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Actemra (tocilizumab)

Prior Authorization Guideline

Guideline ID

GL-133933

Guideline Name

Actemra (tocilizumab)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

4/6/2010

P&T Revision Date:

09/18/2019 ; 10/16/2019 ; 04/15/2020 ; 09/16/2020 ; 12/16/2020 ;
05/20/2021 ; 04/20/2022 ; 05/19/2022 ; 10/19/2022 ; 12/14/2022 ;
02/16/2023 ; 05/18/2023 ; 07/19/2023 ; 7/19/2023

1. Indications

Drug Name: Actemra (tocilizumab IV), Actemra (tocilizumab SC)

patients.

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

Drug Name: Actemra (tocilizumab IV)
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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: Actemra (tocilizumab SC)

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).

2 . Criteria

Product Name: Actemra 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]:
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e methotrexate
e 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)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
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

Notes *Includes attestation that a total of two TNF inhibitors have already be
en tried in the past, and the patient should not be made to try a third T
NF inhibitor.

Product Name: Actemra 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
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e Improvement in symptoms (e.g., pain, stiffness, inflammation) from baseline

Product Name: Actemra 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)

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

Product Name: Actemra IV or SC

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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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

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
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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 Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
o Xeljanz (tofacitinib)

OR

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

Notes * Includes attestation that a total of two TNF inhibitors have already be
en tried in the past, and the patient should not be made to try a third T
NF inhibitor.

Product Name: Actemra 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

Diagnosis Giant Cell Arteritis (GCA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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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

Product Name: Actemra 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

Diagnosis Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
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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

Product Name: Actemra SC

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
Diagnosis Cytokine Release Syndrome (CRS) Risk due to CAR T-Cell Therapy
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Approval Length 2 Months [A]

Guideline Type Prior Authorization

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

AND

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

Product Name: Actemra IV

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:
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e Supplemental oxygen

¢ Non-invasive mechanical ventilation

e Invasive mechanical ventilation

o Extracorporeal membrane oxygenation (ECMO)
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. December
2022.

2. 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.

3. 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.

4. Onel KB, Horton DB, Lovell DJ, et al. 2021 American College of Rheumatology guideline
for the treatment of juvenile idiopathic arthritis: therapeutic approaches for oligoarthritis,
temporomandibular joint arthritis, and systemic juvenile idiopathic arthritis. Arthritis
Rheumatol. 2022;74(4):553-569.

5. 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.

6. Khanna D, Lin CJF, Furst DE, et al. Tocilizumab in systemic sclerosis: a randomized,
double-blind, placebo-controlled, phase 3 trial. Lancet Respir Med. 2020;8:963-74.

7. Fischer A, Swigris JJ, Groshong SD, et al. Clinically significant interstitial lung disease in
limited scleroderma: histopathology, clinical features, and survival. Chest 2008; 134:601.

8. UptoDate [internet database]. Waltham, MA. UpToDate, Inc. Clinical manifestations,
evaluation, and diagnosis of interstitial lung disease in systemic sclerosis (scleroderma).
Available by subscription at: https://www.uptodate.com. Accessed April 11, 2021.

5. Revision History
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Date Notes

Program update to standard reauthorization language. No changes t

9/28/2023 2
o clinical intent.
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Actimmune (interferon gamma-1b)

Prior Authorization Guideline

Guideline ID GL-123571

Guideline Name Actimmune (interferon gamma-1b)

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
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Approval Criteria

1 - Diagnosis of one of the following:

e Chronic granulomatous disease (CGD)
e 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
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Date

Notes

4/11/2023

Annual review
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Adakveo (crizanlizumab-tmca)

Prior Authorization Guideline

Guideline ID

GL-132631

Guideline Name

Adakveo (crizanlizumab-tmca)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

1/15/2020

P&T Revision Date:

02/13/2020 ; 01/20/2021 ; 01/19/2022 ; 01/18/2023

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
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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.qg., 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
e 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
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Approval Criteria

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

3. References

1. Adakveo (crizanlizumab) [prescribing information]. East Hanover, NJ: Novartis
Pharmaceuticals Corporation; September 2022.

2. 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/nejmoal611770.

3. 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.

4. 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.

5. 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/nejmoal715971.

6. 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.
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Adalimumab

Prior Authorization Guideline

Guideline ID GL-135622
Guideline Name Adalimumab
Guideline Note:

Effective Date: 1/1/2024
P&T Approval Date: [3/17/2003

P&T Revision Date:

11/14/2019 ; 11/12/2020 ; 04/21/2021 ; 11/18/2021 ; 10/19/2022
12/14/2022 ; 05/18/2023 ; 07/19/2023 ; 10/18/2023 ; 11/16/2023

Note:

This guideline applies to the following Tier 2 products: Humira, Amjevita, Cyltezo, Hyrimoz by
Sandoz, and Brand Adalimumab-adaz. For nonpreferred biosimilars, refer to the "Managed
Administrative Biosimilars Policy" guideline for review.

1. Indications

Drug Name: Humira (adalimumab)

Rheumatoid arthritis (RA) Indicated for reducing signs and symptoms, inducing major
clinical response, inhibiting the progression of structural damage and improving physical
function in adult patients with moderately to severe active rheumatoid arthritis (RA). Humira
can be used alone or in combination with methotrexate (MTX) or other non-biologic disease-
modifying antirheumatic drugs (DMARDS).

Polyarticular Juvenile idiopathic arthritis (PJIA) Indicated for reducing signs and
symptoms of moderately to severely active polyarticular juvenile idiopathic arthritis in patients
ages 2 years of age and older. Humira can be used alone or in combination with MTX.

Page 24



Formulary: Baylor Scott and White — EHB, Specialty

Psoriatic arthritis (PsA) Indicated for reducing signs and symptoms, inhibiting the
progression of structural damage, and improving physical function in adult patients with active
psoriatic arthritis. Humira can be used alone or in combination with non-biologic DMARDSs.

Plague psoriasis (PsO) Indicated for the treatment of adult patients with moderate to severe
chronic plague psoriasis who are candidates for systemic therapy or phototherapy, and when
other systemic therapies are medically less appropriate. Humira should only be administered
to patients who will be closely monitored and have regular follow-up visits with a physician.

Ankylosing spondylitis (AS) Indicated for reducing signs and symptoms in adult patients
with active ankylosing spondylitis.

Crohn’s disease (CD) Indicated for the treatment of moderately to severely active Crohn’s
disease in adults and pediatric patients 6 years of age and older.

Ulcerative Colitis (UC) Indicated for the treatment of moderately to severely active ulcerative
colitis in adults and pediatric patients 5 years of age and older. Limitations of use: The
effectiveness of Humira has not been established in patients who have lost response to or
were intolerant to TNF blockers.

Hidradenitis Suppurativa (HS) Indicated for the treatment of moderate to severe hidradenitis
suppurativa in patients 12 years of age and older.

Uveitis (UV) Indicated for the treatment of non-infectious intermediate, posterior and
panuveitis in adults and pediatric patients 2 years of age and older.

Drug Name: Amjevita (adalimumab-atto), Cyltezo (adalimumab-adbm), Hyrimoz
(adalimumab-adaz)

Rheumatoid arthritis (RA) Indicated for reducing signs and symptoms, inducing major
clinical response, inhibiting the progression of structural damage, and improving physical
function in adult patients with moderately to severely active rheumatoid arthritis. Can be used
alone or in combination with methotrexate or other non-biologic disease-modifying anti-
rheumatic drugs (DMARDS).

Polyarticular Juvenile idiopathic arthritis (PJIA) Indicated for reducing signs and
symptoms of moderately to severely active polyarticular juvenile idiopathic arthritis in patients
2 years of age and older. Can be used alone or in combination with methotrexate.

Psoriatic arthritis (PsA) Indicated for reducing signs and symptoms, inhibiting the
progression of structural damage, and improving physical function in adult patients with active
psoriatic arthritis. Can be used alone or in combination with non-biologic DMARDSs.

Plaque psoriasis (PsO) Indicated for the treatment of adult patients with moderate to severe
chronic plague psoriasis who are candidates for systemic therapy or phototherapy, and when
other systemic therapies are medically less appropriate. Should only be administered to
patients who will be closely monitored and have regular follow-up visits with a physician.

Ankylosing spondylitis (AS) Indicated for reducing signs and symptoms in adult patients
with active ankylosing spondylitis.
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Crohn’s disease (CD) Indicated for the treatment of moderately to severely active Crohn’s
disease in adults and pediatric patients 6 years of age and older.

Ulcerative Colitis (UC) Indicated for the treatment of moderately to severely active ulcerative
colitis in adult patients. Limitations of use: The effectiveness of adalimumab products has not
been established in patients who have lost response to or were intolerant to TNF-blockers.

