documenting both of the
following U.S. Food and Drug (FDA)-approved tests prior to use of Apretude:




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

AND

3 - Trial and failure, contraindication, or intolerance to generic emtricitabine-tenofovir disoproxil
fumarate 200/300mg

AND

4 - Patient weighs at least 35 kg

Product Name: Apretude

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 - Submission of medical records (e.g., chart notes, lab values) documenting both of the
following U.S. Food and Drug (FDA)-approved tests prior to each maintenance injection of
Apretude for HIV PrEP:

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

AND

3 - Patient weighs at least 35 kg

2 . Revision History



Date
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6/5/2023

New program




Arcalyst (rilonacept)

Prior Authorization Guideline

Guideline ID GL-110150
Guideline Name Arcalyst (rilonacept)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 10/1/2022

P&T Approval Date: 8/19/2008

P&T Revision Date: 08/13/2020; 02/18/2021 ; 05/20/2021 ; 08/19/2021 ; 04/20/2022
8/18/2022

1. Indications

Drug Name: Arcalyst (rilonacept) injection

Cryopyrin-Associated Periodic Syndromes (CAPS) Indicated for the treatment of Cryopyrin-
Associated Periodic Syndromes (CAPS), including Familial Cold Autoinflammatory Syndrome
(FCAS) and Muckle-Wells Syndrome (MWS) in adults and pediatric patients 12 years and older.

Deficiency of Interleukin-1 Receptor Antagonist (DIRA) Indicated for the maintenance of
remission of Deficiency of Interleukin-1 Receptor Antagonist (DIRA) in adults and pediatric
patients weighing at least 10 kg.

Recurrent Pericarditis Indicated for the treatment of recurrent pericarditis and reduction in risk
of recurrence in adults and pediatric patients 12 years and older.

2 . 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 - Diagnosis of Cryopyrin-Associated Periodic Syndromes (CAPS), including Familial Cold Auto-
inflammatory Syndrome (FCAS) and/or Muckle-Wells Syndrome (MWS) [A]

AND

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

Immunologist

Allergist

Dermatologist

Rheumatologist

Neurologist

Specialist with expertise in the management of CAPS

AND

3 - The medication will not be used in combination with another biologic agent

Product Name: Arcalyst

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient has experienced disease stability or improvement in clinical symptoms while on
therapy as evidenced by one of the following:

e Improvement in rash, fever, joint pain, headache, or conjunctivitis
o Decreased number of disease flare days




o Normalization of inflammatory markers (C-reactive protein [CRP], erythrocyte
sedimentation rate [ESR], serum amyloid A [SAA])

e Corticosteroid dose reduction

e Improvement in MD global score or active joint count

Product Name: Arcalyst

Diagnosis Deficiency of Interleukin-1 Receptor Antagonist (DIRA)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of deficiency of interleukin-1 receptor antagonist (DIRA)

AND

2 - Patient weighs at least 10 kg

AND

3 - Patient is currently in remission (e.g., no fever, skin rash, and bone pain; no radiological
evidence of active bone lesions; C-reactive protein [CRP] less than 5 mg/L)

Product Name: Arcalyst

Diagnosis Recurrent Pericarditis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of recurrent pericarditis as evidenced by at least 2 episodes that occur a minimum
of 4 to 6 weeks apart [1, 4-5]




e colchicine

AND

2 - Prescribed by or in consultation with a cardiologist

AND

3 - Trial and failure, contraindication, or intolerance to at least one of the following [4-5]:
e nonsteroidal anti-inflammatory drugs (e.g., ibuprofen, naproxen)

e corticosteroids (e.g., prednisone)

Product Name: Arcalyst

Diagnosis

Recurrent Pericarditis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

3. Definitions

Definition Description
Also known as cold-induced auto-inflammatory syndrome 1, is a gene
CIAS1 gene: responsible for the regulation of IL-1 production. Mutation(s) in this

gene leads to CAPS. [2]

Chronic Infantile
Neurologic
Cutaneous and

Articular Syndrome:

Also known as neonatal-Onset Multisystem Inflammation, is the most
severe form of the CAPS. It is characterized by nearly continuous
symptoms of inflammation presenting first during the neonatal period
or early infancy with migratory and nonpruritic urticaria-like rash and
fever. Other features of this disease include chronic aseptic
meningitis, sensorineural hearing loss and ocular changes
(conjunctivitis, optic nerve atrophy), and disabling arthropathy caused




by overgrowth of the patella and epiphyses of the long bones.
Approximately 20% of patients with this disease die before reaching
adulthood. [2, 3]

Cryopyrin-Associated
Periodic Syndromes
(CAPS):

A group of rare, autosomal dominantly inherited auto-inflammatory
conditions comprising of Familial-Cold Auto-inflammatory Syndrome
(FCAS), Muckle-Wells Syndrome (MWS), Neonatal-Onset Multisystem
Inflammatory Disease (NOMID) or also known as Chronic Infantile
Neurologic Cutaneous Articular Syndrome (CINCA), which are caused
by the CIAS1 gene mutation and characterized by recurrent
symptoms (urticaria-like skin lesions, fever chills, arthralgia, profuse
sweating, sensorineural hearing/vision loss, and increased
inflammation markers the blood). Approximately 300 people in the
United States are affected by CAPS. [2, 3]

The mildest form of CAPS, is characterized by cold-induced, daylong
episodes of fever associated with rash, arthralgia, headaches and

Faml'llal Cold less frequently conjunctivitis, but without other signs of CNS
Autoinflammatory . . . ) :

Svndrome: inflammation. Symptoms usually begin during the first 6 months of
y ' life and are predominantly triggered by cold exposure. Duration of
episodes usually is less than 24 hours. [2, 3]

A subtype of CAPS, which is characterized by episodic attacks of
Muckle-Wells inflammation associated with a generalized urticaria-like rash, fever,
Syndrome: malise, arthralgia, and progressive hearing loss. Duration of

symptoms usually lasts from 24-48 hours. [2, 3]

4 . Endnotes

A. CAPS refer to rare genetic syndromes generally caused by mutations in the NLRP-3
[Nucleotide-binding domain, leucine rich family (NLR), pyrin domain containing 3] gene

(also known as Cold-Induced Auto-inflammatory Syndrome-1 [CIAS1]). CAPS disorders are

inherited in an autosomal dominant pattern with male and female offspring equally
affected. Features common to all disorders include fever, urticaria-like rash, arthralgia,
myalgia, fatigue, and conjunctivitis. In most cases, inflammation in CAPS is associated
with mutations in the NLRP-3 gene which encodes the protein cryopyrin, an important
component of the inflammasome. Mutations in NLRP-3 result in an overactive
inflammasome resulting in excessive release of activated IL-1p that drives inflammation.

[1]
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6 . Revision History

Date Notes

8/3/2022 Annual review - no criteria changes




Aripiprazole

Prior Authorization Guideline

Guideline ID GL-117099
Guideline Name Aripiprazole
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: generic aripiprazole tablets, oral solution

Diagnosis Major Depressive Disorder (MDD)
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 major depressive disorder (MDD)




AND

1.1.2 Failure or intolerance to two first line antidepressant agents (e.g., sertraline, citalopram,
venlafaxine, bupropion)

AND

1.1.3 Prescribed for concurrent use with an antidepressant

OR

1.2 Both of the following:

o Patient is new to plan (request within 3 months of starting on plan)
o Patient has been receiving aripiprazole therapy for 4 weeks or longer

Product Name: generic aripiprazole tablets, oral solution

Diagnosis Schizophrenia, Bipolar |, Irritability in Autism, Tourette's Disorder, ADHD,
Conduct Disorder

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 Patient has one of the following diagnoses:

Schizophrenia

Bipolar | disorder with acute manic or mixed episodes
Irritability due to autism spectrum disorder

Tourette's disorder

Attention-Deficit/Hyperactivity disorder (ADHD)
Conduct disorder with aggression




AND

1.1.2 Failure or intolerance to at least one of the following generic atypical antipsychotics:

quetiapine
ziprasidone
risperidone
olanzapine
clozapine

OR

1.2 Both of the following:

o Patientis new to plan
o Patient has been receiving aripiprazole therapy with success

AND

2 - Patient meets one of the following age criterion:

o Fordiagnoses of Irritability in autism, conduct disorder, or Tourette's disorder: Patient is
6 years of age or older

o Fordiagnosis of ADHD: Patient is 8 years of age or older

o Fordiagnosis of Bipolar | disorder: Patient is 10 years of age or older

o For diagnosis of Schizophrenia: Patient is 13 years of age or older

Product Name: generic aripiprazole tablets, oral solution

Diagnosis All Indications Listed Above
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

11/18/2022

New Implementation




Austedo (deutetrabenazine)

Prior Authorization Guideline

Guideline ID GL-126334
Guideline Name Austedo (deutetrabenazine)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

1. Criteria

Product Name: Austedo

Diagnosis Huntington’s Disease Chorea
Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Huntington’s Disease Chorea

AND

2 - Prescribed by or in consultation with a neurologist




AND
3 - Member is 18 years or older
AND
4 - Submission of medical records documenting both of the following:
e The degree of chorea present and the impact on functional ability and/or quality of life

as a baseline
o Assessment of mental status, specifically for depression and suicidality?

Product Name: Austedo

Diagnosis Huntington’s Disease Chorea
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Patient have documentation of clinical response such as improvement in chorea, ability to
perform ADLs, reduction in falls, or increase in quality of life.

AND

2 - Documentation of continued monitoring of mental status specifically for depression and
suicidality.

Product Name: Austedo

Diagnosis Tardive Dyskinesia
Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization




Approval Criteria
1 - Diagnosis of Tardive Dyskinesia with all of the following:

e At least one month of past or current exposure to a dopamine receptor blocker
e Dyskinetic or dystonic involuntary movements
e Exclusion of other causes of abnormal movements

AND

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

AND

3 - Clear documentation that the tardive dyskinesia causes significant functional impairment

AND

4 - Documentation of the degree of tardive dyskinesia with the AIMS scale as a baseline

AND

5 - One of the following:

5.1 Tried and failed an 8-week trial of at least two other agents within the same therapeutic

category at a clinically effective and maximally tolerated dose for the member’s primary
neuropsychiatric diagnosis

OR

5.2 The provider submit documentation that the medications precipitating the tardive
dyskinesia are medically necessary

AND

6 - Trial and failure, contraindication, or intolerance to the following:




e Clonazepam
e Amantadine

Product Name: Austedo

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

Approval Criteria
1 - Submission of medical records (e.g. chart notes) documenting follow-up AIMS assessment
showing improvement from baseline

AND

2 - Submission of medical records (e.g. chart notes) documenting improvement in function
such as ability to perform ADLs, reduction in falls, and increase in quality of life

2 . Revision History

Date Notes

6/9/2023 New Program




Avonex (interferon beta-1a)

Prior Authorization Guideline

Guideline ID GL-121462
Guideline Name Avonex (interferon beta-1a)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

1. Criteria

Product Name: Brand Avonex

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

Approval Criteria

1 - Diagnosis of relapsing forms of multiple sclerosis

AND

2 - Prescribed by or in consultation with neurologist




AND

3 - Trial and failure, contraindication, or intolerance to all of the following (New Starts Only):

e dimethyl fumarate
o fingolimod
o glatopa/glatiramer acetate

Product Name: Brand Avonex

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

Approval Criteria

1 - For continuation of prior therapy

2 . Revision History

Date Notes

2/22/2023 New Program




Benlysta (belimumab)

Prior Authorization Guideline

Guideline ID

GL-124032

Guideline Name

Benlysta (belimumab)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

5/1/2023

P&T Approval Date:

7/12/2011

P&T Revision Date:

10/16/2019 ;08/13/2020 ; 02/18/2021 ; 08/19/2021 ;12/15/2021 ;
08/18/2022,09/21/2022 ; 4/19/2023

1. Indications

Drug Name: Benlysta (belimumab IV), Benlysta (belimumab SC)

in these situations.

Systemic Lupus Erythematosus (SLE) Indicated for the treatment of patients aged 5 years and
older with active, autoantibody-positive, systemic lupus erythematosus (SLE) who are receiving
standard therapy. Limitations of Use: The efficacy of Benlysta has not been evaluated in

patients with severe active central nervous system lupus. Use of Benlysta is not recommended

Lupus Nephritis Indicated for the treatment of patients aged 5 years and older with active lupus
nephritis who are receiving standard therapy. Limitations of Use: The efficacy of Benlysta has
not been evaluated in patients with severe active central nervous system lupus. Use of Benlysta
is not recommended in these situations.

2 . Criteria

Product Name: Benlysta IV or Benlysta SC




Diagnosis Systemic lupus erythematosus
Approval Length 6 months [A]

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active systemic lupus erythematosus (SLE)

AND

2 - Autoantibody positive (i.e., anti-nuclear antibody [ANA] titer greater than or equal to 1:80 or
anti-dsDNA level greater than or equal to 30 IU/mL) [2, 3]

AND
3 - One of the following:
e For Benlysta IV, patient is 5 years of age or older
e For Benlysta SC, patient is 18 years of age or older

AND

4 - Trial and failure, contraindication, or intolerance to two standard of care treatments for
active SLE (e.g., antimalarials [e.g., Plaquenil (hydroxychloroquine)], corticosteroids [e.g.,
prednisone], or immunosuppressants [e.g., methotrexate, Imuran (azathioprine)]) [5]

AND

5 - Currently receiving at least one standard of care treatment for active SLE (e.g., antimalarials
[e.g., Plaquenil (hydroxychloroquine)], corticosteroids [e.g., prednisone], or
immunosuppressants [e.g., methotrexate, Imuran (azathioprine)]) [2, 3]

AND

6 - Prescribed by or in consultation with a rheumatologist




Product Name: Benlysta IV or Benlysta SC

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

Approval Criteria

1 - Diagnosis of active lupus nephritis

AND

2 - One of the following:

e For Benlysta IV, patient is 5 years of age or older
o For Benlysta SC, patient is 18 years of age or older

AND

3 - Currently receiving standard of care treatment for active lupus nephritis (e.g., corticosteroids
[e.g., prednisone] with mycophenolate or cyclophosphamide) [1, 4]

AND

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

e Nephrologist
e Rheumatologist

Product Name: Benlysta IV or Benlysta SC

Diagnosis All indications listed above
Approval Length 6 months [2, A]

Therapy Stage Reauthorization

Guideline Type Prior Authorization




Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., decrease or stabilization of
symptoms, improvement in functional impairment, decrease of corticosteroid dose, decrease in
pain medications)

Product Name: Benlysta IV

Diagnosis Systemic lupus erythematosus
Approval Length 6 months [A]
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of active systemic lupus erythematosus (SLE)

AND

2 - Autoantibody positive (i.e., anti-nuclear antibody [ANA] titer greater than or equal to 1:80 or
anti-dsDNA level greater than or equal to 30 IU/mL) [2, 3]

AND

3 - Patient is 5 years of age or older

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to two standard of care treatments for active SLE (e.g.,
antimalarials [e.g., Plaquenil (hydroxychloroquine)], corticosteroids [e.g., prednisone], or
immunosuppressants [e.g., methotrexate, Imuran (azathioprine)]) [5]

AND

5 - Currently receiving at least one standard of care treatment for active SLE (e.g., antimalarials
[e.g., Plaquenil (hydroxychloroquine)], corticosteroids [e.g., prednisone], or
immunosuppressants [e.g., methotrexate, Imuran (azathioprine))) [2, 3]




AND

6 - Prescribed by or in consultation with a rheumatologist

Product Name: Benlysta IV

Diagnosis Lupus nephritis
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of active lupus nephritis

AND

2 - Patient is 5 years of age or older

AND

3 - Currently receiving standard of care treatment for active lupus nephritis (e.g., corticosteroids
[e.g., prednisone] with mycophenolate or cyclophosphamide) [1, 4]

AND

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

e Nephrologist
e Rheumatologist

3. Endnotes

A. SLE is a disease that fluctuates. The undulating course of typical lupus patients requires
frequent reassessment. A 6-month authorization period is reasonable. [2]



4 . References

—

Benlysta Prescribing Information. GlaxoSmithKline LLC. Philadelphia, PA. July 2022.
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Guidelines. Guidelines for referral and management of systemic lupus erythematosus.
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5. Revision History

Date Notes

3/31/2023 Update to age criteria




Bicalutamide

Prior Authorization Guideline

Guideline ID GL-116497
Guideline Name Bicalutamide
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Bicalutamide

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

Approval Criteria

1 - Diagnosis of metastatic prostate cancer

AND

2 - Used in combination with luteinizing hormone-releasing hormone (LHRH) analog (e.g.,
goserelin, leuprolide)




AND

3 - Prescribed by or in consultation with an oncologist

Product Name: Bicalutamide

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes

9/24/2022 2023 New Implementation




Bosentan

Prior Authorization Guideline

Guideline ID GL-116574
Guideline Name Bosentan
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Bosentan

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

Approval Criteria

1 - Diagnosis of pulmonary arterial hypertension (PAH) World Health Organization (WHO Group
1)

AND

2 - Diagnosis of pulmonary arterial hypertension was confirmed by right heart catheterization




AND

3 - Documentation of New York Heart Association (NYHA) Functional Classification I, llI, or IV
symptoms

AND

4 - Documentation of normal liver function tests prior to initiation of treatment

AND

5 - Patient is NOT pregnant

AND

6 - Will not be used concomitantly with glyburide or cyclosporine

AND

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

o Cardiologist
e Pulmonologist

Product Name: Bosentan

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

10/19/2022

2023 New Implementation




Botox (onabotulinumtoxinA)

Prior Authorization Guideline

Guideline Name Botox (onabotulinumtoxinA)

Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2025

1. Indications

Drug Name: Botox (onabotulinumtoxin A)

Adult Bladder Dysfunction 1) Overactive Bladder: Indicated for the treatment of overactive
bladder with symptoms of urge urinary incontinence, urgency, and frequency, in adults who have
an inadequate response to or are intolerant of an anticholinergic medication. 2) Detrusor
Overactivity associated with a Neurologic Condition: Indicated for the treatment of urinary
incontinence due to detrusor overactivity associated with a neurologic condition (e.g., spinal
cord injury, multiple sclerosis) in adults who have an inadequate response to or are intolerant of
an anticholinergic medication. 2) Detrusor Overactivity associated with a Neurologic Condition:
Indicated for the treatment of urinary incontinence due to detrusor overactivity associated with
a neurologic condition (e.g., spinal cord injury, multiple sclerosis) in adults who have an
inadequate response to or are intolerant of an anticholinergic medication.

Pediatric Detrusor Overactivity associated with a Neurologic Condition Indicated for the
treatment of neurogenic detrusor overactivity (NDO) in pediatric patients 5 years of age and
older who have an inadequate response to or are intolerant of anticholinergic medication.

Chronic Migraine Indicated for the prophylaxis of headaches in adult patients with chronic
migraine (greater than or equal to 15 days per month with headache lasting 4 hours a day or
longer). Important Limitations: Safety and effectiveness have not been established for the
prophylaxis of episodic migraine (14 headache days or fewer per month) in seven placebo-
controlled studies.

Spasticity Indicated for the treatment of spasticity in patients 2 years of age and older.
Limitations of use: Botox has not been shown to improve upper extremity functional abilities, or
range of motion at a joint affected by a fixed contracture.




Cervical Dystonia (Spasmodic Torticollis) Indicated for the treatment of cervical dystonia in
adults to reduce the severity of abnormal head position and neck pain associated with cervical
dystonia.

Primary Axillary Hyperhidrosis Indicated for the treatment of severe primary axillary
hyperhidrosis that is inadequately managed with topical agents. Limitations: The safety and
effectiveness of Botox for hyperhidrosis in other body areas have not been established.
Weakness of hand muscles and blepharoptosis may occur in patients who receive Botox for
palmar hyperhidrosis and facial hyperhidrosis, respectively. Patients should be evaluated for
potential causes of secondary hyperhidrosis (e.g., hyperthyroidism) to avoid symptomatic
treatment of hyperhidrosis without the diagnosis and/or treatment of the underlying disease.
Safety and effectiveness of Botox have not been established for the treatment of axillary
hyperhidrosis in pediatric patients under age 18.

Blepharospasm and strabismus Indicated for the treatment of strabismus and blepharospasm
associated with dystonia, including benign essential blepharospasm or VIl nerve disorders
(involving muscles of the face) in patients 12 years of age and above.

Off Label Uses: Chronic Low Back Pain [2, 3] Used in the treatment of chronic low back pain.

Other Uses [2, 3] Used in the treatment of achalasia, chronic anal fissures, dynamic muscle
contracture in pediatric cerebral palsy patients, sialorrhea, hand tremor, and oromandibular
dystonia.

Drug Name: Botox Cosmetic (onabotulinumtoxin A)

Cosmetic Uses [Non-approvable Use] Indicated in adult patients for the temporary
improvement in the appearance of: 1) Moderate to severe glabellar lines associated with
corrugator and/or procerus muscle activity 2) Moderate to severe lateral canthal lines
associated with orbicularis oculi activity 3) Moderate to severe forehead lines associated with
frontalis muscle activity **Please Note: The request for Botox (onabotulinumtoxin A) injections to
treat the appearance of facial lines is not authorized given that this use is for cosmetic purposes
only.

2 . Criteria

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Adult Bladder Dysfunction OR Neurogenic Detrusor Overactivity (NDO)
Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following: [1, 3, E, F]

e Urinary incontinence that is associated with a neurologic condition (e.g., spinal cord
injury, multiple sclerosis)




e Overactive bladder with symptoms (e.g., urge urinary incontinence, urgency, and
frequency)
o Neurogenic detrusor overactivity (NDO)

AND

2 - Trial and failure, contraindication, or intolerance to at least one oral anticholinergic
(antispasmodic or antimuscarinic) agent [e.g., Bentyl (dicyclomine), Donnatal (atropine/
scopolamine/ hyoscyamine/ phenobarbital), Levsin/Levsinex (hyoscyamine), Ditropan
(oxybutynin), Enablex (darifenacin), or VESIcare (solifenacin)]

AND

3 - Patient is routinely performing clean intermittent self-catheterization (CIC) or is willing/able
to perform CIC if he/she has post-void residual (PVR) urine volume greater than 200 mL

AND

4 - Prescribed by or in consultation with a urologist

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Blepharospasm, Strabismus, VIl Cranial Nerve Disorders
Approval Length 6 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:

1.1.1.1 Diagnosis of blepharospasm associated with dystonia (e.g., benign essential
blepharospasm)

AND

1.1.1.2 Patient is 18 years of age or older




AND

1.1.1.3 Trial and failure, contraindication or intolerance to Xeomin

OR
1.1.2 Patient is 12 thru 17 years of age

OR
1.2 Diagnosis of strabismus

OR

1.3 Diagnosis of VIl cranial nerve disorders (hemifacial spasms)

Product Name: Botox (Excluded: Botox Cosmetic)

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

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

AND

3 - One of the following:
3.1 Both of the following:

o Patient is 18 years of age or older
o Trial and failure, contraindication or intolerance to Xeomin

OR

3.2 Patient is 12 thru 17 years of age




Product Name: Botox (Excluded: Botox Cosmetic)

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

Approval Criteria

1 - Diagnosis of cervical dystonia (also known as spasmaodic torticollis)

AND

2 - Trial and failure, contraindication or intolerance to one of the following:

e Xeomin
e Dysport
e Myobloc

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Cervical Dystonia
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Reauthorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy
AND
2 - At least 3 months have or will have elapsed since the last treatment
AND
3 - Trial and failure, contraindication or intolerance to one of the following:
e Xeomin

o Dysport
e Myobloc




Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Spasticity
Approval Length 3 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 upper limb spasticity

AND

1.1.2 Trial and failure, contraindication or intolerance to one of the following:

e Xeomin
e Dysport
OR
1.2 Both of the following:
1.2.1 Diagnosis of lower limb spasticity
AND

1.2.2 Trial and failure, contraindication or intolerance to Dysport

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Upper Limb Spasticity
Approval Length 3 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy




AND

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

AND

3 - Trial and failure, contraindication or intolerance to one of the following:

e Xeomin
o Dysport

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Lower Limb Spasticity
Approval Length 3 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

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

AND

3 - Trial and failure, contraindication or intolerance to Dysport

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Adult Bladder Dysfunction, Strabismus, VII Cranial Nerve Disorders
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria




1 - Patient demonstrates positive clinical response to therapy

AND

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

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Primary Axillary Hyperhidrosis
Approval Length 1 Time(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of primary axillary hyperhidrosis [G]

AND

2 - One of the following:

2.1 Score of 3 or 4 on the Hyperhidrosis Disease Severity Scale (HDSS) [A, 1, 4]

OR

2.2 Skin maceration with secondary infection [5]

AND

3 - Trial and failure, contraindication, or intolerance to topical prescription strength drying agents
[e.g., Drysol, Hypercare, Xerac AC (aluminum chloride hexahydrate)]

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Primary Axillary Hyperhidrosis

Approval Length 1 Time(s)




Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - At least a 2-point improvement in HDSS [1, 4]

AND

2 - At least 3 months have or will have elapsed since the last series of injections [1, 4]

Product Name: Botox (Excluded: Botox Cosmetic)

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

Approval Criteria

1 - Diagnosis of chronic migraines []

AND

2 - Medication overuse headache has been considered and potentially offending medication(s)
have been discontinued [M]

AND

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

AND

4 - Patient has greater than or equal to 8 migraine days per month [1, 13-16, L]

AND

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

e Neurologist




e Pain specialist
e Headache specialist

AND

6 - History of failure (after at least a two month trial), contraindication or intolerance to TWO of
the following preventive treatments for migraine from different mechanisms of action: [H, J, O,
P, Q, R]
e Elavil [amitriptyline] or Effexor [venlafaxine]
Depakote/Depakote ER [divalproex sodium] or Topamax [topiramate]
Atenolol, propranolol, nadolol, timolol, metoprolol
Candesartan
Lisinopril

AND

7 - Trial and failure, contraindication or intolerance to one of the following:

o Aimovig
e Ajovy

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Chronic Migraine
Approval Length 3 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has experienced a positive response to therapy (e.g., a reduction in headache
frequency and/or intensity, a reduction in the number of workdays missed due to migraines) [19]

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 therapy

AND




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

e Neurologist
e Pain specialist
e Headache specialist

AND

4 - Patient continues to be monitored for medication overuse headache (MOH) [M]

AND

5 - At least 3 months have or will have elapsed since the last series of injections.

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Chronic Anal Fissure (Off-Label)
Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic anal fissure [8, 9]

AND

2 - At least 2 months of one of the following symptoms:

e Nocturnal pain and bleeding
o Postdefecation pain

AND
3 - Trial and failure, contraindication, or intolerance to one of the following conventional
therapies:

e Topical nitrates (e.g. Glyceryl trinitrate (Nitroglycerin))
e Topical calcium channel blockers (CCBs) (e.g., diltiazem, nifedipine)




Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Chronic Anal Fissure (Off-Label)
Approval Length 3 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
e Incomplete healing of fissure
e Recurrence of fissure
AND
2 - Patient demonstrates positive clinical response to therapy

AND

3 - At least 3 months have or will have elapsed since the last series of injections

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Chronic Back Pain [D] (Off-Label)

Approval Length 1 treatment session (series of injections) [K]
Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of low back pain

AND

2 - Low back pain has lasted for greater than or equal to six (6) months

AND




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

Neurologist
Neurosurgeon
Orthopedist
Pain specialist

AND

4 - Trial and failure (at least 3 months), contraindication, or intolerance to both of the following
conventional therapies: [10-12]

e At least one oral NSAID medication
o At least one opioid medication

AND

5 - Trial and failure or inadequate response to one of the following: [10]

e Physical therapy
e Nonpharmacologic therapy (e.g., spinal manipulation, massage therapy, transcutaneous
electrical nerve stimulation (TENS), acupuncture/acupressure, and surgery)

Product Name: All Products

Diagnosis Chronic Back Pain [D] (Off-Label)

Approval Length 1 treatment session (series of injections) [K]
Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - At least 3 months have or will have elapsed since the last series of injections




AND

3 - Treatment has not exceeded two treatment sessions total per year

Notes Authorization will not exceed more than two treatment sessions total per
year (including initial authorization).

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Achalasia (Off-Label)
Approval Length 6 Month [C]

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of achalasia

AND

2 - One of the following:
2.1 High risk of complication from or failure to one of the following: [6, 7]

e Pneumatic dilation

e Myotomy

OR

2.2 Prior dilation caused esophageal perforation

OR

2.3 Patient has an increased risk of dilation-induced perforation due to one of the following:

e Epiphrenic diverticulum
o Hiatal hernia




Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis Achalasia (Off-Label)
Approval Length 6 Month [C]

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - Patient demonstrates improvement or reduction in symptoms of achalasia (i.e., dysphagia,
regurgitation, chest pain)

AND

2 - At least 6 months have or will have elapsed since the last series of injections [C]

Product Name: Botox (Excluded: Botox Cosmetic)

Diagnosis All other diagnoses

Approval Length 6 months unless the FDA-approved treatment duration is less than 6
months. If FDA-approved treatment duration is less than 6 months,
utilize the FDA-approved duration for authorization period.

Guideline Type Prior Authorization

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

1.1.1 Requested drug is FDA-approved for the condition being treated

AND

1.1.2 Additional requirements listed in the “Indications and Usage” and “Dosage and
Administration” sections of the prescribing information (or package insert) have been met (e.g.:
first line therapies have been tried and failed, any testing requirements have been met, etc)

OR

1.2 If requested for an off-label indication, the off-label guideline approval criteria have been
met




AND

2 - Trial and failure, contraindication, or intolerance to two appropriate formulary alternatives (if
available)

Product Name: All Products

Diagnosis Cosmetic Use

Guideline Type Prior Authorization

Approval Criteria

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

3. Endnotes

A. Hyperhidrosis Disease Severity Scale « The HDSS is a 4-point scale designed to assess
the severity of hyperhidrosis in everyday clinical practice or in clinical research and the
effectiveness of treatment. « The HDSS can be administered by an interviewer or self-
completed by the patient. « The HDSS assess disease severity based on the extent of
sweating-related impairment of daily activities. (1) Question - My (underarm) sweating is
never noticeable and never interferes with my daily activities, Score - 1; (2) Question - My
(underarm) sweating is tolerable but sometimes interferes with my daily activities, Score -
2; (3) Question - My (underarm) sweating is barely tolerable and frequently interferes with
my daily activities, Score - 3; (4) Question - My (underarm) sweating is intolerable and
always interferes with my daily activities, Score - 4

B. This recommendation is based on results from the PREEMPT 2 trial. The primary endpoint
of PREEMPT 2 was the mean change from baseline in frequency of headache days for the
28-day period ending with week 24. [13, 14]

C. Approximately 50% of achalasia patients relapse and require repeat treatments at 6 to 24-
month intervals. [6]

D. An evidence-based review by the American Academy of Neurology (AAN) concluded that
botulinum neurotoxin (BoNT) is possibly effective for the treatment of chronic
predominantly unilateral low back pain (LBP) [one Class Il study]. The AAN recommends
that BONT may be considered as a treatment option for patients with chronic
predominantly unilateral LBP (Level C). [12]

E. An evidence-based review by the AAN established BoNT as safe and effective for the
treatment of neurogenic detrusor overactivity (NDO) in adults (one Class | study and one
Class Il study). Data on the use of BoNT is probably safe and effective for the treatment of
detrusor sphincter dyssynergia (DSD) in patients with spinal cord injury (2 Class Il
studies). On basis of one Class | study, BoNT does not provide significant benefit for the
treatment of DSD in patients with multiple sclerosis (MS). The AAN recommends that
BoNT should be offered as a treatment option for neurogenic detrusor overactivity (Level
A), and that BoNT should be considered for DSD in patients with spinal cord injury (Level
B). [12]



. BoNT is not effective in patients with DSD due to multiple sclerosis in a multicenter,
double-blind, placebo-controlled trial; however, in patients with DSD due to spinal cord
injury, open-label clinical studies showed improvements in urodynamic parameters
[recommendation for DSD: Adult, Class llb, Category B]. For NDO, the use of BONT
(refractory to antispasmodics) in a randomized, double-blind, placebo-controlled clinical
trial of 59 patients (n = 53 with spinal cord injury and n = 6 with multiple sclerosis) showed
significant improvement in daily incontinence episodes in weeks 1 through 24 (except for
weeks 12 and 18) compared to placebo [recommendation for NDO: Adult, Class Ilb,
Category B]. [12]

. The safety and effectiveness of Botox for hyperhidrosis in areas other than the axillae
have not been established. [1]

. Clinical benefit from prophylactic therapy may take as long as 2 to 3 months to manifest.
[17, 18] Recommended first-line agents for the prevention of migraine headache are
atenolol, nadolol, propranolol, timolol, amitriptyline, venlafaxine, topiramate, divalproex
sodium, and sodium valproate. [17]

Safety and effectiveness have not been established for the prophylaxis of episodic
migraine (14 headache days or fewer per month) in seven placebo-controlled studies. [1]
An evidence-based review by the American Academy of Neurology determined that, based
on available evidence, Botox was probably ineffective in episodic migraine and tension-
type headaches, and should not be considered in patients with these conditions. [12]

The effects of Botox in reducing the frequency of headache days in the PREEMPT ftrial
and in the pooled analysis of the PREEMPT ftrials were very modest. Given the experience
and evidence we have for other prophylactic treatments in the management of migraine,
which are supported by national guidelines, it is reasonable to require failure with other
prophylactic treatments before approving use of Botox. [17]

. A single small randomized trial (n = 31) compared paravertebral injections of botulinum
toxin with saline injections and found significant benefit of botulinum toxin up to eight
weeks after injection. There is currently no consensus on number of injections or treatment
length for low back pain. [12]

The International Classification of Headache Disorders, 3rd addition (beta version)
distinguishes chronic and episodic migraine [20]. Chronic migraine is described as
headache occurring on 15 or more days per month for more than 3 months, which has the
features of migraine headache on at least 8 days per month. Episodic migraine is not
clearly defined, but is applied when a patient is diagnosed with migraine but does not meet
criteria for chronic migraine.

. Medication overuse headache (MOH) is defined as headache occurring greater than or
equal to 15 days per month. It develops as a consequence of regular overuse of acute or
symptomatic headache medication for more than 3 months [20]. Current evidence
suggests the best treatment strategy is withdrawal of the offending medication.

. The safety and effectiveness of Botox for chronic headache in patients below the age of 18
years have not been established. In a 12-week, multicenter, double-blind, placebo-
controlled clinical trial, 123 adolescent patients (ages 12 to below 18 years) with chronic
migraine were randomized to receive Botox 74 Units, Botox 155 Units, or placebo, for one
injection cycle. This trial did NOT establish the efficacy of Botox, compared with placebo,
for the prophylaxis of headaches in adolescents with chronic migraine. [1]

. The American Academy of Neurology supports the use of the following medications for the
prevention of episodic migraine in adult patients (with level A or B evidence):
antidepressants [i.e., Elavil (amitriptyline), Effexor (venlafaxine)], antiepileptics [i.e.,
Depakote/Depakote ER (divalproex sodium), Topamax (topiramate)], and beta-blockers
[i.e., atenolol, propranolol, nadolol, timolol, metoprolol] [21]. They also support the use of
Botox (onabotulinumtoxin A) as an efficacious treatment option for chronic migraine. Botox
(onabotulinumtoxin A) is not however recommended for episodic migraine treatment.

. The US Headache Consortium Consensus (Table e-1) recommends that therapy be
initiated with medications that have the highest level of evidence-based therapy while also
taking into account patient specific comorbidities [17]. Each medication should be given an



adequate trial, it may take two to three months to achieve clinical benefit, and six months
to achieve maximal benefit.