Hidradenitis Suppurativa (HS) Indicated for the treatment of moderate to severe hidradenitis
suppurativa in adult patients.

Uveitis (UV) Indicated for the treatment of non-infectious intermediate, posterior, and
panuveitis in adult patients.

2 . Criteria

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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 [2, 3]:
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e methotrexate
e leflunomide
e sulfasalazine

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Page 27



Formulary: Baylor Scott and White — EHB, Specialty

Approval Criteria

1 - Diagnosis of moderate to severely active PJIA

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]:

o leflunomide
e methotrexate

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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, 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
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Notes

* For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis

Psoriatic Arthritis (PsA)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of active PSA

2 - One of the following [5]:

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

Actively inflamed joints

Dactylitis
Enthesitis
Axial disease

Active skin and/or nail involvement

Dermatologist
Rheumatologist

AND

AND

Notes

* For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".
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Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Psoriatic Arthritis (PsA)
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, pruritus, inflammation) from baseline
e Reduction in the body surface area (BSA) involvement from baseline

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Plague Psoriasis (PsO)
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]:
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o Greater than or equal to 3% body surface area involvement
e Severe scalp psoriasis
e 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]:

corticosteroids (e.g., betamethasone, clobetasol)
vitamin D analogs (e.g., calcitriol, calcipotriene)
tazarotene

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

coal tar

AND

4 - Prescribed by or in consultation with a dermatologist

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Plaque Psoriasis (PsO)
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 ONE of the
following [1, 6]:

e Reduction the body surface area (BSA) involvement from baseline

Page 31



Formulary: Baylor Scott and White — EHB, Specialty

e Improvement in symptoms (e.g., pruritus, inflammation) from baseline

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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]

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Ankylosing Spondylitis (AS)

Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by improvement
from baseline for least one of the following [1, 8]:

o Disease activity (e.g., pain, fatigue, inflammation, stiffness)
e Lab values (erythrocyte sedimentation rate, C-reactive protein level)
e Function
o Axial status (e.g., lumbar spine motion, chest expansion)
e Total active (swollen and tender) joint count
Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha

t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Crohn’s disease (CD)
Approval Length 6 month(s)

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 [9, 10]:

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])
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e CD Activity Index (CDAI) greater than 220

AND

3 - Trial and failure, contraindication, or intolerance to one of the following conventional
therapies: [9, 10]

6-mercaptopurine

azathioprine

corticosteroids (e.g., prednisone)
methotrexate

AND

4 - Prescribed by or in consultation with a gastroenterologist

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Crohn’s disease (CD)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of
the following [1, 9, 10]:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from
baseline

o Reversal of high fecal output state
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Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Ulcerative Colitis (UC)
Approval Length 12 Week(s)

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 [11, 12]:

Greater than 6 stools per day

Frequent blood in the stools

Frequent urgency

Presence of ulcers

Abnormal lab values (e.g., hemoglobin, ESR, CRP)
Dependent on, or refractory to, corticosteroids

AND

3 - Trial and failure, contraindication, or intolerance to one of the following conventional
therapies: [11, 12]

6-mercaptopurine

Aminosalicylate (e.g., mesalamine, olsalazine, sulfasalazine)
Azathioprine

Corticosteroids (e.g., prednisone)
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AND

4 - Prescribed by or in consultation with a gastroenterologist

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis Ulcerative Colitis (UC)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:

1.1 For patients who initiated Humira therapy within the past 12 weeks, patient demonstrates
clinical remission or significant clinical benefit by eight weeks (Day 57) of therapy

OR

1.2 For patients who have been maintained on Humira therapy for longer than 12 weeks,
patient demonstrates positive clinical response to therapy as evidenced by at least one of the
following [1, 11, 12]:

e Improvement in intestinal inflammation (e.g., mucosal healing, improvement of lab
values [platelet counts, erythrocyte sedimentation rate, C-reactive protein level]) from
baseline

o Reversal of high fecal output state

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".
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Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis

Hidradenitis Suppurativa (HS)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe hidradenitis suppurativa (i.e., Hurley Stage Il or IlI)

2 - Prescribed by or in consultation with a dermatologist

AND

Notes

* For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

Diagnosis

Hidradenitis Suppurativa (HS)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

Notes

* For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".
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Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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

Approval Criteria

1 - Diagnosis of non-infectious uveitis

AND

2 - Uveitis is classified as one of the following:

e intermediate
e posterior
e panuveitis

AND

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

o ophthalmologist
e rheumatologist

Notes * For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".

Product Name: Humira*, Amjevita (Tier 2 or Preferred)*, Cyltezo*, Hyrimoz (Tier 2 or
Preferred, Sandoz manufacturer)*, Brand Adalimumab-adaz*

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

1 - Patient demonstrates positive clinical response to therapy

Notes

* For Amjevita with NDC that starts with 55513, Hyrimoz with NDC tha
t starts with 61314, and all other products, approve at NDC list “ADALI
MUMPA”. If Amjevita has NDC that starts with 72511 or Hyrimoz has
NDC that starts with 83457, approve at NDC list "OOADALIMUM".
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4 . Revision History

Date Notes
11/2/2023 Annual review - Illdeated standard reauth criteria verbiage to "Patient
demonstrates...

Page 40



Formulary: Baylor Scott and White — EHB, Specialty

Afinitor, Afinitor Disperz (everolimus) - PA, NF

Prior Authorization Guideline

Guideline ID GL-126714

Guideline Name Afinitor, Afinitor Disperz (everolimus) - PA, NF

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: |8/18/2009

P&T Revision Date:  [02/13/2020 ; 05/15/2020 ; 05/20/2021 ; 11/18/2021 ; 01/19/2022 ;
05/19/2022 ; 05/18/2023 ; 7/19/2023

1. Indications
Drug Name: Afinitor (everolimus tablet)

Advanced Neuroendocrine Tumors of Pancreatic Origin (PNET) Indicated for the
treatment of progressive PNET in patients with unresectable, locally advanced or metastatic
disease. Afinitor is not indicated for the treatment of patients with functional carcinoid tumors.

Advanced Renal Cell Carcinoma (RCC) Indicated for the treatment of patients with
advanced RCC after failure of treatment with sunitinib or sorafenib.

Renal Angiomyolipoma with Tuberous Sclerosis Complex (TSC) Indicated for the
treatment of adult patients with renal angiomyolipoma and tuberous sclerosis complex (TSC),
not requiring immediate surgery.

Subependymal Giant Cell Astrocytoma (SEGA) Indicated for the treatment of adult and
pediatric patients aged 1 year and older with TSC who have subependymal giant cell
astrocytoma (SEGA) that requires therapeutic intervention but cannot be curatively resected.

Advanced Hormone Receptor-Positive, HER2-Negative Breast Cancer (Advanced HR +
BC) Indicated for the treatment of postmenopausal women with advanced hormone receptor-
positive, HER2-negative breast cancer (advanced HR+ BC) in combination with exemestane,
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after failure of treatment with letrozole or anastrozole.

Neuroendocrine Tumors of Gastrointestinal or Lung Origin Indicated for the treatment of
adults with progressive, well-differentiated, non-functional neuroendocrine tumors (NET) of
gastrointestinal (Gl) or lung origin that are unresectable, locally advanced or metastatic.
AFINITOR is not indicated for the treatment of patients with functional carcinoid tumors.

Drug Name: Afinitor Disperz (everolimus tablet for oral suspension)

Subependymal Giant Cell Astrocytoma (SEGA) Indicated for the treatment of adult and
pediatric patients aged 1 year and older with TSC who have subependymal giant cell
astrocytoma (SEGA) that requires therapeutic intervention but cannot be curatively resected.
The effectiveness of Afinitor Disperz is based on demonstration of durable objective
response, as evidenced by reduction in SEGA tumor volume. Improvement in disease-related
symptoms and overall survival in patients with SEGA and TSC has not been demonstrated.

Tuberous Sclerosis Complex (TSC) Associated Partial-onset Seizures Indicated for the
adjunctive treatment of adult and pediatric patients aged 2 years and older with TSC-
associated partial-onset seizures

2 . Criteria

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Advanced Neuroendocrine Tumors of Pancreatic Origin (PNET)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of progressive neuroendocrine tumors of pancreatic origin

AND

2 - Disease is one of the following:

e Unresectable, locally advanced
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e Metastatic

3 - Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

AND

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis

Advanced Neuroendocrine Tumors of Pancreatic Origin (PNET)

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: Brand Afinitor, Generic everolimus tablet

Diagnosis

Advanced Neuroendocrine Tumors of Pancreatic Origin (PNET)

Approval Length

12 month(s)

Guideline Type

Non Formulary

Approval Criteria

1 - Diagnosis of progressive neuroendocrine tumors of pancreatic origin

AND

2 - Disease is one of the following:

e Unresectable, locally advanced

e Metastatic
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AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure

or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Advanced Renal Cell Carcinoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced renal cell carcinoma
AND
2 - Trial and failure with one of the following*:
e Sutent (sunitinib)

e Nexavar (sorafenib)

AND

3 - Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Notes *Criterion is part of the FDA-approved label.

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Advanced Renal Cell Carcinoma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Page 44



Formulary: Baylor Scott and White — EHB, Specialty

Approval Criteria

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

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Advanced Renal Cell Carcinoma
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of advanced renal cell carcinoma

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
with one of the following*:

e Sutent (sunitinib)
e Nexavar (sorafenib)

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Notes *Criterion is part of the FDA-approved label.

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Renal Angiomyolipoma with Tuberous Sclerosis Complex (TSC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of renal angiomyolipoma and tuberous sclerosis complex (TSC)

AND

2 - Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

AND

3 - Prescribed by or in consultation with a nephrologist

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Renal Angiomyolipoma with Tuberous Sclerosis Complex (TSC)
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: Brand Afinitor, Generic everolimus tablet

Diagnosis Renal Angiomyolipoma with Tuberous Sclerosis Complex (TSC)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of renal angiomyolipoma and tuberous sclerosis complex (TSC)
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AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

AND

3 - Prescribed by or in consultation with a nephrologist

Product Name: Brand Afinitor, Generic everolimus tablet, Brand Afinitor Disperz, Generic
everolimus tablet for oral suspension

Diagnosis Subependymal Giant Cell Astrocytoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of subependymal giant cell astrocytoma (SEGA) associated with tuberous

sclerosis (TS)

AND

2 - Patient is 1 year of age or older

AND

3 - One of the following:

3.1 Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor
only)
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OR

3.2 Trial and failure or intolerance to generic everolimus tablet for oral suspension (applies to
Brand Afinitor Disperz only)

Product Name: Brand Afinitor, Generic everolimus tablet, Brand Afinitor Disperz, Generic
everolimus tablet for oral suspension

Diagnosis Subependymal Giant Cell Astrocytoma
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: Brand Afinitor, Generic everolimus tablet, Brand Afinitor Disperz, Generic
everolimus tablet for oral suspension

Diagnosis Subependymal Giant Cell Astrocytoma
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

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

AND

2 - Patient is 1 year of age or older
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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 generic everolimus tablet (applies to Brand Afinitor only)

OR

3.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure or intolerance to generic everolimus tablet for oral suspension (applies to Brand Afinitor
Disperz only)

Product Name: Brand Afinitor, Generic everolimus tablet

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

Approval Criteria

1 - Diagnosis of hormone receptor positive, HER-2 negative advanced breast cancer
AND
2 - Trial and failure, contraindication, or intolerance to one of the following*:
e Femara (letrozole)
e Arimidex (anastrozole)

AND

3 - Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Notes *Criterion is part of the FDA-approved label.
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Product Name: Brand Afinitor, Generic everolimus tablet

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

Approval Criteria

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

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Breast cancer
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of hormone receptor positive, HER-2 negative advanced breast cancer

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication, or intolerance to one of the following*:

e Femara (letrozole)
e Arimidex (anastrozole)

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Notes *Criterion is part of the FDA-approved label.
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Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Neuroendocrine tumors of gastrointestinal or lung origin
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of progressive, well-differentiated, non-functional neuroendocrine tumors of
gastrointestinal or lung origin

AND

2 - One of the following:
e Unresectable, locally advanced disease
e Metastatic disease

AND

3 - Trial and failure or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Product Name: Brand Afinitor, Generic everolimus tablet

Diagnosis Neuroendocrine tumors of gastrointestinal or lung origin
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: Brand Afinitor, Generic everolimus tablet
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Diagnosis Neuroendocrine tumors of gastrointestinal or lung origin
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of progressive, well-differentiated, non-functional neuroendocrine tumors of
gastrointestinal or lung origin

AND
2 - One of the following:
e Unresectable, locally advanced disease
e Metastatic disease

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to generic everolimus tablet (applies to Brand Afinitor only)

Product Name: Brand Afinitor Disperz, Generic everolimus tablet for oral suspension

Diagnosis TSC-associated Partial-onset Seizures
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of TSC-associated partial-onset seizures

AND

2 - Patient is 2 years of age or older

Page 52



Formulary: Baylor Scott and White — EHB, Specialty

AND

3 - Trial and failure or intolerance to generic everolimus tablet for oral suspension (applies to
Brand Afinitor Disperz only)

AND

4 - Prescribed by or in consultation with a neurologist

Product Name: Brand Afinitor Disperz, Generic everolimus tablet for oral suspension

Diagnosis TSC-associated Partial-onset Seizures
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient shows reduction in seizure frequency while on therapy

Product Name: Brand Afinitor Disperz, Generic everolimus tablet for oral suspension

Diagnosis TSC-associated Partial-onset Seizures
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of TSC-associated partial-onset seizures

AND

2 - Patient is 2 years of age or older

Page 53



Formulary: Baylor Scott and White — EHB, Specialty

AND

or intolerance to generic everolimus tablet for oral suspension (applies to Brand Afinitor
Disperz only)

AND

4 - Prescribed by or in consultation with a neurologist

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure

3. References

1. Afinitor and Afinitor Disperz Prescribing Information. Novartis Pharmaceuticals
Corporation. East Hanover, NJ. February 2022.

4 . Revision History

Date Notes

6/15/2023 Removed Oncologist specialist requirement
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Aldurazyme (laronidase)

Prior Authorization Guideline

Guideline ID

GL-131298

Guideline Name

Aldurazyme (laronidase)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

2/2/2004

P&T Revision Date:

06/17/2020 ; 06/16/2021 ; 06/15/2022 ; 06/21/2023 ; 6/21/2023

1. Indications

Drug Name: Aldurazyme (laronidase)

Mucopolysaccharidosis | (MPS 1) 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
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Approval Criteria
1 - One of the following:

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

OR

1.2 Diagnosis of Scheie form of Mucopolysaccharidosis | (MPS 1) 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 - Patient demonstrates positive clinical response to therapy

3. References

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

4 . Revision History

Date Notes
8/22/2023 Pro_gr_am _update to standard reauthorization language. No changes t
o clinical intent
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Alecensa (alectinib)

Prior Authorization Guideline

Guideline ID GL-127536

Guideline Name Alecensa (alectinib)

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: |2/25/2016

P&T Revision Date: 08/13/2020 ; 08/19/2021 ; 08/19/2021 ; 05/19/2022 ; 06/21/2023 ;
7/19/2023

1. Indications
Drug Name: Alecensa (alectinib)

Non-small cell lung cancer Indicated for the treatment of patients with anaplastic lymphoma
kinase (ALK)-positive metastatic non-small cell lung cancer (NSCLC) as detected by an FDA-
approved test.

2 . Criteria

Product Name: Alecensa

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

1 - Diagnosis of non-small cell lung cancer

Notes *CLIA-certified laboratories: https://wwwn.cdc.gov/clia/Resources/Lab
Search.aspx

Product Name: Alecensa

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. Alecensa prescribing information. Genentech. South San Francisco, CA. September
2021.

4 . Revision History

Date Notes

7/5/2023 update guideline
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Alfa Interferons

Prior Authorization Guideline

Guideline ID GL-126996

Guideline Name Alfa Interferons

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: [3/17/2000
P&T Revision Date:  [06/17/2020 ; 06/16/2021 ; 06/15/2022 ; 06/21/2023 ; 7/19/2023

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
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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/mma3 - Platelets greater than or equal to 70,000/mm3. 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 HBsSAg 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
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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)
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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

o 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)
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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:

e Sovaldi (sofosbuvir)
e Ribavirin
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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

o Gastroenterologist

e Infectious disease specialist

o 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
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AND

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

Hepatologist
Gastroenterolog

ist

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

1.2 Diagnosis of AIDS-

OR

related Kaposi's sarcoma
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1.3 Both of the following:

1.3.1 Diagnosis of metastatic renal cell carcinoma

1.3.2 Used in combination with Avastin (bevacizumab)

1.4 Diagnosis of malignant melanoma

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

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

OR

AND

OR

OR

OR

3. References

wnN

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

Date

Notes

6/22/2023

Removed Oncology specialist requirement

Page 67



Formulary: Baylor Scott and White — EHB, Specialty

Alpha-1 Proteinase Inhibitors

Prior Authorization Guideline

Guideline ID GL-134002

Guideline Name Alpha-1 Proteinase Inhibitors

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |2/25/2016

P&T Revision Date: 03/18/2020 ; 01/20/2021 ; 03/17/2021 ; 03/16/2022 ; 03/15/2023 ;
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 Alphal-Pl (alphal-antitrypsin deficiency).
Aralast NP increases antigenic and functional (anti-neutrophil elastase capacity, ANEC)
serum levels and antigenic lung epithelial lining fluid levels of Alphal-PI. The effect of
augmentation therapy with Alphal-PlI, 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 Alphal-Pl, also known as
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alphal-antitrypsin (AAT) deficiency. Glassia increases antigenic and functional (anti-
neutrophil elastase capacity, ANEC) serum levels and antigenic lung epithelial lining fluid
levels of Alphal-PI. Limitations of Use: The effect of augmentation therapy with Glassia or
any Alphal-PI product on pulmonary exacerbations and on the progression of emphysema in
Alphal-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-PI deficiency has not been
established.