The OptumRXx clinical team consulted with a neurologist [22]. He confirmed that
preventative treatment for chronic migraine and episodic migraine are similar. The choice
of preventative medication will not vary much between the episodic vs chronic subtypes.
The choice of agent will largely depend more on patient specific factors.

The National Institute for Health and Care Excellence guidelines for the management of
migraine recommend Botox (onabotulinumtoxin A) as an option in chronic migraine after
failure of at least three other prophylactic medications and that the patient is being
managed for medication overuse [23].
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Brineura (cerliponase alfa)

Prior Authorization Guideline

Guideline ID

GL-127088

Guideline Name

Brineura (cerliponase alfa)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

7/1/2023

P&T Approval Date:

P&T Revision Date:

05/14/2020, 05/20/2021 ;05/19/2022 ;, 05/18/2023 ; 5/18/2023

1. Indications

Drug Name: Brineura (cerliponase alfa)

Late Infantile Neuronal Ceroid Lipofuscinosis Type 2 Indicated to slow the loss of ambulation
in symptomatic pediatric patients 3 years of age and older with late infantile neuronal ceroid
lipofuscinosis type 2 (CLN2), also known as tripeptidyl peptidase 1 (TPP1) deficiency.

2 . Criteria

Product Name: Brineura

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria
1 - Diagnosis of symptomatic late infantile neuronal ceroid lipofuscinosis type 2 (CLN2) (also
known as tripeptidyl peptidase 1 (TPP1) deficiency)

AND

2 - Diagnosis is confirmed by tripeptidyl peptidase 1 (TPP1) enzyme detected by a dried blood
spot test and CLN2 genotype analysis

AND

3 - Patient is 3 years of age or older

AND

4 - Patient does not have acute intraventricular access-related complications (e.g., leakage,
device failure, or device-related infections)

AND

5 - Patient does not have ventriculoperitoneal shunts

AND

6 - Prescribed by or in consultation with a neurologist with expertise in the diagnosis of CLN2

AND

7 - Administered by, or under the direction of, a physician knowledgeable in intraventricular
administration [A]

Product Name: Brineura

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization




Approval Criteria
1 - Patient does not have acute intraventricular access-related complications (e.g., leakage,
device failure, or device-related infections)
AND
2 - Patient does not have ventriculoperitoneal shunts

AND

3 - Patient has experienced a benefit from therapy (e.g., improvement in walking or crawling, or
no evidence of disease progression)

3. Endnotes

A. Brineura (cerliponase alfa) is for intraventricular use only and should be administered by,
or under the direction of a physician knowledgeable in intraventricular administration. [2]
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Brukinsa (zanubr

utinib)

Prior Authorization Guideline

Guideline ID

GL-118671

Guideline Name

Brukinsa (zanubrutinib)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Brukinsa

Diagnosis

Mantle cell ymphoma (MCL)

Approval Length

3 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

2 - Patient is 18 years of

1 - Diagnosis of mantle cell lymphoma (MCL)

AND

age or older




AND

3 - Patient has received one prior treatment for mantle cell ymphoma (MCL)

AND
4 - Prescribed by an oncologist
AND
5 - Patient does not have CNS lymphoma
Product Name: Brukinsa
Diagnosis Marginal zone lymphoma (MZL)
Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of marginal zone lymphoma (MZL)

AND

2 - Patient is 18 years of age or older

AND

3 - Patient has received one prior treatment (anti-CD20 based) for refractory marginal zone
lymphoma (MZL)

AND




4 - Prescribed by an oncologist

AND
5 - Patient does not have CNS lymphoma
Product Name: Brukinsa
Diagnosis Waldenstrom’s macroglobulinemia (WM)
Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Waldenstrom’s macroglobulinemia (WM)

AND
2 - Patient is 18 years of age or older

AND
3 - Prescribed by an oncologist

AND

4 - Patient does not have CNS lymphoma

Product Name: Brukinsa

Diagnosis All Indications
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

12/21/2022 New Implementation




Cablivi (caplacizumab-yhdp)

Prior Authorization Guideline

Guideline ID

GL-101562

Guideline Name

Cablivi (caplacizumab-yhdp)

Formulary

e Samaritan Choice Plans
e Samaritan Choice Plans

Guideline Note:

Effective Date:

4/1/2022

P&T Approval Date:

4/17/2019

P&T Revision Date:

02/13/2020, 02/18/2021 ;2/17/2022

1. Indications

Drug Name: Cablivi (caplacizumab-yhdp)

Acquired Thrombotic Thrombocytopenic Purpura (aTTP) Indicated for the treatment of adult
patients with acquired thrombotic thrombocytopenic purpura (aTTP), in combination with
plasma exchange and immunosuppressive therapy.

2 . Criteria

Product Name: Cablivi

Diagnosis

Acquired Thrombotic Thrombocytopenic Purpura (aTTP)

Approval Length

3 Months [A]

Guideline Type

Prior Authorization




Approval Criteria

1 - Diagnosis of acquired thrombotic thrombocytopenic purpura (aTTP)

AND

2 - First dose was/will be administered by a healthcare provider as a bolus intravenous injection

AND

3 - Used in combination with immunosuppressive therapy (e.g., rituximab, glucocorticoids) [3]

AND

4 - One of the following:

4.1 Used in combination with plasma exchange
OR
4.2 Both of the following:
o Patient has completed plasma exchange
o Less than 59 days have or will have elapsed beyond the last plasma exchange [B]

AND

5 - Prescribed by or in consultation with a hematologist or oncologist[2]

3. Endnotes

A. Three month approval duration, based on package insert stating longest therapy in trial
was 77 days.

B. Per package insert, after the plasma exchange period can use injection once daily for 30
days beyond the last plasma exchange and after the initial treatment course, if signs of
persistent underlying disease are present treatment can be extended for a maximum of 28
days, totaling 58 days of therapy after last plasma exchange.
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Cabometyx (cabozantinib)

Prior Authorization Guideline

Guideline ID

GL-116561

Guideline Name

Cabometyx (cabozantinib)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Cabometyx

Diagnosis

Advanced renal cell carcinoma (RCC)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - One of the following:

1.1 Diagnosis of Advanced renal cell carcinoma (RCC)

OR




1.2 Diagnosis is supported as a use in the National Cancer network (NCCN) Drugs and
Biologics Compendium with a category of Evidence and Consensus of 1, 2A, or 2B

AND

2 - Patient is 12 years or older

AND

3 - Prescribed by or in consultation with an oncologist or hematologist

Product Name: Cabometyx

Diagnosis Differentiated thyroid cancer (DTC)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Diagnosis of Differentiated thyroid cancer (DTC)

OR

1.2 Diagnosis is supported as a use in the National Cancer network (NCCN) Drugs and
Biologics Compendium with a category of Evidence and Consensus of 1, 2A, or 2B

AND

2 - Patient is 12 years or older

AND

3 - Prescribed by or in consultation with an oncologist or hematologist




Product Name: Cabometyx

Diagnosis Hepatocellular carcinoma (HCC)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Diagnosis of Hepatocellular carcinoma (HCC)

OR

1.2 Diagnosis is supported as a use in the National Cancer network (NCCN) Drugs and
Biologics Compendium with a category of Evidence and Consensus of 1, 2A, or 2B

AND

2 - Patient is 12 years or older

AND

3 - Prescribed by or in consultation with an oncologist or hematologist

AND

4 - Trial and failure, intolerance or contraindication to Stivarga or Cyramza

Product Name: Cabometyx

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




Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Background

Benefit/Coverage/Program Information

Compendia Requirements

NCCN Categories of Evidence and Consensus:

Category Level of Consensus

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 consensus
that the intervention is appropriate.

2B Based upon lower-level evidence, there is NCCN consensus that the
intervention is appropriate.

3 Based upon any level of evidence, there is major NCCN disagreement
that the intervention is appropriate.

3 . Revision History

Date Notes

10/27/2022 New Implementation




Cabotegravir Containing Agents - PA, NF

Prior Authorization Guideline

Guideline ID GL-121685
Guideline Name Cabotegravir Containing Agents - PA, NF
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 5/1/2023

P&T Approval Date: 3/17/2021

P&T Revision Date: 04/21/2021;11/18/2021 ; 03/16/2022 ; 05/19/2022 ; 09/21/2022 ;
12/14/2022 ; 3/15/2023

1. Indications

Drug Name: Cabenuva (cabotegravir and rilpivirine) Injection

Treatment of HIV-1 Infection Indicated as a complete regimen for the treatment of HIV-1
infection in adults and adolescents 12 years of age and older and weighing at least 35kg to
replace the current antiretroviral regimen in those who are virologically suppressed (HIV-1 RNA
less than 50 copies per mL) on a stable antiretroviral regimen with no history of treatment
failure and with no known or suspected resistance to either cabotegravir or rilpivirine.

Drug Name: Vocabria (cabotegravir) Tablet

Treatment of HIV-1 Infection Indicated in combination with EDURANT (rilpivirine) for short-term
treatment of HIV-1 infection in adults and adolescents 12 years of age and older and weighing
at least 35kg who are virologically suppressed (HIV-1 RNA less than 50 copies/mL) on a stable
antiretroviral regimen with no history of treatment failure and with no known or suspected
resistance to either cabotegravir or rilpivirine. Vocabria may be used as: 1) Oral lead-in to
assess the tolerability of cabotegravir prior to administration of Cabenuva extended-release
injectable suspension for HIV-1 treatment. 2) Oral therapy for patients who will miss planned
injection dosing with Cabenuva for HIV-1 treatment.

HIV-1 Pre-Exposure Prophylaxis Indicated in at-risk adults and adolescents weighing at least
35 kg for short-term pre exposure prophylaxis (PrEP) to reduce the risk of sexually acquired HIV-




1 infection. Vocabria may be used as: 1) Oral lead-in to assess the tolerability of cabotegravir
prior to administration of Apretude extended-release injectable suspension for HIV-1 PrEP. 2)
Oral therapy for patients who will miss planned injection dosing with Apretude for HIV-1 PrEP.

Drug Name: Apretude (cabotegravir) Injection

HIV-1 Pre-exposure prophylaxis (PrEP) Indicated in at-risk adults and adolescents weighing at
least 35 kg for pre-exposure prophylaxis (PrEP) to reduce the risk of sexually acquired HIV-1
infection. Individuals must have a negative HIV-1 test prior to initiating Apretude (with or without
an oral lead-in with oral cabotegravir) for HIV-1 PrEP.

2 . 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

1.2 Patient is 12 years of age or older

AND

1.3 Patient's weight is greater than or equal to 35 kg

AND

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




AND

1.5 Patient has no history of treatment failure or known/suspected resistance to either
cabotegravir or rilpivirine

AND

1.6 Provider attests that patient would benefit from long-acting injectable therapy over
standard oral regimens

AND

1.7 Prescribed by or in consultation with a clinician with HIV expertise

OR

2 - For continuation of prior therapy

Notes *|f patient meets criteria above, please approve both Vocabria and Cab
enuva at GPI list “CABOTEGRPA".

Product Name: Vocabria*, Cabenuva*

Diagnosis Treatment of HIV-1 Infection
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria
1 - All of the following:

1.1 Diagnosis of HIV-1 infection

AND

1.2 Patient is 12 years of age or older




AND

1.3 Patient's weight is greater than or equal to 35 kg

AND

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

AND

1.5 Patient has no history of treatment failure or known/suspected resistance to either
cabotegravir or rilpivirine

AND

1.6 Provider attests that patient would benefit from long-acting injectable therapy over
standard oral regimens

AND

1.7 Prescribed by or in consultation with a clinician with HIV expertise

OR

2 - Paid claims or submission of medical records (e.g., chart notes) confirming continuation of

prior therapy, defined as no more than a 70-day gap in therapy [A]

Notes *|f patient meets criteria above, please approve both Vocabria and Cab

enuva at GPI list “CABOTEGRPA”.

Product Name: Vocabria**, Apretude**

Diagnosis HIV-1 Pre-Exposure Prophylaxis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria

1 - Requested drug is being used for pre-exposure prophylaxis (PrEP) to reduce the risk of
sexually acquired HIV-1 infection

AND

2 - Patient's weight is greater than or equal to 35 kg

AND

3 - Documentation of both of the following U.S. Food and Drug (FDA)-approved test prior to use
of Vocabria or Apretude:

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

AND
4 - One of the following:
4.1 Trial of, contraindication or intolerance to generic emtricitabine-tenofovir disoproxil
fumarate 200/300mg
OR
4.2 Provider attests to both of the following:

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

Notes **|f patient meets criteria above, please approve both Vocabria and Apr
etude at GPlI 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:

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

Notes **|f patient meets criteria above, please approve both Vocabria and Apr
etude at GPlI list “APRETUDEPA”

Product Name: Vocabria**, Apretude**

Diagnosis HIV-1 Pre-Exposure Prophylaxis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

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 - Submission of medical records (e.g., chart notes) confirming documentation of both the
following U.S. Food and Drug (FDA)-approved test prior to use of Vocabria or Apretude:




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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming one of the
following:

4.1 Trial of, contraindication or intolerance to generic emtricitabine-tenofovir disoproxil
fumarate 200/300mg

OR

4.2 Both of the following:

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

Notes **|f patient meets criteria above, please approve both Vocabria and Apr
etude at GPI list “APRETUDEPA”

Product Name: Vocabria**, Apretude**

Diagnosis HIV-1 Pre-Exposure Prophylaxis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria
1 - Provider attests that patient is adherent to the testing appointments and scheduled
injections of Apretude

AND

2 - Submission of medical records (e.g., chart notes) confirming documentation of both of the
following U.S. Food and Drug (FDA)-approved test prior to each maintenance injection of
Apretude for HIV PrepP:

e Negative HIV-1 antigen/antibody test




o Negative HIV-1 RNA assay

Notes **|f patient meets criteria above, please approve both Vocabria and Apr
etude at GPI list “APRETUDEPA”

3. Endnotes

A. Continuation of therapy for Cabenuva and Vocabria in NF criteria will allow for a 70-day
gap to account for the 2-month dosing schedule +/- 7 days. [1]

4 . References

1. Cabenuva Prescribing Information. ViiV Healthcare Company. Research Triangle Park, NC.

April 2022.

2. Vocabria Prescribing Information. ViiV Healthcare Company. Research Triangle Park, NC.
March 2022.

3. Apretude Prescribing information. ViiV Healthcare Company. Research Triangle Park, NC.
December 2021.

5. Revision History

Date Notes

3/15/2023 Annual review - no changes.




CGRP Inhibitors

Prior Authorization Guideline

Guideline ID GL-126337
Guideline Name CGRP Inhibitors
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

1. Criteria

Product Name: Aimovig, Ajovy

Diagnosis Preventive Treatment of Migraine
Approval Length 6 Months [E]

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




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, 10]:
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)
« Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)

OR




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

« 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

OR

3.4 One of the following:
» History of failure (after at least a two month trial) or intolerance to Atacand

(candesartan)
» Patient has a contraindication to Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Aimovig, Ajovy

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.qg., 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 [J]

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

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 Months [E]

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 [26]

AND

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

AND

3 - Two of the following [D, E, F, G, 10]:
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)
« Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)

OR

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

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

OR

3.3 One of the following:




» 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

OR

3.4 One of the following:
o History of failure (after at least a two month trial) or intolerance to Atacand

(candesartan)
o Patient has a contraindication to Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Notes Note: For use for preventive treatment of migraine, please enter a qualit
y limit override of #16 tablets per 30 days (MDD, 0.54) for 6 months.

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.qg., 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 [J]

AND

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

Notes Nurtec ODT: For use for preventive treatment of migraine, please enter
a quality limit override of #16 tablets per 30 days (MDD, 0.54) for 12 mo
nths.

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches
Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of episodic cluster headache

AND

2 - Patient has experienced at least 2 cluster periods lasting from 7 days to 365 days, separated
by pain-free periods lasting at least three months [21]




AND
3 - Patient is 18 years of age or older [l]
AND
4 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches
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 - Prescribed by or in consultation with one of the following specialists:

e Neurologist
e Pain specialist
o Headache specialist [J]




AND

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

Product Name: Nurtec ODT

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 [23]

AND

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

AND

5 - One of the following: [24]

 Trial and failure or intolerance to three triptans (e.g., eletriptan, rizatriptan, sumatriptan)

and NSAID (ibuprofen, naproxen, diclofenac) combined treatment

e Trial and failure or intolerance to NSAID treatment alone if triptans contraindicated
e Contraindication to all triptans and NSAIDs




AND

6 - If patient has 4 or more headache days per month, patient must meet one of the following [D,
24]:

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

OR

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

OR

6.3 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

OR

6.4 Currently being treated with Atacand (candesartan) unless there is a contraindication or
intolerance to this medication

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

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Nurtec ODT

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
o Headache specialist [J]

AND

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

Product Name: Ubrelvy

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 - Will not be used for preventive treatment of migraine

AND

4 - Patient has fewer than 15 headache days per month [23]

AND

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

AND

6 - One of the following: [24]

 Trial and failure or intolerance to three triptans (e.g., eletriptan, rizatriptan, sumatriptan)
and NSAID (ibuprofen, naproxen, diclofenac) combined treatment

e Trial and failure or intolerance to NSAID treatment alone if triptans contraindicated

e Contraindication to all triptans and NSAIDs

AND

7 - If patient has 4 or more headache days per month, patient must meet one of the following [D,
24]:

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




OR

7.4 Currently being treated with Atacand (candesartan) unless there is a contraindication or
intolerance to this medication

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

e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Ubrelvy

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 - Will not be used for preventive treatment of migraine

AND

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




e Neurologist
e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 Months [E]
Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes) confirming 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 [26]

AND

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming two of the
following [D, E, F, G, 10]:
3.1 One of the following:

» 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)

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:
« 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

OR

3.4 One of the following:
o History of failure (after at least a two month trial) or intolerance to Atacand

(candesartan)
o Patient has a contraindication to Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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




Notes Note: For use for preventive treatment of migraine, please enter a qualit
y limit override of #16 tablets per 30 days (MDD, 0.54) for 6 months.

Product Name: Nurtec ODT

Diagnosis Acute Treatment of Migraine
Approval Length 3 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of migraine with or
without aura

AND

2 - Submission of medical records (e.g., chart notes) confirming drug will be used for the acute
treatment of migraine

AND

3 - Submission of medical records (e.g., chart notes) confirming patient has fewer than 15
headache days per month [23]

AND

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

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming one of the
following: [24]

« Trial and failure or intolerance to three triptans (e.g., eletriptan, rizatriptan, sumatriptan)
and NSAID (ibuprofen, naproxen, diclofenac) combined treatment

e Trial and failure or intolerance to NSAID treatment alone if triptans contraindicated

e Contraindication to all triptans and NSAIDS




AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming that if patient
has 4 or more headache days per month, patient must meet one of the following [D, 24]:

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

OR

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

OR

6.3 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

OR

6.4 Currently being treated with Atacand (candesartan) unless there is a contraindication or
intolerance to this medication

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

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Ubrelvy

Diagnosis Acute Treatment of Migraine

Approval Length 3 month(s)




Guideline Type

Non Formulary

Approval Criteria

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

without aura

AND

2 - Submission of medical records (e.g., chart notes) confirming drug will be used for the acute

treatment of migraine

AND

3 - Submission of medical records (e.g., chart notes) confirming drug will not be used for
preventive treatment of migraine

AND

4 - Submission of medical records (e.g., chart notes) confirming patient has fewer than 15
headache days per month [23]

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

AND

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming one of the

following: [24]

« Trial and failure or intolerance to three triptans (e.g., eletriptan, rizatriptan, sumatriptan)
and NSAID (ibuprofen, naproxen, diclofenac) combined treatment

e Trial and failure or intolerance to NSAID treatment alone if triptans contraindicated

e Contraindication to all triptans and NSAIDS

AND




7 - Paid claims or submission of medical records (e.g., chart notes) confirming that if patient
has 4 or more headache days per month, patient must meet one of the following [D, 24]:

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

OR

7.4 Currently being treated with Atacand (candesartan) unless there is a contraindication or
intolerance to this medication

AND

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

e Pain specialist
e Headache specialist [J]

AND

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

2 . Endnotes

A. The International Classification of Headache Disorders, 3rd addition (beta version)
distinguishes chronic and episodic migraine [11]. Chronic migraine is described as
headache occurring on 15 or more days per month for more than 3 months, which has the
features of migraine headache on at least 8 days per month. Episodic migraine is not



clearly defined, but is applied when a patient is diagnosed with migraine but does not meet
criteria for chronic migraine.

. While every patient with chronic migraine should receive preventive therapy, not every

patient with episodic migraine needs prevention [12]. Appropriate candidates for
preventative treatment include those with at least 4 days per month of headache-related
disability.

The phase 3 inclusion criteria for the erenumab (LIBERTY, STRIVE, ARISE) and
galcanezumab (EVOLVE-1, EVOLVE-2) pivotal trials in episodic migraine required that
patients had 4 to 14 migraine days per month [3-9]. The LEADER trial evaluated patients
who had failed two to four prior preventive migraine treatments (PMTSs). At the start of the
trial, 38.6%, 37.8%, and 22.8% of patients had failed two, three, and four prior PMTs,
respectively [2].

The American Academy of Neurology supports the use of the following medications for
the prevention of episodic migraine in adult patients (with level A or B evidence):
antidepressants [i.e., Elavil (amitriptyline), Effexor (venlafaxine)], antiepileptics [i.e.,
Depakote/Depakote ER (divalproex sodium), Topamax (topiramate)], beta-blockers [i.e.,
atenolol, propranolol, nadolol, timolol, metoprolol], and candesartan [16, 24].

The US Headache Consortium Consensus (Table e-1) recommends that therapy be
initiated with medications that have the highest level of evidence-based therapy while also
taking into account patient specific comorbidities [15]. Each medication should be given
an adequate trial, it may take two to three months to achieve clinical benefit, and six
months to achieve maximal benefit.

The OptumRx clinical team consulted with a neurologist on the prospective review of the
CGPR Inhibitors [14]. He confirmed that preventative treatment for chronic migraine and
episodic migraine are similar. The choice of preventative medication will not vary much
between the episodic vs chronic subtypes. The choice of agent will largely depend more
on patient specific factors. Also, he felt that this agent will most likely fall into a similar
place in therapy as Botox (onabotulinumtoxin A).

. The National Institute for Health and Care Excellence guidelines for the management of

migraine recommend Botox (onabotulinumtoxin A) as an option in chronic migraine after
failure of at least three other prophylactic medications and that the patient is being
managed for medication overuse [13].

Medication overuse headache (MOH) is defined as headache occurring greater than or
equal to 15 days per month. It develops as a consequence of regular overuse of acute or
symptomatic headache medication for more than 3 months [11]. Current evidence
suggests the best treatment strategy is withdrawal of the offending medication.

The safety and effectiveness in pediatric patients has not been established [1, 17-19, 20,
22].

Headache specialists are physicians certified by the United Council for Neurologic
Subspecialties (UCNS). [25]
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1. Indications

Drug Name: Aimovig (erenumab-aooe), Ajovy (fremanezumab-vfrm), Vyepti (eptinezumab-
jjmr)

Preventive Treatment of Migraine Indicated for the preventive treatment of migraine in adults.

Drug Name: Emgality (galcanezumab-gnim)

Preventive Treatment of Migraine Indicated for the preventive treatment of migraine in adults.

Episodic Cluster Headache Indicated for the treatment of episodic cluster headache in adults.

Drug Name: Nurtec ODT (rimegepant sulfate)

Acute Treatment of Migraine Indicated for the acute treatment of migraine with or without aura
in adults.

Preventive Treatment of Episodic Migraine Indicated for the preventive treatment of episodic
migraine in adults.




Drug Name: Qulipta (atogepant)

Preventive Treatment of Migraine Indicated for the preventive treatment of migraine in adults.

Drug Name: Ubrelvy (ubrogepant)

Acute Treatment of Migraine Indicated for the acute treatment of migraine with or without aura
in adults. Limitations of Use: Not indicated for the preventive treatment of migraine.

2 . Criteria

Product Name: Aimovig, Ajovy, or Vyepti

Diagnosis Preventive Treatment of Migraine
Approval Length 6 Months [E]

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

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, 10]:
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)
« Patient has a contraindication to both Elavil (amitriptyline) and Effexor (venlafaxine)

OR

3.2 One of the following:

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

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

OR

3.3 One of the following:

» 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




OR

3.4 One of the following:
o History of failure (after at least a two month trial) or intolerance to Atacand

(candesartan)
o Patient has a contraindication to Atacand (candesartan)

AND

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

e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Aimovig, Ajovy, or 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.qg., 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
o Headache specialist [J]

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

Product Name: Emgality 120 mg/mL

Diagnosis Preventive Treatment of Migraine
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

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, 10]:
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)

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:
» 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

OR

3.4 One of the following:

o History of failure (after at least a two month trial) or intolerance to Atacand
(candesartan)
o Patient has a contraindication to Atacand (candesartan)

AND

4 - Trial and failure, contraindication, or intolerance to both of the following:
e Aimovig
e Ajovy

AND

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

e Pain specialist
e Headache specialist [J]

AND

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

Notes Approval Length: 6 months [E]. *QL Override for Emgality (For new start
s only): For migraine, please enter 2 PAs with the same start date as foll
ows: First PA: Approve two pens or syringes per 30 days for 1 month wi
th a fill count of 2 (Loading dose has a MDD of 0.067); Second PA: Appr
ove one pen or syringe per 30 days (no overrides needed) for 6 months.




(Emgality 120 mg/mL is hard-coded with a quantity of one prefilled pen
/syringe per 30 days)

Product Name: Emgality 120 mg/mL

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.qg., 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 [J]

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




AND

6 - Trial and failure, contraindication, or intolerance to both of the following:

e Aimovig
e Ajovy

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 Months [E]

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 [26]

AND

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

AND

3 - History of failure (after at least a two month trial), contraindication, or intolerance to TWO of
the following [D, E, F, G, 10]:

 Elavil (amitriptyline) or Effexor (venlafaxine)
o Depakote/Depakote ER (divalproex sodium) or Topamax (topiramate)
e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol)




e Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Notes Note: For use for preventive treatment of migraine, please enter a qualit
y limit override of #16 tablets per 30 days (MDD, 0.54) for 6 months.

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.qg., 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
o Headache specialist [J]

AND

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

Notes Nurtec ODT: For use for preventive treatment of migraine, please enter
a quality limit override of #16 tablets per 30 days (MDD, 0.54) for 12 mo
nths.

Product Name: Qulipta

Diagnosis Preventive Treatment of Migraine
Approval Length 6 Months [E]

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

AND

1.1.2 Patient has 4 to 14 migraine days per month, but no more than 14 headache days per
month [28]

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 [l]
AND
3 - History of failure (after at least a two month trial), contraindication, or intolerance to TWO of

the following [D, E, F, G, 10]:

 Elavil (amitriptyline) or Effexor (venlafaxine)

o Dapakote/Depakote ER (divalproex sodium) or Topamax (topiramate)

e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol)
e Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Qulipta




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.qg., 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
o Headache specialist [J]

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

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches

Approval Length 3 month(s)




Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of episodic cluster headache

AND

2 - Patient has experienced at least 2 cluster periods lasting from 7 days to 365 days, separated
by pain-free periods lasting at least three months [21]

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 [J]

AND

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

Product Name: Emgality 100 mg/mL

Diagnosis Episodic Cluster Headaches
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 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Nurtec ODT

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 [23]

AND




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

AND

5 - One of the following: [24]

« Trial and failure or intolerance to two triptans (e.g., eletriptan, rizatriptan, sumatriptan)
o Contraindication to all triptans

AND

6 - If patient has 4 or more headache days per month, patient must be currently treated with one
of the following: [D, 24

 Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a contraindication or
intolerance to these medications

o Depakote/Depakote ER (divalproex sodium) or Topamax (topiramate) unless there is a
contraindication or intolerance to these medications

e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol) unless there is
a contraindication or intolerance to these medications

e Atacand (candesartan) unless there is a contraindication or intolerance to this
medication

AND

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

e Neurologist
e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Nurtec ODT

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 [J]

AND

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

Product Name: Ubrelvy

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 [23]




AND

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

AND

5 - One of the following: [24]

« Trial and failure or intolerance to two triptans (e.qg., eletriptan, rizatriptan, sumatriptan)
e Contraindication to all triptans

AND

6 - If patient has 4 or more headache days per month, patient must be currently treated with one
of the following: [D, 24

 Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a contraindication or
intolerance to these medications

o Depakote/Depakote ER (divalproex sodium) or Topamax (topiramate) unless there is a
contraindication or intolerance to these medications

e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol) unless there is
a contraindication or intolerance to these medications

e Atacand (candesartan) unless there is a contraindication or intolerance to this
medication

AND

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

e Neurologist
e Pain specialist
e Headache specialist [J]

AND

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

Product Name: Ubrelvy

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 - Will not be used for preventive treatment of migraine
AND
3 - Prescribed by or in consultation with one of the following specialists:
e Neurologist

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Emgality 120 mg/mL

Diagnosis Preventive Treatment of Migraine

Guideline Type Non Formulary

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

1.1.1 Submission of medical records (e.g., chart notes) confirming a diagnosis of episodic
migraines




AND

1.1.2 Submission of medical records (e.g., chart notes) confirming the patient has 4to 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 Submission of medical records (e.g., chart notes) confirming a diagnosis of chronic
migraines

AND

1.2.2 Submission of medical records (e.g., chart notes) confirming the 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 - Paid claims or submission of medical records (e.g., chart notes) confirming two of the
following [D, E, F, G, 10]:

3.1 One of the following:
» History of failure (after at least a two month trial) or intolerance to Elavil (amitriptyline)

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




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)

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

OR

3.3 One of the following:
« 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

OR

3.4 One of the following:
o History of failure (after at least a two month trial) or intolerance to Atacand

(candesartan)
o Patient has a contraindication to Atacand (candesartan)

AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to both of the following:
e Aimovig
e Ajovy

AND

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

e Neurologist
e Pain specialist
o Headache specialist [J]




AND

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

Notes Approval Length: 6 months [E]. *QL Override for Emgality (For new start
s only): For migraine, please enter 2 PAs with the same start date as foll
ows: First PA: Approve two pens or syringes per 30 days for 1 month wi
th a fill count of 2 (Loading dose has a MDD of 0.066); Second PA: Appr
ove one pen or syringe per 30 days (no overrides needed) for 6 months.
(Emgality 120 mg/mL is hard-coded with a quantity of one prefilled pen

/syringe per 30 days)
Product Name: Qulipta
Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 Months [E]
Guideline Type Non Formulary

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

1.1 Diagnosis of episodic migraines

AND

1.2 Patient has 4 to 14 migraine days per month, but no more than 14 headache days per
month [28]

AND

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming history of failure
(after at least a two month trial), contraindication, or intolerance to TWO of the following [D, E, F,
G, 10]:




Elavil (amitriptyline) or Effexor (venlafaxine)

Dapakote/Depakote ER (divalproex sodium) or Topamax (topiramate)

A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol)
Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Product Name: Nurtec ODT

Diagnosis Preventive Treatment of Episodic Migraine
Approval Length 6 Months [E]
Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes) confirming 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 [26]

AND

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




AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming history of failure
(after at least a two month trial), contraindication, or intolerance to TWO of the following [D, E, F,
G, 10]:

Elavil (amitriptyline) or Effexor (venlafaxine)

Dapakote/Depakote ER (divalproex sodium) or Topamax (topiramate)

A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol)
Atacand (candesartan)

AND

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

e Pain specialist
o Headache specialist [J]

AND

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

Notes Note: For use for preventive treatment of migraine, please enter a qualit
y limit override of #16 tablets per 30 days (MDD, 0.54) for 6 months.

Product Name: Nurtec ODT

Diagnosis Acute Treatment of Migraine
Approval Length 3 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of migraine with or
without aura

AND




2 - Submission of medical records (e.g., chart notes) confirming drug will be used for the acute
treatment of migraine

AND

3 - Submission of medical records (e.g., chart notes) confirming patient has fewer than 15
headache days per month [23]

AND

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

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming one of the
following: [24]

« Trial and failure or intolerance to two triptans (e.qg., eletriptan, rizatriptan, sumatriptan)
e Contraindication to all triptans

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming that if patient
has 4 or more headache days per month, patient must be currently treated with one of the
following: [D, 24]:

 Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a contraindication or
intolerance to these medications

» Dapakote/Depakote ER (divalproex sodium) or Topamax (topiramate) unless there is a
contraindication or intolerance to these medications

e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol) unless there is
a contraindication or intolerance to these medications

e Atacand (candesartan) unless there is a contraindication or intolerance to this
medication

AND

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

e Neurologist
e Pain specialist




e Headache specialist [J]

AND

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

Product Name: Ubrelvy

Diagnosis Acute Treatment of Migraine
Approval Length 3 month(s)
Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes) confirming a diagnosis of migraine with or
without aura

AND

2 - Submission of medical records (e.g., chart notes) confirming drug will be used for the acute
treatment of migraine

AND

3 - Submission of medical records (e.g., chart notes) confirming patient has fewer than 15
headache days per month [23]

AND

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

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming one of the

following: [24]

e Trial and failure or intolerance to two triptans (e.qg., eletriptan, rizatriptan, sumatriptan)




e Contraindication to all triptans

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming that if patient
has 4 or more headache days per month, patient must be currently treated with one of the
following: [D, 24]:

 Elavil (amitriptyline) or Effexor (venlafaxine) unless there is a contraindication or
intolerance to these medications

o Dapakote/Depakote ER (divalproex sodium) or Topamax (topiramate) unless there is a
contraindication or intolerance to these medications

e A beta-blocker (i.e., atenolol, propranolol, nadolol, timolol, or metoprolol) unless there is
a contraindication or intolerance to these medications

e Atacand (candesartan) unless there is a contraindication or intolerance to this
medication

AND

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

e Neurologist
e Pain specialist
e Headache specialist [J]

AND

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

3. Endnotes

A. The International Classification of Headache Disorders, 3rd addition (beta version)
distinguishes chronic and episodic migraine [11]. Chronic migraine is described as
headache occurring on 15 or more days per month for more than 3 months, which has the
features of migraine headache on at least 8 days per month. Episodic migraine is not

clearly defined, but is applied when a patient is diagnosed with migraine but does not meet

criteria for chronic migraine.

B. While every patient with chronic migraine should receive preventive therapy, not every
patient with episodic migraine needs prevention [12]. Appropriate candidates for
preventative treatment include those with at least 4 days per month of headache-related
disability.

C. The phase 3 inclusion criteria for the erenumab (LIBERTY, STRIVE, ARISE) and
galcanezumab (EVOLVE-1, EVOLVE-2) pivotal trials in episodic migraine required that
patients had 4 to 14 migraine days per month [3-9]. The LEADER trial evaluated patients



who had failed two to four prior preventive migraine treatments (PMTSs). At the start of the
trial, 38.6%, 37.8%, and 22.8% of patients had failed two, three, and four prior PMTs,
respectively [2].

The American Academy of Neurology supports the use of the following medications for
the prevention of episodic migraine in adult patients (with level A or B evidence):
antidepressants [i.e., Elavil (amitriptyline), Effexor (venlafaxine)], antiepileptics [i.e.,
Depakote/Depakote ER (divalproex sodium), Topamax (topiramate)], beta-blockers [i.e.,
atenolol, propranolol, nadolol, timolol, metoprolol], and candesartan [16, 24].