Drug Name: Prolastin-C (alpha-1-proteinase inhibitor [hnuman]), 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 Alphal-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 Alphal-PI.
Limitations of Use: The effect of augmentation therapy with any Alpha-1-Pl product on
pulmonary exacerbations and on the progression of emphysema in Alphal-PI 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
Alphal-PI deficiency and clinical evidence of emphysema. Zemaira increases antigenic and
functional (ANEC) serum levels and lung epithelial lining fluid levels of Alphal-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 Alphal-PlI
product on pulmonary exacerbations and on the progression of emphysema in Alphal-PlI
deficiency has not been demonstrated in randomized, controlled clinical trials. Zemaira is not
indicated as therapy for lung disease patients in whom severe Alphal-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
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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 alphal-
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
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5 - Continued optimal conventional treatment for emphysema (e.g., bronchodilators)

AND

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

6.1 The FEVL1 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 - Patient demonstrates positive clinical response to therapy

AND

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

Population studies suggest a minimum plasma threshold of 11 umol/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]
The GOLD report recommends reserving alpha-1 antitrypsin augmentation therapy for
those with evidence of continued and rapid progression following smoking cessation. [8]

4 . References

wnN

10.

Aralast NP Prescribing Information. Baxalta US Inc. Westlake Village, CA. December
2022.

Zemaira Prescribing Information. CSL Behring LLC. Kankakee, IL. September 2022.
American Thoracic Society/European Respiratory Society Statement: Standards for
diagnosis and management of individuals with alpha-1 antitrypsin deficiency. Am J Resp
Care Med 2003; 168:818-900.

Prolastin-C Prescribing Information. Grifols Therapeutics, Inc. Research Triangle Park,
NC. January 2022.

Glassia Prescribing Information. Baxalta US Inc. Lexington, MA. September 2022.
Marciniuk DD, Hernandez P, Balter M, et al. Alpha-1 antitrypsin deficiency targeted
testing and augmentation therapy: A Canadian Thoracic Society clinical practice
guideline. Canadian Respiratory Journal 2012;19(2):109-116.

Stoller JK. Treatment of of alpha-1 antitrypsin deficiency. UpToDate. Accessed March
12, 2019.

Vogelmeir C, Agusti A, et al. The global strategy for diagnosis, management and
prevention of COPD (2020 Report). Global Initiative for Chronic Obstructive Lung
Disease. Accessed January 21, 2020.

Brantly ML, Lascano JE, Shahmohammadi A. Intravenous alpha-1 antitrypsin therapy for
alpha-1 antitrypsin deficiency: the current state of the evidence. Chronic Obstr Pulm Dis.
2019;6(1):100-114.

Sandhaus RA, Turino G, Brantly ML, et al. The diagnosis and management of alpha-1
antitrypsin deficiency in the adult. Chronic Obstr Pulm Dis. 2016; 3(3): 668-682.

5. Revision History

Date

Notes
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Program update to standard reauthorization language. No changes t

9/29/2023 2
o clinical intent.
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Ampyra (dalfampridine) - PA, NF

Prior Authorization Guideline

Guideline ID GL-135330
Guideline Name Ampyra (dalfampridine) - PA, NF

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |4/6/2010

P&T Revision Date: 05/14/2020 ; 05/20/2021 ; 05/19/2022 ; 07/20/2022 ; 06/21/2023 ;
6/21/2023

1. Indications
Drug Name: Ampyra (dalfampridine)

Improvement in walking in patients with multiple sclerosis Indicated as a treatment to
improve walking in adult patients with multiple sclerosis (MS). This was demonstrated by an
increase in walking speed.

2 . Criteria

Product Name: Brand Ampyra, Generic dalfampridine extended-release
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of multiple sclerosis [A]

AND

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

AND

3 - One of the following:

o Patient has an expanded disability status scale (EDSS) score less than or equal to 7

o Patient is not restricted to using a wheelchair (if EDSS is not measured)

AND

4 - For brand Ampyra, trial and failure or intolerance to generic dalfampridine extended-
release

AND

5 - Prescribed by or in consultation with a neurologist

Product Name: Brand Ampyra, Generic dalfampridine extended-release

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

Approval Criteria

1 - Physician confirmation that the patient’s walking improved with therapy
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AND
2 - One of the following:
o Patient has an expanded disability status scale (EDSS) score less than or equal to 7
o Patient is not restricted to using a wheelchair (if EDSS is not measured)

AND

3 - For brand Ampyra, trial and failure or intolerance to generic dalfampridine extended-
release

Product Name: Brand Ampyra

Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of multiple sclerosis [A]

AND

2 - Submission of medical records (e.g., chart notes) documenting physician confirmation that
patient has difficulty walking (e.g., timed 25-foot walk test) [B]

AND
3 - Submission of medical records (e.g., chart notes) documenting one of the following:
o Patient has an expanded disability status scale (EDSS) score less than or equal to 7

e Patient is not restricted to using a wheelchair (if EDSS is not measured)

AND
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4 - Submission of medical records (e.g., chart notes) documenting trial and failure or
intolerance to generic dalfampridine extended-release

AND

5 - Prescribed by or in consultation with a neurologist

3. Endnotes

A. Patients with clinically definite MS of any type were included in the pivotal trials for
Ampyra. [2, 3]

B. Inclusion criteria in the Ampyra pivotal trials included patients who were able to walk
(with or without an assistive device) 25 feet in 8-45 seconds and 8-60 seconds in the two
studies, respectively. [2, 3]

4 . References

1. Ampyra Prescribing Information. Acorda Therapeutics, Inc. Ardsley, NY. November
2021.

2. Goodman AD, Brown TR, Krupp LB, et al. Sustained-release oral fampridine in multiple
sclerosis: a randomised, double-blind, controlled trial. Lancet 2009;373:732-738.

3. Goodman AD, Brown TR, Cohen JA, et al. Dose comparison trial of sustained-release
fampridine in multiple sclerosis. Neurology. 2008;1134-1141.

5. Revision History

Date Notes

10/25/2023 Added t/f requirement to generic dalfampridine
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Apokyn

Prior Authorization Guideline
Guideline ID GL-121095
Guideline Name Apokyn

Guideline Note:
Effective Date: 5/1/2023

P&T Approval Date: |10/2/2004
P&T Revision Date:  [05/20/2021 ; 03/16/2022 ; 3/15/2023

1. Indications
Drug Name: Apokyn (apomorphine injection)

Parkinson’s Disease Indicated for the acute, intermittent treatment of hypomobility, “off”’
episodes (“end-of-dose wearing off” and unpredictable “on/off” episodes) in patients with
advanced Parkinson’s disease. Apokyn has been studied as an adjunct to other medications.

2 . Criteria

Product Name: Generic apomorphine hydrochloride inj
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of Parkinson’s disease

AND

2 - Patient is experiencing intermittent OFF episodes

AND

3 - One of the following:

3.1 Patient is receiving drug in combination with carbidopa/levodopa at a maximally tolerated
dose

OR

3.2 Patient has a contraindication or intolerance to carbidopa/levodopa

AND

4 - Trial and failure (of a minimum 30 day supply), contraindication or intolerance to two of the

following: [A]

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

AND

5 - Not used with any 5-HT3 antagonist (e.g., ondansetron, granisetron, dolasetron,
palonosetron, alosetron)

AND
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6 - Prescribed by or in consultation with a neurologist

Product Name: Generic apomorphine hydrochloride inj

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. Apokyn prescribing information. US WorldMeds, LLC. Louisville, KY. June 2022.

2. Obering CD, Chen JJ, Swope DM. Update on apomorphine for the rapid treatment of
hypomobility ("off") episodes in Parkinson's disease. Pharmacotherapy. 2006;26(6):840-

852.
3. Per clinical consult with neurologist, March 27, 2019.

4 . Revision History

Date Notes

3/16/2023 2023 Annual Review.
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Bavencio (avelumab) injection

Prior Authorization Guideline

Guideline ID GL-133799

Guideline Name Bavencio (avelumab) injection

Guideline Note:
Effective Date: 12/1/2023

P&T Approval Date: [5/18/2017

P&T Revision Date:  [05/14/2020 ; 08/13/2020 ; 05/20/2021 ; 05/19/2022 ; 05/18/2023 ;
07/19/2023 ; 10/18/2023

1. Indications
Drug Name: Bavencio (avelumab)

Merkel Cell Carcinoma (MCC) Indicated for the treatment of adults and pediatric patients 12
years and older with metastatic Merkel cell carcinoma (MCC).

Urothelial Carcinoma (UC) Indicated for the maintenance treatment of patients with locally
advanced or metastatic urothelial carcinoma (UC) that has not progressed with first-line
platinum-containing chemotherapy. Indicated for the treatment of patients with locally
advanced or metastatic UC who: 1) have disease progression during or following platinum-
containing chemotherapy, or 2) have disease progression within 12 months of neoadjuvant or
adjuvant treatment with platinum-containing chemotherapy.

Renal Cell Carcinoma (RCC) Indicated for use in combination with axitinib for the first-line
treatment of patients with advanced renal cell carcinoma (RCC).

2 . Criteria
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Product Name: Bavencio

Diagnosis Merkel Cell Carcinoma (MCC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of metastatic Merkel cell carcinoma

AND
2 - Patient is 12 years of age or older
Product Name: Bavencio
Diagnosis Urothelial Carcinoma (UC)
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
Approval Criteria
1 - Diagnosis of urothelial carcinoma

AND

2 - Disease is one of the following:

e Locally advanced
e Metastatic
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AND

3 - One of the following:
3.1 Patient has disease progression during or following platinum-containing chemotherapy
(e.g., cisplatin, carboplatin)

OR

3.2 Patient has disease progression within 12 months of neoadjuvant or adjuvant treatment
with platinum-containing chemotherapy (e.qg., cisplatin, carboplatin)

OR

3.3 Both of the following:

3.3.1 Used as maintenance treatment

AND

3.3.2 Patient has not progressed with first-line platinum-containing chemotherapy (e.g.,
cisplatin, carboplatin)

Product Name: Bavencio

Diagnosis Renal Cell Carcinoma (RCC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced renal cell carcinoma
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AND

2 - Used as first-line treatment in combination with Inlyta (axitinib)

Product Name: Bavencio

Diagnosis Merkel Cell Carcinoma (MCC), Urothelial Carcinoma (UC), Renal Cell
Carcinoma (RCC)

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. Bavencio Prescribing Information. EMD Serono, Inc. Rockland, MA. September 2023.

4 . Revision History

Date Notes

Updated background sections due to full FDA approval for MCC; no

9/28/2023 o
criteria changes
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Beleodaq (belinostat)

Prior Authorization Guideline

Guideline ID

GL-127074

Guideline Name

Beleodaq (belinostat)

Guideline Note:

Effective Date:

9/1/2023

P&T Approval Date:

10/14/2014

P&T Revision Date:

02/18/2021 ; 02/17/2022 ; 03/15/2023 ; 7/19/2023

1. Indications

Drug Name: Beleodaq (belinostat)

Peripheral T-Cell Lymphoma (PTCL) Indicated for the treatment of patients with relapsed or
refractory peripheral T-cell ymphoma (PTCL). This indication is approved under accelerated

approval based on tumor response rate and duration of response. An improvement in survival
or disease-related symptoms has not been established. Continued approval for this indication
may be contingent upon verification and description of clinical benefit in the confirmatory trial.

2 . Criteria

Product Name: Beleodaq

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of peripheral T-cell ymphoma (PTCL) [2]

AND

2 - Disease is relapsed or refractory

AND

3 - Trial and failure, contraindication, or intolerance to at least one prior therapy (e.g.,
conventional chemotherapy, stem cell transplant)

Product Name: Beleodaq

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. Beleodaq Prescribing Information. Spectrum Pharmaceuticals, Inc.; Irvine, CA.
December 2022.
2. National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in

Oncology. T-cell Lymphomas. v.1.2021. Available by subscription at:
https://www.nccn.org/professionals/physician_gls/pdf/t-cell.pdf. Accessed February 27,

2023.

4 . Revision History
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Date

Notes

6/26/2023

Removed specialist requirement.
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Bendamustine Agents - PA, NF

Prior Authorization Guideline

Guideline ID GL-126796

Guideline Name Bendamustine Agents - PA, NF

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: (9/18/2019

P&T Revision Date:  [04/15/2020 ; 08/13/2020 ; 08/19/2021 ; 01/19/2022 ; 07/20/2022 ;
02/16/2023 ; 03/15/2023 ; 05/18/2023 ; 7/19/2023

1. Indications
Drug Name: Belrapzo

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with chronic
lymphocytic leukemia. Efficacy relative to first line therapies other than chlorambucil has not
been established.

Non-Hodgkin Lymphoma (NHL) Indicated for the treatment of patients with indolent B-cell
non-Hodgkin lymphoma that has progressed during or within six months of treatment with
rituximab or a rituximab-containing regimen.

Drug Name: Bendamustine

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with chronic
lymphocytic leukemia. Efficacy relative to first line therapies other than chlorambucil has not
been established.

Non-Hodgkin Lymphoma (NHL) Indicated for the treatment of patients with indolent B-cell
non-Hodgkin lymphoma that has progressed during or within six months of treatment with
rituximab or a rituximab-containing regimen.
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Drug Name: Bendeka

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with chronic
lymphocytic leukemia. Efficacy relative to first line therapies other than chlorambucil has not
been established.

Non-Hodgkin Lymphoma (NHL) Indicated for the treatment of patients with indolent B-cell
non-Hodgkin lymphoma that has progressed during or within six months of treatment with
rituximab or a rituximab-containing regimen.

Drug Name: Treanda

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with chronic
lymphocytic leukemia. Efficacy relative to first line therapies other than chlorambucil has not
been established.

Non-Hodgkin Lymphoma (NHL) Indicated for the treatment of patients with indolent B-cell
non-Hodgkin lymphoma that has progressed during or within six months of treatment with
rituximab or a rituximab-containing regimen.

Drug Name: Vivimusta

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with chronic
lymphocytic leukemia. Efficacy relative to first line therapies other than chlorambucil has not
been established.

Non-Hodgkin Lymphoma (NHL) Indicated for the treatment of patients with indolent B-cell
non-Hodgkin lymphoma that has progressed during or within six months of treatment with
rituximab or a rituximab-containing regimen.

2 . Criteria

Product Name: Bendeka, Belrapzo, Brand Bendamustine, Brand Treanda, Vivimusta

Diagnosis Chronic lymphocytic leukemia (CLL)
Approval Length 6 Month(s) [A, C]
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic lymphocytic leukemia (CLL)
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AND

2 - One of the following:

2.1 Trial and failure, or intolerance to generic bendamustine

OR

2.2 Continuation of therapy for patients currently in the midst of an ongoing prescribed
treatment regimen

Product Name: Bendeka, Belrapzo, Brand Bendamustine, Brand Treanda, Vivimusta

Diagnosis Chronic lymphocytic leukemia (CLL)
Approval Length 6 Month(s) [A, C]
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of chronic lymphocytic leukemia (CLL)

AND

2 - One of the following:
2.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, or intolerance to generic bendamustine

OR

2.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy for patients currently in the
midst of an ongoing prescribed treatment regimen
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Product Name: Bendeka, Belrapzo, Brand Bendamustine, Brand Treanda, Vivimusta

Diagnosis Non-Hodgkin lymphoma (NHL)
Approval Length 6 Month(s) [B, D]
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of indolent B-cell non-Hodgkin lymphoma (NHL)

AND

2 - Disease has progressed during or within 6 months of treatment with rituximab or a
rituximab-containing regimen

AND

3 - One of the following:

3.1 Trial and failure, or intolerance to generic bendamustine

OR

3.2 Continuation of therapy for patients currently in the midst of an ongoing prescribed
treatment regimen

Product Name: Bendeka, Belrapzo, Brand Bendamustine, Brand Treanda, Vivimusta

Diagnosis Non-Hodgkin lymphoma (NHL)
Approval Length 6 Month(s) [B, D]
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of indolent B-cell non-Hodgkin lymphoma (NHL)
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AND

2 - Disease has progressed during or within 6 months of treatment with rituximab or a
rituximab-containing regimen

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 generic bendamustine

OR

3.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy for patients currently in the
midst of an ongoing prescribed treatment regimen

Product Name: Generic bendamustine

Diagnosis Chronic lymphocytic leukemia (CLL)
Approval Length 6 Month(s) [C]
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic lymphocytic leukemia (CLL)

Product Name: Generic bendamustine

Diagnosis Non-Hodgkin lymphoma (NHL)
Approval Length 6 Month(s) [D]
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of indolent B-cell non-Hodgkin lymphoma (NHL)

2 - Disease has progressed during or within 6 months of treatment with rituximab or a
rituximab-containing regimen

AND

3. Endnotes

A.