The US Headache Consortium Consensus (Table e-1) recommends that therapy be
initiated with medications that have the highest level of evidence-based therapy while also
taking into account patient specific comorbidities [15]. Each medication should be given
an adequate trial, it may take two to three months to achieve clinical benefit, and six
months to achieve maximal benefit.

The Samaritan Choice Plans clinical team consulted with a neurologist on the prospective
review of the CGPR Inhibitors [14]. He confirmed that preventative treatment for chronic
migraine and episodic migraine are similar. The choice of preventative medication will not
vary much between the episodic vs chronic subtypes. The choice of agent will largely
depend more on patient specific factors. Also, he felt that this agent will most likely fall
into a similar place in therapy as Botox (onabotulinumtoxin A).

. The National Institute for Health and Care Excellence guidelines for the management of

migraine recommend Botox (onabotulinumtoxin A) as an option in chronic migraine after
failure of at least three other prophylactic medications and that the patient is being
managed for medication overuse [13].

. Medication overuse headache (MOH) is defined as headache occurring greater than or

equal to 15 days per month. It develops as a consequence of regular overuse of acute or
symptomatic headache medication for more than 3 months [11]. Current evidence
suggests the best treatment strategy is withdrawal of the offending medication.

The safety and effectiveness in pediatric patients has not been established [1, 17-19, 20,
22].

Headache specialists are physicians certified by the United Council for Neurologic
Subspecialties (UCNS). [25]
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Cimzia (certolizumab pegol)

Prior Authorization Guideline

Guideline ID GL-116586
Guideline Name Cimzia (certolizumab pegol)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Indications

Drug Name: Cimzia (certolizumab pegol)

Rheumatoid Arthritis (RA) Indicated for the treatment of adults with moderately to severely
active rheumatoid arthritis.

Psoriatic Arthritis (PsA) Indicated for the treatment of adult patients with active psoriatic
arthritis (PsA).

Plaque Psoriasis (PsO) Indicated for the treatment of adults with moderate-to-severe plaque
psoriasis (PsO) who are candidates for systemic therapy or phototherapy.

Ankylosing Spondylitis (AS) Indicated for the treatment of adults with active ankylosing
spondylitis.

Non-radiographic Axial Spondyloarthritis (nr-axSpA) Indicated for the treatment of adults with
active non-radiographic axial spondyloarthritis (nr-axSpA) with objective signs of inflammation.

Crohn'’s Disease (CD) Indicated for reducing signs and symptoms of Crohn's disease (CD) and
maintaining clinical response in adult patients with moderately to severely active disease who
have had an inadequate response to conventional therapy.

2 . Criteria



Product Name: Cimzia

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active RA

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Minimum duration of a 3-month trial and failure, contraindication, or intolerance to one of the
following conventional therapies at maximally tolerated doses [4, 5]:

e methotrexate
e leflunomide
o sulfasalazine

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 therapy as evidenced by at least one of the
following [1, 4, 5]:

e Reduction in the total active (swollen and tender) joint count from baseline




e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Cimzia

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

Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

2 - One of the following [6]:

actively inflamed joints

dactylitis

enthesitis

axial disease

active skin and/or nail involvement

AND

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

e Dermatologist
e Rheumatologist

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 therapy as evidenced by at least one of the
following [1, 6]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, pruritus, inflammation) from baseline
e Reduction in the body surface area (BSA) involvement from baseline

Product Name: Cimzia

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

Approval Criteria

1 - Diagnosis of moderate to severe plaque psoriasis

AND

2 - One of the following [8]:

e Greater than or equal to 3% body surface area involvment
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 [9]:

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

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

e tazarotene

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

e coaltar




AND

4 - Prescribed by or in consultation with a dermatologist

Product Name: Cimzia

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

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by ONE of the following
[1,8]:

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

Product Name: Cimzia

Diagnosis Ankylosing Spondylitis
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active ankylosing spondylitis

AND

2 - Prescribed by or in consultation with a rheumatologist

AND




3 - Minimum duration of one month trial and failure, contraindication, or intolerance to two
different nonsteroidal anti-inflammatory drugs (NSAIDs) (e.g., ibuprofen, naproxen) at
maximally tolerated doses [7]

Product Name: Cimzia

Diagnosis Ankylosing Spondylitis
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by improvement from
baseline for least one of the following [1, 7]:

Disease activity (e.g., pain, fatigue, inflammation, stiffness)

Lab values (erythrocyte sedimentation rate, C-reactive protein level)
Function

Axial status (e.g., lumbar spine motion, chest expansion)

Total active (swollen and tender) joint count

Product Name: Cimzia

Diagnosis Non-radiographic Axial Spondyloarthritis
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active non-radiographic axial spondyloarthritis

AND

2 - Patient has objective signs of inflammation (e.g., C-reactive protein [CRP] levels above the
upper limit of normal and/or sacroiliitis on magnetic resonance imaging [MRI], indicative of
inflammatory disease, but without definitive radiographic evidence of structural damage on
sacroiliac joints.) [1, 7]




AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Minimum duration of one month trial and failure, contraindication, or intolerance to two
different NSAIDs (e.g., ibuprofen, naproxen) at maximally tolerated doses [7]

Product Name: Cimzia

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 therapy as evidenced by improvement from
baseline for least one of the following [1, 7]:

Disease activity (e.g., pain, fatigue, inflammation, stiffness)
Function

Lab values (erythrocyte sedimentation rate, C-reactive protein level)
Axial status (e.g., lumbar spine motion, chest expansion)

Total active (swollen and tender) joint count

Product Name: Cimzia

Diagnosis Crohn'’s disease
Approval Length 16 Weeks [A]
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active Crohn’s disease




AND

2 - One of the following [2, 3]:

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 - Trial and failure, contraindication, or intolerance to ONE of the following conventional
therapies [2, 3]:

6-mercaptopurine

Azathioprine

Corticosteroids (e.g., prednisone)
Methotrexate

AND

4 - Prescribed by or in consultation with a gastroenterologist

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 therapy as evidenced by at least one of the
following [1-3]:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from
baseline




Reversal of high fecal output state

3. Endnotes

A.

The recommended initial adult dose of Cimzia is 400 mg (given as two subcutaneous
injections of 200 mgq) initially, and at Weeks 2 and 4. In patients who obtain a clinical
response, the recommended maintenance regimen is 400 mg every four weeks.
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Cinqgair (reslizumab)

Prior Authorization Guideline

Guideline ID

GL-124534

Guideline Name

Cingair (reslizumab)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

7/1/2023

P&T Approval Date:

5/19/2016

P&T Revision Date:

02/13/2020, 03/17/2021 ; 03/16/2022 ;, 05/19/2022 ; 5/18/2023

1. Indications

Drug Name: Cinqair (reslizumab)

Severe Eosinophilic Asthma Indicated for the add-on maintenance treatment of patients with
severe asthma aged 18 years and older with an eosinophilic phenotype. Limitation of Use:
Cingair is not indicated for treatment of other eosinophilic conditions; Cinqair is not indicated
for the relief of acute bronchospasm or status asthmaticus.

2 . Criteria

Product Name: Cinqair

Approval Length

6 Months [H]

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria

1 - Diagnosis of severe asthma [1]

AND

2 - Asthma is an eosinophilic phenotype as defined by a baseline (pre-treatment) peripheral
blood eosinophil level greater than or equal to 150 cells per microliter [1, B, D]

AND

3 - One of the following:
3.1 Patient has had at least two or more asthma exacerbations requiring systemic
corticosteroids (e.g., prednisone) within the past 12 months [A]
OR
3.2 Prior asthma-related hospitalization within the past 12 months [D]
AND
4 - Patient is currently being treated with one of the following unless there is a contraindication
or intolerance to these medications:
4.1 Both of the following: [C, E, F]
e High-dose inhaled corticosteroid (ICS) [e.g., greater than 500 mcg fluticasone propionate
equivalent/day]

o Additional asthma controller medication (e.g., leukotriene receptor antagonist [e.g.,
montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol], tiotropium)

OR

4.2 One maximally-dosed combination ICS/LABA product (e.g., Advair [fluticasone
propionate/salmeterol], Symbicort [budesonide/formoterol], Breo Ellipta [fluticasone/vilanterol])




AND

5 - Age greater than or equal to 18 years

AND

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

e Pulmonologist
e Allergist/immunologist

Product Name: Cingair

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

Approval Criteria
1 - Documentation of positive clinical response to therapy (e.g., reduction in exacerbations,

improvement in forced expiratory volume in 1 second [FEV1], decreased use of rescue
medications)

AND

2 - Patient continues to be treated with an inhaled corticosteroid (ICS) (e.qg., fluticasone,
budesonide) with or without additional asthma controller medication (e.g., leukotriene receptor
antagonist [e.g., montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol], tiotropium)
unless there is a contraindication or intolerance to these medications

AND

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

e Pulmonologist
e Allergist/Immunologist




3. Background

Clinical Practice Guidelines

The Global Initiative for Asthma Global Strategy for Asthma Management and Prevention:
Table 1. Low, medium and high daily doses of inhaled corticosteroids in adolescents and
adults 12 years and older [6]

Inhaled corticosteroid Total Daily ICS Dose (mcg)

Low Medium High
Beclometasone dipropionate (pMDI, 200-500 > 500-1000 > 1000
standard particle, HFA)
Beclometasone dipropionate (DPI or 100-200 >200-400 > 400
pMDI, extrafine particle*, HFA)
Budesonide (DPI, or pMDI, standard 200-400 > 400-800 > 800
particle, HFA)
Ciclesonide (pMDI, extrafine 80-160 > 160-320 > 320
particle*, HFA)
Fluticasone furoate (DPI) 100 200
Fluticasone propionate (DPI) 100-250 >250-500 > 500
Fluticasone propionate (pMDI, 100-250 > 250-500 > 500
standard particle, HFA)
Mometasone furoate (DPI) Depends on DPI device — see product

information

Mometasone furoate (pMDI, 200-400 > 400

standard particle, HFA)

DPI: dry powder inhaler; HFA: hydrofluoroalkane propellant; ICS: inhaled
corticosteroid; N/A: not applicable; pMDI: pressurized metered dose inhaler
(non-chlorofluorocarbon formulations); ICS by pMDI should be preferably used
with a spacer *See product information.

This is not a table of equivalence, but instead, suggested total daily doses for
the ‘low’, ‘medium’ and ‘high’ dose ICS options for adults/adolescents, based
on available studies and product information. Data on comparative potency are
not readily available and therefore this table does NOT imply potency
equivalence. Doses may be country -specific depending on local availability,
regulatory labelling and clinical guidelines.




For new preparations, including generic ICS, the manufacturer’s information
should be reviewed carefully; products containing the same molecule may not
be clinically equivalent.

4 . Endnotes

A. Intwo duplicate 52-week Phase Il studies, eligible patients were required to have
experienced at least one asthma exacerbation that required a systemic corticosteroid for
at least 3 days within the past 12 months. [2, 3]

B. The Institute for Clinical and Economic Review (ICER) defines eosinophilic inflammation as
a blood eosinophil level greater than or equal to 150 cells per microliter at initiation of
therapy. This is the lowest measured threshold for eosinophilic asthma in pivotal trials. [8]

C. The ERS/ATS guidelines define severe asthma as that which requires treatment with high-
dose ICSs plus a second controller (or systemic corticosteroids [CSs]) to prevent
progression to uncontrolled disease status or continuing uncontrolled disease status
despite this therapy. [4]

D. Recommended per national P&T committee meeting, December 2015, regarding similar
agent first-in-class IL-5 antagonist Nucala (mepolizumab) in the use of severe eosinophilic
asthma.

E. Inthe pivotal study for Nucala (mepolizumab), another IL-5 antagonist indicated for severe
eosinophilic asthma, patients met the inclusion criteria with a well-documented
requirement for regular treatment with high dose ICS (i.e., greater than or equal to 880
mcg/day fluticasone propionate or equivalent daily), with or without maintenance oral
corticosteroids, in the 12 months prior to Visit 1. [5]

F. The Global Initiative for Asthma (GINA) Global Strategy for Asthma Management and
Prevention update lists anti-interleukin- 5 treatment or anti-interleukin 5 receptor treatment
as an add on option for patients with severe eosinophilic asthma that is uncontrolled on
two or more controllers plus as-needed reliever medication (Step 4-5 treatment). [6]

G. Asthma treatment can often be reduced, once good asthma control has been achieved
and maintained for three months and lung function has hit a plateau. However the
approach to stepping down will depend on patient specific factors (e.g., current
medications, risk factors). At this time evidence for optimal timing, sequence and
magnitude of treatment reductions is limited. It is feasible and safe for most patients to
reduce the ICS dose by 25-50% at three month intervals, but complete cessation of ICS is
associated with a significant risk of exacerbations [6].

H. The GINA Global Strategy for Asthma Management and Prevention update recommends
that patients with asthma should be reviewed regularly to monitor their symptom control,
risk factors and occurrence of exacerbations, as well as to document the response to any
treatment changes. Ideally, response to Type 2-targeted therapy should be re-evaluated
every 3-6 months, including re-evaluation of the need for ongoing biologic therapy for
patients with good response to Type 2 targeted therapy. [6]
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Clinical Duplicates Prior Authorization (PA) Program

Prior Authorization Guideline

Guideline ID GL-125162
Guideline Name Clinical Duplicates Prior Authorization (PA) Program
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

P&T Approval Date: 10/20/2021

P&T Revision Date: 11/18/2021;01/19/2022 ; 03/16/2022 ; 04/20/2022 ; 05/19/2022 ;
06/15/2022;08/18/2022 ;09/21/2022 ;10/19/2022 ;11/17/2022
04/19/2023 ;, 04/19/2023 ; 6/21/2023

1. Criteria

Product Name: Acuvail, Adlarity, Ala-Scalp lotion, Alkindi Sprinkle, Brand Allzital, Alocril, Alrex,
Analpram-HC lotion, Antara, Aspruzyo Sprinkle, Brand Baclofen, Baclofen suspension, Brand
Fenofibrate micronized capsules, Apexicon E cream, Betoptic-S, Bryhali lotion, Brand
Butalbital/apap 50-300 mg capsules, Capex shampoo, Clarinex-D, Conjupri, Consensi, Cordran
cream/tape, Cortisone tablets, Brand Cyclobenzaprine/Gabapentin pak 10/300, Brand Decadron,
Denavir cream, Dexabliss, Brand Durezol, Durlaza, Dutoprol, Dxevo, Ecoza, Brand Epaned,
Ertaczo, Exelderm, Brand Sulconazole nitrate cream/solution, Flector patch, Fleqsuvy susp,
Brand Diclofenac epolamine patch, Fosamax+D, Gialax, Gilphex TR, Giltuss, Giltuss TR, Gimoti,
Glycate, Brand Glycopyrrolate, Halog ointment/solution, Hemady, Hidex, Impeklo, Inderal XL,
Innopran XL, Karbinal ER, Katerzia, Kristalose, Lexette foam, Brand Halobetasol foam, Brand
Levamlodipine, Licart patch, Loreev XR, Brand Lotemax gel, Lotemax ointment, Luzu cream,
Brand Luliconazole cream, Lyvispah, generic methocarbamol 1000 mg, Brand Mentax cream,
Generic metformin 625 mg, Brand Millipred, Motofen, Naprelan, Brand Naproxen ER, Neotuss
Plus, Nexiclon XR, Brand Clonidine ER (Nexiclon XR ABA), Brand Norgesic Forte, Brand
Orphengesic Forte, Oravig, Ortikos, Otovel, Brand Ciprofloxacin/Fluocinolone PF soln, Oxistat,
Ozobax, Pandel cream, Pliaglis cream, Brand Lidocaine/Tetracaine cream, Generic prednisolone,




Brand Psorcon cream, Qbrelis, Qmiiz ODT, Rayos, Relafen DS, Reltone, Brand Ursodiol, Sancuso,
Seglentis, Semprex-D, Sitavig, Sivextro tab, Sorilux, Brand Calcipotriene Aer, Sulfamylon cream,
Synera, Taperdex, Brand Trianex oint, Ultravate lotion, Brand Valsartan oral solution, Vanatol LQ,
Vanatol S, VTOL, Verdeso, Veregen, Vusion, Brand Miconazole Nitrate/Zinc Oxide/White
Petrolatum oint, Xolegel, Yosprala, Brand Aspirin/Omeprazole tab, Zcort, Zilretta inj, Zuplenz

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 Both of the following:

1.1.1.1 Requested drug is FDA-approved for the condition being treated

AND

1.1.1.2 Additional requirements listed in the "Indications and Usage" sections of the
prescribing information (or package insert) have been met (e.qg., first line therapies have been
tried and failed, any testing requirements have been met, etc.)

OR

1.1.2 If requested for an off-label indication, the off-label guideline approval criteria have been
met

AND

1.2 One of the following:

1.2.1 Patient has failed or has contraindications or intolerance to at least three generic
formulary drugs. If only one or only two generic drugs are available, the patient must have failed
or had contraindications or intolerance to all available generic formulary drugs. The clinician's
judgment should be used to determine appropriate generic formulary drugs for the indication
provided.*

OR




1.2.2 Both of the following:

1.2.2.1 Only over-the-counter (OTC) equivalents are available

AND

1.2.2.2 Patient has tried and failed or has contraindications or intolerance to three OTC
equivalents. If only one or only two equivalents are available, the patient must have failed or had
contraindications or intolerance to all available OTC equivalents [document drug(s), dose,
duration of trial] The clinician's judgment should be used to determine equivalent formulary
drugs for the indication provided.*

OR

1.2.3 No formulary or OTC drug is appropriate to treat the patient's condition

Notes *Please consult client-specific resources to determine appropriate gene
ric formulary drugs.

Product Name: Abilify Mycite, Spritam

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 Both of the following:

1.1.1.1 Requested drug is FDA-approved for the condition being treated

AND

1.1.1.2 Additional requirements listed in the "Indications and Usage" sections of the
prescribing information (or package insert) have been met (e.g., first line therapies have been
tried and failed, any testing requirements have been met, etc.)




OR

1.1.2 If requested for an off-label indication, the off-label guideline approval criteria have been
met

AND

1.2 One of the following:

1.2.1 Patient has failed or has contraindications or intolerance to at least three generic
formulary drugs. If only one or only two generic drugs are available, the patient must have failed
or had contraindications or intolerance to all available generic formulary drugs. The clinician's

judgment should be used to determine appropriate generic formulary drugs for the indication
provided.*

OR

1.2.2 Both of the following:

1.2.2.1 Only over-the-counter (OTC) equivalents are available

AND

1.2.2.2 Patient has tried and failed or has contraindications or intolerance to three OTC
equivalents. If only one or only two equivalents are available, the patient must have failed or had
contraindications or intolerance to all available OTC equivalents [document drug(s), dose,
duration of trial] The clinician's judgment should be used to determine equivalent formulary
drugs for the indication provided.*

OR

1.2.3 No formulary or OTC drug is appropriate to treat the patient's condition

OR

1.2.4 For continuation of prior therapy

Notes *Please consult client-specific resources to determine appropriate gene
ric formulary drugs.




2 . Revision History

Date

Notes

5/1/2023

Added Baclofen suspension to guideline




Colony-Stimulating Factors (CSFs) - PA, NF

Prior Authorization Guideline

Guideline ID GL-126095
Guideline Name Colony-Stimulating Factors (CSFs) - PA, NF
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 9/1/2024

P&T Approval Date: 8/1/2006

P&T Revision Date: 01/15/2020;04/15/2020 ; 08/13/2020; 02/18/2021 ; 04/21/2021 ;
12/15/2021 ;04/20/2022 ; 11/17/2022 ; 02/16/2023 ; 03/15/2023 ;
04/19/2023; 6/21/2023;11/16/2023 ; 03/20/2024 ; 04/17/2024

1. Indications

Drug Name: Fulphila (pegfilgrastim-jmdb, G-CSF), Fylnetra (pegfilgrastim-pbbk), Nyvepria
(pedfilgrastim-apgf, G-CSF), Stimufend (pedfilgrastim-fpgk), Ziextenzo (pegfilgrastim-bmez,
G-CSF)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by febrile neutropenia, in patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated with a clinically significant incidence of febrile
neutropenia. Limitations of Use: Pegfilgrastim is not indicated for the mobilization of peripheral
blood progenitor cells for hematopoietic stem cell transplantation.

Off Label Uses: Hematopoietic Subsyndrome of Acute Radiation Syndrome To increase
survival in patients acutely exposed to myelosuppressive doses of radiation. [1, 33, 35, M]

Treatment of High-Risk Febrile Neutropenia (FN) For the treatment of FN in patients who have
received or are receiving myelosuppressive anticancer drugs associated with neutropenia who
are at high risk for infection-associated complications. [16, 17, 34, 35]

Drug Name: Granix (tbo-filgrastim, G-CSF)




Febrile Neutropenia (FN), Prophylaxis Indicated to reduce the duration of severe neutropenia in
adult and pediatric patients 1 month and older with nonmyeloid malignancies receiving
myelosuppressive anticancer drugs associated with a clinically significant incidence of febrile
neutropenia.

Off Label Uses: Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the
treatment of FN in patients who have received or are receiving myelosuppressive anticancer
drugs associated with neutropenia who are at high risk for infection-associated complications.
(16,17, 34]

Hematopoietic Subsyndrome of Acute Radiation Syndrome To increase survival in patients
acutely exposed to myelosuppressive doses of radiation. [16]

Drug Name: Leukine (sargramostim, GM-CSF)

Acute Myeloid Leukemia (AML) Following Induction Chemotherapy Indicated to shorten time
to neutrophil recovery and to reduce the incidence of severe, life-threatening, or fatal infections
following induction chemotherapy in adult patients 55 years and older with acute myeloid
leukemia (AML).

Autologous Peripheral Blood Progenitor Cell Mobilization and Collection Indicated in adult
patients with cancer undergoing autologous hematopoietic stem cell transplantation for the
mobilization of hematopoietic progenitor cells into peripheral blood for collection by
leukapheresis.

Autologous Peripheral Blood Progenitor Cell and Bone Marrow Transplantation Indicated for
the acceleration of myeloid reconstitution following autologous peripheral blood progenitor cell
(PBPC) or bone marrow transplantation in adult and pediatric patients 2 years of age and older
with non-Hodgkin's lymphoma (NHL), acute lymphoblastic leukemia (ALL) and Hodgkin's
lymphoma (HL).

Allogeneic Bone Marrow Transplantation (BMT) Indicated for the acceleration of myeloid
reconstitution in adult and pediatric patients 2 years of age and older undergoing allogeneic
bone marrow transplantation from HLA-matched related donors.

Allogeneic or Autologous Bone Marrow Transplantation: Treatment of Delayed Neutrophil
Recovery or Graft Failure Indicated for the treatment of adult and pediatric patients 2 years and
older who have undergone allogeneic or autologous bone marrow transplantation in whom
neutrophil recovery is delayed or failed.

Hematopoietic Syndrome of Acute Radiation Syndrome (H-ARS) Indicated to increase survival
in adult and pediatric patients from birth to 17 years of age acutely exposed to
myelosuppressive doses of radiation (Hematopoietic Syndrome of Acute Radiation Syndrome
[H-ARS]).

Off Label Uses: Febrile Neutropenia (FN), Prophylaxis Has been used in patients with
nonmyeloid malignancies receiving myelosuppressive anti-cancer drugs associated with a
significant incidence of severe neutropenia with fever [11]

Human Immunodeficiency Virus (HIV)-Related Neutropenia Has been prescribed for HIV-
related neutropenia [37]

Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the treatment of FN




in patients who have received or are receiving myelosuppressive anticancer drugs associated
with neutropenia who are at high risk for infection-associated complications. [16, 17, 34]

Drug Name: Neulasta, Neulasta Onpro (pegfilgrastim, G-CSF)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by febrile neutropenia, in patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated with a clinically significant incidence of febrile
neutropenia. Neulasta is not indicated for the mobilization of peripheral blood progenitor cells
for hematopoietic stem cell transplantation.

Hematopoietic Subsyndrome of Acute Radiation Syndrome Indicated to increase survival in
patients acutely exposed to myelosuppressive doses of radiation.

Off Label Uses: Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the
treatment of FN in patients who have received or are receiving myelosuppressive anticancer
drugs associated with neutropenia who are at high risk for infection-associated complications.
[16,17,34]

Drug Name: Neupogen (filgrastim, G-CSF)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by FN, in patients with nonmyeloid malignancies receiving myelosuppressive anti-
cancer drugs associated with a significant incidence of severe neutropenia with fever.

Patients with Acute Myeloid Leukemia (AML) Receiving Induction or Consolidation
Chemotherapy Indicated for reducing the time to neutrophil recovery and the duration of fever,
following induction or consolidation chemotherapy treatment of adults with AML.

Patients with Cancer Undergoing Bone Marrow Transplantation (BMT) Indicated to reduce the
duration of neutropenia and neutropenia-related clinical sequelae, e.g., febrile neutropenia, in
patients with nonmyeloid malignancies undergoing myeloablative chemotherapy followed by
bone marrow transplantation.

Patients Undergoing Autologous Peripheral Blood Progenitor Cell (PBPC) Collection and
Therapy Indicated for the mobilization of autologous hematopoietic progenitor cells into the
peripheral blood for collection by leukapheresis.

Patients with Severe Chronic Neutropenia (SCN) Indicated for chronic administration to reduce
the incidence and duration of sequelae of neutropenia (e.g., fever, infections, oropharyngeal
ulcers) in symptomatic patients with congenital neutropenia, cyclic neutropenia, or idiopathic
neutropenia.

Hematopoietic Syndrome of Acute Radiation Syndrome Indicated to increase survival in
patients acutely exposed to myelosuppressive doses of radiation.

Off Label Uses: Human Immunodeficiency Virus (HIV)-Related Neutropenia Has been
prescribed for HIV-related neutropenia. [11-15, 37]

Hepatitis-C Interferon Induced Neutropenia Neupogen has been prescribed for interferon-
induced neutropenia in Hepatitis C virus infected patients [4-10, 23, 24]

Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the treatment of FN




in patients who have received or are receiving myelosuppressive anticancer drugs associated
with neutropenia who are at high risk for infection-associated complications. [16, 17, 34]

Drug Name: Nivestym (filgrastim-aafi, G-CSF), Zarxio (filgrastim-sndz, G-CSF)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by FN, in patients with nonmyeloid malignancies receiving myelosuppressive anti-
cancer drugs associated with a significant incidence of severe neutropenia with fever.

Patients with Acute Myeloid Leukemia (AML) Receiving Induction or Consolidation
Chemotherapy Indicated for reducing the time to neutrophil recovery and the duration of fever,
following induction or consolidation chemotherapy treatment of patients with AML.

Patients with Cancer Undergoing Bone Marrow Transplantation Indicated to reduce the
duration of neutropenia and neutropenia-related clinical sequelae, e.g., febrile neutropenia, in
patients with nonmyeloid malignancies undergoing myeloablative chemotherapy followed by
bone marrow transplantation.

Patients Undergoing Peripheral Blood Progenitor Cell (PBPC) Collection and Therapy Indicated
for the mobilization of autologous hematopoietic progenitor cells into the peripheral blood for
collection by leukapheresis.

Patients with Severe Chronic Neutropenia (SCN) Indicated for chronic administration to reduce
the incidence and duration of sequelae of neutropenia (e.g., fever, infections, oropharyngeal
ulcers) in symptomatic patients with congenital neutropenia, cyclic neutropenia, or idiopathic
neutropenia.

Off Label Uses: Hematopoietic Subsyndrome of Acute Radiation Syndrome Has been used to
increase survival in patients acutely exposed to myelosuppressive doses of radiation. [1, 33, 35,
M]

Hepatitis-C Interferon Induced Neutropenia Has been prescribed for interferon-induced
neutropenia in Hepatitis C virus infected patients [4-10, 23, 24, M]

Human Immunodeficiency Virus (HIV)-Related Neutropenia Has been prescribed for HIV-
related neutropenia. [11, 37]

Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the treatment of FN
in patients who have received or are receiving myelosuppressive anticancer drugs associated
with neutropenia who are at high risk for infection-associated complications. [16, 17, 34]

Drug Name: Releuko (filgrastim-ayow)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by FN, in patients with nonmyeloid malignancies receiving myelosuppressive anti-
cancer drugs associated with a significant incidence of severe neutropenia with fever.

Patients with Acute Myeloid Leukemia (AML) Receiving Induction or Consolidation
Chemotherapy Indicated for reducing the time to neutrophil recovery and the duration of fever,
following induction or consolidation chemotherapy treatment of patients with AML.

Patients with Cancer Undergoing Bone Marrow Transplantation Indicated to reduce the
duration of neutropenia and neutropenia-related clinical sequelae, e.g., febrile neutropenia, in




patients with nonmyeloid malignancies undergoing myeloablative chemotherapy followed by
bone marrow transplantation.

Patients with Severe Chronic Neutropenia (SCN) Indicated for chronic administration to reduce
the incidence and duration of sequelae of neutropenia (e.g., fever, infections, oropharyngeal
ulcers) in symptomatic patients with congenital neutropenia, cyclic neutropenia, or idiopathic
neutropenia.

Off Label Uses: Patients Undergoing Peripheral Blood Progenitor Cell (PBPC) Collection and
Therapy Indicated for the mobilization of autologous hematopoietic progenitor cells into the
peripheral blood for collection by leukapheresis.

Hematopoietic Subsyndrome of Acute Radiation Syndrome Has been used to increase survival
in patients acutely exposed to myelosuppressive doses of radiation. [1, 33, 35, M]

Hepatitis-C Interferon Induced Neutropenia Has been prescribed for interferon-induced
neutropenia in Hepatitis C virus infected patients [4-10, 23, 24, M]

Human Immunodeficiency Virus (HIV)-Related Neutropenia Has been prescribed for HIV-
related neutropenia. [11, 37]

Treatment of High-Risk Febrile Neutropenia (FN) Has been prescribed for the treatment of FN
in patients who have received or are receiving myelosuppressive anticancer drugs associated
with neutropenia who are at high risk for infection-associated complications. [16, 17, 34]

Drug Name: Rolvedon (eflapegrastim-xnst)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by febrile neutropenia, in patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated with a clinically significant incidence of febrile
neutropenia. Rolvedon is not indicated for the mobilization of peripheral blood progenitor cells
for hematopoietic stem cell transplantation.

Drug Name: Udenyca (pegfilgrastim-cbqv, G-CSF)

Febrile Neutropenia (FN), Prophylaxis Indicated to decrease the incidence of infection, as
manifested by febrile neutropenia, in patients with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated with a clinically significant incidence of febrile
neutropenia. Limitations of Use: Udenyca is not indicated for the mobilization of peripheral
blood progenitor cells for hematopoietic stem cell transplantation.

Hematopoietic Subsyndrome of Acute Radiation Syndrome To increase survival in patients
acutely exposed to myelosuppressive doses of radiation.

Off Label Uses: Treatment of High-Risk Febrile Neutropenia (FN) For the treatment of FN in
patients who have received or are receiving myelosuppressive anticancer drugs associated with
neutropenia who are at high risk for infection-associated complications. [16, 17, 34, 35]

2 . Criteria



Product Name: Leukine, Neupogen, Nivestym, Releuko or Zarxio

Diagnosis Bone Marrow/Stem Cell Transplant
Approval Length 3 months or duration of therapy
Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
1.1 Patient has non-myeloid malignancies 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

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/oncologist
AND

3 - Patient is 2 years of age or older (applies to Leukine only)
AND

4- Trial and failure or intolerance to both of the following (applies to Neupogen and
Releuko only):

e Nivestym

e Zarxio




Product Name: Neupogen

Diagnosis Bone Marrow/Stem Cell Transplant
Approval Length 3 months or duration of therapy
Guideline Type Non Formulary

Approval Criteria

1 - One of the following:
1.1 Patient has non-myeloid malignancies 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

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/oncologist

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following:

e Nivestym
e Zarxio




Product Name: Leukine

Diagnosis Acute Myeloid Leukemia (AML) Induction or Consolidation Therapy
Approval Length 3 months or duration of therapy [C]
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of acute myeloid leukemia (AML) [A]

AND

2 - Patient has completed induction or consolidation chemotherapy [27]

AND

3 - Patient is 55 years of age or older [3, B]

AND

4 - Prescribed by or in consultation with a hematologist/oncologist

Product Name: Neupogen, Releuko, Nivestym, Releuko, or Zarxio

Diagnosis Acute Myeloid Leukemia (AML) Induction or Consolidation Therapy
Approval Length 3 months or duration of therapy [C]
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of acute myeloid leukemia (AML) [A]

AND

2 - Patient has completed induction or consolidation chemotherapy [27]

AND

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




AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following:

e Nivestym
e Zarxio

Product Name: Neupogen

Diagnosis Acute Myeloid Leukemia (AML) Induction or Consolidation Therapy
Approval Length 3 months or duration of therapy [C]
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of acute myeloid leukemia (AML) [A]

AND

2 - Patient has completed induction or consolidation chemotherapy [27]

AND

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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure or

intolerance to both of the following:

e Nivestym
e Zarxio




Product Name: Fulphila, Fylnetra, Granix, Leukine (Off-Label), Neulasta/Neulasta Onpro*,
Releuko, Neupogen, Nivestym, Nyvepria, Stimufend, Udenyca/Udenyca Onbody*, Zarxio, or
Ziextenzo

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Prior Authorization

Approval Criteria
1 - Patient will be receiving prophylaxis for febrile neutropenia (FN) due to 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 (see Table 1 in Background section) [16-19,
34,D, E]

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of FN is
unknown [E]

OR

1.3 One of the following:

1.3.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20%
incidence of FN (see Table 2 in Background section) [16, 17, 34, 1]

OR

1.3.2 Both of the following:
1.3.2.1 Patient is receiving chemotherapy regimen(s) associated with 10-20% incidence of FN
(see Table 3 in Background section) [16, J]

AND

1.3.2.2 Patient has one or more risk factors associated with chemotherapy induced infection,
FN, or neutropenia [16, 17, 34, K]




OR

1.4 Both of the following:
1.4.1 Patient is receiving myelosuppressive anticancer drugs associated with neutropenia
(see Table 4 in Background section) [L]

AND

1.4.2 Patient has a history of FN or dose-limiting event during a previous course of
chemotherapy (secondary prophylaxis) [16, 17, 34]

AND

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

AND

3 - One of the following:

3.1 Trial and failure or intolerance to both of the following (applies to Neupogen, Releuko, and
Granix only):

e Nivestym
e Zarxio

OR

3.2 Trial and failure or intolerance to both of the following (applies to Fulphila, Fylnetra,
Nyvepria, Stimufend, and Ziextenzo only):

e Neulasta/Neulasta Onpro
e Udenyca/Udenyca Onbody

Notes *If patient meets criteria above, please approve both
Neulasta/Neulasta Onpro, Udenyca/Udenyca Onbody at GPI list
“FILGRASTPA”.