For Bendeka: The recommended dose for chronic lymphocytic leukemia (CLL) is 100
mg/m2 administered intravenously over 10 minutes on Days 1 and 2 of a 28-day cycle,
up to 6 cycles. [3]

For Bendeka: The recommended dose for non-Hodgkin lymphoma (NHL) is 120 mg/m2
administered intravenously over 10 minutes on Days 1 and 2 of a 21-day cycle, up to 8
cycles. [3]

For Belrapzo, Bendamustine, Treanda: The recommended dose for chronic lymphocytic
leukemia (CLL) is 100 mg/m2 administered intravenously over 30 minutes on Days 1
and 2 of a 28-day cycle, up to 6 cycles. [1, 2, 4]

. For Belrapzo, Bendamustine, Treanda: The recommended dose for non-Hodgkin

lymphoma (NHL) is 120 mg/m2 administered intravenously over 60 minutes on Days 1
and 2 of a 21-day cycle, up to 8 cycles. [1, 2, 4]

For Vivimusta: The recommended dose for chronic lymphocytic leukemia (CLL) is 100
mg/m2 administered intravenously over 20 minutes on Days 1 and 2 of a 28-day cycle
for up to 6 cycles. [5]

For Vivimusta: The recommended dose for non-Hodgkin lymphoma (NHL) is 20 mg/m2
administered intravenously over 20 minutes on Days 1 and 2 of a 21-day cycle for up to
8 cycles. [5]

4 . References

Belrapzo prescribing information. Eagle Pharmaceuticals, Inc. Woodcliff Lake, NJ. June
2022.

Bendamustine prescribing information. Eagle Pharmaceuticals, Inc. Woodcliff Lake, NJ.
May 2019.

Bendeka prescribing information. Teva Pharmaceuticals USA, Inc. North Wales, PA.
October 2021.

Treanda prescribing information. Teva Pharmaceuticals USA, Inc. North Wales, PA.
June 2021.
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5. Vivimusta prescribing information. Slayback Pharma LLC. Princeton, NJ. December

2022.

5. Revision History

Date

Notes

6/18/2023

2023 Annual Review
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Benlysta (belimumab)

Prior Authorization Guideline

Guideline ID GL-134039

Guideline Name Benlysta (belimumab)

Guideline Note:
Effective Date: 1/1/2024

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 ; 04/19/2023 ; 08/17/2023 ; 8/17/2023

1. Indications
Drug Name: Benlysta (belimumab IV), Benlysta (belimumab SC)

Systemic Lupus Erythematosus (SLE) Indicated for the treatment of patients aged 5 years
and older with active 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 in these
situations.

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
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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:

o For Benlysta IV, patient is 5 years of age or older
o 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.qg.,
prednisone], or immunosuppressants [e.g., methotrexate, Imuran (azathioprine)]) [5]

AND

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

AND

2 - One of the following:

o 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
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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 - Patient demonstrates 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 1U/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
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failure, contraindication, or intolerance to two standard of care treatments for active SLE (e.qg.,
antimalarials [e.g., Plaguenil (hydroxychloroquine)], corticosteroids [e.g., prednisone], or

immunosuppressants [e.g., methotrexate, Imuran (azathioprine)]) [5]

5 - Currently receiving at least one standard of care treatment for active SLE (e.qg.,
antimalarials [e.g., Plaguenil (hydroxychloroquine)], corticosteroids [e.g., prednisone], or

AND

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

2 - Patient is 5 years of age or older

AND

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
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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

1. Benlysta Prescribing Information. GlaxoSmithKline LLC. Philadelphia, PA. February
2023.

2. Per clinical consult with rheumatologist, October 4, 2017.

3. American College of Rheumatology Ad Hoc Committee on Systemic Lupus
Erythematosus Guidelines. Guidelines for referral and management of systemic lupus
erythematosus. Arthritis Rheum. 1999 Sep;42(9):1785-96.

4. American College of Rheumatology Guidelines for Screening, Case Definition,
Treatment and Management of Lupus Nephritis. Arthritis Care Res (Hoboken). 2012
Jun; 64(6): 797-808.

5. Fanouriakis A, Kostopoulou M, Alunno A, et al. Ann Rheum Dis 2019;78:736—745.

5. Revision History

Date Notes

Program update to standard reauthorization language. No changes t

9/29/2023 A
o clinical intent.
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Bevacizumab - PA, NF

Prior Authorization Guideline

Guideline ID GL-133094

Guideline Name Bevacizumab - PA, NF

Guideline Note:
Effective Date: 11/1/2023
P&T Approval Date: [6/19/2019

P&T Revision Date:  [02/13/2020 ; 03/18/2020 ; 08/13/2020 ; 02/18/2021 ; 01/19/2022 ;
02/17/2022 ; 07/20/2022 ; 03/15/2023 ; 04/19/2023 ; 07/19/2023 ;
10/18/2023

1. Indications
Drug Name: Avastin (bevacizumab)

Metastatic Colorectal Cancer (mCRC) Indicated for the first- or second-line treatment of
patients with metastatic carcinoma of the colon or rectum in combination with intravenous 5-
fluorouracil-based chemotherapy. Bevacizumab, in combination with fluoropyrimidine-
irinotecan- or fluoropyrimidine-oxaliplatin-based chemotherapy, is also indicated for second-
line treatment of patients with metastatic colorectal cancer who have progressed on a first-line
bevacizumab-containing regimen. Limitation of use: Bevacizumab is not indicated for adjuvant
treatment of colon cancer.

Non-Squamous Non-Small Cell Lung Cancer (NSCLC) Indicated for the first-line treatment
of unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung
cancer in combination with carboplatin and paclitaxel.

Glioblastoma Indicated for the treatment of recurrent glioblastoma in adults.

Metastatic Renal Cell Carcinoma (mRCC) Indicated for the treatment of metastatic renal
cell carcinoma in combination with interferon alfa.
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Persistent, Recurrent, or Metastatic Carcinoma of the Cervix Indicated for the treatment
of persistent, recurrent, or metastatic carcinoma of the cervix when used in combination with
paclitaxel and cisplatin or paclitaxel and topotecan.

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Indicated, in
combination with carboplatin and paclitaxel, followed by bevacizumab as a single agent, for
the treatment of patients with stage Il or IV epithelial ovarian, fallopian tube, or primary
peritoneal cancer following initial resection. Indicated, in combination with paclitaxel,
pegylated liposomal doxorubicin, or topotecan, for the treatment of patients with platinum-
resistant recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who received
no more than 2 prior chemotherapy regimens. Indicated, in combination with carboplatin and
paclitaxel, or with carboplatin and gemcitabine, followed by bevacizumab as a single agent,
for the treatment of patients with platinum-sensitive recurrent epithelial ovarian, fallopian tube,
or primary peritoneal cancer.

Hepatocellular Carcinoma Indicated, in combination with atezolizumab, for the treatment of
patients with unresectable or metastatic hepatocellular carcinoma (HCC) who have not
received prior systemic therapy.

Drug Name: Mvasi (bevacizumab-awwb), Zirabev (bevacizumab-bvzr)

Metastatic Colorectal Cancer (mCRC) Indicated for the first- or second-line treatment of
patients with metastatic carcinoma of the colon or rectum in combination with intravenous 5-
fluorouracil-based chemotherapy. Bevacizumab, in combination with fluoropyrimidine-
irinotecan- or fluoropyrimidine-oxaliplatin-based chemotherapy, is also indicated for second-
line treatment of patients with metastatic colorectal cancer who have progressed on a first-line
bevacizumab-containing regimen. Limitation of use: Bevacizumab is not indicated for adjuvant
treatment of colon cancer.

Non-Squamous Non-Small Cell Lung Cancer (NSCLC) Indicated for the first-line treatment
of unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung
cancer in combination with carboplatin and paclitaxel.

Glioblastoma Indicated for the treatment of recurrent glioblastoma in adults.

Metastatic Renal Cell Carcinoma (mRCC) Indicated for the treatment of metastatic renal
cell carcinoma in combination with interferon alfa.

Persistent, Recurrent, or Metastatic Carcinoma of the Cervix Indicated for the treatment
of persistent, recurrent, or metastatic carcinoma of the cervix when used in combination with
paclitaxel and cisplatin or paclitaxel and topotecan.

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Indicated, in
combination with carboplatin and paclitaxel, followed by bevacizumab as a single agent, for
the treatment of patients with stage Il or IV epithelial ovarian, fallopian tube, or primary
peritoneal cancer following initial resection. Indicated, in combination with paclitaxel,
pegylated liposomal doxorubicin, or topotecan, for the treatment of patients with platinum-
resistant recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who received
no more than 2 prior chemotherapy regimens. Indicated, in combination with carboplatin and
paclitaxel, or with carboplatin and gemcitabine, followed by bevacizumab as a single agent,

Page 102



Formulary: Baylor Scott and White — EHB, Specialty

for the treatment of patients with platinum-sensitive recurrent epithelial ovarian, fallopian tube,
or primary peritoneal cancer.

Off Label Uses: Hepatocellular Carcinoma Indicated, in combination with atezolizumab, for
the treatment of patients with unresectable or metastatic hepatocellular carcinoma (HCC) who
have not received prior systemic therapy. [4, A]

Drug Name: Alymsys (bevacizumab-maly)

Metastatic Colorectal Cancer (mCRC) Indicated for the first- or second-line treatment of
patients with metastatic carcinoma of the colon or rectum in combination with intravenous 5-
fluorouracil-based chemotherapy. Bevacizumab, in combination with fluoropyrimidine-
irinotecan- or fluoropyrimidine-oxaliplatin-based chemotherapy, is also indicated for second-
line treatment of patients with metastatic colorectal cancer who have progressed on a first-line
bevacizumab-containing regimen. Limitation of use: Bevacizumab is not indicated for adjuvant
treatment of colon cancer.

Non-Squamous Non-Small Cell Lung Cancer (NSCLC) Indicated for the first-line treatment
of unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung
cancer in combination with carboplatin and paclitaxel.

Glioblastoma Indicated for the treatment of recurrent glioblastoma in adults.

Metastatic Renal Cell Carcinoma (mRCC) Indicated for the treatment of metastatic renal
cell carcinoma in combination with interferon alfa.

Persistent, Recurrent, or Metastatic Carcinoma of the Cervix Indicated for the treatment
of persistent, recurrent, or metastatic carcinoma of the cervix when used in combination with
paclitaxel and cisplatin or paclitaxel and topotecan.

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Indicated, in
combination with paclitaxel, pegylated liposomal doxorubicin, or topotecan, for the treatment
of patients with platinum-resistant recurrent epithelial ovarian, fallopian tube, or primary
peritoneal cancer who received no more than 2 prior chemotherapy regimens.

Off Label Uses: Hepatocellular Carcinoma Indicated, in combination with atezolizumab, for
the treatment of patients with unresectable or metastatic hepatocellular carcinoma (HCC) who
have not received prior systemic therapy. [4, A]

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Indicated, in
combination with carboplatin and paclitaxel, followed by bevacizumab as a single agent, for
the treatment of patients with stage Il or IV epithelial ovarian, fallopian tube, or primary
peritoneal cancer following initial resection. [4, A] Indicated, in combination with carboplatin
and paclitaxel, or with carboplatin and gemcitabine, followed by bevacizumab as a single
agent, for the treatment of patients with platinum-sensitive recurrent epithelial ovarian,
fallopian tube, or primary peritoneal cancer. [4, A]

Drug Name: Vegzelma (bevacizumab-adcd)
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Metastatic Colorectal Cancer Indicated for the first- or second-line treatment of patients with
metastatic colorectal cancer (MCRC) in combination with intravenous fluorouracil-based
chemotherapy. Vegzelma, in combination with fluoropyrimidine-irinotecan- or fluoropyrimidine-
oxaliplatin-based chemotherapy, is also indicated for second-line treatment of patients with
MCRC who have progressed on a first-line bevacizumab-containing regimen. Limitation of
use: Vegzelma is not indicated for adjuvant treatment of colon cancer.

Non-Squamous Non-Small Cell Lung Cancer (NSCLC) Indicated for the first-line treatment
of unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung
cancer in combination with carboplatin and paclitaxel.

Glioblastoma Indicated for the treatment of recurrent glioblastoma in adults.

Metastatic Renal Cell Carcinoma (mRCC) Indicated for the treatment of metastatic renal
cell carcinoma in combination with interferon alfa.

Persistent, Recurrent, or Metastatic Carcinoma of the Cervix Indicated for the treatment
of persistent, recurrent, or metastatic cervical cancer when used in combination with paclitaxel
and cisplatin or paclitaxel and topotecan.

Epithelial Ovarian, Fallopian Tube, or Primary Peritoneal Cancer Indicated, in
combination with carboplatin and paclitaxel, followed by Vegzelma as a single agent, for the
treatment of patients with stage Il or IV epithelial ovarian, fallopian tube, or primary peritoneal
cancer following initial surgical resection. Indicated, in combination with paclitaxel, pegylated
liposomal doxorubicin, or topotecan, for the treatment of patients with platinum-resistant
recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who received no more
than 2 prior chemotherapy regimens. Indicated, in combination with carboplatin and paclitaxel,
or with carboplatin and gemcitabine, followed by Vegzelma as a single agent, for the
treatment of patients with platinum-sensitive recurrent epithelial ovarian, fallopian tube, or
primary peritoneal cancer.

Off Label Uses: Hepatocellular Carcinoma Indicated, in combination with atezolizumab, for
the treatment of patients with unresectable or metastatic hepatocellular carcinoma (HCC) who
have not received prior systemic therapy. [4, A]

2 . Criteria

Product Name: Avastin, Mvasi, Zirabev, Alymsys, Vegzelma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

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

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

AND

1.1.2 Both of the following labeling requirements have been confirmed:

1.1.2.1 All components of the FDA approved indication are met (e.g., concomitant use,

previous therapy requirements, age limitations, testing requirements, etc.)

AND

1.1.2.2 Prescribed medication will be used at a dose which is within FDA recommendations

OR

1.2 Meets the off-label administrative guideline criteria

AND

2 - One of the following (applies to Avastin, Alymsys and Vegzelma only):
2.1 Trial and failure, or intolerance to both of the following:
e Mvasi

e Zirabev

OR
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2.2 Continuation of therapy for patients currently in the midst of an ongoing prescribed
treatment regimen

Product Name: Avastin, Mvasi, Zirabev, Alymsys, Vegzelma

Diagnosis All Indications
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

AND

2 - One of the following (applies to Avastin, Alymsys and Vegzelma only):
2.1 Trial and failure, or intolerance to both of the following:
e Mvasi
e Zirabev

OR

2.2 Continuation of therapy for patients currently in the midst of an ongoing prescribed
treatment regimen

Product Name: Alymsys, Vegzelma

Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - One of the following:
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1.1 Both of the following:
1.1.1 Requested medication is being used for a Food and Drug Administration (FDA)-
approved indication

AND

1.1.2 Both of the following labeling requirements have been confirmed:

1.1.2.1 All components of the FDA approved indication are met (e.g., concomitant use,

previous therapy requirements, age limitations, testing requirements, etc.)

AND

1.1.2.2 Prescribed medication will be used at a dose which is within FDA recommendations

OR

1.2 Meets the off-label administrative guideline criteria

AND

2 - One of the following:

2.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, or intolerance to both of the following:

e Mvasi
e Zirabev

OR

2.2 Continuation of therapy for patients currently in the midst of an ongoing prescribed
treatment regimen

3. Endnotes
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A.

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. [4]

4 . References

Avastin Prescribing Information. Genentech Inc. South San Francisco, CA. September
2022.

Mvasi Prescribing Information. Amgen Inc. Thousand Oaks, CA. November 2021.
Zirabev Prescribing Information. Pfizer Inc. New York, NY. May 2021.

U.S. Food and Drug Administration (FDA). Biosimilar and Interchangeable Products.
Silver Spring, MD: FDA; October 23, 2017. Available at:
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandA
pproved/ApprovalApplications/TherapeuticBiologicApplications/Biosimilars/ucm580419.h
tm#biosimilar. Accessed February 21, 2023.

Alymsys Prescribing Information. Amneal Pharmaceuticals LLC. Bridgewater, NJ. April
2022.

Vegzelma Prescribing Information. Celltrion USA, Inc. Jersey City, NJ. November 2022.

5. Revision History

Date Notes
10/2/2023 Streamllnlng al! indications into one criteria bucket and added Vegzel
ma to NF criteria
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Bortezomib

Prior Authorization Guideline
Guideline ID GL-127096
Guideline Name Bortezomib

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: |10/2/2004

P&T Revision Date:  [06/17/2020 ; 06/16/2021 ; 06/15/2022 ; 07/20/2022 ; 09/21/2022 ;
10/19/2022 ; 03/15/2023 ; 06/21/2023 ; 7/19/2023

1. Indications
Drug Name: Velcade (bortezomib)

Multiple Myeloma Indicated for the treatment of patients with multiple myeloma.

Mantle Cell Lymphoma Indicated for the treatment of patients with mantle cell lymphoma.