Product Name: Fulphila, Fylnetra, Granix, Neupogen, Nyvepria

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Non Formulary

Approval Criteria

1 - Patient will be receiving prophylaxis for febrile neutropenia (FN) due to 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 (see Table 1 in Background section) [16-19,
34,D, E]

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of FN is
unknown [E]

OR
1.3 One of the following:
1.3.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20%
incidence of FN (see Table 2 in Background section) [16, 17, 34, |]
OR
1.3.2 Both of the following:
1.3.2.1 Patient is receiving chemotherapy regimen(s) associated with 10-20% incidence of FN
(see Table 3 in Background section) [16, J]

AND

1.3.2.2 Patient has one or more risk factors associated with chemotherapy induced infection,
FN, or neutropenia [16, 17, 34, K]

OR

1.4 Both of the following:




1.4.1 Patient is receiving myelosuppressive anticancer drugs associated with neutropenia
(see Table 4 in Background section) [L]

AND

1.4.2 Patient has a history of FN or dose-limiting event during a previous course of
chemotherapy (secondary prophylaxis) [16, 17, 34]

AND

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

AND

3 - One of the following:

3.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Neupogen and Granix only):

e Nivestym
e Zarxio

OR

3.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Fulphila, Fylnetra, Nyvepria, and Udenyca only):

e Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Rolvedon

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Prior Authorization

Approval Criteria




1 - Patient will be receiving prophylaxis for febrile neutropenia (FN) due to 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 (see Table 1 in Background section) [16-19,
34,D, E]

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of FN is
unknown [E]

OR

1.3 One of the following:
1.3.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20%
incidence of FN (see Table 2 in Background section) [16, 17, 34, 1]

OR

1.3.2 Both of the following:
1.3.2.1 Patient is receiving chemotherapy regimen(s) associated with 10-20% incidence of FN
(see Table 3 in Background section) [16, J]

AND

1.3.2.2 Patient has one or more risk factors associated with chemotherapy induced infection,
FN, or neutropenia [16, 17, 34, K]

OR
1.4 Both of the following:
1.4.1 Patient is receiving myelosuppressive anticancer drugs associated with neutropenia

(see Table 4 in Background section) [L]

AND




1.4.2 Patient has a history of FN or dose-limiting event during a previous course of
chemotherapy (secondary prophylaxis) [16, 17, 34]

AND

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure

or intolerance to ONE of the following:

e Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Rolvedon

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Non Formulary

Approval Criteria

1 - Patient will be receiving prophylaxis for febrile neutropenia (FN) due to 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 (see Table 1 in Background section) [16-19,
34, D, E]

OR

1.2 Patient is receiving a dose-dense chemotherapy regimen for which the incidence of FN is
unknown [E]

OR

1.3 One of the following:

1.3.1 Patient is receiving chemotherapy regimen(s) associated with greater than 20%
incidence of FN (see Table 2 in Background section) [16, 17, 34, []




OR
1.3.2 Both of the following:
1.3.2.1 Patient is receiving chemotherapy regimen(s) associated with 10-20% incidence of
FN (see Table 3 in Background section) [16, J]

AND

1.3.2.2 Patient has one or more risk factors associated with chemotherapy induced infection,
FN, or neutropenia [16, 17, 34, K]

OR
1.4 Both of the following:
1.4.1 Patient is receiving myelosuppressive anticancer drugs associated with neutropenia
(see Table 4 in Background section) [L]

AND

1.4.2 Patient has a history of FN or dose-limiting event during a previous course of
chemotherapy (secondary prophylaxis) [16, 17, 34]

AND

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure or
intolerance to ONE of the following:

e Neulasta/Neulasta Onpro
e Udenyca/Udenyca Onbody




Product Name: Fulphila, Fylnetra, Granix, Leukine, Neulasta/Neulasta Onpro*, Neupogen,
Nivestym, Nyvepria, Releuko, Stimufend, Udenyca/Udenyca Onbody*, Zarxio, or Ziextenzo

Diagnosis Treatment of High-Risk Febrile Neutropenia (Off-label) [34]
Approval Length 3 Months or duration of therapy
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has received or is receiving myelosuppressive anticancer drugs associated with
neutropenia (see Table 4 in Background section) [34, []

AND

2 - Diagnosis of febrile neutropenia (FN)

AND

3 - Patient is at high risk for infection-associated complications [16, 17, 34]

AND

4 - Prescribed by or in consultation with a hematologist/oncologist

AND

5 - One of the following:

5.1 Trial and failure or intolerance to both of the following (applies to Neupogen, Releuko, and
Granix only):

e Nivestym
e Zarxio

OR
5.2 Trial and failure or intolerance to both of the following (applies to Fulphila, Fylnetra,

Nyvepria, Stimufend, and Ziextenzo only):

e Neulasta/Neulasta Onpro




Udenyca/Udenyca Onbody

Notes

*If patient meets criteria above, please approve both Neulasta/Neulasta
Onpro, Udenyca/Udenyca Onbody at GPI list “FILGRASTPA”.

Product Name: Fulphila, Fylnetra, Granix, Neupogen, Nyvepria, Ziextenzo

Diagnosis Treatment of High-Risk Febrile Neutropenia (Off-label) [34]
Approval Length 3 Months or duration of therapy
Guideline Type Non Formulary

Approval Criteria

1 - Patient has received or is receiving myelosuppressive anticancer drugs associated with
neutropenia (see Table 4 in Background section) [34, []

AND

2 - Diagnosis of febrile neutropenia (FN)

AND

3 - Patient is at high risk for infection-associated complications [16, 17, 34]

AND

4 - Prescribed by or in consultation with a hematologist/oncologist

AND

5 - One of the following:

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Neupogen and Granix only):

Nivestym
Zarxio

OR




5.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Fulphila, Fylnetra, Nyvepria, and Ziextenzo
only):

e Neulasta/Neulasta Onpro
e Udenyca/Udenyca Onbody

Product Name: Neupogen, Nivestym, Releuko, or Zarxio

Diagnosis Severe Chronic Neutropenia (SCN)
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - For patients with severe chronic neutropenia (SCN) (i.e., congenital, cyclic, and idiopathic
neutropenias with chronic absolute neutrophil count [ANC] less than or equal to 500
cells/mm*3) [16]

AND

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

AND

3 - Trial and failure or intolerance to both of the following (applies to Neupogen and Releuko

only):

e Nivestym
e Zarxio

Product Name: Neupogen

Diagnosis Severe Chronic Neutropenia (SCN)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - For patients with severe chronic neutropenia (SCN) (i.e., congenital, cyclic, and idiopathic




neutropenias with chronic absolute neutrophil count [ANC] less than or equal to 500
cells/mm*3) [16]

AND

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure or

intolerance to both of the following:

e Nivestym
e Zarxio

Product Name: Fulphila (Off-Label), Fylnetra (Off-label), Granix (Off-Label), Leukine, Neulasta,
Neupogen, Nivestym (Off-Label), Nyvepria (Off-Label), Releuko (Off-Label), Stimufend (Off-
label), Udenyca, Zarxio (Off-Label), or Ziextenzo (Off-Label)

Diagnosis Acute Radiation Syndrome (ARS)
Approval Length 1 Months [N]
Guideline Type Prior Authorization

Approval Criteria

1 - Patient was/will be acutely exposed to myelosuppressive doses of radiation

AND

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

AND

3 - One of the following:

3.1 Trial and failure or intolerance to both of the following (applies to Neupogen, Granix and
Releuko only):

e Nivestym




e Zarxio

OR

3.2 Trial and failure or intolerance to both of the following (applies to Fulphila, Fylnetra,
Nyvepria, and Stimufend, Ziextenzo only):

e Neulasta
e Udenyca

Product Name: Fulphila (Off-Label), Fylnetra (Off-Label), Granix (Off-Label), Neupogen,
Nyvepria (Off-Label), Ziextenzo

Diagnosis Acute Radiation Syndrome (ARS)
Approval Length 1 Months [N]
Guideline Type Non Formulary

Approval Criteria

1 - Patient was/will be acutely exposed to myelosuppressive doses of radiation

AND

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

AND

3 - One of the following:

3.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Neupogen only):

e Nivestym
e Zarxio

OR

3.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following (applies to Fulphila, Fylnetra, Nyvepria, and Ziextenzo
only):




e Neulasta
e Udenyca

Product Name: Leukine, Neupogen, Nivestym, Releuko, or Zarxio

Diagnosis Human Immunodeficiency Virus (HIV)-Related Neutropenia (Off-Label)
Approval Length 6 months [11, 15, H]
Guideline Type Prior Authorization

Approval Criteria

1 - Patient is infected with HIV virus [11- 13]

AND

2 - ANC less than or equal to 1,000 (cells/ymm3) [12, 13]

AND

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

e Hematologist/oncologist

e Infectious disease specialist

AND

4 - Trial and failure or intolerance to both of the following (applies to Neupogen and Releuko

only):

e Nivestym
e Zarxio

Product Name: Neupogen

Diagnosis Human Immunodeficiency Virus (HIV)-Related Neutropenia (Off-Label)

Approval Length 6 months [11, 15, H]

Guideline Type Non Formulary




Approval Criteria

1 - Patient is infected with HIV virus [11- 13]
AND
2 - ANC less than or equal to 1,000 (cells/mm3) [12, 13]
AND
3 - Prescribed by or in consultation with one of the following:
e Hematologist/oncologist
e Infectious disease specialist
AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure or

intolerance to both of the following:

e Nivestym
e Zarxio

Product Name: Neupogen, Nivestym, Releuko, Zarxio

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:

1.1.1 Patient is infected with Hepatitis C virus




AND

1.1.2 Patient is undergoing treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys
(peginterferon alfa-2a)

AND

1.1.3 Patient has neutropenia (absolute neutrophil count [ANC] less than or equal to 500
cells/mm3) after dose reduction of Peg-Intron or Pegasys [F]

OR
1.2 Both of the following:
1.2.1 Patient is experiencing interferon-induced neutropenia (ANC less than or equal to 500

cells/mm3) due to treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys (peginterferon
alfa-2a)

AND

1.2.2 One of the following: [G]

1.2.2.1 Patient with Human Immunodeficiency Virus (HIV) co-infection

OR
1.2.2.2 Status post liver transplant

OR
1.2.2.3 Patient with established cirrhosis

AND

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

e Hematologist/oncologist
e Infectious disease specialist




e Hepatologist
e Gastroenterologist

AND

3 - Trial and failure or intolerance to both of the following (applies to Neupogen and Releuko
only):

e Nivestym
e Zarxio

Product Name: Neupogen

Diagnosis Hepatitis-C Treatment Related Neutropenia (Off-Label)
Approval Length 12 month(s)
Guideline Type Non Formulary

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

1.1.1 Patient is infected with Hepatitis C virus

AND

1.1.2 Patient is undergoing treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys
(peginterferon alfa-2a)

AND

1.1.3 Patient has neutropenia (absolute neutrophil count [ANC] less than or equal to 500
cells/mm3) after dose reduction of Peg-Intron or Pegasys [F]

OR

1.2 Both of the following:

1.2.1 Patient is experiencing interferon-induced neutropenia (ANC less than or equal to 500




cells/mm3) due to treatment with Peg-Intron (peginterferon alfa-2b) or Pegasys (peginterferon
alfa-2a)

AND

1.2.2 One of the following: [G]

1.2.2.1 Patient with Human Immunodeficiency Virus (HIV) co-infection

OR
1.2.2.2 Status post liver transplant
OR
1.2.2.3 Patient with established cirrhosis
AND

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

e Hematologist/oncologist

e Infectious disease specialist
e Hepatologist

o Gastroenterologist

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure or
intolerance to both of the following:

e Nivestym
e Zarxio




3. Background

Benefit/Coverage/Program Information

Table 1. Intergroup C9741 Protocol [19]

Regimen Drugs G-CSF
Sequential | Doxorubicin g2 weeks x4 cycles, then paclitaxel g2 | Days 3 to 10 of
weeks x4 cycles, then cyclophosphamide g2 weeks | each cycle
x 4cycles
Concurrent | Doxorubicin + cyclophosphamide q2 weeks x4 Days 3 to 10 of
cycles, then paclitaxel g2 weeks x4 cycles each cycle

Table 2. Examples of chemotherapy regimens with a high risk of FN (> 20%) [16]




Cancer

Regimen

Bladder o Dose-dense MVAC (methotrexate, vinblastine, doxorubicin, cisplatin)
Cancer
Bone e VAl (vincristine, doxorubicin or dactinomycin, ifosfamide)
Cancer e VDC-IE (vincristine, doxorubicin or dactinomycin, and
cyclophosphamide alternating with ifosfamide and etoposide)
o Cisplatin/doxorubicin
e VDC (cyclophosphamide, vincristine, doxorubicin or dactinomycin)
o VIDE (vincristine, ifosfamide, doxorubicin or dactinomycin, etoposide)
Breast o Dose-dense AC followed by dose-dense paclitaxel (doxorubicin,
Cancer'® cyclophosphamide, paclitaxel)
e TAX (docetaxel, doxorubicin, cyclophosphamide)
e TC (docetaxel, cyclophosphamide)
e TCH (docetaxel, carboplatin, trastuzumab)
Colorectal e FOLFOXIRI (fluorouracil, leucovorin, oxaliplatin, irinotecan)
Cancer
Head and e TPF (docetaxel, cisplatin, 5-fluorouracil)
Neck
Squamou
s Cell
Carcinom
a
Hodgkin e Brentuximab vedotin + AVD (doxorubicin, vinblastine, dacarbazine)
Lymphom o Escalated BEACOPP (bleomycin, etoposide, doxorubivin,
a cyclophosphamide, vincristine, procarbazine, prednisone)
Kidney o Doxorubicin/gemcitabine
Cancer
Non- o Dose-adjusted EPOCH (etoposide, prednisone, vincristine,
Hodgkin's cyclophosphamide, doxorubicin)
Lymphom e |ICE (ifosfamide, carboplatin, etoposide)
as e Dose-dense CHOP-14 (cyclophosphamide, doxorubicin, vincristine,
prednisone)
e MINE (mesna, ifosfamide, mitoxantrone, etoposide)
o DHAP (dexamethasone, cisplatin, cytarabine)
o ESHAP (etoposide, methylprednisolone, cisplatin, cytarabine)
e HyperCVAD (cyclophosphamide, vincristine, doxorubicin,
dexamethasone)
Melanom o Dacarbazine-based combination with IL-2, interferon alfa
a (dacarbazine, cisplatin, vinblastine, IL-2, interferon alfa)
Multiple e DT-PACE
Myeloma (dexamethasone/thalidomide/cisplatin/doxorubicin/cyclophosphami
de/etoposide) +/- bortezomib (VTD-PACE)
Ovarian e Topotecan
Cancer e Docetaxel




Pancreati e FOLFIRINOX (fluorouracil, leucovorin, irinotecan, oxaliplatin)
¢ Cancer
Soft e MAID (mesna, doxorubicin, ifosfamide, dacarbazine)
Tissue e Doxorubicin
Sarcoma e Ifosfamide/doxorubicin
Small Cell e Topotecan
Lung
Cancer
Testicular o VIP (etoposide, ifosfamide, cisplatin)
Cancer o VelP (vinblastine, ifosfamide, cisplatin)
o TIP (paclitaxel, ifosfamide, cisplatin)
Table 3. Examples of chemotherapy regimens with an intermediate risk of FN (10-20%) [16]
Cancer Regimen
Occult Primary- e Gemcitabine/docetaxel
Adenocarcinoma
Breast Cancer e Docetaxel

e AC (doxorubicin, cyclophosphamide) +
sequential docetaxel (adjuvant) (taxane
portion only)

o Paclitaxel every 21 days:

Cervical Cancer e Cisplatin/topotecan

e Paclitaxel/cisplatin

e Topotecan

e lIrinotecan

Colorectal Cancer e FOLFOX (fluorouracil, leucovorin,
oxaliplatin)

Non-Hodgkin's Lymphomas e GDP (gemcitabine, dexamethasone,

(NHL)% cisplatin/carboplatin)

e CHOP (cyclophosphamide, doxorubivin,
vincristine, prednisone) including
regimens with pegylated liposomal
doxorubicin

e CHP (cyclophosphamide, doxorubicin,
prednisone) + brentuximab vedotin

e Bendamustine

Non-Small Cell Lung Cancer o Cisplatin/paclitaxel

e Cisplatin/vinorelbine

o Cisplatin/docetaxel

o Cisplatin/etoposide

o Carboplatin/paclitaxel

e Docetaxel

Ovarian Cancer

Carboplatin/docetaxel

Prostate Cancer

Cabazitaxel




Testicular Cancer

Etoposide/cisplatin
BEP (bleomycin, etoposide, cisplatin)

Esophageal and Gastric Cancer

Irinotecan/cisplatin
Epirubicin/cisplatin/5-flurouracil
Epirubicin/cisplatin/capecitabine

Small Cell Lung Cancer

Etoposide/carboplatin

Uterine Cancer

Docetaxel

Table 4. Examples of FDA-approved chemotherapeutic agents with dose-limiting
myelosuppression

Generic Name Brand Name
Busulfan Busulfex®, Myleran®
Carboplatin Paraplatin®
Carmustine (BCNU) BiCNU®, Gliadel®
Chlorambucil Leukeran®
Cladribine Luestatin®
Cyclophosphamide Cytoxan®
Cytarabine N/A

Dacarbazine (DTIC) DTIC-Dome®

Dactinomycin

Actinomycin D®, Cosmegen®

Daunorubicin

Cerubidine®

Daunorubicin Liposomal DaunoXome®

Doxorubicin Adriamycin PFS®, Adriamycin RDF®,
Adriamycin®

Doxorubicin Liposomal Doxil®

Etoposide Etopophos®, Toposar®, VePesid®

Fluorouracil (5-FU) Adrucil®, Efudex®, Fluoroplex®

Floxuridine FUDR®

Fludarabine Fludara®

Hydroxyurea Droxia®, Hydrea®

Ifosfamide/Mesna Ifex®, Mesnex®

Lomustine (CCNU) CeeNU®

Mechlorethamine (Nitrogen Mustard) Mustargen®

Melphalan Alkeran®

Mercaptopurine (6-MP) Purinethol®

Methotrexate Rheumatrex®, Trexall®

Mitomycin N/A

Mitoxantrone Novantrone®

Paclitaxel Onxol”, Taxol®

Procarbazine Matulane®

Teniposide Vumon®

Thioguanine (6-TG) Tabloid®

Thiotepa Thiotepa®

Vinblastine N/A




Vincristine Vincasar® PFS
Vinorelbine Navelbine®

4 . Endnotes

A.

Currently there is no information available about the effect of longer acting pegylated G-
CSF in patients with myeloid leukemias, therefore pegylated G-CSF should not be used in
such patients outside of clinical trials. [17]

The safety and efficacy of Leukine in AML induction or consolidation in adults younger
than 55 years old have not been established in clinical trials. [3]

Per hematology/oncology consultant and member of P&T, most cycles of induction or
consolidation chemotherapy last ~ 1 month, but patients who complete therapy typically
receive 1 induction and 2-3 consolidations, so re-approval would need to occur every
month.

The safety and efficacy of pegylated G-CSF has not been fully established in the setting of
dose-dense chemotherapy. [17]

Per hematology/oncology consultant and member of P&T, in general, dose-dense
regimens require growth factor support for chemotherapy administration. [16] Also,
Neulasta is commonly used to support dose dense regimens in current community
practice. It would be reasonable to allow Neulasta use [in the INT C9741 Protocol] and to
broaden its use for other forms of dose dense chemotherapy.

The product information for both PEG-Intron and Pegasys recommends dose reduction in
patients with neutropenia with an ANC level < 750 cells/mm*3. [21, 22]

. Per Gl consultant and member of P&T, his medical group of practicing hepatologists

recommends Neupogen for a special subpopulation of patients with HIV infection, status
post liver transplant, or established cirrhosis who experience interferon-induced
neutropenia (ANC less than or equal to 500 cells/mm*3) due to treatment with Peg-Intron
or Pegasys.

Guidelines issued by the U.S. Public Health Service (USPHS) and the Infectious Diseases
Society of America (IDSA) recommend for HIV-related neutropenia, the length of therapy
with G-CSF and GM-CSF is 2-4 weeks. The clinical benefit of G-CSF therapy was evaluated
in a randomized, double-blind, placebo controlled trial of 30 patients evaluating G-CSF 03
mg/mL subcutaneously 3 times a week or placebo for 12 weeks. The 6 month approval
duration mirrors the 6 month approval duration for the erythropoietic agents, as G-CSF has
been effective when used alone or in conjunction with epoetin alfa in adults with acquired
immunodeficiency syndrome (AIDS) to ameliorate the hematologic toxicity (severe anemia
and/or granulocytopenia) associated with zidovudine therapy. [11, 15, 37]

Note: This list is NOT inclusive of all chemotherapy regimens with a high risk of FN: See
Table 2 in Background section

Note: This list is NOT inclusive of all chemotherapy regimens with an intermediate risk of
FN: See Table 3 in Background section

Risk factors are based on provider information, not the list in the table below. Examples of
risk factors may include (but are NOT limited to): Risk factors associated with
chemotherapy-induced infection, FN, or neutropenia * Age > 65 years [16, 17] * History of
extensive prior chemotherapy or radiation therapy including large radiation ports [16, 17] -
Previous episodes of FN [16, 17] + Administration of combined chemoradiotherapy [17] -
Pre-existing neutropenia or bone marrow involvement with tumor [16, 17] * Pre-existing
conditions [16] + Neutropenia * Active infection/open wounds - Recent surgery * Poor
performance status [16, 17] - Poor renal function [16] - Liver dysfunction [16] + Poor
nutritional status [17] - More advanced cancer [17] + Hypotension and multiorgan




r

dysfunction (Sepsis syndrome) [16, 17] - Pneumonia [16] ¢ Invasive fungal infection [16, 17]
« Other clinically documented infections [16] + Hospitalization at the time of fever [16]
Anticipated prolonged (> 10 days) and profound neutropenia (< 100/mmA*3) [17] -
Uncontrolled primary disease [17] + Other serious comorbidities [17]

Note: This list is NOT all inclusive: See Table 4 in Background section

. The FDA defines biosimilar as a biological product that is highly similar to and has no

clinically meaningful differences from an existing FDA-approved reference product. [33]
The American Society of Clinical Oncology states that pegfilgrastim, filgrastim, tbo-
filgrastim, and filgrastim-sndz (and other biosimilars as they become available) can be
used for the prevention of treatment-related febrile neutropenia. The choice of agent
depends on convenience, cost, and clinical situation. [34] NCCN lists FDA-approved
biosimilars as appropriate substitutes for filgrastim and pegfilgrastim. Limited data
suggest that patients can alternate between the biosimilar and the originator biologic
without any clinically meaningful differences regarding efficacy or safety. [16]

. The efficacy of G-CSFs or GM-CSF for the acute radiation syndrome setting was studied in

non-human primate models of radiation injury measuring 60-day survival. An expert panel
convened by the World Health Organization recommends that patients receive G-CSF or
GM-CSF treatment until their absolute neutrophil count reaches and maintains a level
greater than 1.0 x 10”9 cells per liter in the absence of active infection. Patients with
severe hematopoietic injury may recover, either spontaneously or after G-CSF treatment
alone. In most cases, a duration of two to three weeks would be expected. [1-3, 36]
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Commercial MEDLIMIT CDUR Criteria

Prior Authorization Guideline

Guideline ID

GL-116521

Guideline Name

Commercial MEDLIMIT CDUR Criteria

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Requested opioid pain medication

Diagnosis

Level of Care Change

Approval Length

1 Time(s)

Guideline Type

Administrative

Approval Criteria

1 - Provider confirms replacement prescription(s) of opioid medication(s) is needed because
the patient is physically changing locations and cannot take their prescription with them [such
as admission to a long term care (LTC) facility]

Product Name: Requested opioid pain medication

Diagnosis

Pain Due to Cancer or Sickle Cell Anemia

Approval Length

12 Months to override MME edit




Guideline Type Administrative

Approval Criteria

1 - Confirmation opioids are being used for the management of cancer pain or sickle cell
anemia

Product Name: Requested opioid pain medication

Diagnosis Hospice, Long Term Care, or End-of-Life Care Enrollment
Approval Length 12 Months to override MME edit
Guideline Type Administrative

Approval Criteria

1 - Patient is currently enrolled in hospice, end-of-life care, or resides in a long term care facility

Product Name: Requested opioid pain medication

Diagnosis Other Pain
Approval Length 12 month(s)
Guideline Type Administrative

Approval Criteria

1 - A written or verbal supporting statement is received from the requesting prescriber attesting
that in his/her clinical judgment, the requested dose exceeding the current cumulative morphine
milligram equivalent (MME) threshold* is medically required

Notes *MME is calculated using all of the member's current opioid prescriptio
ns

*Note: Ask provider, "Will there be a dose escalation in the patient's opi

oid utilization in the next 90 days?" If yes, approve MME level 90 daily M
ME above the rejected level.

2 . Endnotes

A. All opioid medication edits are subject to review and modification (either to increase or
decrease existing MME Limits) based on an Exception request received from the member
or the member's provider. The decision to remove, modify, or retain an existing restriction



on opioid pain medications will be based on evidence of new clinical information which is
documented in the form of a written supporting statement received from the prescriber
and which contains all of the required elements as outlined in the criteria above.
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Compounded Drugs

Prior Authorization Guideline

Guideline ID

GL-116528

Guideline Name

Compounded Drugs

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Compounded drugs**

Approval Length

6 months, unless the provider requests for a shorter length of therapy

Guideline Type

Administrative

Approval Criteria

1 - Each active ingredient in the compounded drug is FDA-approved or national compendia*
supported for the condition being treated

AND

2 - The therapeutic amounts are supported by national compendia* or two peer-reviewed
literature for the condition being treated in the requested route of delivery




AND

3 - If any prescription ingredients require prior authorization and/or step therapy, all drug-
specific criteria must be also met

AND

4 - The compounded drug must not include any ingredient that has been withdrawn or removed
from the market due to safety reasons (refer to Table 1)

AND

5 - The patient has tried and failed therapy or had an intolerance to two FDA-approved
commercially-available prescription therapeutic alternatives, one of which is the same route of
administration as the requested compound, unless one of the following criteria are met:

5.1 Patient has a contraindication to commercially available products

OR

5.2 One or no other therapeutic alternatives are commercially available

OR

5.3 Prepared in a strength not commercially available or currently in short supply

OR

5.4 Prepared in a different dosage form for a patient who is unable to take the commercially
available formulation (mixing or reconstituting commercially available products based on the
manufacturer's instructions or the product's approved labeling does NOT meet this criteria).

OR

5.5 Patient has an allergy or sensitivity to inactive ingredients (e.g. dyes, preservatives, sugars,
etc.) that are found in commercially available products.




AND

6 - The compounded drug must not be used for a cosmetic purpose.

AND

7 - If the compound is subject to the drug-specific/targeted compound program, the member
meets all the applicable drug-specific criteria below for all the targeted ingredient(s) used in the
requested compound product.

Notes Compounded drugs are considered experimental/investigational for rea
sons not listed in this coverage policy section.

*Approved national compendia are referenced in the "Coverage of Off-L
abel or Non-FDA Approved Indications" Guideline

**Administrative guideline may not apply to all compound reviews, depe
nding on the ingredients being used and client elections.

2 . Background

Benefit/Coverage/Program Information

Table 1: Drugs that were withdrawn from the market due to safety or effectiveness

3,3'4',5-tetrachlorosalicylanilide Methopholine Methoxylflurane
Adenosine phosphate Methoxyflurane

Adrenal cortex Mibefradil dihydrochloride
Alatrofloxacin mesylate Nitrofurazone

Aminopyrine Nomifensine maleate
Astemizole Novobiocin

Azaribine Ondansetron hydrochloride
Benoxaprofen Oxyphenisatin

Bithionol Oxyphenisatin acetate




Bromfenac sodium
Bromocriptine mesylate
Butamben

Camphorated oil
Carbetapentane citrate
Casein, iodinated
Cerivastatin sodium
Chloramphenicol
Chlorhexidine gluconate
Chlormadinone acetate
Chloroform

Cisapride

Cobalt

Dexfenfluramine hydrochloride
Diamthazole dihydrochloride
Dibromsalan
Diethylstilbestrol
Dihydrostreptomycin sulfate
Dipyrone

Encainide hydrochloride
Esmolol hydrochloride
Etretinate

Fenfluramine hydrochloride

Flosequinan

Pemoline

Pergolide mesylate
Phenacetin

Phenformin hydrochloride
Phenylpropanolamine
Pipamazine

Polyethylene glycol 3350, sodium
chloride, sodium bicarbonate, potassium
chloride, and bisacodyl
Potassium arsenite
Potassium chloride
Povidone

Propoxyphene
Rapacuronium bromide
Reserpine

Rofecoxib

Sibutramine hydrochloride
Sparteine sulfate
Sulfadimethoxine
Sulfathiazole

Suprofen

Sweet spirits of nitre
Tegaserod maleate
Temafloxacin hydrochloride

Terfenadine




Gatifloxacin

Gelatin

Glycerol, iodinated

Gonadotropin, chorionic
Grepafloxacin

Mepazine

Metabromsalan
Methamphetamine hydrochloride

Methapyrilene

Tetracycline

Ticrynafen
Tribromsalan
Trichloroethane
Troglitazone
Trovafloxacin mesylate
Urethane

Valdexocib

Vinyl chloride
Zirconium

Zomepirac sodium

Diclofenac Compounds

There is little to no evidence-based literature support for the use of diclofenac for indications
and in dosage forms not currently approved by the FDA. Use of compounds containing
diclofenac should be limited to the following FDA-approved indications.

1. Diclofenac is indicated for a number of conditions including:

+ Management of mild to moderate acute pain or osteoarthritis pain,

* Relief of signs and symptoms of ankylosing spondylitis and rheumatoid arthritis
* Relieve acute pain associated with minor sprains, strains, and contusions

* Treatment of primary dysmenorrhea

* Treatment of acute migraine attacks with or without aura in adults

 Treatment of actinic keratosis

« Treatment of postoperative inflammation in patients who have undergone cataract surgery
and temporary relief of pain and photophobia associated with corneal refractive surgery.

2. Safety and efficacy in pediatric populations has not been established.

3. Diclofenac is commercially available in the several dosage forms: oral capsules, oral tablets,
oral solution, topical patch, topical gel, topical solution, topical ointment and ophthalmic

solution.

Flurbiprofen Compounds




There is little to no evidence-based literature support for the use of flurbiprofen for indications
and in dosage forms not currently approved by the FDA. Use of compounds containing
flurbiprofen should be limited to the following FDA-approved indications.

o Flurbiprofen tablets are indicated for relief of the signs and symptoms of rheumatoid
arthritis and osteoarthritis.

e Flurbiprofen ophthalmic solution is indication for preventing intraoperative miosis.

e Flurbiprofen as a topically compounded formulation has not been shown to be more
effective than currently commercially available topical NSAID products.

o Flurbiprofen is commercially available as a 50 and 100 mg oral tablet and also as 0.03%
sterile ophthalmic solution.

Fluticasone Compounds

There is little to no evidence-based literature support for the use of fluticasone for indications
and in dosage forms not currently approved by the FDA. Use of compounds containing
fluticasone should be limited to the following FDA-approved indications.

e Fluticasone cream indicated for the relief of the inflammatory and pruritic
manifestations of corticosteroid-responsive dermatoses in patients 3 months of age or
older.

Fluticasone is commercially available in the several dosage forms: topical cream, topical
lotion, topical ointment, nasal spray and various aerosols and powders for inhalation

Gabapentin Compounds

There is little to no evidence-based literature support for the use of gabapentin for indications
or in dosage forms not currently approved by the FDA. Use of compounds containing
gabapentin should be limited to the following FDA-approved indications.

e Gabapentin is indicated for treatment postherpetic neuralgia in adults (Gralise
prescribing information, 2012; Horizant prescribing information, 2013; Neurontin
prescribing information, 2015).

e Gabapentin is indicated as adjunctive therapy in the treatment of partial onset seizures,
with and without secondary generalization, in adults and pediatric patients 3 years and
older with epilepsy (Neurontin prescribing information, 2015).

e Gabapentin is indicated for the treatment of moderate to severe primary restless leg
syndrome (Horizant prescribing information, 2013).

Ketamine Compounds
There is little to no evidence-based literature support for the use of ketamine for indications or

in dosage forms not currently approved by the FDA. Use of compounds containing ketamine
should be limited to the following FDA-approved indications.




o Ketamine is indicated as the sole anesthetic agent for diagnostic and surgical
procedures that do not require skeletal muscle relaxation (Ketalar prescribing
information, 2016)

e Ketamine is indicated for the induction of anesthesia prior to the administration of
other general anesthetic agents (Ketalar prescribing information, 2016)

o Ketamine is indicated to supplement low-potency agents, such as nitrous oxide (Ketalar
prescribing information, 2016)

o Esketamine (the S-enantiomer of racemic ketamine) is indicated, in conjunction with an
oral antidepressant, for the treatment of treatment-resistant depression (TRD) in adults
(Spravato prescribing information, 2019). Coverage of compounds with racemic
ketamine will continue to be limited to the FDA approved indications listed above.

Ketoprofen Compounds

There is little to no evidence-based literature support for the use of ketoprofen for indications
and in dosage forms not currently approved by the FDA. Use of compounds containing
ketoprofen should be limited to the following FDA-approved indications.

o Ketoprofen immediate-release capsules and ketoprofen extended-release capsules are
indicated for the management of the signs and symptoms of rheumatoid arthritis and
osteoarthritis.

o Ketoprofen immediate-release capsules are indicated for the management of pain and
for treatment of primary dysmenorrhea.

o Ketoprofen extended-release capsules are not recommended for treatment of acute
pain because of its extended-release characteristics.

o Ketoprofen as a topically compounded formulation has not been shown to be more
effective than currently commercially available topical NSAID products.

o Ketoprofen is commercially available as a 50 and 75 mg oral capsule and 200 mg
extended release oral capsule.

Levocetirizine Compounds

There is little to no evidence-based literature support for the use of levocetirizine for
indications and in dosage forms not currently approved by the FDA. Use of compounds
containing levocetirizine should be limited to the following FDA-approved indications.

e Levocetirizine dihydrochloride, a histamine (H1) receptor antagonist, is indicated for:
o Treatment of perennial allergic rhinitis in adults and children 6 months of age or
older.
o Treatment of seasonal allergic rhinitis in adults and children 2 years of age and
older
o Uncomplicated skin manifestations of chronic idiopathic urticaria in adults and
children 6 months of age and older

e Levocetirizine is commercially available as a 5 mg oral tablet and 2.5 mg/mL oral
solution.




Mometasone Compounds

There is little to no evidence-based literature support for the use of mometasone for
indications and in dosage forms not currently approved by the FDA. Use of compounds
containing mometasone should be limited to the following FDA-approved indications.

e Mometasone cream & ointment are indicated for the treatment of relief of the
inflammatory and pruritic manifestations of corticosteroid-responsive dermatoses in
patient’s = 2 years of age.

e Mometasone lotion is indicated for the treatment of relief of the inflammatory and
pruritic manifestations of corticosteroid-responsive dermatoses in patient’s =12 years
of age.

e« Mometasone is commercially available inseveral dosage forms: topical cream, topical
lotion, topical ointment, nasal spray,powder for inhalation and sinus implant.

Acyclovir ointment 5% Compounds

There is little to no evidence-based literature support for the use of Acyclovir ointment 5% for
indications and in dosage forms not currently approved by the FDA. Use of compounds
containing Acyclovir ointment 5% should be limited to the following FDA-approved indications.

e Acyclovir ointment 5% is indicated for the management of initial genital herpes and in
limited non-life-threatening mucocutaneous Herpes simplex virus infection in
immunocompromised patients.

e Acyclovir is commercially available in several dosage forms: topical ointment, topical
cream, buccal tablet, tablet, capsule, oral suspension, and intravenous solution.

Doxepin cream 5% Compounds

There is little to no evidence-based literature support for the use of Doxepin cream 5% for
indications and in dosage forms not currently approved by the FDA. Use of compounds
containing Doxepin cream 5% should be limited to the following FDA-approved indications.

e Doxepin cream 5% is indicated for short-term (up to 8 days) management of moderate
pruritus in adult patients with atopic dermatitis or lichen simplex chronicus.

o Doxepin cream 5% is commercially available in several dosage forms: topical cream,
capsule, tablet, and oral concentrate

3. Endnotes

A. Compounding is a practice in which a licensed pharmacist, a licensed physician, or, in the
case of an outsourcing facility, a person under the supervision of a licensed pharmacist,
combines, mixes, or alters ingredients of a drug to create a medication tailored to the
needs of an individual patient. [1]

B. Compound drugs are customized in the following ways to meet patients need: (1) Removal
of a nonessential ingredient for patients' allergies; and (2) Change in medication
formulation (e.g., pill to solution in a patient with swallowing difficulties). [1]



C.

Benefit design recommendations provided in the OptumRx Commercial Implementation
Guide: (1) $200 Rx High Dollar Limit at Retail; (2) The processing of compound drugs will
be subject to the same benefit plan edits: day supply, copay and drug coverage; (3)
Multiple ingredient processing is recommended; (4) Bulk chemicals and compound kit
recommended as standard exclusions.

Compounding does not generally include mixing or reconstituting commercially available
products in accordance with the manufacturer’s instructions or the product’s approved
labeling.
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Continuous Glucose Monitor (CGM)

Prior Authorization Guideline

Guideline ID GL-121369
Guideline Name Continuous Glucose Monitor (CGM)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

1. Criteria

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

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

Approval Criteria

1 - Diagnosis of Type 1 or Type 2 diabetes mellitus

AND

2 - All of the following:

2.1 Treated with multiple (three or more) daily administrations of insulin or continuous
subcutaneous insulin infusion pump




AND

2.2 Patient consistently monitors blood glucose 3 or more times per day

AND

2.3 Patient is adherent to current diabetes treatment plan and participates in ongoing diabetes
education and support

AND

2.4 Patient has one of the following:

2.4.1 Dawn phenomenon, known or suspected, Hypoglycemic unawareness (i.e., patient does

not have symptoms with hypoglycemia)

OR

2.4.2 Nocturnal hypoglycemia, known or suspected

OR

2.4.3 Postprandial hyperglycemia, known or suspected

OR

2.4.4 Significant change to diabetes treatment regimen (e.g., initiation of insulin, change from
multiple-dose insulin to insulin pump therapy)

OR

2.4.5 Unexplained hyperglycemia

Notes *Please approve at NDC list:
Group A NDC List ( Dexcom G6 ) = SAMGROUPA

Group B NDC List ( Freestyle Libre ) = SAMGROUPB




Group C NDC List ( Freestyle Libre 2 ) = SAMGROUPC

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

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response

Notes

*Please approve at NDC list:
Group A NDC List ( Dexcom G6 ) = SAMGROUPA
Group B NDC List ( Freestyle Libre ) = SAMGROUPB

Group C NDC List ( Freestyle Libre 2 ) = SAMGROUPC

2 . Revision History

Date

Notes

2/22/2023

Update approval duration and notes




Corticosteroid Intravitreal Implants

Prior Authorization Guideline

Guideline ID

GL-125937

Guideline Name

Corticosteroid Intravitreal Implants

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

8/1/2023

1. Criteria

Product Name: lluvien, Ozurdex, Retisert, Yutiq

Diagnosis

Chronic diabetic macular edema or Macular edema due to central
retinal vein occlusion

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Trial and failure of any one anti-VEGF therapy

AND

2 - Prescribed by or in consultation with an ophthalmologist




AND

3 - Patient is 12 years of age or older

Product Name: lluvien, Ozurdex, Retisert, Yutiq

Diagnosis Branch retinal vein occlusion
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Failure of photocoagulation or not suitable for photocoagulation because of extent of

macular hemorrhage

AND

2 - Trial and failure of any one anti-VEGF therapy

AND

3 - Prescribed by or in consultation with an ophthalmologist

AND

4 - Patient is 12 years of age or older

Product Name: lluvien, Ozurdex, Retisert, Yutiq

Diagnosis Chronic non-infectious uveitis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria

1 - Prescribed by or in consultation with an ophthalmologist

AND

2 - Patient is 12 years of age or older

AND

3 - Trial and failure of ONE of the following:

e Both local and systemic corticosteroids, OR
e Immunosuppressive agents

Product Name: lluvien, Ozurdex, Retisert, Yutiq

Diagnosis All indications listed above
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - Prescribed by or in consultation with an ophthalmologist

AND

3 - Patient is 12 years of age or older




2 . Revision History

Date

Notes

5/26/2023

New program




Coverage of Off-Label Non-FDA Approved Indications

Prior Authorization Guideline

Guideline ID

GL-116522

Guideline Name

Coverage of Off-Label Non-FDA Approved Indications

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

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

(AHFS DI) [1]

1 - One of the following:

1.1 Diagnosis is supported as a use in American Hospital Formulary Service Drug Information

OR




1.2 Diagnosis is supported in the FDA Uses/Non-FDA Uses section in DRUGDEX Evaluation
with a Strength of Recommendation rating of 1lb or better (see DRUGDEX Strength of
Recommendation table in Background section) [1]

OR

1.3 The use is supported by clinical research in two articles from major peer reviewed medical
journals that present data supporting the proposed off-label use or uses as generally safe and
effective unless there is clear and convincing contradictory evidence presented in a major peer-
reviewed medical journal

Notes Off-label use may be reviewed for medical necessity and denied as suc
h if the off-label criteria are not met. Please refer to drug specific PA gui
deline 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 |, Class lla, or Class IIb (see DRUGDEX
Strength of Recommendation table in Background section) [2]




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]

Notes Off-label use may be reviewed for medical necessity and denied as suc
h if the off-label criteria are not met. Please refer to drug specific PA gui
deline 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, The given test or treatment
In Most Cases is generally considered to be
useful, and is indicated in
most cases.
Class lIb Recommended, The given test or treatment
in Some Cases may be useful, and is
indicated in some, but not
most, cases.
Class I Not The given test or treatment
Recommended is not useful, and should be
avoided
Class Evidence
Indeterminate Inconclusive

NCCN Categories of Evidence and Consensus [A]

Category Level of Consensus

1 Based upon high-level evidence, there is uniform NCCN con
that the intervention is appropriate.

2A Based upon lower-level evidence, there is uniform NCCN
consensus that the intervention is appropriate.

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

the intervention is appropriate.




Based upon any level of evidence, there is major NCCN
disagreement that the intervention is appropriate.

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 evidence
off-label use) persuasively
supports the
off-label use
(ie, Level of
Evidence A).

Equivocal (for The evidence
proposed off-label use) | to 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.

Against proposed off- | The evidence
label use 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.

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 designation
alerts users to a major interpretation issue in the data and directs them to the manuscript
for an explanation of the controversy. [3]

B. 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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Crysvita (burosumab-twza)

Prior Authorization Guideline

Guideline ID

GL-110082

Guideline Name

Crysvita (burosumab-twza)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

10/1/2022

P&T Approval Date:

6/20/2018

P&T Revision Date:

12/18/2019;08/13/2020; 08/19/2021 ; 8/18/2022

1. Indications

Drug Name: Crysvita (burosumab-twza)

older.

X-Linked Hypophosphatemia (XLH) Indicated for the treatment of X-linked hypophosphatemia
(XLH) in adult and pediatric patients 6 months of age and older.

Tumor-Induced Osteomalacia Indicated for the treatment of FGF23-related hypophosphatemia
in tumor-induced osteomalacia (TI0) associated with phosphaturic mesenchymal tumors that
cannot be curatively resected or localized in adult and pediatric patients 2 years of age and

2 . Criteria

Product Name: Crysvita

Diagnosis

X-Linked Hypophosphatemia

Approval Length

12 month(s)

Therapy Stage

Initial Authorization




Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of X-linked hypophosphatemia

AND

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

e Endocrinologist
e Specialist experienced in the treatment of inborn errors of metabolism

AND
3 - One of the following:
3.1 Patient is 6 months to 17 years of age
OR
3.2 Both of the following:
3.2.1 Patient is 18 years of age or older
AND

3.2.2 Patient is a candidate for pharmacologic therapy by meeting one of the following: [2]

Spontaneous insufficiency fractures
Pending orthopedic procedures (e.g., joint replacement)

Disabling skeletal pain

AND

Biochemical evidence of osteomalacia (i.e., elevated serum alkaline phosphatase)

4 - Trial and failure, contraindication, or intolerance to conventional treatment with both of the

following: [2, 3]

e Phosphate supplementation




« Vitamin D analog-based therapy (e.g, calcitriol, paricalcitol, doxercalciferol)

Product Name: Crysvita

Diagnosis X-Linked Hypophosphatemia
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of a positive clinical response to therapy (e.g., improvement in rickets,
improvement in serum phosphorus or Radiographic Global Impression of Change [RGI-C]
scores)

Product Name: Crysvita

Diagnosis Tumor-Induced Osteomalacia
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of FGF23-related hypophosphatemia in Tumor-Induced Osteomalacia (TI0)

AND

2 - Tumor could not be curatively resected or localized

AND

3 - Patient is 2 years of age or older

AND




4 - Trial and failure, contraindication, or intolerance to conventional treatment with both of the
following: [4, 5]

e Phosphate supplementation
« Vitamin D analog-based therapy (e.g., calcitriol, paricalcitol, doxercalciferol)

AND

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

e Oncologist
e Endocrinologist

Product Name: Crysvita

Diagnosis Tumor-Induced Osteomalacia
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of a positive clinical response to therapy (e.g., increase in serum phosphorus
level, improvement in osteoid thickness, osteoid surface, osteoid volume, mineralization lag
time, or improvement as indicated by bone biopsy)
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Daxxify (botulinu

m toxin type a injection)

Prior Authorization Guideline

Guideline ID

Guideline Name

Daxxify (botulinum toxin type a injection)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

11/1/2023

P&T Approval Date:

10/18/2023

P&T Revision Date:

1. Indications

Drug Name: Daxxify (botulinum toxin type a injection)

procerus muscle activi

Cervical Dystonia indicated for the treatment of cervical dystonia in adult patients.

Cosmetic Uses [Non-approvable Use] Indicated for the temporary improvement in the
appearance of moderate to severe glabellar lines associated with corrugator and/or

ty in adult patients. **Please Note: The request for Daxxify

(botulinum toxin type a injection) injections to treat the appearance of glabellar lines is
not authorized given that this use is for cosmetic purposes only.

2 . Criteria

Product Name: Daxxify

Diagnosis

Cervical Dystonia




Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of cervical dystonia
AND

2 - Trial and failure, contraindication, or intolerance to one of the following:

e Xeomin
e Dysport
e Myobloc

Product Name: Daxxify

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

Approval Criteria
1 - Documentation of positive clinical response to therapy
AND

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

Product Name: Daxxify

Diagnosis Cosmetic Use

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.

3. References

1. Daxxify Prescribing Information. Revance Therapeutics, Inc. Newark, CA. August 2023

4 . Revision History

Date Notes




10/11/2023

New Program for Daxxify




Daliresp (roflumilast)

Prior Authorization Guideline

Guideline ID GL-116508
Guideline Name Daliresp (roflumilast)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Daliresp

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

Approval Criteria

1 - Diagnosis of moderate to severe chronic obstructive pulmonary disease (COPD)

AND

2 - Patient has chronic bronchitis




AND

3 - Trial and failure, contraindication, or intolerance to 2 previous COPD therapies (e.g., Advair
HFA, Advair Diskus, Breo Ellipta, Combivent Respimat, Anoro Ellipta, Dulera, Symbicort)

Product Name: Daliresp

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

10/10/2022 2023 New Implementation




Dimethyl Fumarate

Prior Authorization Guideline

Guideline ID GL-116534
Guideline Name Dimethyl Fumarate
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Generic dimethyl fumarate

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

Approval Criteria

1 - Diagnosis of relapsing forms of multiple sclerosis

AND

2 - Prescribed by or in consultation with a neurologist

Product Name: Generic dimethyl fumarate




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

9/12/2022

2023 New Implementation




Dojolvi (triheptanoin)

Prior Authorization Guideline

Guideline ID

GL-111073

Guideline Name

Dojolvi (triheptanoin)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

11/1/2022

P&T Approval Date:

9/16/2020

P&T Revision Date:

09/15/2021 ;,9/21/2022

1. Indications

Drug Name: Dojolvi (triheptanoin)

Long-Chain Fatty Acid Oxidation Disorders (LC-FAOD) Indicated as a source of calories and
fatty acids for the treatment of pediatric and adult patients with molecularly confirmed long-
chain fatty acid oxidation disorders (LC-FAQOD).

2 . Criteria

Product Name: Dojolvi

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria

1 - 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

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 [A]

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.)

3. Endnotes



A. This reauthorization criteria was recommended by the clinical consultant since LA-FAODs
are progressive even with therapy. Patients will need lifelong therapy even though positive
clinical response may not be seen.

4 . References

1. Dojolvi (triheptanoin) prescribing information. Ultragenyx Pharmaceutical Inc. Novato, CA.
November 2021.
2. Per clinical consult with internal medicine/pediatric specialist, September 24, 2020.

5. Revision History

Date Notes

9/14/2022 Annual Review




DPP4 Inhibitors

Prior Authorization Guideline

Guideline ID GL-117434
Guideline Name DPP4 Inhibitors
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Generic alogliptin, Brand Nesina, Tradjenta, Onglyza, Januvia

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

1 - Diagnosis of Type 2 Diabetes

AND

2 - One of the following

e Trial and failure of metformin
e Concurrently using metformin




3 - One of the following:

AND

e Trial and failure or concurrently using sulfonylurea
e Trial and failure or concurrently using insulin

2 . Revision History

Date

Notes

11/30/2022

Update guideline




DPP4 Inhibitors - SCP

Prior Authorization Guideline

Guideline ID GL-117433
Guideline Name DPP4 Inhibitors - SCP
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Tradjenta, Onglyza, Januvia

Approval Length 12 month(s)

Guideline Type Step Therapy

Approval Criteria

1 - Diagnosis of Type 2 Diabetes

AND

2 - One of the following

e Trial and failure of metformin
e Concurrently using metformin




3 - One of the following:

AND

e Trial and failure or concurrently using sulfonylurea
e Trial and failure or concurrently using insulin

2 . Revision History

Date

Notes

11/30/2022

Update Criteria




Dronabinol

Prior Authorization Guideline

Guideline ID

GL-116498

Guideline Name

Dronabinol

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Dronabinol

Diagnosis

Nausea and Vomiting Associated with Cancer Chemotherapy (CINV)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Trial and failure, contraindication, or intolerance to one 5HT-3 receptor antagonist (e.g.,
Anzemet [dolasetron], Kytril [granisetron], or Zofran [ondansetron])

AND




2 - Trial and failure, contraindication, or intolerance to one of the following: Compazine
(prochlorperazine), Decadron (dexamethasone), Haldol (haloperidol), Zyprexa (olanzapine)

Product Name: Dronabinol

Diagnosis

AIDS Anorexia

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of anorexia with weight loss in patients with AIDS

AND

2 - Patient is on antiretroviral therapy

Product Name: Dronabinol

Diagnosis

Nausea and Vomiting Associated with Cancer Chemotherapy (CINV),
AIDS Anorexia

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

9/24/2022

2023 New Implementation




Dupixent (Dupilumab)

Prior Authorization Guideline

Guideline ID

GL-126338

Guideline Name

Dupixent (Dupilumab)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

7/1/2023

1. Criteria

Product Name: Dupixent

Diagnosis

Asthma

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe asthma

AND

2 - Patient is 6 years of age or older




AND

3 - One of the following:
3.1 Patient has inadequate control of asthma symptoms with both of the following:

e Inhaled corticosteroid (e.g, fluticasone)
e Long-acting beta2 agonist (LABA) (e.g., salmeterol)

OR

3.2 Patient has inadequate control of asthma symptoms with both of the following:

e Inhaled corticosteroid (e.g., fluticasone)
e Long-acting muscarinic antagonist (e.g., tiotropium)

Product Name: Dupixent

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

Approval Criteria

1 - Diagnosis of moderate to severe atopic dermatitis

AND

2 - Patient is experiencing functional impairment (i.e., inability to use hands or feet for activities

of daily living or significant facial involvement preventing normal social interaction)

AND

3 - One or more of the following:




e Atleast 10% of body surface area involvement OR hand, foot or mucous membrane
involvement
e Hand, foot or mucous membrane involvement

AND

4 - All of the following:

o Failed, contraindicated or intolerance to a 12-week trial of a topical calcineurin inhibitor
(e.g. tacrolimus)

o Failed, contraindicated or intolerance to a 12-week trial of at least 2 prescription
strength topical corticosteroids (e.g., betamethasone, fluticasone, mometasone)

o Failed, contraindicated or intolerance to a 12-week trial of oral immunomodulator
therapy (e.g. cyclosporine, methotrexate, azathioprine, mycophenolate mofetil, oral
corticosteroids)

AND

5 - Patient is 6 months of age or older

AND

6 - Prescribed by or in consultation with a dermatologist

Product Name: Dupixent

Diagnosis Eosinophilic Esophagitis
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Eosinophilic Esophagitis (EoE)

AND

2 - Patient weigh = 40 kg (88lbs)




AND

3 - Patient has two or more episodes of dysphagia per week

AND

4 - Patient has had an inadequate response (8-week trial), intolerance or contraindication to
high-dose Proton Pump Inhibitor therapy (e.g., Omeprazole at least 20mg twice daily,
lansoprazole 30mg twice daily, pantoprazole 40mg twice daily)

AND

5 - Patient has had an inadequate response (8- to 12- week trial), intolerance, or contraindication
to swallowed inhaled respiratory corticosteroid therapy (e.g., budesonide or fluticasone)

AND
6 - Patient is 12 years of age or older
AND
7 - Prescribed by or in consultation with
e Gastroenterologist
e Immunologist
AND

8 - Patient has no known hypersensitivity to dupilumab or any of its excipients

Product Name: Dupixent

Diagnosis Chronic rhinosinusitis with nasal polyps (CRSWNP)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria
1 - Diagnosis of Chronic rhinosinusitis with nasal polyps (CRSWNP), which includes objective
evidence of the presence of bilateral nasal polyps

AND

2 - Medication will not be used in combination with other biologics (e.g., Nucala, Xolair) for
eosinophilic indications

AND

3 - Failure to adequately reduce symptoms after at least 2 months of saline nasal irrigations and
intranasal corticosteroids (INCS) use at doses appropriate for nasal polyp treatment

AND

4 - Trial and failure to systemic corticosteroid treatment for nasal polyps at least once within the
last 2 years or prior nasal polyp removal surgery

AND

5 - Patient will continue to use an INCS (unless not tolerated or contraindicated) while on
biologic therapy

AND
6 - Prescribed by or in consultation with
o Ear nose throat doctor
e Immunologist
AND

7 - Patient is 18 years of age or older




AND

8 - Patient has no known hypersensitivity to dupilumab or any of its excipients

Product Name: Dupixent

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

Approval Criteria

1 - Diagnosis of Prurigo Nodularis for at least 3 months

AND

2 - Severe or very severe itch (WI-NRS score >7) reported within the past week

AND

3 - Patient has at least 20 PN lesions in total on both legs and/or both arms and/or trunk

AND

4 - Prescribed by or in consultation with a dermatologist

AND

5 - Patient is 18 years of age or older

AND

6 - Patient has no known hypersensitivity to dupilumab or any of its excipients




Product Name: Dupixent

Diagnosis

All Indications Listed Above

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date

Notes

6/9/2023

Update guideline




Dysport (abobotulinumtoxinA)

Prior Authorization Guideline

Guideline ID GL-111548
Guideline Name Dysport (abobotulinumtoxinA)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 11/1/2022

P&T Approval Date: 8/18/2009

P&T Revision Date: 12/18/2019;07/15/2020; 09/16/2020 ; 04/21/2021 ; 09/15/2021 ;
9/21/2022

1. Indications

Drug Name: Dysport (abobotulinumtoxinA)

Cervical Dystonia Indicated for the treatment of cervical dystonia in adults.

Glabellar Lines Indicated for the temporary improvement in the appearance of moderate to
severe glabellar lines associated with procerus and corrugator muscle activity in adult patients
less than 65 years of age. Note: This indication is generally a plan exclusion. Drugs prescribed
to primarily improve or otherwise modify the member’s external appearance are excluded from
coverage.

Spasticity Indicated for the treatment of spasticity in patients 2 years of age and older.

2 . Criteria

Product Name: Dysport

Diagnosis Cervical Dystonia (also known as spasmodic torticollis)




Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of cervical dystonia (also known as spasmodic torticollis) [2, 3]

Product Name: Dysport

Diagnosis Cervical Dystonia (also known as spasmodic torticollis)
Approval Length 3 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - At least 3 months have elapsed since the last treatment [A]

Product Name: Dysport

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

Approval Criteria

1 - Diagnosis of spasticity [3]

AND




2 - Patient is 2 years of age or older

Product Name: Dysport

Diagnosis Spasticity
Approval Length 3 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - At least 3 months have elapsed since the last treatment [A]

3. Endnotes

A. In the pivotal clinical trial, doses of 500 Units and 1000 Units were divided among selected
muscles. Repeat treatment should be administered when the effect of a previous injection
has diminished, but no sooner than 12 weeks after the previous injection. A majority of
patients in clinical studies were retreated between 12-16 weeks; however some patients
had a longer duration of response, i.e., 20 weeks. [1]

4 . References

1. Dysport Prescribing Information. Ipsen Biopharmaceuticals, Inc. Cambridge, MA. July
2020.

2. Truong D, Duane DD, Jankovic J, et al. Efficacy and safety of botulinum type A toxin
(Dysport) in cervical dystonia: results of the first US randomized, double-blind, placebo-
controlled study. Mov Disord. 2005;20(7):783-791.

3. Simpson D, Hallett M, Ashman E et al. Practice guideline update summary: Botulinum
neurotoxin for the treatment of blepharospasm, cervical dystonia, adult spasticity, and
headache. Neurology. 2016;86(19):1818-1826.

5. Revision History



Date

Notes

9/6/2022

Annual review - added age criterion for spasticity indication to align wit
h prescribing information.




Elaprase (idursulfase)

Prior Authorization Guideline

Guideline ID

GL-109068

Guideline Name

Elaprase (idursulfase)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

9/1/2022

P&T Approval Date:

7/30/2004

P&T Revision Date:

07/08/2020,07/21/2021 ;7/20/2022

1. Indications

Drug Name: Elaprase (idursulfase) [1]

months of age.

Hunter Syndrome Is indicated for patients with Hunter syndrome (Mucopolysaccharidosis I,
MPS 11). Elaprase has been shown to improve walking capacity in patients 5 years and older. In
patients 16 months to 5 years of age, no data are available to demonstrate improvement in
disease-related symptoms or long term clinical outcome; however, treatment with Elaprase has
reduced spleen volume similarly to that of adults and children 5 years of age and older. The
safety and efficacy of Elaprase have not been established in pediatric patients less than 16

2 . Criteria

Product Name: Elaprase (idursulfase)

Approval Length

60 month(s)

Guideline Type

Prior Authorization




Approval Criteria

1 - Diagnosis of Hunter syndrome (Mucopolysaccharidosis I, MPS 1)

3. References

1. Elaprase Prescribing Information. Takeda Pharmaceuticals U.S.A., Inc. Lexington, MA.
October 2021.

4 . Revision History

Date Notes

7/6/2022 Annual Review, no criteria changes.




Elrexfio (elranatamab-bcmm)

Prior Authorization Guideline

Guideline ID GL-124083
Guideline Name Elrexfio (elranatamab-bcmm)
Formulary o Samaritan Choice Plans

Guideline Note:

Effective Date: 11/1/2023

P&T Approval Date: |10/18/2023

P&T Revision Date:

1. Indications

Drug Name: Elrexfio (elranatamab-bcmm)

Multiple Myeloma Indicated for the treatment of adult patients with relapsed or
refractory multiple myeloma who have received at least four prior lines of therapy,
including a proteasome inhibitor, an immunomodulatory agent, and an anti-CD38
monoclonal antibody. This indication is approved under accelerated approval based on
response rate and durability of response. Continued approval for this indication may be
contingent upon verification of clinical benefit in a confirmatory trial(s).

2 . Criteria

Product Name: Elrexfio




Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

e Relapsed
e Refractory

3 - Patient has received

1 - Diagnosis of multiple myeloma

AND

2 - Disease is one of the following:

AND

at least four prior lines of therapy which include all of the following:

e Animmunomodulatory agent (e.g., lenalidomide, thalidomide)
e A proteasome inhibitor (e.g., bortezomib, carfilzomib)
o A CD38-directed monoclonal antibody (e.g., daratumumab)

Product Name: Elrexfio

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

3. References

1. Elrexfio Prescribing Information. Pfizer, Inc. New York, NY. August 2023.

4 . Revision History

Date

Notes

9/28/2023

New program




Empaveli (pegcetacoplan)

Prior Authorization Guideline

Guideline ID

GL-115065

Guideline Name

Empaveli (pegcetacoplan)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date: 10/15/2022
P&T Approval Date: 7/21/2021
P&T Revision Date: 10/20/2021

1. Indications

Drug Name: Empaveli (pegcetacoplan)

Paroxysmal Nocturnal Hemoglobinuria Indicated for the treatment of adult patients with
paroxysmal nocturnal hemoglobinuria (PNH).

2 . Criteria

Product Name: Empaveli

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria




1 - Diagnosis of paroxysmal nocturnal hemoglobinuria (PNH)

Product Name: Empaveli

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

Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., improvement in hemoglobin
level, hemoglobin stabilization, decrease in the number of red blood cell transfusions)

3. References

—

Empaveli Prescribing Information. Apellis Pharmaceuticals, Inc. Waltham, MA. May 2021.
Per clinical consultation with specialist, June 18, 2021.

Kulasekararaj AG., et al. “Ravulizumab (ALXN1210) vs Eculizumab in C5-Inhibitor—
Experienced Adult Patients with PNH: the 302 Study.” Blood, vol. 133, no. 6, 2019, pp. 540—
549,

4. Hillmen P, et al. “Pegcetacoplan versus Eculizumab in Paroxysmal Nocturnal
Hemoglobinuria.” New England Journal of Medicine, vol. 384, no. 11, 2021, pp. 1028-1037.

w N

4 . Revision History

Date Notes

10/6/2022 GPI Reclassification




Enbrel (etanercept)

Prior Authorization Guideline

Guideline ID

GL-117591

Guideline Name

Enbrel (etanercept)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Enbrel

Diagnosis

Rheumatoid Arthritis (RA)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis

AND

2 - Prescribed by or in consultation with a rheumatologist




AND

3 - Minimum duration of a 3-month trial and failure, contraindication, or intolerance to one of the
following conventional therapies at maximally tolerated doses [2, 3]:

e methotrexate
e leflunomide
e sulfasalazine

Product Name: Enbrel

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 therapy as evidenced by at least one of the
following [1-3]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Enbrel

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
Approval Length 6 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 - Prescribed by or in consultation with a rheumatologist

AND

3 - Minimum duration of a 6-week trial and failure, contraindication, or intolerance to one of the
following conventional therapies at maximally tolerated doses [4]:

e leflunomide
e methotrexate

Product Name: Enbrel

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by at least one of the
following [1, 4]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Enbrel

Diagnosis Psoriatic Arthritis (PsA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active psoriatic arthritis




AND

2 - One of the following [5]:

Actively inflamed joints

Dactylitis

Enthesitis

Axial disease

Active skin and/or nail involvement

AND

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

o Dermatologist
e Rheumatologist

Product Name: Enbrel

Diagnosis Psoriatic Arthritis (PsA)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by at least one of the
following [1, 5]:

e Reduction in the total active (swollen and tender) joint count from baseline
e Improvement in symptoms (e.g., pain, stiffness, pruritus, inflammation) from baseline
e Reduction in the body surface area (BSA) involvement from baseline

Product Name: Enbrel

Diagnosis Plaque Psoriasis

Approval Length 6 month(s)

Therapy Stage Initial Authorization




Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe chronic plaque psoriasis

AND

2 - One of the following [6]:

e Greater than or equal to 3% body surface area 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 [7]:

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

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

e tazarotene

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

e coaltar

AND

4 - Prescribed by or in consultation with a dermatologist

Product Name: Enbrel

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

Approval Criteria




1 - Documentation of positive clinical response to therapy as evidenced by ONE of the following
[1, 6]:

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

Product Name: Enbrel

Diagnosis Ankylosing Spondylitis (AS)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active ankylosing spondylitis

AND

2 - Prescribed by or in consultation with a rheumatologist

AND

3 - Minimum duration of one month trial and failure, contraindication, or intolerance to two
different NSAIDs (e.g., ibuprofen, naproxen) at maximally tolerated doses [8]

Product Name: Enbrel

Diagnosis Ankylosing Spondylitis (AS)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by improvement from
baseline for least one of the following [1, 8]:




Disease activity (e.g., pain, fatigue, inflammation, stiffness)

Lab values (erythrocyte sedimentation rate, C-reactive protein level)
Function

Axial status (e.g., lumbar spine motion, chest expansion)

Total active (swollen and tender) joint count

2 . References

1.

Enbrel Prescribing Information. Amgen. Thousand Oaks, CA. April 2021.
Singh JA, Saag KG, Bridges SL Jr, et al. 2015 American College of Rheumatology Guideline

for the Treatment of Rheumatoid Arthritis. Arthritis Care Res. 2015;68(1):1-25.

Fraenkel L, Bathon JM, England BR, et al. 2021 American College of Rheumatology
guideline for the treatment of rheumatoid arthritis. 2021;73(7):924-939.

Ringold S, Angeles-Han ST, Beukelman T, et al. 2019 American College of
Rheumatology/Arthritis Foundation guideline for the treatment of juvenile idiopathic
arthritis: therapeutic approaches for non-systemic polyarthritis, sacroiliitis, and enthesitis.
Arthritis Rheumatol. 2019;71(6):846-863.

Singh JA, Guyatt G, Ogdie A, et al. 2018 American College of Rheumatology/National
Psoriasis Foundation guideline for the treatment of psoriatic arthritis. Arthritis Rheumatol.
2019;71(1):5-32.

Menter A, Strober BE, Kaplan DH, et al. Joint AAD-NPF guidelines of care for the
management and treatment of psoriasis with biologics. J Am Acad Dermatol
2019;80:1029-72.

Elmets CA, Korman NJ, Farley Prater E, et al. Joint AAD-NPF guidelines of care for the
management and treatment of psoriasis with topical therapy and alternative medicine
modalities for psoriasis severity measures. J Am Acad Dermatol 2021;84:432-70.

Ward MM, Deodhar A, Gensler LS, et al. 2019 Update of the American College of
Rheumatology/Spondylitis Association of America/spondyloarthritis research and
treatment network recommendations for the treatment of ankylosing spondylitis and
nonradiographic axial spondyloarthritis. Arthritis Rheumatol. 2019;71(10):1599-1613.

3 . Revision History

Date

Notes

12/5/2022 New Implementation




Enjaymo (sutimlimab-jome)

Prior Authorization Guideline

Guideline ID GL-122716
Guideline Name Enjaymo (sutimlimab-jome)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 6/1/2023

P&T Approval Date: 4/20/2022

P&T Revision Date: 4/19/2023

1. Indications

Drug Name: Enjaymo (sutimlimab-jome)

Cold agglutinin disease Indicated for the treatment of hemolysis in adults with cold agglutinin
disease.

2 . Criteria

Product Name: Enjaymo

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

Approval Criteria




1 - Diagnosis of cold agglutinin disease (CAD) based on ALL of the following: [A, 2, 3]

e Presence of chronic hemolysis (e.g., bilirubin level above the normal reference range,
elevated lactated dehydrogenase [LDH], decreased haptoglobin, increased reticulocyte
count)

Positive polyspecific direct antiglobulin test (DAT)

Monospecific DAT strongly positive for C3d

Cold agglutinin titer greater than or equal to 64 measured at 4 degree celsius

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) [A, 1, 3]

AND

3 - Baseline hemoglobin level less than or equal to 10.0 gram per deciliter (g/dL) [3]

AND

4 - One of the following: [B,1, 3]

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

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 - Documentation of a positive clinical response to therapy as evidenced by ALL of the
following: [1, 3]

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: [B,1, 3]
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

3. 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

4 . Endnotes



A.

Patients with a confirmed diagnosis of CAD based on chronic hemolysis, polyspecific
direct antiglobulin test (DAT), monospecific DAT specific for C3d, cold agglutinin titer 264
at 4°C, and IgG DAT =<1+ and a recent blood transfusion in the 6 months prior to enroliment
were administered 6.5 g or 7.5 g Enjaymo (based on body weight). Patients with cold
agglutinin syndrome secondary to infection, rheumatologic disease, systemic lupus
erythematosus, or overt hematologic malignancy were excluded. [1]

The recommended dosage of Enjaymo for patients with CAD is based on body weight. For
patients weighing 39 kg to less than 75 kg, the recommended dose is 6,500 mg and for
patients weighing 75 kg or more, the recommended dose is 7,500 mg [1]

5. References

1.
2.

3.

Enjaymo Prescribing Information. Bioverativ USA Inc. Waltham, MA. January 2023.
Diagnosing Cold Agglutinin Disease (CAD) available at
https://www.understandingcad.com/diagnosing-cold-agglutinin-disease/. Accessed
March 8, 2022.

A Study to Assess the Efficacy and Safety of BIVV009 (Sutimlimab) in Participants with
Primary Cold Agglutinin Disease Who Have a Recent History of Blood Transfusion
(Cardinal Study). Available at https://clinicaltrials.gov/ct2/show/NCT03347396. Accessed
March 8, 2022.

Roth, A., Barcellini, W., et al. Sutimlimab in Cold Agglutinin Disease. N Engl J Med 2021,
384:1323-1334. Available at
https://www.nejm.org/doi/10.1056/NEJMo0a2027760?url_ver=239.88-
2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed. Accessed March 8,
2022.

6 . Revision History

Date

Notes

3/9/2023 2023 Annual Review.




Enspryng (satralizumab-mwge)

Prior Authorization Guideline

Guideline ID GL-113446
Guideline Name Enspryng (satralizumab-mwge)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 12/1/2022

P&T Approval Date: 10/21/2020

P&T Revision Date: 01/20/2021;10/20/2021 ; 10/19/2022

1. Indications

Drug Name: Enspryng (satralizumab-mwge)

Neuromyelitis Optica Spectrum Disorder (NMOSD) Indicated for the treatment of neuromyelitis
optica spectrum disorder (NMOSD) in adult patients who are anti-aquaporin-4 (AQP4) antibody
positive.

2 . Criteria

Product Name: Enspryng

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria

1 - Diagnosis of neuromyelitis optica spectrum disorder (NMOSD)

AND

2 - Patient is anti-aquaporin-4 (AQP4) antibody positive

AND

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

e Neurologist

e Ophthalmologist

AND

4 - One of the following:

4.1 Trial and failure, contraindication, or intolerance to rituximab

OR

4.2 For continuation of prior Enspryng therapy

Product Name: Enspryng

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

3. References

1. Enspryng Prescribing Information. Genentech, Inc. South San Francisco, CA. March 2022.



4 . Revision History

Date

Notes

10/5/2022

Annual review: Background updates.




Entyvio (vedolizumab)

Prior Authorization Guideline

Guideline ID GL-127406
Guideline Name Entyvio (vedolizumab)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/15/2024

P&T Approval Date:

P&T Revision Date: 09/18/2019;11/14/2019; 08/13/2020; 09/16/2020; 09/15/2021 ;
04/20/2022 ;08/18/2022 ;09/21/2022;10/19/2022 ; 12/14/2022 ;
7/19/2023

1. Criteria

Product Name: Entyvio IV

Diagnosis Crohn's Disease (CD)
Approval Length 14 Weeks [1, Al
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active Crohn's disease

AND




2 - One of the following [2, 3]:

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 - Trial and failure, contraindication, or intolerance to ONE of the following conventional
therapies [2, 3]:

6-mercaptopurine

azathioprine

corticosteroids (e.g., prednisone)
methotrexate

AND

4 - One of the following:

4.1 Trial and failure, contraindication, or intolerance to TWO of the following:

Cimzia (certolizumab pegol)

One formulary adalimumab product
Rinvoq (Upadacitinib)

One formulary ustekinumab product
Skyrizi (risankizumab-rzaa)

OR

4.2 For continuation of prior Entyvio therapy, defined as no more than a 45-day gap in therapy

AND

5 - Prescribed by or in consultation with a gastroenterologist

Product Name: Entyvio SC

Diagnosis Crohn's Disease (CD)

Approval Length 14 Weeks




Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active Crohn's disease

AND

2 - One of the following:

2.1 Will be used as a maintenance dose following two doses of Entyvio IV* for induction

OR

2.2 Patient is currently established on Entyvio IV*

AND

3 - Prescribed by or in consultation with a gastroenterologist

Product Name: Entyvio IV & SC

Diagnosis Crohn's Disease (CD)

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization (Entyvio SC) and Nonformulary (Entyvio V)

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of the
following [1-3]:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab values
[platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from baseline




e Reversal of high fecal output state

Product Name: Entyvio IV

Diagnosis

Ulcerative Colitis (UC)

Approval Length

14 Weeks [1, A]

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active ulcerative colitis

AND

2 - One of the following [4, 5]:

3 - Trial and failure, contraindication, or intolerance to ONE of the following conventional

therapies [4, 5]:

4 - 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

6-mercaptopurine
Aminosalicylate (e.g., mesalamine, olsalazine, sulfasalazine)
Azathioprine

Corticosteroids (e.g., prednisone)

AND




4.1 Trial and failure, contraindication, or intolerance to TWO of the following, or attestation
demonstrating a trial may be inappropriate*:

One formulary adalimumab product
Simponi (golimumab)

One formulary ustekinumab product
Rinvoq (upadacitinib)

Xeljanz/XR (tofacitinib/ER)

OR

4.2 For continuation of prior Entyvio therapy, defined as no more than a 45-day gap in therapy

AND

5 - Prescribed by or in consultation with a gastroenterologist

Notes * Includes attestation that the patient has failed to respond to the TNF i
nhibitor mechanism of action in the past and should not be made to try
a second TNF inhibitor. In this case, only a single step through a preferr
ed agent is required.

Product Name: Entyvio SC

Diagnosis Ulcerative Colitis (UC)
Approval Length 14 Weeks [1, A]
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active ulcerative colitis

AND

2 - One of the following:

2.1 Will be used as a maintenance dose following two doses of Entyvio IV* for induction

OR




2.2 Patient is currently established on Entyvio IV*

AND

3 - Prescribed by or in consultation with a gastroenterologist

Notes * This product will require prior authorization

Product Name: Entyvio IV & SC

Diagnosis Ulcerative Colitis (UC)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by at least one of the
following [1, 4, 5]:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from
baseline

e Reversal of high fecal output state

2 . Endnotes

A. Entyvio should be discontinued in patients who do not show evidence of therapeutic
benefit by week 14. [1]

3. References

1. Entyvio Prescribing Information. Takeda Pharmaceuticals of America, Inc. Deerfield, IL.
April 2024.

2. Lichtenstein GR, Loftus EV, Isaacs KL, et al. ACG clinical guideline: management of Crohn’s
disease in adults. Am J Gastroenterol. 2018;113:481-517.

3. Feuerstein JD, Ho EY, Shmidt E, et al. AGA Clinical Practice Guidelines on the Medical
Management of Moderate to Severe Luminal and Perianal Fistulizing Crohn's Disease.
Gastroenterology. 2021;160(7):2496-2508.



4. Rubin DT, Ananthakrishnan AN, Siegel CA, et al. ACG clinical guideline: ulcerative colitis in
adults. Am J Gastroenterol. 2019;114:384-413.

5. Feuerstein JD, Isaacs KL, Schneider Y, et al. AGA clinical practice guidelines on the
management of moderate to severe ulcerative colitis. Gastroenterol. 2020;158:1450-1461.

5. Revision History

Date Notes

New Program




Epogen (epoetin alpha)

Prior Authorization Guideline

Guideline ID

GL-116556

Guideline Name

Epogen (epoetin alpha)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

1/1/2023

1. Criteria

Product Name: Epogen

Diagnosis

Anemia due to Chronic Kidney Disease (CKD)

Approval Length

3 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

30 days of the request:

1 - Diagnosis of chronic kidney disease (CKD)

AND

2 - Verification of anemia as defined by one of the following laboratory values collected within




e Hematocrit (Hct) < 30%
e Hemoglobin (Hgb) <10 g/dL

AND

3 - One of the following:

3.1 Patient is on dialysis

OR

3.2 All of the following:

o Patientis NOT on dialysis

e The rate of hemoglobin decline indicates the likelihood of requiring a red blood cell
(RBC) transfusion

e Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is a
goal

Product Name: Epogen

Diagnosis Anemia in HIV Patients
Approval Length 3 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request:

e Hematocrit (Hct) < 36%
e Hemoglobin (Hgb) <12 g/dL

AND

2 - Serum erythropoietin level less than or equal to 500 mU/mL




AND

3 - One of the following:

o Patient is receiving zidovudine therapy
o Diagnosis of HIV infection

Product Name: Epogen

Diagnosis Anemia due to Chemotherapy
Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Verification of anemia as defined by one of the following laboratory values collected within
the prior two weeks of the request:

e Hematocrit (Hct) < 30%
e Hemoglobin (Hgb) <10 g/dL
AND
2 - Verification that other causes of anemia have been ruled out
AND
3 - Verification that the cancer is a non-myeloid malignancy
AND
4 - One of the following:

e Patientis concurrently on chemo
o Patient will receive concomitant chemo for a minimum of 2 months




Anemia is caused by cancer chemo*

Notes

*Note: Epogen for Anemia due to Chemotherapy will not be approved if
patient is NOT receiving cancer chemotherapy.

Product Name: Epogen

Diagnosis Anemia in Myelodysplastic Syndrome (MDS)
Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Myelodysplastic Syndrome (MDS)

AND

2 - One of the following:

Serum erythropoietin less than or equal to 500 mU/mL
Diagnosis of transfusion dependent MDS

Product Name: Epogen

Diagnosis All indications listed above
Approval Length 3 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy demonstrated by one of the
following:

Improvement in hematocrit and hemoglobin levels
Significant decrease in transfusion requirements




Product Name: Epogen

Diagnosis

Preoperative for Reduction of Allogeneic Blood Transfusion

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient scheduled for an elective, non-cardiac, non-vascular surgery

AND

2 - Perioperative hemoglobin is greater than 10 to less than or equal to 13 g/dL

AND

3 - Patient is at high risk of blood loss

AND

4 - Patient is unwilling or unable to donate autologous blood pre-operatively

2 . Revision History

Date

Notes

10/4/2022

2023 New Implementation




Erythropoietic Agents - PA, NF

Prior Authorization Guideline

Guideline ID GL-125950
Guideline Name Erythropoietic Agents - PA, NF
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

P&T Approval Date: 3/17/2000

P&T Revision Date: 11/14/2019; 04/15/2020; 11/12/2020; 01/20/2021 ; 11/18/2021 ;
12/15/2021 ;02/17/2022 ;11/17/2022 ; 6/21/2023

1. Indications

Drug Name: Aranesp (darbepoetin alfa)

Anemia Due to Chronic Kidney Disease Indicated for the treatment of anemia due to chronic
kidney disease (CKD), including patients on dialysis and patients not on dialysis.

Anemia Due to Chemotherapy in Patients with Cancer Indicated for treatment of anemia in
patients with non-myeloid malignancies where anemia is due to the effect of concomitant
myelosuppressive chemotherapy, and upon initiation, there is a minimum of 2 additional
months of planned chemotherapy. Limitations of Use: Aranesp has not been shown to improve
quality of life, fatigue, or patient well-being. Aranesp is not indicated for use: (1) In patients with
cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving
concomitant myelosuppressive chemotherapy; (2) In patients with cancer receiving
myelosuppressive chemotherapy when the anticipated outcome is cure; (3) In patients with
cancer receiving myelosuppressive chemotherapy in whom the anemia can be managed by
transfusion; and (4) As a substitute for red blood cell (RBC) transfusions in patients who require
immediate correction of anemia.

Off Label Uses: Anemia in patients with Myelodysplastic Syndrome (MDS) Has been used for
the treatment of anemia in patients with MDS. [20]




Drug Name: Epogen (epoetin alfa), Procrit (epoetin alfa), and Retacrit (epoetin alfa-epbx)

Anemia Due to Chronic Kidney Disease Indicated for the treatment of anemia due to chronic
kidney disease (CKD), including patients on dialysis and not on dialysis to decrease the need for
red blood cell (RBC) transfusion.

Anemia Due to Zidovudine in Patients with HIV-infection Indicated for the treatment of anemia
due to zidovudine administered at less than or equal to 4200 mg/week in patients with HIV-
infection with endogenous serum erythropoietin levels of less than or equal to 500 mUnits/mL.

Anemia Due to Chemotherapy in Patients with Cancer Indicated for the treatment of anemia in
patients with non-myeloid malignancies where anemia is due to the effect of concomitant
myelosuppressive chemotherapy and upon initiation, there is a minimum of 2 additional months
of planned chemotherapy. Limitations of Use: Epoetin alfa has not been shown to improve
quality of life, fatigue, or patient well-being. Epoetin alfa is not indicated for use: (1) In patients
with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving
concomitant myelosuppressive chemotherapy; (2) In patients with cancer receiving
myelosuppressive chemotherapy when the anticipated outcome is cure; (3) In patients with
cancer receiving myelosuppressive chemotherapy in whom the anemia can be managed by
transfusion; (4) As a substitute for red blood cell (RBC) transfusions in patients who require
immediate correction of anemia.

Reduction of Allogeneic Red Blood Cell Transfusions in Patients Undergoing Elective,
Noncardiac, Nonvascular Surgery Indicated to reduce the need for allogeneic RBC transfusions
among patients with perioperative hemoglobin greater than 10 to less than or equal to 13 g/dL
who are at high risk for perioperative blood loss from elective, noncardiac, nonvascular surgery.
Epoetin alfa is not indicated for patients who are willing to donate autologous blood
preoperatively. Limitations of Use: Epoetin alfa has not been shown to improve quality of life,
fatigue, or patient well-being. Epoetin alfa is not indicated for use: (1) In patients scheduled for
surgery who are willing to donate autologous blood; (2) In patients undergoing cardiac or
vascular surgery.

Off Label Uses: Anemia associated with HIV infection Have been used for the treatment of
anemia associated with HIV infection in patients not receiving zidovudine. [5]

Anemia in Hepatitis C virus (HCV) infected patients due to combination therapy of ribavirin
and interferon or peg-interferon Have been used for the treatment of anemia in patients with
hepatitis C virus (HCV) infection who are being treated with the combination of ribavirin and
interferon or peginterferon alfa. [20]

Anemia in patients with Myelodysplastic Syndrome (MDS) Have been used for the treatment of
anemia in patients with MDS. [5, 20]

Drug Name: Mircera (methoxy polyethylene glycol-epoetin beta)

Anemia Due to Chronic Kidney Disease Indicated for the treatment of anemia associated with
chronic kidney disease (CKD) in: (1) adult patients on dialysis and adult patients not on dialysis;
(2) pediatric patients 5 to 17 years of age on hemodialysis who are converting from another
ESA after their hemoglobin level was stabilized with an ESA. Limitations of use: Mircera is not
indicated and is not recommended: (1) In the treatment of anemia due to cancer chemotherapy;
or (2) As a substitute for RBC transfusions in patients who require immediate correction of




anemia. Mircera has not been shown to improve symptoms, physical functioning, or health-
related quality of life.

2 . Criteria

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia Due to Chronic Kidney Disease (CKD)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)
AND
2 - Verification of iron evaluation for adequate iron stores* [A, J]
AND
3 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request: [1-3, 9, 13-17, 29, 33, B]
e Hematocrit (Hct) less than 30%
e Hemoglobin (Hgb) less than 10 g/dL

AND

4 - One of the following: [1-3, 33, L]

4.1 Patient is on dialysis

OR




4.2 All of the following:

4.2.1 Patient is NOT on dialysis

AND

4.2.2 The rate of hemoglobin decline indicates the likelihood of requiring a red blood cell
(RBC) transfusion

AND

4.2.3 Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is a
goal

AND

5 - History of use or unavailability of both of the following (applies to Epogen only): [O]

e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Mircera

Diagnosis Anemia Due to Chronic Kidney Disease (CKD)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)

AND

2 - Verification of iron evaluation for adequate iron stores* [A, J]




AND

3 - One of the following:
3.1 All of the following:

3.1.1 Patient is greater than or equal to 18 years of age

AND

3.1.2 Verification of anemia as defined by one of the following laboratory values collected
within 30 days of the request: [9, 13-17, 29, 31, B]

e Hematocrit (Hct) less than 30%
e Hemoglobin (Hgb) less than 10 g/dL

AND
3.1.3 One of the following: [31]
3.1.3.1 Patient is on dialysis
OR
3.1.3.2 All of the following:
3.1.3.2.1 Patient is NOT on dialysis
AND

3.1.3.2.2 The rate of hemoglobin decline indicates the likelihood of requiring a red blood cell
(RBC) transfusion

AND

3.1.3.2.3 Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is
a goal




OR

3.2 All of the following:

3.2.1 Patient is between 5 and 17 years of age

AND

3.2.2 Patient is on hemodialysis

AND

3.2.3 Patient’s hemoglobin level has been stabilized by treatment with another erythropoietin
stimulating agent (ESA) (e.g., Aranesp, Retacrit)

AND

3.2.4 Patient is converting to Mircera from another ESA (e.g., Aranesp, Retacrit)

AND

4 - History of use or unavailability of both of the following: [O]

e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Mircera, Procrit, or Retacrit

Diagnosis Anemia Due to Chronic Kidney Disease (CKD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization




Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)

AND

2 - One of the following:
2.1 Both of the following:
o Patientis on dialysis
e Most recent or average Hct over 3 months is 33% or less (Hgb 11 g/dL or less)

OR

2.2 Both of the following:
o Patient is not on dialysis
e Most recent or average (avg) Hct over 3 mo is 30% or less (Hgb 10 g/dL or less)

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: [1-3, 31, 33]

3.1 Decrease in the need for blood transfusion

OR

3.2 Hemoglobin (Hgb) increased greater than or equal to 1g/dL from pre-treatment level

AND

4 - Verification of iron evaluation for adequate iron stores* [A, J]




Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit

Diagnosis Anemia Due to Chronic Kidney Disease (CKD)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of chronic kidney disease (CKD)
AND
2 - Verification of iron evaluation for adequate iron stores* [A, J]
AND
3 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request: [1-3, 9, 13-17, 29, 33, B]
e Hematocrit (Hct) less than 30%
e Hemoglobin (Hgb) less than 10 g/dL

AND

4 - One of the following: [1-3, 33, L]

4.1 Patient is on dialysis

OR

4.2 All of the following:

4.2.1 Patient is NOT on dialysis

AND




4.2.2 The rate of hemoglobin decline indicates the likelihood of requiring a red blood cell
(RBC) transfusion

AND

4.2.3 Reducing the risk of alloimmunization and/or other RBC transfusion-related risks is a
goal

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming history of use or
unavailability of both of the following (applies to Epogen only): [O]

e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit

Diagnosis Anemia in Patients with HIV-infection
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Verification of iron evaluation for adequate iron stores” [2-3, 33]

AND

2 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request:

e Hemoglobin (Hgb) less than 12 g/dL [11, 25-28, K]
e Hematocrit (Hct) less than 36%




AND
3 - Serum erythropoietin level less than or equal to 500 mU/mL [2-3, 24, 26, 33]
AND
4 - One of the following:
o Patient is receiving zidovudine therapy [2-3, 33]
« Diagnosis of HIV infection [off-label] [5, 11, 24-28]

AND

5 - History of use or unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes MAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit

Diagnosis Anemia in Patients with HIV-infection
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Verification of anemia as defined by one of the following: [2, 3, 33]
e Most recent or average hematocrit (Hct) over a 3-month period was below 36%
e Most recent or average hemoglobin (Hgb) over a 3-month period was below 12 g/dL

AND

2 - One of the following: [2, 3, 33]

2.1 Decrease in the need for blood transfusion




OR

2.2 Hemoglobin (Hgb) increased greater than or equal to 1g/dL from pre-treatment level

Product Name: Epogen, Procrit

Diagnosis Anemia in Patients with HIV-infection
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Verification of iron evaluation for adequate iron stores” [2-3, 33]
AND
2 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request:
e Hemoglobin (Hgb) less than 12 g/dL [11, 25-28, K]
e Hematocrit (Hct) less than 36%
AND
3 - Serum erythropoietin level less than or equal to 500 mU/mL [2-3, 24, 26, 33]
AND
4 - One of the following:
o Patient is receiving zidovudine therapy [2-3, 33]
« Diagnosis of HIV infection [off-label] [5, 11, 24-28]

AND

5 - Paid claims or submission of medical records (e.qg., chart notes) confirming history of use or
unavailability of Retacrit or Procrit (applies to Epogen only) [O]




Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia Due to Chemotherapy in Patients with Cancer
Approval Length 3 Months [C]

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Verification that other causes of anemia have been ruled out [1-3, 33, M]

AND

2 - Verification of anemia as defined by one of the following laboratory values collected within

the prior two weeks of the request: [1-3, 33]

e Hematocrit (Hct) less than 30%

e Hemoglobin (Hgb) less than 10 g/dL [N]

AND

3 - Verification of iron evaluation for adequate iron stores * [1-3, 8, 33, G]

AND

4 - Verification that the cancer is a non-myeloid malignancy [1-3, 33, F]

AND

5 - Patient is receiving chemotherapy [1-3, 33, D]

AND

6 - History of use or unavailability of both of the following (applies to Epogen only): [O]




e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia Due to Chemotherapy in Patients with Cancer
Approval Length 3 Months [C]

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Verification of anemia as defined by one of the following laboratory values collected within
the prior two weeks of the request: [1-3, 33]

e Hemoglobin (Hgb) less than 10 g/dL
o Hematocrit (Hct) less than 30% [10, 18-19]

AND

2 - One of the following: [1-3, 33]

2.1 Decrease in the need for blood transfusion

OR

2.2 Hemoglobin (Hgb) increased greater than or equal to 1 g/dL from pre-treatment level

AND
3 - Patient is receiving chemotherapy [D]
Product Name: Epogen, Procrit
Diagnosis Anemia Due to Chemotherapy in Patients with Cancer

Approval Length 3 Months [C]




Guideline Type Non Formulary

Approval Criteria

1 - Verification that other causes of anemia have been ruled out [1-3, 33, M]
AND
2 - Verification of anemia as defined by one of the following laboratory values collected within
the prior two weeks of the request: [1-3, 33]
e Hematocrit (Hct) less than 30%
e Hemoglobin (Hgb) less than 10 g/dL [N]
AND
3 - Verification of iron evaluation for adequate iron stores * [1-3, 8, 33, G]
AND
4 - Verification that the cancer is a non-myeloid malignancy [1-3, 33, F]
AND
5 - Patient is receiving chemotherapy [1-3, 33, D]
AND
6 - Paid claims or submission of medical records (e.g., chart notes) confirming history of use or

unavailability of both of the following (applies to Epogen only): [O]

e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit




Diagnosis Preoperative use for reduction of allogeneic blood transfusion in
patients undergoing surgery

Approval Length 1 month [2]

Guideline Type Prior Authorization

Approval Criteria

1 - Patient is scheduled to undergo elective, non-cardiac, non-vascular surgery

AND

2 - Hemoglobin (Hgb) is greater than 10 to less than or equal to 13 g/dL

AND

3 - Patient is at high risk for perioperative transfusions

AND

4 - Patient is unwilling or unable to donate autologous blood pre-operatively

AND

5 - Verification of iron evaluation for adequate iron stores* [2-3, 33]

AND

6 - History of use or unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit

Diagnosis Preoperative use for reduction of allogeneic blood transfusion in
patients undergoing surgery

Approval Length 1 month [2]




Guideline Type Non Formulary

Approval Criteria

1 - Patient is scheduled to undergo elective, non-cardiac, non-vascular surgery

AND

2 - Hemoglobin (Hgb) is greater than 10 to less than or equal to 13 g/dL

AND

3 - Patient is at high risk for perioperative transfusions

AND

4 - Patient is unwilling or unable to donate autologous blood pre-operatively

AND

5 - Verification of iron evaluation for adequate iron stores* [2-3, 33]

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming history of use or
unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia in Myelodysplastic Syndrome (MDS) patients [off-label] [4-6, 20]
Approval Length 3 months [I]

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria

1 - Diagnosis of Myelodysplastic Syndrome (MDS) [4]
AND
2 - One of the following: [4]
e Serum erythropoietin level less than or equal to 500 mU/mL
o Diagnosis of transfusion-dependent MDS
AND
3 - Verification of iron evaluation for adequate iron stores * [4, A, H]
AND
4 - History of use or unavailability of both of the following (applies to Epogen only): [O]

e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Procrit, or Retacrit

Diagnosis Anemia in Myelodysplastic Syndrome (MDS) patients [off-label]
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Verification of anemia as defined by one of the following: [4, E]

e Most recent or average hematocrit (Hct) over a 3-month period was less than or equal to
36%




e Most recent or average hemoglobin (Hgb)over a 3-month period was less than or equal
to 12 g/dL

AND

2 - One of the following: [1-3, 33]

2.1 Decrease in the need for blood transfusion

OR

2.2 Hemoglobin (Hgb) increased greater than or equal to 1 g/dL from pre-treatment level

Product Name: Epogen, Procrit

Diagnosis Anemia in Myelodysplastic Syndrome (MDS) patients [off-label] [4-6, 20]
Approval Length 3 months [I]
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Myelodysplastic Syndrome (MDS) [4]
AND
2 - One of the following: [4]
e Serum erythropoietin level less than or equal to 500 mU/mL
o Diagnosis of transfusion-dependent MDS
AND
3 - Verification of iron evaluation for adequate iron stores  [4, A, H]

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming history of use or
unavailability of both of the following (applies to Epogen only): [O]




e Aranesp
e Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit

Diagnosis Anemia in HCV-infected patients due to ribavirin in combination with
interferon or peg-interferon [off-label] [6]

Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hepatitis C viral (HCV) infection [12, 20]
AND
2 - Verification of iron evaluation for adequate iron stores* [2-3, 33]
AND
3 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request: [P]
e Hematocrit (Hct) less than 36%
e Hemoglobin (Hgb) less than 12 g/dL

AND

4 - Verification of both of the following:

4.1 Patient is receiving ribavirin

AND




4.2 Patient is receiving one of the following:

interferon alfa-2b
interferon alfacon-1
peginterferon alfa-2b
peginterferon alfa-2a

AND

5 - History of use or unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes MAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit

Diagnosis Anemia in HCV-infected patients due to ribavirin in combination with
interferon or peg-interferon [off-label]

Approval Length 3 Months or if patient has demonstrated response to therapy,
authorization will be issued for the full course of ribavirin therapy.

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Verification of anemia as defined by one of the following: [35]
e Most recent or average hematocrit (Hct) over a 3-month period was 36% or less
e Most recent or average hemoglobin (Hgb) over a 3-month period was 12 g/dL or less

AND

2 - One of the following: [2, 3, 33]

2.1 Decrease in the need for blood transfusion

OR

2.2 Hemoglobin (Hgb) increased greater than or equal to 1 g/dL from pre-treatment level




Product Name: Epogen, Procrit

Diagnosis Anemia in HCV-infected patients due to ribavirin in combination with
interferon or peg-interferon [off-label] [6]

Approval Length 3 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of hepatitis C viral (HCV) infection [12, 20]

AND

2 - Verification of iron evaluation for adequate iron stores* [2-3, 33]

AND

3 - Verification of anemia as defined by one of the following laboratory values collected within
30 days of the request: [P]
e Hematocrit (Hct) less than 36%
e Hemoglobin (Hgb) less than 12 g/dL
AND

4 - Verification of both of the following:

4.1 Patient is receiving ribavirin

AND

4.2 Patient is receiving one of the following:

interferon alfa-2b
interferon alfacon-1
peginterferon alfa-2b
peginterferon alfa-2a

AND




5 - Paid claims or submission of medical records (e.g., chart notes) confirming history of use or
unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes AAuthorization will be given if physician is aware of iron deficiency and i
s taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Mircera, Procrit, or Retacrit

Diagnosis Other Off-Label Uses

Guideline Type Prior Authorization

Approval Criteria

1 - Off-label guideline approval criteria have been met*

AND

2 - Off-label requests other than those listed above for coverage in patients with Hgb greater
than 10 g/dL or Hct greater than 30% will not be approved [1-3, 31, 33]

Notes *Off-label requests will be evaluated on a case-by-case basis by a clinic
al pharmacist

Product Name: Epogen, Procrit

Diagnosis Other Off-Label Uses

Guideline Type Non Formulary

Approval Criteria

1 - Off-label guideline approval criteria have been met*

AND

2 - Off-label requests other than those listed above for coverage in patients with Hgb greater
than 10 g/dL or Hct greater than 30% will not be approved [1-3, 31, 33]

Notes *Off-label requests will be evaluated on a case-by-case basis by a clinic
al pharmacist




3. Endnotes

A.

Aranesp, Epogen, Mircera, Procrit, and Retacrit Prescribing Information recommend prior
and during therapy, the patient's iron stores should be evaluated. Administer supplemental
iron therapy when serum ferritin is less than 100 mcg/L or when serum transferrin
saturation is less than 20%. The majority of patients with CKD will require supplemental
iron during the course of ESA therapy. [1-3, 31, 33]

Aranesp, Epogen, Mircera, Procrit, or Retacrit Prescribing Information states that dialysis,
and non-dialysis patients with symptomatic anemia considered for therapy should have a
Hgb <10 g/dL. [1-3, 31, 33]

ESA treatment duration for each course of chemotherapy includes the 8 weeks following
the final dose of myelosuppressive chemotherapy in a chemotherapy regimen. [18]

ESAs are not indicated for patients receiving myelosuppressive therapy when the
anticipated outcome is cure. [1-3, 33]

NCCN panel recommends MDS patients aim for a target hemoglobin level of less than or
equal to 12 g/dL. [4]

The American Cancer Society definition of "non-myeloid malignancy" is any malignancy
that is not a myeloid leukemia. Non-myeloid cancers include all types of carcinoma, all
types of sarcoma, melanoma, lymphomas, lymphocytic leukemias (ALL and CLL), and
multiple myeloma. [30]

Absolute iron deficiency is defined as ferritin <30 ng/mL and TSAT <20%. Functional iron
deficiency in patients receiving ESAs is defined as ferritin 30-800 ng/mL and TSAT 20%-
50%. No iron deficiency is defined as ferritin >800 ng/mL or TSAT greater or equal to 50%.
[8]

Iron repletion needs to be verified before instituting Epo therapy. [4]

Detection of erythroid responses generally occurs within 6 to 8 weeks of treatment. If no
response occurs in this time frame, this treatment should be considered a failure and
discontinued. [4]

Iron stores evaluation is recommended to occur every month during initial erythropoietin
treatment in adults with chronic kidney disease or at least every 3 months during stable
ESA treatment or in patients with HD-CKD not treated with an erythropoietin. [7]

Anemia in HIV patients has been defined as hemoglobin less than 10 g/dL [11, 25-26],
hemoglobin less than 11 g/dL [11, 27], or hemoglobin less than 12 g/dL. [17]

Although primarily used in patients with ESRD, ESAs such as erythropoietin and
darbepoetin alfa also correct the anemia in those with CKD who do not yet require dialysis.
[21, 32]

Examples of other anemias include: vitamin B12, folate or iron deficiency anemia,
hemolysis, or gastrointestinal bleeding.

Data from a systematic review by the Agency for Healthcare Research and Quality (AHRQ)
determined that delaying ESA treatment until hemoglobin is less than 10 g/dL resulted in
fewer thromboembolic events and a reduced mortality. [8]

Per consult with hematologist/oncologist, if a patient does not respond to one short-acting
ESA, switching to another short-acting agent would not provide any added benefit; instead,
one would increase the dose or perhaps switch to a long-acting agent. [34]

Epoetin alfa was effective in maintaining the dose of rivabirin in anemic patients with
chronic hepatitis C virus in patients with a baseline hemoglobin of 12 g/dL or less. [20]
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Etoposide

Prior Authorization Guideline

Guideline ID GL-116500
Guideline Name Etoposide
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Etoposide capsules

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

Approval Criteria

1 - Diagnosis of small cell lung cancer (SCLC)

AND

2 - Prescribed by or in consultation with an oncologist

Product Name: Etoposide capsules




Approval Length

6 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date

Notes

9/24/2022

2023 New Implementation




Evenity (romosozumab-aqqg injection)

Prior Authorization Guideline

Guideline ID

GL-125513

Guideline Name

Evenity (romosozumab-aqqg injection)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

5/16/2019

P&T Revision Date:

05/14/2020, 06/16/2021 ; 6/21/2023

1. Indications

Drug Name: Evenity (romosozumab-aqqg injection)

Postmenopausal women with osteoporosis at high risk of fracture Indicated for the treatment
of osteoporosis in postmenopausal women at high risk for fracture, defined as a history of
osteoporotic fracture, or multiple risk factors for fracture; or patients who have failed or are
intolerant to other available osteoporosis therapy.

2 . Criteria

Product Name: Evenity

Approval Length

12 Months [A]

Guideline Type

Prior Authorization

Approval Criteria




1 - Diagnosis of postmenopausal osteoporosis or osteopenia

AND

2 - One of the following:
2.1 For diagnosis of osteoporosis, both of the following:

2.1.1 Bone mineral density (BMD) T-score of -2.5 or lower in the lumbar spine, femoral neck,
total hip, or radius (one-third radius site)

AND

2.1.2 One of the following:

2.1.2.1 History of low-trauma fracture of the hip, spine, proximal humerus, pelvis, or distal
forearm

OR

2.1.2.2 Trial and failure, contraindication, or intolerance to one anti-resorptive treatment (e.g.,
alendronate, risedronate, zoledronic acid, Prolia [denosumab]) [B]

OR

2.2 For diagnosis of osteopenia, both of the following:

2.2.1 BMD T-score between -1.0 and -2.5 in the lumbar spine, femoral neck, total hip, or radius
(one-third radius site)

AND

2.2.2 One of the following:

2.2.2.1 History of low-trauma fracture of the hip, spine, proximal humerus, pelvis, or distal
forearm

OR




2.2.2.2 Both of the following:

2.2.2.2.1 Trial and failure, contraindication, or intolerance to one anti-resorptive treatment
(e.g., alendronate, risedronate, zoledronic acid, Prolia [denosumab]) [B]

AND

2.2.2.2.2 One of the following FRAX (Fracture Risk Assessment Tool) 10-year probabilities:
[C]
e Major osteoporotic fracture at 20% or more in the U.S., or the country-specific threshold
in other countries or regions

e Hip fracture at 3% or more in the U.S., or the country-specific threshold in other countries
or regions

AND
3 - Trial of, contraindication, or intolerance to one of the following:
o Forteo (teriparatide)
e Tymlos (abaloparatide)

AND

4 - Treatment duration of Evenity (romosozumab-aqqg) has not exceeded a total of 12 months
during the patient's lifetime [A]

Notes Evenity (romosozumab-aqqg) not to exceed the FDA-recommended tre
atment duration of 12 monthly doses.

3. Endnotes

A. The anabolic effect of Evenity wanes after 12 monthly doses of therapy. Therefore, the
duration of Evenity use should be limited to 12 monthly doses. If osteoporosis therapy
remains warranted, continued therapy with an anti-resorptive agent should be considered.
[1]

B. Antiresorptive agents work by slowing the resorption or breakdown part of the remodeling
cycle. Examples of antiresorptive agents include bisphosphonates (alendronate,
ibandronate, risedronate, zoledronic acid), Prolia (denosumab), calcitonin, and selective
estrogen receptor modulators (raloxifene). [2-4]

C. The WHO FRAX tool is available at www.shef.ac.uk/FRAX and incorporates multiple
clinical factors that predict fracture risk, largely independent of BMD. [2]
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Evkeeza (evinacumab-dgnb)

Prior Authorization Guideline

Guideline ID

GL-123203

Guideline Name

Evkeeza (evinacumab-dgnb)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

6/1/2023

P&T Approval Date:

P&T Revision Date:

04/20/2022 ; 4/19/2023

1. Indications

Drug Name: Evkeeza (evinacumab-dgnb)

(HoFH).

Homozygous Familial Hypercholesterolemia (HoFH) Indicated as an adjunct to other low-
density lipoprotein-cholesterol (LDL-C) lowering therapies for the treatment of adult and
pediatric patients, aged 5 years and older, with homozygous familial hypercholesterolemia

Limitations of Use The safety and effectiveness of Evkeeza have not been established in
patients with other causes of hypercholesterolemia, including those with heterozygous familial
hypercholesterolemia (HeFH). The effects of Evkeeza on cardiovascular morbidity and mortality
have not been determined.

2 . 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

2 - Diagnosis of homozygous familial hypercholesterolemia (HoFH) as confirmed by one of the
following: [2-4]

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:
e Xanthoma before 10 years of age
o Evidence of heterozygous familial hypercholesterolemia in both parents
AND
3 - 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: [2,5-9]
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 Myalgia (muscle symptoms without CK elevations)
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

« 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:

e 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 - Documentation of 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:
e Cardiologist

e Endocrinologist
e Lipid specialist




3. 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]

. In patients treated with statins, it is recommended to measure creatine kinase levels in

individuals with severe statin-associated muscle symptoms. [6]
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Excluded Drugs Administrative Policy - Commercial

Prior Authorization Guideline

Guideline ID GL-126082
Guideline Name Excluded Drugs Administrative Policy - Commercial
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

1. Criteria

Product Name: Caverject, Muse, Edex, Kybella, Durolane, Euflexxa, Gel-One, Gelsyn-3. GenVisc,
Hyalgan, Hymovis, Monovisc, Orthovisc, Supartz FX, Synojoynt, Synvisc, Synvisc-One, Triluron,
Trivisc, Visco-3

Approval Length N/A - Requests should not be approved

Guideline Type Prior Authorization

Approval Criteria

1 - Requests are not authorized and will not be approved. See Background Section for details.

2 . Background

Benefit/Coverage/Program Information




Caverject, Muse, Edex
1. Is the requested medication being used to treat erectile dysfunction?

Yes = Deny. The plan does not cover medications for the treatment of erectile dysfunction as the
excluded from coverage.

No = Deny. The plan does not cover drugs that do not have clear information to prove it helps thg
problem. This should come from reliable medical sources. Samaritan uses these sources to def
which treatments have been proven to work. The drug you have requested does not meet these
requirements.

Kybella
1. Is the requested medication being used for cosmetic purposes?

Yes = Deny. The plan does not cover drugs used for cosmetic purposes. For this reason, Kybella
requested for <diagnosis> is not covered.

No = Deny. The plan does not cover drugs that do not have clear information to prove it helps thg
problem. This should come from reliable medical sources. Samaritan uses these sources to def
which treatments have been proven to work. The drug you have requested does not meet these
requirements.

Durolane, Euflexxa, Gel-One, Gelsyn-3, GenVisc, Hyalgan, Hymovis, Monovisc, Orthovisc,
Supartz FX, Synojoynt, Synvisc, Synvisc-One, Triluron, Trivisc, Visco-3

1. Is the requested medication being used to treat osteoarthritis?

Yes = Deny. Samaritan Health Plan does not cover drugs that do not have clear information to pr
they are effective. This should come from reliable medical sources. <drug> does not have clear
documentation of efficacy, so it is not a covered service.

No = Deny. The plan does not cover drugs that do not have clear information to prove it helps thg
problem. This should come from reliable medical sources. Samaritan uses these sources to def
which treatments have been proven to work. The drug you have requested does not meet these
requirements.

3. Revision History

Date Notes

6/5/2023 New program







Exkivity (mobocertinib)

Prior Authorization Guideline

Guideline ID GL-116577
Guideline Name Exkivity (mobocertinib)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Exkivity

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

Approval Criteria

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

AND

2 - Disease is one of the following:

e Locally advanced




e Metastatic

AND

3 - Disease is epidermal growth factor receptor (EGFR) exon 20 insertion mutation positive

AND

4 - Patient has progressed on or following prior treatment with a platinum-containing regimen
(e.g., carboplatin, cisplatin)

AND

5 - Prescribed by or in consultation with an oncologist or hematologist

AND

6 - Patient is 18 years of age or older

AND

7 - Trial and failure, intolerance, or contraindication to Rybrevant (amivantamab)

Product Name: Exkivity

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

10/21/2022

2023 New Implementation




Exondys 51 (eteplirsen) - PA, NF

Prior Authorization Guideline

Guideline ID GL-124049
Guideline Name Exondys 51 (eteplirsen) - PA, NF
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

P&T Approval Date: 11/17/2016

P&T Revision Date: 02/13/2020; 05/14/2020; 05/20/2021 ; 06/16/2021 ; 12/15/2021 ;
05/19/2022 ; 06/15/2022 ; 5/18/2023

1. Indications

Drug Name: Exondys 51 (eteplirsen)

Duchenne muscular dystrophy (DMD) Indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients who have a confirmed mutation of the DMD gene that is amenable
to exon 51 skipping. This indication is approved under accelerated approval based on an
increase in dystrophin in skeletal muscle observed in some patients treated with Exondys 51.
Continued approval for this indication may be contingent upon verification of a clinical benefit in
confirmatory trials.

2 . Criteria

Product Name: Exondys 51

Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization




Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy (DMD)

AND

2 - Documentation of a confirmed mutation of the dystrophin gene amenable to exon 51
skipping

AND

3 - Patient is 7 years of age or older [2-4]

AND

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

AND

5 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

6 - Patient is ambulatory, as evaluated via the 6-minute walk test (6MWT) or North Star
ambulatory assessment (NSAA) [2-4]

Product Name: Exondys 51

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

Approval Criteria

1 - Patient is tolerating therapy




AND

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

AND

3 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

4 - Patient is maintaining ambulatory status, as evaluated via the 6-minute walk test (6MWT) or
North Star ambulatory assessment (NSAA)

Product Name: Exondys 51

Approval Length 6 month(s)

Guideline Type Non Formulary

Approval Criteria

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

1.1 Diagnosis of Duchenne muscular dystrophy (DMD)

AND

1.2 Documentation of a confirmed mutation of the dystrophin gene amenable to exon 51
skipping

AND

2 - Patient is 7 years of age or older [2-4]

AND




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

AND

4 - Dose will not exceed 30 milligrams per kilogram of body weight infused once weekly

AND

5 - Submission of medical records (e.g., chart notes, laboratory values) documenting the patient
is ambulatory, as evaluated via the 6-minute walk test (6MWT) or North Star ambulatory
assessment (NSAA) [2-4]

3. References

1. Exondys 51 Prescribing Information. Sarepta Therapeutics, Inc. Cambridge, MA. January
2022.

2. Mendell JR, Goemans N, Lowes LP, et al. Longitudinal effect of eteplirsen versus historical
control on ambulation in Duchenne muscular dystrophy. Ann Neurol. 2016;79(2):257-271.
doi: 10.1002/ana.24555

3. Mendell JR, Rodino-Klapac LR, Sahenk Z, et al. Eteplirsen for the treatment of Duchenne
muscular dystrophy. Ann Neurol. 2013;74(5):637-647.

4. Per Clinical Consultation with a Pediatrician, October 5, 2016 and January 22, 2020.

4 . Revision History

Date Notes

5/4/2023 Annual review: Formatting updates.




Extavia (interferon beta-1b)

Prior Authorization Guideline

Guideline ID GL-121386
Guideline Name Extavia (interferon beta-1b)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

1. Criteria

Product Name: Brand Extavia, Brand Betaseron

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

Approval Criteria

1 - Diagnosis of relapsing forms of multiple sclerosis

AND

2 - Prescribed by or in consultation with neurologist




AND

3 - Trial and failure, contraindication, or intolerance to all of the following (New Starts Only):

e dimethyl fumarate
o fingolimod
o glatopa/glatiramer acetate

Product Name: Brand Extavia, Brand Betaseron

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

Approval Criteria

1 - For continuation of prior therapy

2 . Revision History

Date Notes

2/22/2023 New Program




Fabry Disease Agents

Prior Authorization Guideline

Guideline ID GL-126824

Guideline Name Fabry Disease Agents

Formulary e Samaritan Choice Plans
e Samaritan Choice Plans

Guideline Note:

Effective Date: 8/1/2023

P&T Approval Date:

7/19/2023

P&T Revision Date: 10/16/2019;10/21/2020; 05/20/2021 ; 10/20/2021 ; 10/19/2022 ;

1. Indications

Drug Name: Fabrazyme (agalsidase beta)

older with confirmed Fabry disease.

Fabry disease Indicated for the treatment of adult and pediatric patients 2 years of age and

Drug Name: Elfabrio (pegunigalsidase alfa-iwxj)

Fabry disease Indicated for the treatment of adults with confirmed Fabry disease.

2 . Criteria

Product Name: Fabrazyme

Approval Length 60 month(s)

Guideline Type Prior Authorization




Approval Criteria

1 - Diagnosis of Fabry disease

AND

2 - Patient is 2 years of age or older

AND

3 - One of the following: [3, 4]

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

4 - Will not be used in combination with Galafold (migalastat) [A]

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 - Disease confirmed by one of the following: [3, 4]

o Detection of pathogenic mutations in the GLA gene by molecular genetic testing




3 - Will not be used in combination with Galafold (migalastat) [A]

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

Product Name: Elfabrio

Approval Length 24 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

3. Endnotes

A. The safety and effectiveness of concomitant use of Galafold (migalastat) and Fabrazyme

(agalsidase beta) has not been established. [2, 6]

4 . References

—

oo

Fabrazyme prescribing information. Genzyme Corporation. Cambridge, MA. August 2021.
Per clinical consultation with geneticist. October 11, 2018.

Ortiz A, Germain DP, Desnick RJ, et al. Fabry disease revisited: Management and treatment
recommendations for adult patients. Mol Genet Metab. 2018;123(4):416-427.
doi:10.1016/j.ymgme.2018.02.014.

Michaud M, Mauhin W, Belmatoug N, et al. When and How to Diagnose Fabry Disease in
Clinical Pratice. Am J Med Sci. 2020;360(6):641-649. doi:10.1016/j.amjms.2020.07.011.
Elfabrio prescribing information. Chiesi USA, Inc. Cary, NC. May 2023.

UptoDate. Fabry disease:Treatment and prognosis. Available at:
https://www.uptodate.com/contents/fabry-disease-treatment-and-
prognosis?search=fabry%20disease&source=search_result&selectedTitle=2~68&usage_ty
pe=default&display_rank=2. Accessed June 12, 2023.



5. Revision History

Date

Notes

6/29/2023

New UM PA Criteria for Elfabrio




Fasenra (benralizumab)

Prior Authorization Guideline

Guideline ID GL-124552
Guideline Name Fasenra (benralizumab)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2024

P&T Approval Date: 1/24/2018

P&T Revision Date: 05/19/2022;,05/18/2023 ; 05/18/2023 ; 05/16/2024 ; 6/19/2024

1. Indications

Drug Name: Fasenra (benralizumab)

Severe Eosinophilic Asthma Indicated for the add-on maintenance treatment of patients with
severe asthma aged 12 years and older, and with an eosinophilic phenotype. Limitations of use:
Fasenra is not indicated for treatment of other eosinophilic conditions. Fasenra is not indicated
for the relief of acute bronchospasm or status asthmaticus.

2 . Criteria

Product Name: Fasenra

Approval Length 6 Months [F]
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria




1 - Diagnosis of severe asthma

AND

2 - Asthma is an eosinophilic phenotype as defined by a baseline (pre-treatment) peripheral
blood eosinophil level greater than or equal to 150 cells per microliter [6, C, G]

AND

3 - One of the following:
3.1 Patient has had at least two or more asthma exacerbations requiring systemic
corticosteroids (e.g., prednisone) within the past 12 months [2, 3, C]
OR
3.2 Prior asthma-related hospitalization within the past 12 months [D]

AND

4 - One of the following:
4.1 Both of the following [4, 5, A, B]:

4.1.1 Patient is 6 years of age or older but less than 12 years of age

AND

4.1.2 Patient is currently being treated with one of the following unless there is a
contraindication or intolerance to these medications:

4.1.2.1 Both of the following [A, 4, 5]:

+ Medium-dose inhaled corticosteroid (e.g., greater than 100 — 200 mcg fluticasone
propionate equivalent/day)

- Additional asthma controller medication (e.g., leukotriene receptor antagonist [LTRA]
[e.g., montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol], long-acting
muscarinic antagonist [LAMA] [e.g., tiotropium])




OR

4.1.2.2 One medium dosed combination ICS/LABA product (e.g., Advair Diskus [fluticasone
propionate 100mcg/ salmeterol 50mcg], Symbicort [budesonide 80mcg/ formoterol 4.5mcg]
Breo Ellipta [fluticasone furoate 50 mcg/ vilanterol 25 mcg])

OR

4.2 - Both of the following:
e 4.2.1 Patient is 12 years of age or older

AND

4.2.2 Patient is currently being treated with one of the following unless there is a
contraindication or intolerance to these medications:

4.2.2.1 Both of the following [4, 5, A:

« High-dose inhaled corticosteroid (ICS) (e.g., greater than 500 mcg fluticasone
propionate equivalent/day)

- Additional asthma controller medication (e.g., leukotriene receptor antagonist
[LTRA] [e.g., montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol],
long-acting muscarinic antagonist [LAMA] [e.qg., tiotropium])

OR

4.2.2.2 One maximally-dosed combination ICS/LABA product (e.g., Advair [fluticasone
propionate 500mcg/ salmeterol 50mcg], Symbicort [budesonide 160mcg/ formoterol 4.5mcg],
Breo Ellipta [fluticasone 200mcg/ vilanterol 25mcg])

AND

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

* Pulmonologist
+ Allergist/Immunologist

Product Name: Fasenra

Approval Length 12 Months




Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy (e.g., reduction in exacerbations,
improvement in forced expiratory volume in 1 second [FEV1], decreased use of rescue
medications)

AND

2 - Patient continues to be treated with an inhaled corticosteroid (ICS) (e.g., fluticasone,
budesonide) with or without additional asthma controller medication (e.g., leukotriene receptor
antagonist [e.g., montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol], tiotropium)
unless there is a contraindication or intolerance to these medications

AND

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

e Pulmonologist
e Allergist/Immunologist

3. Endnotes

A. The Global Initiative for Asthma (GINA) Global Strategy for Asthma Management and
Prevention update lists anti-interleukin- 5 treatment or anti-interleukin 5 receptor treatment
as an add on option for patients with severe eosinophilic asthma that is uncontrolled on
two or more controllers plus as-needed reliever medication (Step 4-5 treatment). [5]

B. The SIROCCO and CALIMA trials evaluated the effect of benralizumab 30mg administered
in 4 week and 8 week regimens as add on therapy to standard of care medicine. The trials
enrolled patients 12 to 75 years of age with severe asthma defined as a history of two or
more exacerbations in the previous year which needed systemic corticosteroids or a
temporary increase in the patient's usual maintenance dose of oral corticosteroids.
Patients were also required to have received treatment with a medium dose or high dose
ICS plus LABA for at least one year before enrollment. Both trials confirmed benralizumab
significantly reduced the annual exacerbation rates and was generally well tolerated in



patients who were uncontrolled on high dose ICS plus LABA and had a baseline blood
eosinophil count of 300 cells per microliter or greater [2, 3]. The baseline eosinophil level
requirement of greater than or equal to 150 cells per microliter and the requirement for a
history of one or more exacerbations listed in the criteria comes from the inclusion criteria
allowed in the ZONDA trial. The ZONDA trial was a 28-week, Phase 3, randomized, double
blind, placebo controlled, multicenter, oral corticosteroid reduction trial [6].

C. Recommendation inferred from the national P&T committee meeting, December 2015,
regarding similar agent first-in-class IL-5 antagonist Nucala (mepolizumab) in the use of
severe eosinophilic asthma.

D. Asthma treatment can often be reduced, once good asthma control has been achieved
and maintained for three months and lung function has hit a plateau. However, the
approach to stepping down will depend on patient specific factors (e.g., current
medications, risk factors). At this time evidence for optimal timing, sequence, and
magnitude of treatment reductions is limited. It is feasible and safe for most patients to
reduce the ICS dose by 25-50% at three month intervals, but complete cessation of ICS is
associated with a significant risk of exacerbations [5].

E. The GINA Global Strategy for Asthma Management and Prevention update recommends
that patients with asthma should be reviewed regularly to monitor their symptom control,
risk factors and occurrence of exacerbations, as well as to document the response to any
treatment changes. Ideally, response to Type 2-targeted therapy should be re-evaluated
every 3-6 months, including re-evaluation of the need for ongoing biologic therapy for
patients with good response to Type 2 targeted therapy. [5]

F. The Institute for Clinical and Economic Review (ICER) defines eosinophilic inflammation as
a blood eosinophil level greater than or equal to 150 cells per microliter at initiation of
therapy. This is the lowest measured threshold for eosinophilic asthma in pivotal trials. [7]

. References

1. Fasenra Prescribing Information. AstraZeneca Pharmaceuticals LP. Wilmington, DE. April
2024.

2. FitzGerald JM, Bleecker ER, Nair P, et al. Benralizumab, an anti-interleukin-5 receptor a
monoclonal antibody, as add-on treatment for patients with severe, uncontrolled,
eosinophilic asthma (CALIMA): a randomised, double-blind, placebo-controlled phase 3
trial. Lancet. 2016 Oct 29;388(10056):2128-2141.

3. Bleecker ER, FitzGerald JM, Chanez P, et al. Efficacy and safety of benralizumab for
patients with severe asthma uncontrolled with high-dosage inhaled corticosteroids and
long-acting Beta two agonist (SIROCCO): a randomised, multicentre, placebo-controlled
phase 3 trial. Lancet. 2016 Oct 29;388(10056):2115-2127.

4. Global Initiative for Asthma (GINA). Global Strategy for Asthma Management and
Prevention (2022 update). 2022 www.ginasthma.org. Accessed April 2024.

5. Nair P, Wenzel S, Rabe KF, et al. ZONDA Trial Investigators. Oral glucocorticoid-sparing
effect of benralizumab in severe asthma. N Engl J Med. 2017;376(25):2448-2458.

6. Institute for Clinical and Economic Review (ICER). Biologic therapies for treatment of
asthma associated with type 2 inflammation: effectiveness, value, and value-based price
benchmarks. https://icer.org/wp-content/uploads/2020/10/ICER_Asthma-Final-
Report_Unredacted_08122020.pdf. Published December 20, 2018. Accessed April 15,
2022.



7.

Wedner HJ, Fujisawa T, Guilbert TW, Ikeda M, Mehta V, Tam JS, Lukka PB, Asimus S,
Durzynski T, Johnston J, White WI, Shah M, Werkstrom V, Jison ML; all TATE investigators.
Benralizumab in children with severe eosinophilic asthma: Pharmacokinetics and long-
term safety (TATE study). Pediatr Allergy Immunol. 2024 Mar;35(3):e14092.

6 . Revision History

Date

Notes

6/4/2024 Addition of new 10 mg/0.5mL prefilled syringe.




Fingolimod

Prior Authorization Guideline

Guideline ID

GL-121366

Guideline Name

Fingolimod

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

3/1/2023

1. Criteria

Product Name: Generic Fingolimod

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of a relapsing form of multiple sclerosis (MS)

AND

2 - Prescribed by or in consultation with a neurologist

Product Name: Generic Fingolimod




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

2/22/2023

Remove brand




Firmagon (degarelix)

Prior Authorization Guideline

Guideline ID GL-112099
Guideline Name Firmagon (degarelix)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 11/1/2022

P&T Approval Date: 5/18/2010

P&T Revision Date: 09/18/2019;09/16/2020; 10/20/2021 ; 9/21/2022

1. Indications

Drug Name: Firmagon (degarelix)

Advanced Prostate Cancer Indicated for treatment of patients with advanced prostate cancer.

2 . Criteria

Product Name: Firmagon

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

Approval Criteria




1 - Diagnosis of advanced prostate cancer [1-2]

AND

2 - Prescribed by or in consultation with an oncologist

Product Name: Firmagon

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

3. References

1. Firmagon prescribing information. Ferring Pharmaceuticals Inc. Parsippany, NJ. March
2020.

2. Klotz L, Boccon-Gibod L, Shore ND, et al. The efficacy and safety of Firmagon: a 12-month,
comparative, randomized, open-label, parallel-group phase Il study in patients with
prostate cancer. BJU Int. 2008;102:1531-1538.

4 . Revision History

Date Notes

8/22/2022 2022 Annual Review




Flutamide- SAMLG

Prior Authorization Guideline

Guideline ID GL-116502
Guideline Name Flutamide- SAMLG
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Flutamide

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

Approval Criteria

1 - Diagnosis of metastatic prostate cancer

AND

2 - Disease is locally confined Stage B2 to C and Stage D2




AND

3 - Will be used in combination with Luteinizing Hormone-Releasing Hormone (LHRH) agonist
(e.g., goserelin, leuprolide)

AND

4 - Submission of medical records (e.g., chart notes) confirming current liver function

AND

5 - Patient does not have severe hepatic impairment

AND

6 - Prescribed by or in consultation with an oncologist

Product Name: Flutamide

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date Notes

10/5/2022 2023 New Implementation




Fosrenol (lanthanum carbonate)

Prior Authorization Guideline

Guideline ID GL-126335
Guideline Name Fosrenol (lanthanum carbonate)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

1. Criteria

Product Name: Generic Lanthanum

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

Approval Criteria

1 - Diagnosis of hyperphosphatemia in chronic kidney disease (CKD)

AND

2 - Prescribed by or in consultation with nephrologist




AND
3 - Trial and failure, contraindication, or intolerance (at least 6 weeks) to both:
o maximally tolerated calcium acetate
e sevelamer carbonate

AND

4 - Member is 6 years old or older

Product Name: Generic Lanthanum

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

Approval Criteria

1 - Patient has experienced a positive response to therapy

2 . Revision History

Date Notes

6/9/2023 New Program




Gamifant (emapalumab-lzsg)

Prior Authorization Guideline

Guideline ID

GL-120194

Guideline Name

Gamifant (emapalumab-Izsg)

Formulary

e Samaritan Choice Plans

Guideline Note:

Effective Date:

4/1/2023

P&T Approval Date:

P&T Revision Date:

02/13/2020, 02/18/2021 ;02/17/2022 ; 2/16/2023

1. Indications

Drug Name: Gamifant (emapalumab-lzsg)

Primary Hemophagocytic Lymphohistiocytosis (HLH) Indicated for the treatment of adult and
pediatric (newborn and older) patients with primary HLH with refractory, recurrent or
progressive disease or intolerance with conventional HLH therapy.

2 . Criteria

Product Name: Gamifant

Approval Length

6 Months [A]

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization




Approval Criteria

1 - Diagnosis of primary hemophagocytic lymphohistiocytosis (HLH)

AND
2 - One of the following:
2.1 Disease is one of the following:
e 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 - Documentation of positive clinical response to therapy (e.g., improvement in
hemoglobin/lymphocyte/platelet counts, afebrile, normalization of inflammatory
factors/markers)




2 - Patient has not received HSCT

AND

3. Endnotes

A. Per clinical consultation, it is appropriate to limit authorization duration to no more than 6
months at a time, given that the ultimate goal in therapy is to receive HSCT and treatment
with Gamifant should be viewed as bridge therapy to HSCT. Pivotal trial data duration was
also less than 3 months. [2]

4 . References

1. Gamifant Prescribing Information. Sobi Inc. Waltham, MA. June 2020.
2. Per clinical consult with a pediatric hematologist/oncologist, January 18, 2019.

5. Revision History

Date

Notes

1/15/2023

Annual Review - no criteria changes




Gaucher Disease Agents

Prior Authorization Guideline

Guideline ID GL-118474
Guideline Name Gaucher Disease Agents
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 4/1/2023

P&T Approval Date: 11/20/2000

P&T Revision Date: 02/13/2020, 02/18/2021 ;02/17/2022;,05/19/2022 ; 2/16/2023

1. Indications

Drug Name: Cerezyme (imiglucerase for injection)

Type 1 Gaucher Disease Indicated for treatment of adults and pediatric patients 2 years of age
and older with Type 1 Gaucher disease that results in one or more of the following conditions: -
anemia - thrombocytopenia - bone disease - hepatomegaly or splenomegaly

Drug Name: Elelyso (taliglucerase alfa) for injection

Type 1 Gaucher Disease Indicated for the treatment of patients 4 years and older with a
confirmed diagnosis of Type 1 Gaucher disease.

Drug Name: VPRIV (velaglucerase alfa for injection)

Type 1 Gaucher Disease Indicated for long-term enzyme replacement therapy (ERT) for patients
with type 1 Gaucher disease.

Drug Name: Cerdelga (eliglustat)

Type 1 Gaucher Disease Indicated for the long-term treatment of adult patients with Gaucher
disease type 1 (GD1) who are CYP2D6 extensive metabolizers (EMs), intermediate metabolizers
(IMs), or poor metabolizers (PMs) as detected by an FDA-cleared test. Limitations of Use:
Patients who are CYP2D6 ultra-rapid metabolizers (URMs) may not achieve adequate




concentrations of CERDELGA to achieve a therapeutic effect. A specific dosage cannot be
recommended for those patients whose CYP2D6 genotype cannot be determined
(indeterminate metabolizers).

Drug Name: Zavesca (miglustat)

Type 1 Gaucher Disease Indicated as monotherapy for the treatment of adult patients with mild
to moderate type 1 Gaucher disease for whom enzyme replacement therapy is not a therapeutic
option (e.g., due to allergy, hypersensitivity, or poor venous access).

2 . Criteria

Product Name: Cerezyme, Elelyso, or VPRIV

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Type 1 Gaucher disease

AND

2 - Patient has evidence of symptomatic disease (e.g., moderate to severe anemia [A],
thrombocytopenia [B], bone disease [C], hepatomegaly [D], or splenomegaly [D])

AND

3 - One of the following:

3.1 Patient is 4 years of age or older (applies to Elelyso and VPRIV only)

OR

3.2 Patient is 2 years of age or older (applies to Cerezyme only)

Product Name: Cerdelga

Approval Length 12 month(s)




Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Type 1 Gaucher disease

AND

2 - Patient is an extensive metabolizer (EM), intermediate metabolizer (IM), or poor metabolizer
(PM) of cytochrome P450 enzyme (CYP) 2D6 as detected by an FDA-cleared test

AND

3 - Patient is 18 years of age or older

Product Name: Generic miglustat or Brand Zavesca

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mild to moderate Type 1 Gaucher disease [E]

AND

2 - Patient is 18 years of age or older

3. Endnotes

A. Goals of treatment with anemia are to increase hemoglobin to greater than or equal to
12.0 g/dL for males (greater than 12 years of age), and to greater than or equal to 11.0
g/dL for both children (less than or equal to 12 years of age) and females (greater than 12
years of age). [6, 8]

B. Moderate thrombocytopenia is defined as a platelet count of 60,000 to 120,000/microliter.
A platelet count of 120,000/microliter to meet the criterion of thrombocytopenia is based
on the upper end of the range that defines moderate thrombocytopenia. [6]



C.

In bone disease, the goal is to lessen or eliminate bone pain and prevent bone crises. Bone
disease can be diagnosed using MRI, bone scan, and X-ray. [6-8]

Hepatomegaly is defined as a liver mass of greater than 1.25 times normal value.
Splenomegaly is defined as a splenic mass greater than the normal, and moderate
splenomegaly is considered a spleen volume of greater than 5 and less than or equal to 15
times normal. [6]

Zavesca may be prescribed only by physicians knowledgeable in the management of
Gaucher disease (GD). In order to prescribe Zavesca, physicians must read the letter to
doctors from Actelion, then sign and fax the one-page physician statement affirming that
they are qualified to manage patients with GD and that they have read the Zavesca review
booklet containing the full prescribing information. Zavesca is dispensed exclusively by
Accredo specialty pharmacy. [10]
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Notes

2/17/2023 Annual review - no criteria changes.




General Oncology

Prior Authorization Guideline

Guideline ID GL-126339
Guideline Name General Oncology
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

1. Criteria

Product Name: Vonjo, Lynparza, Calquence, Ibrance, Lytgobi, Krazati, Generic Everolimus,
Sprycel, Zolinza, Emcyt, Gleostine, Hycamtin, Generic Lenalidomide, Thalomid, Votrient, Generic
Sorafenib, Leukeran, Retevmo, Tafinlar, Mekinist, Cotellic, Rezlidhia, Pemazyre, Ninlaro

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

Approval Criteria

1 - Medication is being used for an FDA approved age

AND

2 - Prescribed by or in consultation with oncologist




AND

3 - One of the following:

3.1 Medication is being used for FDA approved indication

OR

3.2 Diagnosis is supported as a use in the National Cancer network (NCCN) Drugs and
Biologics Compendium with a category of Evidence and Consensus of 1, 2A, or 2B

Product Name: Vonjo, Lynparza, Calquence, Ibrance, Lytgobi, Krazati, Generic Everolimus,
Sprycel, Zolinza, Emcyt, Gleostine, Hycamtin, Generic Lenalidomide, Thalomid, Votrient, Generic
Sorafenib, Leukeran, Retevmo, Tafinlar, Mekinist, Cotellic, Rezlidhia, Pemazyre, Ninlaro

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Background

Benefit/Coverage/Program Information

Compendia Requirements

NCCN Categories of Evidence and Consensus:

Category Level of Consensus

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 consensus
that the intervention is appropriate.




2B Based upon lower-level evidence, there is NCCN consensus that the
intervention is appropriate.
3 Based upon any level of evidence, there is major NCCN disagreement

that the intervention is appropriate.

3 . Revision History

Date

Notes

6/9/2023

Update program




Givlaari (givosiran)

Prior Authorization Guideline

Guideline ID GL-118098
Guideline Name Givlaari (givosiran)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

P&T Approval Date: 1/15/2020

P&T Revision Date: 02/13/2020;01/20/2021 ;01/19/2022;1/18/2023

1. Indications

Drug Name: Givlaari (givosiran)

Acute Hepatic Porphyria Indicated for the treatment of adults with acute hepatic porphyria
(AHP).

2 . Criteria

Product Name: Givlaari

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

Approval Criteria




1 - Diagnosis of acute hepatic porphyria (i.e., acute intermittent porphyria, hereditary
coproporphyria, variegate porphyria, ALA dehydrase deficient porphyria)

AND

2 - Patient has active disease with at least two documented porphyria attacks within the past 6
months

AND

3 - Provider attestation documenting elevated urinary or plasma levels of one of the following
within the past 12 months:

e Porphobilinogen (PBG)
e Delta-aminolevulinic acid (ALA)
AND
4 - Patient has not had a liver transplant

AND

5 - Prescribed by or in consultation with a gastroenterologist or a specialist with expertise in the
diagnosis and management of acute hepatic porphyria

Product Name: Givlaari

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

Approval Criteria

1 - Documentation of positive clinical response while on therapy as demonstrated by both of the
following:

e Reduction in hemin administration requirements
e Reduction in the rate or number of porphyria attacks




AND

2 - Patient has not had a liver transplant

AND

3 - Prescribed by or in consultation with a gastroenterologist or a specialist with expertise in the
diagnosis and management of acute hepatic porphyria

3. References

1. Givlaari Prescribing Information. Alnylam Pharmaceuticals, Inc. Cambridge, MA. October
2021.

4 . Revision History

Date Notes

1/4/2023 Annual review - no changes.




Glatopa (glatiramer)

Prior Authorization Guideline

Guideline ID GL-121385
Guideline Name Glatopa (glatiramer)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 3/1/2023

1. Criteria

Product Name: Generic Glatopa, Generic Glatiramer

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

Approval Criteria

1 - Diagnosis of relapsing forms of multiple sclerosis

AND

2 - Prescribed by or in consultation with a neurologist

Product Name: Generic Glatopa, Generic Glatiramer




Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - For continuation of prior therapy

2 . Revision History

Date

Notes

2/22/2023

New Program




Glucagon-Like Peptide-1 (GLP-1) Receptor Agonist

Prior Authorization Guideline

Guideline ID GL-116519
Guideline Name Glucagon-Like Peptide-1 (GLP-1) Receptor Agonist
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Bydureon, Byetta, Trulicity, Victoza

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

Approval Criteria

1 - Diagnosis of Type 2 Diabetes

AND

2 - Patient has had trial of, or contraindication to maximally tolerated dose of metformin




AND

3 - One of the following:
3.1 Both of the following:
« Patient has heart failure (HF) or high risk/established atherosclerotic cardiovascular

disease (ASCVD)
e Trial of, or contraindication to an sodium-glucose cotransporter-2 (SGLT2) inhibitor (e.g.,

Farxiga, Jardiance)

OR

3.2 Both of the following:

o Patient does not have heart failure (HF) or high risk/established ASCVD
 Trial of, or contraindication to an dipeptidyl peptidase 4 (DPP-4) Inhibitor (e.g., Januvia,
Onglyza)

Product Name: Bydureon, Byetta, Trulicity, Victoza

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

10/31/2022 New Implementation




Glucagon-Like Peptide-1 (GLP-1) Receptor Agonist - SCP

Prior Authorization Guideline

Guideline ID GL-116517
Guideline Name Glucagon-Like Peptide-1 (GLP-1) Receptor Agonist - SCP
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Bydureon Bcise, Byetta, Trulicity, Victoza

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

Approval Criteria

1 - Diagnosis of Type 2 Diabetes

AND

2 - Patient has had trial of, or contraindication to maximally tolerated dose of metformin




AND

3 - One of the following:
3.1 Both of the following:
o Patient has heart failure (HF) or high risk/established ASCVD
e Trial of, or contraindication to an SGLT-2 Inhibitor

OR

3.2 Both of the following:

o Patient does not have heart failure (HF) or high risk/established ASCVD
e Trial of, or contraindication to an DPP-4 Inhibitor

Product Name: Bydureon Bcise, Byetta, Trulicity, Victoza

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

10/31/2022 2023 New Implementation




Gonadotropin-Releasing Hormone Agonists

Prior Authorization Guideline

Guideline ID GL-126091
Guideline Name Gonadotropin-Releasing Hormone Agonists
Formulary e Samaritan Choice Plans

e Samaritan Choice Plans

Guideline Note:

Effective Date: 7/1/2023

P&T Approval Date: 12/12/2005

P&T Revision Date: 12/18/2019; 02/13/2020; 07/15/2020; 09/16/2020 ; 01/20/2021 ;
09/15/2021 ;06/15/2022 ; 08/18/2022 ;09/21/2022 ;01/18/2023 ;
6/21/2023

1. Indications

Drug Name: Lupron Depot (leuprolide acetate) 1-Month 7.5 mg, Lupron Depot 3-Month 22.5
mg, Lupron Depot 4-Month 30 mg, Lupron Depot 6-Month 45 mg

Prostate Cancer Indicated for treatment of advanced prostatic cancer.

Off Label Uses: Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal
function is accomplished most effectively by gonadotropin suppression with gonadotropin
releasing hormone analogues and antagonists. Analogues suppress gonadotropins after a short
period of stimulation, whereas antagonists immediately suppress pituitary secretion. Since no
long-acting antagonists are available for use as pharmacotherapy, long-acting analogues are
the currently preferred treatment option. [18] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [19]

Drug Name: Lupron Depot 3.75 mg

Endometriosis Indicated for the management of endometriosis, including pain relief and
reduction of endometriotic lesions. In combination with a norethindrone acetate, it is also
indicated for initial management of the painful symptoms of endometriosis and for




management of recurrence of symptoms. Limitations of Use: The total duration of therapy with
LUPRON DEPOT 3.75 mg plus add-back therapy should not exceed 12 months due to concerns
about adverse impact on bone mineral density.

Uterine Leiomyomata (Fibroids) Indicated for concomitant use with iron therapy for
preoperative hematologic improvement of women with anemia caused by fibroids for whom
three months of hormonal suppression is deemed necessary. Limitations of Use: Not indicated
for combination use with norethindrone acetate add-back therapy for the preoperative
hematologic improvement of women with anemia caused by heavy menstrual bleeding due to
fibroids.

Off Label Uses: Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal
function is accomplished most effectively by gonadotropin suppression with gonadotropin
releasing hormone analogues and antagonists. Analogues suppress gonadotropins after a short
period of stimulation, whereas antagonists immediately suppress pituitary secretion. Since no
long-acting antagonists are available for use as pharmacotherapy, long-acting analogues are
the currently preferred treatment option. [18] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would.

Drug Name: Lupron Depot 3-Month 11.25 mg

Endometriosis Indicated for the management of endometriosis, including pain relief and
reduction of endometriotic lesions. In combination with a norethindrone acetate, it is also
indicated for initial management of the painful symptoms of endometriosis and for
management of recurrence of symptoms. Limitations of Use: The total duration of therapy with
LUPRON DEPOT 11.25 mg plus add-back therapy should not exceed 12 months due to concerns
about adverse impact on bone mineral density.

Uterine Leiomyomata (Fibroids) Indicated for concomitant use with iron therapy for
preoperative hematologic improvement of women with anemia caused by fibroids for whom
three months of hormonal suppression is deemed necessary. Limitations of Use: Not indicated
for combination use with norethindrone acetate add-back therapy for the preoperative
hematologic improvement of women with anemia caused by heavy menstrual bleeding due to
fibroids.

Off Label Uses: Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal
function is accomplished most effectively by gonadotropin suppression with gonadotropin
releasing hormone analogues and antagonists. Analogues suppress gonadotropins after a short
period of stimulation, whereas antagonists immediately suppress pituitary secretion. Since no
long-acting antagonists are available for use as pharmacotherapy, long-acting analogues are
the currently preferred treatment option. [18] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would.

Drug Name: Leuprolide Acetate

Prostate Cancer Indicated for the palliative treatment of advanced prostatic cancer.

Off Label Uses: Infertility Used for controlled ovarian hyperstimulation to enhance the in vitro
fertilization-embryo transfer (IVF-ET) procedure. [6]

Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal function is




accomplished most effectively by gonadotropin suppression with gonadotropin releasing
hormone analogues and antagonists. Analogues suppress gonadotropins after a short period of
stimulation, whereas antagonists immediately suppress pituitary secretion. Since no long-acting
antagonists are available for use as pharmacotherapy, long-acting analogues are the currently
preferred treatment option. [18] Early use of puberty-suppressing hormones may avert negative
social and emotional consequences of gender dysphoria more effectively than their later use
would. [19]

Drug Name: Leuprolide Acetate Depot

Prostate Cancer Indicated for the palliative treatment of advanced prostate cancer.

Off Label Uses: Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal
function is accomplished most effectively by gonadotropin suppression with gonadotropin
releasing hormone analogues and antagonists. Analogues suppress gonadotropins after a short
period of stimulation, whereas antagonists immediately suppress pituitary secretion. Since no
long-acting antagonists are available for use as pharmacotherapy, long-acting analogues are
the currently preferred treatment option. [18] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [19]

Drug Name: Lupron Depot-PED (leuprolide acetate)

Central Precocious Puberty (CPP) Indicated in the treatment of pediatric patients with central
precocious puberty (CPP).

Off Label Uses: Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal
function is accomplished most effectively by gonadotropin suppression with gonadotropin
releasing hormone analogues and antagonists. Analogues suppress gonadotropins after a short
period of stimulation, whereas antagonists immediately suppress pituitary secretion. Since no
long-acting antagonists are available for use as pharmacotherapy, long-acting analogues are
the currently preferred treatment option. [18] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [19]

Drug Name: Lupaneta Pack (leuprolide acetate inj; norethindrone acetate tablets) 1-Month
3.75mg, 3-Month 11.25 mg

Endometriosis Indicated for initial management of the painful symptoms of endometriosis and
for management of recurrence of symptoms. Limitation of use: Duration of use is limited due to
concerns about adverse impact on bone mineral density. The initial treatment course of
Lupaneta Pack is limited to 6 months. A single retreatment course of not more than 6 months
may be administered after the initial course of treatment if symptoms recur. Use of Lupaneta
for longer than a total of 12 months is not recommended.

Drug Name: Camcevi (leuprolide)

Prostate Cancer Indicated for the treatment of adult patients with advanced prostate cancer.

Drug Name: Eligard (leuprolide acetate)




Prostate Cancer Indicated for the palliative treatment of advanced prostate cancer.

Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal function is
accomplished most effectively by gonadotropin suppression with gonadotropin releasing
hormone analogues and antagonists. Analogues suppress gonadotropins after a short period of
stimulation, whereas antagonists immediately suppress pituitary secretion. Since no long-acting
antagonists are available for use as pharmacotherapy, long-acting analogues are the currently
preferred treatment option. [18] Early use of puberty-suppressing hormones may avert negative
social and emotional consequences of gender dysphoria more effectively than their later use
would. [19]

Drug Name: Fensolvi (leuprolide acetate)

Central Precocious Puberty (CPP) Indicated for the treatment of pediatric patients 2 years of
age and older with central precocious puberty (CPP).

Drug Name: Supprelin LA (histrelin acetate)

Central Precocious Puberty (CPP) Indicated for the treatment of children with CPP. Children
with CPP (neurogenic or idiopathic) have an early onset of secondary sexual characteristics
(earlier than 8 years of age in females and 9 years of age in males). They also show a
significantly advanced bone age that can result in diminished adult height attainment. Prior to
initiation of treatment a clinical diagnosis of CPP should be confirmed by measurement of
blood concentrations of total sex steroids, luteinizing hormone (LH) and follicle stimulating
hormone (FSH) following stimulation with a GnRH analog, and assessment of bone age versus
chronological age. Baseline evaluations should include height and weight measurements,
diagnostic imaging of the brain (to rule out intracranial tumor), pelvic/testicular/adrenal
ultrasound (to rule out steroid secreting tumors), human chorionic gonadotropin levels (to rule
out a chorionic gonadotropin secreting tumor), and adrenal steroids to exclude congenital
adrenal hyperplasia.

Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal function is
accomplished most effectively by gonadotropin suppression with gonadotropin releasing
hormone analogues and antagonists. Analogues suppress gonadotropins after a short period of
stimulation, whereas antagonists immediately suppress pituitary secretion. Since no long-acting
antagonists are available for use as pharmacotherapy, long-acting analogues are the currently
preferred treatment option. [18] Early use of puberty-suppressing hormones may avert negative
social and emotional consequences of gender dysphoria more effectively than their later use
would. [19]

Drug Name: Trelstar (triptorelin pamoate)

Prostate Cancer Indicated for the palliative treatment of advanced prostate cancer.

Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal function is
accomplished most effectively by gonadotropin suppression with gonadotropin releasing
hormone analogues and antagonists. Analogues suppress gonadotropins after a short period of
stimulation, whereas antagonists immediately suppress pituitary secretion. Since no long-acting
antagonists are available for use as pharmacotherapy, long-acting analogues are the currently
preferred treatment option. [18] Early use of puberty-suppressing hormones may avert negative
social and emotional consequences of gender dysphoria more effectively than their later use
would. [19]




Drug Name: Triptodur (triptorelin)

Central Precocious Puberty (CPP) Indicated for the treatment of pediatric patients 2 years of
age and older with central precocious puberty (CPP).

Gender Dysphoria [18, 19] Suppression of pubertal development and gonadal function is
accomplished most effectively by gonadotropin suppression with gonadotropin releasing
hormone analogues and antagonists. Analogues suppress gonadotropins after a short period of
stimulation, whereas antagonists immediately suppress pituitary secretion. Since no long-acting
antagonists are available for use as pharmacotherapy, long-acting analogues are the currently
preferred treatment option. [18] Early use of puberty-suppressing hormones may avert negative
social and emotional consequences of gender dysphoria more effectively than their later use
would. [19]

Drug Name: Vantas (histrelin acetate)

Prostate Cancer Indicated for the palliative treatment of advanced prostate cancer.

2 . Criteria

Product Name: Lupron Depot (3.75 mg and 11.25 mg)

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

Approval Criteria

1 - Diagnosis of endometriosis

AND

2 - One of the following: [9, 13]

2.1 History of inadequate pain control response following a trial of at least 6 months, or history
of intolerance or contraindication to one of the following:

e Danazol
e Combination (estrogen/progestin) oral contraceptive
e Progestins




OR

2.2 Patient has had surgical ablation to prevent recurrence

Product Name: Lupron Depot (3.75 mg and 11.25 mg)

Diagnosis Endometriosis
Approval Length 6 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Recurrence of symptoms following a trial of at least 6 months with leuprolide acetate

AND

2 - Used in combination with one of the following:

e Norethindrone 5 mg daily
e Other "add-back" sex-hormones (e.g., estrogen, medroxyprogesterone)
e Other bone-sparing agents (e.g., bisphosphonates)

Product Name: Lupron Depot (3.75 mg and 11.25 mg)

Diagnosis Uterine Leiomyomata (Fibroids) - For the reduction of the size of
fibroids [off-label]

Approval Length 4 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - For use prior to surgery to reduce the size of fibroids to facilitate a surgical procedure (e.g.,
myomectomy, hysterectomy) [6]

Product Name: Lupron Depot (3.75 mg and 11.25 mg)

Diagnosis Uterine Leiomyomata (Fibroids) - Anemia [5,7]




Approval Length 3 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - For the treatment of anemia

AND

2 - Anemia is caused by uterine leiomyomata (fibroids)

AND

3 - Patient has tried and had an inadequate response to at least 1 month of monotherapy with
iron

AND

4 - Used in combination with iron therapy

AND

5 - For use prior to surgery

Product Name: Fensolvi, Lupron Depot-PED, Supprelin LA, Triptodur

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

2 - Early onset of secondary sexual characteristics in one of the following:

o Females less than 8 years of age
e Males less than 9 years of age

AND

3 - Advanced bone age of at least one year compared with chronological age

AND

4 - One of the following:
4.1 Both of the following:

« Patient has undergone gonadotropin-releasing hormone agonist (GnRHa) testing
e Peak luteinizing hormone (LH) level above pre-pubertal range

OR

4.2 Patient has a random LH level in the pubertal range

AND

5 - One of the following:

5.1 Patient had one of the following diagnostic evaluations to rule out tumors, when
suspected:

« Diagnostic imaging of the brain (MRI or CT scan) (in patients with symptoms suggestive

of a brain tumor or in those 6 years of age or younger)
o Pelvic/testicular/adrenal ultrasound (if steroid levels suggest suspicion)
« Adrenal steroids to rule out congenital adrenal hyperplasia (when pubarche precedes

thelarche or gonadarche)

OR




5.2 Patient has no suspected tumors

AND

6 - Prescribed by or in consultation with a pediatric endocrinologist

Product Name: Fensolvi, Lupron Depot-PED, Supprelin LA, Triptodur

Diagnosis Central Precocious Puberty (CPP)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1- LH levels have been suppressed to pre-pubertal levels

AND

2 - Prescribed by or in consultation with a pediatric endocrinologist

Product Name: Generic leuprolide acetate*

Diagnosis Treatment of Infertility (off-label) [6]
Approval Length 2 Month [A] (or per plan benefit design)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of infertility

AND

2 - Used as part of an assisted reproductive technology (ART) protocol

Notes *Please consult client-specific resources to confirm whether benefit ex
clusions should be reviewed for medical necessity.




Product Name: Eligard, Leuprolide Acetate, generic leuprolide acetate, Trelstar, Vantas

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

Approval Criteria

1 - Diagnosis of advanced or metastatic prostate cancer [6, 16]

AND

2 - Trial and failure, contraindication, or intolerance to any brand Lupron formulation

Product Name: Camcevi, Lupron Depot (7.5 mg, 22.5 mg, 30 mg and 45 mg)

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

Approval Criteria

1 - Diagnosis of advanced or metastatic prostate cancer [6, 16]

Product Name: Camcevi, Eligard, Leuprolide Acetate, generic leuprolide acetate, Lupron Depot
(7.5 mg, 22.5 mg, 30 mg and 45 mg), Trelstar, Vantas

Diagnosis Prostate 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 therapy

Product Name: Lupaneta Pack

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

Approval Criteria

1 - Diagnosis of endometriosis

AND

2 - One of the following: [9, 13]

2.1 History of inadequate pain control response following a trial of at least 6 months, or history
of intolerance or contraindication to one of the following:

e Danazol
e Combination (estrogen/progestin) oral contraceptive
e Progestins

OR

2.2 Patient has had surgical ablation to prevent recurrence

Product Name: Lupaneta Pack

Diagnosis Endometriosis
Approval Length 6 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Recurrence of symptoms following a trial of at least 6 months with leuprolide therapy




Product Name: Lupron Depot, Lupron Depot-PED, Leuprolide Acetate, generic leuprolide acetate,
Eligard, Supprelin LA, Trelstar, Triptodur

Diagnosis Gender Dysphoria/Gender Incongruence (off-label) [18, 19]
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Using gonadotropin for suppression of puberty [18,19]

2 - Diagnosis of gender dysphoria/gender incongruence

AND

3. Endnotes

A.

Sixty days would be a reasonable length of authorization for the treatment of infertility.
[14]
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Grastek (Timothy Grass)

Prior Authorization Guideline

Guideline ID GL-116509
Guideline Name Grastek (Timothy Grass)
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Grastek

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

Approval Criteria

1 - Diagnosis of grass pollen-induced allergies

AND

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

e Allergist




e Immunologist

Product Name: Grastek

Approval Length

3 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

2 . Revision History

Date

Notes

10/10/2022

2023 New Implementation




Growth Hormones

Prior Authorization Guideline

Guideline ID GL-116599
Guideline Name Growth Hormones
Formulary e Samaritan Choice Plans

Guideline Note:

Effective Date: 1/1/2023

1. Criteria

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

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: [12]
1.1.1 Both of the following: [24-26]

e Infantis <4 months of age




e Infant has suspected GH deficiency based on clinical presentation (e.g., persistent
neonatal hypoglycemia, persistent or prolonged neonatal jaundice/elevated bilirubin,
male infant with microgenitalia, midline anatomical defects, failure to thrive, etc.)

OR

1.1.2 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.3 Diagnosis of panhypopituitarism

OR

1.2 All of the following:
1.2.1 Diagnosis of pediatric GH deficiency as confirmed by one of the following: [10, 11, 12]

1.2.1.1 Height is documented by one of the following (utilizing age and gender growth charts
related to height): [11]

e Heightis > 2.0 standard deviations [SD] below midparental height
e Heightis >2.25 SD below population mean (below the 1.2 percentile for age and gender)
OR
1.2.1.2 Growth velocity is > 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of > 2 SD below mean for age and gender (e.g., delayed >
2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]
1.2.2.1 Both of the following:

e Patient is male




e Boneage< 16 years

OR
1.2.2.2 Both of the following:
e Patientis female
e Boneage< 14 years
AND

1.2.3 One of the following:
1.2.3.1 Both of the following: [10, 11, 12]

1.2.3.1.1 Patient has undergone two of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND

1.2.3.1.2 Both GH response values are < 10 mcg/L

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is < 1 year of age

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: [A, 13, 14]

e Insulin-like Growth Factor 1 (IGF-1/Somatomedin-C)
e Insulin Growth Factor Binding Protein-3 (IGFBP-3)




AND

2 - Prescribed by or in consultation with an endocrinologist

Notes Includes children who have undergone brain radiation. If patient is a Tra
nsition Phase Adolescent or Adult who had childhood onset GH deficie
ncy, utilize criteria for Transition Phase Adolescent or Adult GH Deficien

cy.

NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented by
both of the following: [22, 23]

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

AND

3 - Prescribed by or in consultation with an endocrinologist

Notes Includes children who have undergone brain radiation. If patient is a Tra
nsition Phase Adolescent or Adult who had childhood onset GH deficie
ncy, utilize criteria for Transition Phase Adolescent or Adult GH Deficien

cy.




Product Name: Norditropin Flexpro or Nutropin AQ NuSpin [off-label] [B, 11]

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 [10, 11]

AND

2 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin [off-label] [B, 11]

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 Evidence of positive response to therapy (e.g., increase in total lean body mass, decrease
in fat mass)

OR

1.2 Both of the following:

1.2.1 Height increase of at least 2 cm/year over the previous year of treatment as
documented by both of the following: [22]

e Previous height and date obtained
e Current height and date obtained




AND
1.2.2 Both of the following:
e Expected adult height not attained
e Documentation of expected adult height goal

AND

2 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin [off-label] [B, 11]

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 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 the following criterion: [10]

1.1 One of the following is below the 3rd percentile for gestational age (more than 2 SD below
population mean):

e Birth weight
e Birth length

AND

2 - Height remains less than or equal to 3rd percentile (more than 2 SD below population mean)
[10]

AND

3 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.




Product Name: Norditropin Flexpro or Nutropin AQ NuSpin [off-label] [B, 11]

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 cm/year over the previous year of treatment as documented by
both of the following: [22]

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

AND

3 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Turner Syndrome or Noonan Syndrome [off-label except for Norditropin]
[B,11]

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of pediatric growth failure associated with one of the following: [10, 22]

1.1 Both of the following:




1.1.1 Turner Syndrome (Gonadal Dysgenesis)

AND

1.1.2 Documentation of both of the following:

o Patientis female
e Boneage< 14 years

OR

1.2 Both of the following:

1.2.1 Noonan Syndrome

AND

1.2.2 Documentation of one of the following:
1.2.2.1 Both of the following:

e Patientis male
e Boneage< 16 years

OR
1.2.2.2 Both of the following:
e Patientis female
e Boneage< 14 years
AND

2 - Height is below the 5th percentile on growth charts for age and gender [10]

AND

3 - Prescribed by or in consultation with an endocrinologist




Notes

NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis

Turner Syndrome or Noonan Syndrome [off-label except for Norditropin]
[B, 11]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Height increase of at

least 2 cm/year over the previous year of treatment as documented by

both of the following: [22]

e Previous height and date obtained
e Current height and date obtained

2 - Both of the following:

AND

o Expected adult height not attained
e Documentation of expected adult height goal

AND

3 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis

Short-Stature Homeobox (SHOX) Gene Deficiency [off-label] [B, 11]

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]

AND

2 - Documentation of one of the following: [22]
2.1 Both of the following:

e Patientis male
e Boneage< 16 years

OR
2.2 Both of the following:
e Patientis female
e Boneage< 14 years
AND

3 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency [off-label] [B, 11]
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented by
both of the following: [22]

e Previous height and date obtained
e Current height and date obtained




AND
2 - Both of the following:
e Expected adult height not attained
e Documentation of expected adult height goal

AND

3 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro [off-label] [B, 11] or Nutropin AQ NuSpin

Diagnosis Growth Failure associated with Chronic Renal Insufficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of pediatric growth failure associated with chronic renal insufficiency [10]

AND

2 - Documentation of one of the following: [22]
2.1 Both of the following:

e Patientis male
e Boneage< 16 years

OR

2.2 Both of the following:

e Patientis female
e Boneage < 14 years




AND

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

e Endocrinologist
e Nephrologist

Notes NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.

Product Name: Norditropin Flexpro [off-label] [B, 11] or Nutropin AQ NuSpin

Diagnosis Growth Failure associated with Chronic Renal Insufficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented by
both of the following: [22]

e Previous height and date obtained
e Current height and date obtained

AND

2 - Both of the following:

e Expected adult height not attained
e Documentation of expected adult height goal

AND

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

e Endocrinologist
e Nephrologist




Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Adult Growth Hormone Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of adult GH deficiency as a result of one of the following: [10, 12, 21]

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 - One of the following: [10, 12, 20-21]
2.1 Both of the following:

2.1.1 Patient has undergone one of the following GH stimulation tests to confirm adult GH
deficiency:

e Insulin tolerance test (ITT)
e Glucagon
e Macimorelin

AND

2.1.2 Patient has one of the following corresponding peak GH values:




ITT less than or equal to 5 mcg/L

Glucagon less than or equal to 3 mcg/L

Macimorelin less than 2.8 ng/mL 30, 45, 60 and 90 minutes following macimorelin
administration

OR

2.2 Both of the following:

2.2.1 Documented deficiency of three of the following anterior pituitary hormones:

Prolactin

Adrenocorticotropic hormone (ACTH)

Thyroid stimulating hormone (TSH)

Follicle-stimulating hormone/Iuteinizing hormone (FSH/LH)

AND

2.2.2 IGF-1/Somatomedin-C level is below the age and gender adjusted normal range as
provided by the physician's lab

AND

3 - Prescribed by or in consultation with an endocrinologist

Notes

Use the following criteria for child- and adult-onset with pituitary diseas
e; use Isolated GHD in Adult criteria for patients without pituitary diseas
e.

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Adult Growth Hormone Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Evidence of ongoing monitoring as demonstrated by documentation within the past 12
months of an IGF-1/Somatomedin C level [10, 12, 21]




AND

2 - Prescribed by or in consultation with an endocrinologist

Notes Use the following criteria for child- and adult-onset with pituitary diseas
e; use Isolated GHD in Adult criteria for patients without pituitary diseas
e.

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following: [21]

o Attained expected adult height
o Closed epiphyses on bone radiograph

AND

2 - One of the following: [20, 21]
2.1 Both of the following:

2.1.1 Documentation of high risk of GH deficiency due to GH deficiency in childhood from one
of the following:
2.1.1.1 Embryopathic/congenital defects
OR

2.1.1.2 Genetic mutations

OR




2.1.1.3 Irreversible structural hypothalamic-pituitary disease
OR
2.1.1.4 Panhypopituitarism
OR
2.1.1.5 Deficiency of three of the following anterior pituitary hormones:
ACTH
TSH

e Prolactin
e FSH/LH

AND
2.1.2 One of the following:
2.1.2.1 IGF-1/Somatomedin-C level is below the age and gender adjusted normal range as
provided by the physician's lab

OR

2.1.2.2 All of the following:

2.1.2.2.1 Patient does not have a low IGF-1/Somatomedin C level
AND
2.1.2.2.2 Discontinued GH therapy for at least 1 month
AND
2.1.2.2.3 Patient has undergone one of the following GH stimulation tests after

discontinuation of therapy for at least 1 month:

e ITT
e Glucagon




e Macimorelin

AND

2.1.2.2.4 Patient has one of the following corresponding peak GH values:

e |TT less than or equal to 5 mcg/L
e Glucagon less than or equal to 3 mcg/L
e Macimorelin less than 2.8 ng/mL 30, 45, 60 and 90 minutes following macimorelin

administration

OR

2.2 All of the following:

2.2.1 At low risk of severe GH deficiency (e.g., due to isolated and/or idiopathic GH
deficiency)

AND

2.2.2 Discontinued GH therapy for at least 1 month

AND

2.2.3 Patient has undergone one of the following GH stimulation tests after discontinuation of
therapy for at least 1 month:

o ITT
e Glucagon
e Macimorelin

AND

2.2.4 Patient has one of the following corresponding peak GH values:

e ITT less than or equal to 5 mcg/L
e Glucagon less than or equal to 3 mcg/L
e Macimorelin less than 2.8 ng/mL 30, 45, 60 and 90 minutes following macimorelin

administration




AND

3 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Evidence of positive response to therapy (e.g., increase in total lean body mass, exercise
capacity or IGF-1 and IGFBP-3 levels)

AND

2 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Documented deficiency of GH as demonstrated by both of the following: [20-21]
1.1 Patient has undergone two of the following GH stimulation tests:
o ITT

e Glucagon
e Macimorelin




AND

1.2 Patient has two of the following corresponding peak GH values:
e ITT less than or equal to 5 mcg/L
e Glucagon less than or equal to 3 mcg/L

e Macimorelin less than 2.8 ng/mL 30, 45, 60 and 90 minutes following macimorelin
administration

AND

2 - Prescribed by or in consultation with an endocrinologist

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Evidence of ongoing monitoring as demonstrated by documentation within the past 12
months of an IGF-1/Somatomedin C level [10, 12, 21]

AND

2 - Prescribed by or in consultation with an endocrinologist

Product Name: All Products

Guideline Type Prior Authorization

Approval Criteria

1 - Requests for coverage of growth hormone for the diagnosis of Idiopathic Short Stature (ISS)
are not authorized and will not be approved. There is no consensus in current peer-reviewed




medical literature regarding the indications, efficacy, safety, or long-term consequences of GH
therapy in children with ISS who are otherwise healthy. [E]

Notes

Approval Length: N/A - Requests for non-approvable diagnoses should
not be approved

2 . Endnotes

A.

Several recent review articles in the literature have suggested that GH stimulation tests
should no longer be used to diagnose GHD. [13,14] The authors argue that GH stimulation
test may have side effects, lack precision, accuracy, and do not predict response to GH
therapy. It has been suggested that newer diagnostic procedures such as serum IGF-1,
IGFBP-3 concentrations, genetic testing and neuroimaging could provide an alternative
approach to the diagnosis of GHD in childhood.

Overall, there are no observable differences in the results obtained among the different
preparations as long as the regimen follows currently approved daily injections. Many of
the products are available in a variety of injection devices that are meant to make
administration more appealing and easier. Currently, there is no evidence that clinical
outcome differs among the various injection systems, although there may be patient and
parent preferences for some of these devices. [11, 21]

Even a 5% weight loss in persons with HIV infection indicates a poor prognosis. [2]
Patients with HIV-associated wasting may begin an initial 12-week course of therapy with
Serostim, 6 mg/day s.c. The clinician should monitor treatment responses by obtaining
serial body weights and BCM measurements by BIA. A positive response to therapy
probably should be considered as a 2% increase in body weight and/or BCM. Maintenance
therapy may continue on a monthly basis as long as wasting is still evident. Once BCM has
normalized, therapy can be stopped, with the patient being observed for an 8-week period.
Over these 8 weeks, body weight, BCM, and any appearance of wasting symptoms can be
monitored. If wasting reappears, therapy can be restarted. [17]

Guidelines for idiopathic short stature recommend against the routine use of GH in every
child with height standard deviation score < - 2.25. [23]
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1. Indications

Drug Name: Genotropin, Humatrope, Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope,
Saizen, and Zomacton

Pediatric Growth Hormone Deficiency Indicated for the treatment of pediatric patients with
growth failure due to inadequate secretion of endogenous growth hormone.

Drug Name: Skytrofa

Pediatric Growth Hormone Deficiency Indicated for the treatment of pediatric patients 1 year
and older who weigh at least 11.5 kg and have growth failure due to inadequate secretion of
endogenous growth hormone (GH).

Drug Name: Genotropin and Omnitrope

Prader-Willi Syndrome (PWS) Indicated for the treatment of pediatric patients who have growth
failure due to Prader-Willi Syndrome (PWS). The diagnosis of PWS should be confirmed by
appropriate genetic testing.

Small for Gestational Age (SGA) Indicated for the treatment of growth failure in children born
small for gestational age (SGA) who fail to manifest catch-up growth by age 2.




Drug Name: Norditropin Flexpro, Humatrope, and Zomacton

Small for Gestational Age (SGA) Indicated for the treatment of pediatric patients with short
stature born small for gestational age (SGA) with no catch-up growth by 2 years to 4 years of
age.

Drug Name: Genotropin, Humatrope, Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, and
Zomacton

Turner Syndrome Indicated for the treatment of pediatric patients with short stature associated
with Turner syndrome.

Drug Name: Humatrope and Zomacton

SHOX Deficiency Indicated for the treatment of pediatric patients with short stature or growth
failure in short stature homeobox-containing gene (SHOX) deficiency.

Drug Name: Nutropin AQ NuSpin

Growth Failure Secondary to Chronic Kidney Disease (CKD) Indicated for the treatment of
growth failure associated with CKD up to the time of renal transplantation. Nutropin AQ therapy
should be used in conjunction with optimal management of CKD.

Drug Name: Norditropin Flexpro

Noonan Syndrome Indicated for the treatment of pediatric patients with short stature
associated with Noonan Syndrome.

Prader-Willi Syndrome Indicated for the treatment of pediatric patients with growth failure due
to Prader-Willi syndrome (PWS).

Drug Name: Genotropin, Nutropin AQ NuSpin, and Omnitrope

[Non-Approvable Use] Idiopathic Short Stature (ISS) [E] Indicated for the treatment of
idiopathic short stature, also called non-growth hormone-deficient short stature, defined by
height SDS less than or equal to -2.25, and associated with growth rates unlikely to permit
attainment of adult height in the normal range, in pediatric patients whose epiphyses are not
closed and for whom diagnostic evaluation excludes other causes associated with short stature
that should be observed or treated by other means. **Please Note: The request for growth
hormone (GH) injections to treat idiopathic short stature (ISS) is not authorized. There is no
consensus in current peer-reviewed medical literature regarding the indications, efficacy, safety,
or long-term consequences of GH therapy in children with ISS who are otherwise healthy.

Drug Name: Norditropin Flexpro and Humatrope

[Non-Approvable Use] Idiopathic Short Stature (ISS) [E] Indicated for the treatment of pediatric
patients with Idiopathic Short Stature (ISS), height standard deviation score (SDS) less than -
2.25, and associated with growth rates unlikely to permit attainment of adult height in the
normal range. **Please Note: The request for growth hormone (GH) injections to treat idiopathic
short stature (ISS) is not authorized. There is no consensus in current peer-reviewed medical
literature regarding the indications, efficacy, safety, or long-term consequences of GH therapy in
children with ISS who are otherwise healthy.




Drug Name: Genotropin, Nutropin AQ NuSpin, Omnitrope, and Saizen

Adult Growth Hormone Deficiency Indicated for replacement of endogenous growth hormone in
adults with growth hormone deficiency who meet either of the following two criteria: Adult-
Onset: Patients who have growth hormone deficiency, either alone or associated with multiple
hormone deficiencies (hypopituitarism), as a result of pituitary disease, hypothalamic disease,
surgery, radiation therapy, or trauma; or Childhood-Onset: Patients who were growth hormone
deficient during childhood as a result of congenital, genetic, acquired, or idiopathic causes.
Patients who were treated with somatropin for growth hormone deficiency in childhood and
whose epiphyses are closed should be reevaluated before continuation of somatropin therapy
at the reduced dose level recommended for growth hormone deficient adults. Confirmation of
the diagnosis of adult growth hormone deficiency in both groups involves an appropriate
growth hormone provocative test with two exceptions: (1) patients with multiple other pituitary
hormone deficiencies due to organic disease; and (2) patients with congenital/genetic growth
hormone deficiency.

Drug Name: Norditropin Flexpro, Humatrope, and Zomacton

Adult Growth Hormone Deficiency Indicated for the replacement of endogenous GH in adults
with GH deficiency.

Drug Name: Serostim

AIDS Wasting or Cachexia Indicated for the treatment of HIV patients with wasting or cachexia
to increase lean body mass and body weight, and improve physical endurance. Concomitant
antiretroviral therapy is necessary.

Drug Name: Zorbtive

Short Bowel Syndrome Indicated for the treatment of short bowel syndrome in adult patients
receiving specialized nutritional support.

Drug Name: Zomacton

[Non-Approvable Use] Idiopathic Short Stature (ISS) [E] Indicated for the treatment of pediatric
patients with Idiopathic Short Stature (ISS), height standard deviation score (SDS) less than or
equal to -2.25, and associated with growth rates unlikely to permit attainment of adult height in
the normal range. **Please Note: The request for growth hormone (GH) injections to treat
idiopathic short stature (ISS) is not authorized. There is no consensus in current peer-reviewed
medical literature regarding the indications, efficacy, safety, or long-term consequences of GH
therapy in children with ISS who are otherwise healthy.

Drug Name: Sogroya

Pediatric Growth Hormone Deficiency Indicated for the treatment of pediatric patients 2.5 years
of age or older with growth failure due to inadequate secretion of endogenous growth hormone.

Adult Growth Hormone Deficiency Indicated for the replacement of endogenous GH in adults
with GH deficiency.




2 . Criteria

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

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: [12]
1.1.1 Both of the following: [24-26]
e Infantis <4 months of age
e Infant has suspected GH deficiency based on clinical presentation (e.g., persistent

neonatal hypoglycemia, persistent or prolonged neonatal jaundice/elevated bilirubin,
male infant with microgenitalia, midline anatomical defects, failure to thrive, etc.)

OR

1.1.2 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.3 Diagnosis of panhypopituitarism

OR

1.2 All of the following:
1.2.1 Diagnosis of pediatric GH deficiency as confirmed by one of the following: [10, 11, 12]

1.2.1.1 Height is documented by one of the following (utilizing age and gender growth charts
related to height): [11]

e Heightis > 2.0 standard deviations [SD] below midparental height
e Heightis >2.25 SD below population mean (below the 1.2 percentile for age and gender)




OR

1.2.1.2 Growth velocity is > 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of > 2 SD below mean for age and gender (e.g., delayed >
2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

e Patientis male
e Boneage< 16 years

OR
1.2.2.2 Both of the following:
e Patientis female
e Boneage< 14 years
AND

1.2.3 One of the following:
1.2.3.1 Both of the following: [10, 11, 12]
1.2.3.1.1 Patient has undergone two of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND




1.2.3.1.2 Both GH response values are < 10 mcg/L

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is < 1 year of age
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: [A, 13, 14]
e Insulin-like Growth Factor 1 (IGF-1/Somatomedin-C)
e Insulin Growth Factor Binding Protein-3 (IGFBP-3)

AND

2 - Prescribed by or in consultation with an endocrinologist

Notes Includes children who have undergone brain radiation. If patient is a Tra
nsition Phase Adolescent or Adult who had childhood onset GH deficie
ncy, utilize criteria for Transition Phase Adolescent or Adult GH Deficien

cy.

NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.

Product Name: Norditropin Flexpro or Nutropin AQ NuSpin

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented by
both of the following: [22, 23]

e Previous height and date obtained




e Current height and date obtained
AND
2 - Both of the following:
o Expected adult height not attained
e Documentation of expected adult height goal

AND

3 - Prescribed by or in consultation with an endocrinologist

Notes Includes children who have undergone brain radiation. If patient is a Tra
nsition Phase Adolescent or Adult who had childhood onset GH deficie
ncy, utilize criteria for Transition Phase Adolescent or Adult GH Deficien

cy.

Product Name: Genotropin, Humatrope, Saizen, Zomacton, or Omnitrope

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: [12]
1.1.1 Both of the following: [24-26]
e Infantis <4 months of age
o Suspected GHD based on clinical presentation (e.g., persistent neonatal hypoglycemia

that is not responsive to treatment, persistent or prolonged neonatal jaundice/elevated
bilirubin, male infant with microgenitalia, midline anatomical defects, etc.)

OR

1.1.2 History of neonatal hypoglycemia associated with pituitary disease




OR

1.1.3 Diagnosis of panhypopituitarism

OR

1.2 All of the following:
1.2.1 Diagnosis of pediatric GH deficiency as confirmed by one of the following: [10, 11, 12]

1.2.1.1 Height is documented by one of the following (utilizing age and gender growth charts
related to height): [11]

e Heightis > 2.0 standard deviations [SD] below midparental height
e Heightis >2.25 SD below population mean (below the 1.2 percentile for age and gender)

OR

1.2.1.2 Growth velocity is > 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of > 2 SD below mean for age and gender (e.g., delayed >
2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]
1.2.2.1 Both of the following:

e Patientis male

e Boneage< 16 years

OR

1.2.2.2 Both of the following:

e Patientis female




e Boneage< 14 years

AND

1.2.3 One of the following:
1.2.3.1 Both of the following: [10, 11, 12]
1.2.3.1.1 Patient has undergone two of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND

1.2.3.1.2 Both GH response values are < 10 mcg/L

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is < 1 year of age
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: [A, 13, 14]
e Insulin-like Growth Factor 1 (IGF-1/Somatomedin-C)
e Insulin Growth Factor Binding Protein-3 (IGFBP-3)
AND

2 - Prescribed by or in consultation with an endocrinologist

AND




3 - Trial and failure or intolerance to one of the following: [B]

« Norditropin (somatropin)
e Nutropin (somatropin)

Notes Includes children who have undergone brain radiation. If patient is a Tra
nsition Phase Adolescent or Adult who had childhood onset GH deficie
ncy, utilize criteria for Transition Phase Adolescent or Adult GH Deficien

cy.

NOTE: Documentation of previous height, current height and goal expec
ted adult height will be required for renewal.

Product Name: Genotropin, Humatrope, Saizen, Zomacton, or Omnitrope

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented by
both of the following: [22, 23]

e Previous height and date obtained
e Current height and date obtained

AND

2 - Both of the following:
e Expected adult height not attained
e Documentation of expected adult height goal
AND

3 - Prescribed by or in consultation with an endocrinologist

AND




4 - Trial and failure or intolerance to one of the following: [B]

« Norditropin (somatropin)
e Nutropin (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton, or Omnitrope

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - One of the following:
1.1 One of the following: [12]

1.1.1 Both of the following: [24-26]

e Infantis <4 months of age

e Suspected GHD based on clinical presentation (e.g., persistent neonatal hypoglycemia
that is not responsive to treatment, persistent or prolonged neonatal jaundice/elevated
bilirubin, male infant with microgenitalia, midline anatomical defects, etc.)

OR

1.1.2 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.3 Diagnosis of panhypopituitarism

OR

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

1.2.1 Diagnosis of pediatric GH deficiency as confirmed by one of the following: [10, 11, 12]




1.2.1.1 Height is documented by one of the following (utilizing age and gender growth charts
related to height): [11]

e Heightis > 2.0 standard deviations [SD] below midparental height
e Heightis >2.25 SD below population mean (below the 1.2 percentile for age and gender)
OR
1.2.1.2 Growth velocity is > 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of > 2 SD below mean for age and gender (e.g., delayed >
2 years compared with chronological age)

AND
1.2.2 One of the following: [22]
1.2.2.1 Both of the following:
e Patientis male
e Boneage< 16 years
OR
1.2.2.2 Both of the following:
e Patientis female
e Boneage< 14 years
AND

1.2.3 One of the following:
1.2.3.1 Bo