Drug Name: Bortezomib (bortezomib)

Multiple Myeloma Indicated for the treatment of patients with multiple myeloma.

Mantle Cell Lymphoma Indicated for the treatment of adult patients with mantle cell
lymphoma.

2 . Criteria
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Product Name: Brand Velcade, Generic bortezomib, Bortezomib

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

Approval Criteria

1 - Diagnosis of multiple myeloma [1, 2, 5]

AND

2 - Trial and failure, contraindication or intolerance to generic bortezomib (Applies to Brand
Velcade Only)

Product Name: Brand Velcade, Generic bortezomib, Bortezomib

Diagnosis Mantle Cell Lymphoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mantle cell lymphoma [1, 3, 4, 5]

AND

2 - Trial and failure, contraindication or intolerance to generic bortezomib (Applies to Brand
Velcade Only)

Product Name: Brand Velcade, Generic bortezomib, Bortezomib

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

Approval Criteria

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

3. References

9.

Velcade Prescribing Information. Millennium Pharmaceuticals, Inc. Cambridge, MA.
November 2021.

Richardson PG, Sonneveld P, Schuster MW, et al. Assessment of Proteasome Inhibition
for Extending Remissions (APEX) Investigators. Bortezomib or high-dose
dexamethasone for relapsed multiple myeloma. N Engl J Med. 2005 Jun
16;352(24):2487-98.

National Cancer Institute. Adult Non-Hodgkin Lymphoma Treatment (PDQ). Available at:
http://www.cancer.gov/cancertopics/pdg/treatment/adult-non-
hodgkins/healthprofessional. Accessed May 12, 2022.

Fisher RI, Bernstein SH, Kahl BS, et al. Multicenter phase Il study of bortezomib in
patients with relapsed or refractory mantle cell lymphoma. J Clin
Oncol.2006;24(30):4867-74.

The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http://www.nccn.org. Accessed May 12, 2022.

Bortezomib Prescribing Information. Fresenius Kabi USA, LLC. Lake Zurich, IL.
December 2022.

Bortezomib Prescribing Information. Hospira, Inc.. Lake Forest, IL. December 2022.
Bortezomib Prescribing Information. Dr Reddy’s Laboratories, Inc. Princeton, NJ.
December 2022.

Bortezomib Prescribing Information. Hikma Pharmaceuticals USA, Inc. Berkeley
Heights, NJ. November 2021.

10. Bortezomib Prescribing Information. Fosun Pharma USA. Princeton, NJ. August 2022.

4 . Revision History

Date

Notes

6/26/2023 Removed specialist requirement.
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Bosulif (bosutinib)

Prior Authorization Guideline

Guideline ID GL-127559

Guideline Name Bosulif (bosutinib)

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: [11/13/2012

P&T Revision Date: 12/18/2019 ; 04/15/2020 ; 04/21/2021 ; 04/20/2022 ; 04/19/2023 ;
7/19/2023

1. Indications
Drug Name: Bosulif (bosutinib)

Resistant or intolerant Chronic Myelogenous/Myeloid Leukemia Indicated for the
treatment of adult patients with chronic, accelerated, or blast phase Philadelphia
chromosome-positive (Ph+) chronic myelogenous leukemia (CML) with resistance or
intolerance to prior therapy.

Newly-diagnosed Chronic Myelogenous Leukemia Indicated for the treatment of adult
patients with newly-diagnosed chronic phase (CP) Philadelphia chromosome-paositive chronic
myelogenous leukemia (Ph+ CML).

2 . Criteria

Product Name: Bosulif

Page 112



Formulary: Baylor Scott and White — EHB, Specialty

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

Approval Criteria
1 - Diagnosis of Philadelphia chromosome-positive chronic myelogenous/myeloid leukemia
(Ph+ CML) [1,2]

AND

2 - One of the following:

2.1 Trial and failure or intolerance to generic imatinib

OR

2.2 Continuation of prior therapy

Product Name: Bosulif

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. Bosulif Prescribing Information. Pfizer. New York, NY. May 2021.

2. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http:/imwww.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
on March 18, 2020.
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4 . Revision History

Date

Notes

7/5/2023

Removed specialist requirement
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Cablivi (caplacizumab-yhdp)

Prior Authorization Guideline

Guideline ID GL-101562

Guideline Name Cablivi (caplacizumab-yhdp)

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
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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
e 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.
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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.

4 . References

1. Cablivi Prescribing Information. Cambridge, MA. Genzyme Corporation. October 2021

2. Understanding TTP. https://www.understandingttp.com/patient/ttp-treatment/#overview-
of-treatment. Accessed January 28, 2021.

3. FDA News Release: FDA approves first therapy for the treatment of adult patients with a
rare blood clotting disorder. U.S. Food and Drug Administration; February 6, 2019.
Available at:
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm630851.htm.
Accessed January 28, 2021.

5. Revision History

Date Notes
1/6/2022 2022 Annual Review - No changes to criteria, updated background in
formation
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Cabometyx (cabozantinib)

Prior Authorization Guideline

Guideline ID GL-127632

Guideline Name Cabometyx (cabozantinib)

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: [6/22/2016

P&T Revision Date: 03/18/2020 ; 03/17/2021 ; 11/18/2021 ; 03/16/2022 ; 05/18/2023 ;
7/19/2023

1. Indications
Drug Name: Cabometyx (cabozantinib) tablets

Renal cell carcinoma (RCC) Indicated for the treatment of patients with advanced renal cell
carcinoma (RCC).

Renal cell carcinoma (RCC) Indicated, in combination with nivolumab, for the first-line
treatment of patients with advanced RCC.

Hepatocellular Carcinoma (HCC) Indicated for the treatment of patients with hepatocellular
carcinoma (HCC) who have been previously treated with sorafenib.

Differentiated Thyroid Cancer Indicated for the treatment of adult and pediatric patients 12
years of age and older with locally advanced or metastatic differentiated thyroid cancer (DTC)
that has progressed following prior VEGFR-targeted therapy and who are radioactive iodine-
refractory or ineligible.
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2 . Criteria

Product Name: Cabometyx

Diagnosis Renal Cell Carcinoma (RCC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of renal cell carcinoma (RCC)

Product Name: Cabometyx

Diagnosis Hepatocellular Carcinoma (HCC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hepatocellular carcinoma (HCC)

AND

2 - Trial and failure, contraindication, or intolerance to Nexavar (sorafenib tosylate)*

Notes *Criterion is part of the FDA-approved label

Product Name: Cabometyx

Diagnosis Differentiated Thyroid Cancer (DTC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of differentiated thyroid cancer (DTC) [A, 5]

AND

2 - Patient is 12 years of age or older

AND

3 - Disease has progressed following prior VEGFR-targeted therapy (e.g., Lenvima
[lenvatinib], Nexavar [sorafenib])*

AND

4 - Disease or patient is refractory to radioactive iodine treatment or ineligible

Notes *Criterion is part of the FDA-approved label

Product Name: Cabometyx

Diagnosis All Indications Listed Above
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. Endnotes
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A.

Differentiated thyroid carcinomas are broadly categorized as papillary thyroid carcinoma
(PTC), follicular cancer (FTC), and Hurthle cell carcinoma (HCTC). [5]

4 . References

=

Cabometyx Prescribing Information. Exelixis, Inc. San Francisco, CA. January 2023.
The NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) Kidney
Cancer. Version 1.2021. Available at
https://www.nccn.org/professionals/physician_gls/pdf/kidney.pdf. Accessed January 29,
2021.

The NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) Hepatocellular
Carcinoma. Version 1.2023. Available at
https://www.nccn.org/professionals/physician_gls/pdf/hcc.pdf Accessed May 3, 2023.
The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
January 29, 2019.

Patel K, Yip L, Lubitz C et al. The American Association of Endocrine Surgeons
Guidelines for the Definitive Surgical Management of Thyroid Disease in Adults. Ann
Surg. 2020;271(3):e21-e93.

5. Revision History

Date

Notes

7/5/2023 Updated criteria and removed specialist requirement
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Caprelsa (vandetanib)

Prior Authorization Guideline

Guideline ID GL-132293

Guideline Name Caprelsa (vandetanib)

Guideline Note:
Effective Date: 11/1/2023

P&T Approval Date: |7/12/2011
P&T Revision Date:  [09/16/2020 ; 09/15/2021 ; 09/21/2022 ; 07/19/2023 ; 9/20/2023

1. Indications
Drug Name: Caprelsa (vandetanib)

Medullary Thyroid Cancer (MTC) Indicated for the treatment of symptomatic or progressive
MTC in patients with unresectable locally advanced or metastatic disease. Use Caprelsa in
patients with indolent, asymptomatic or slowly progressing disease only after careful
consideration of the treatment related risks of Caprelsa.

2 . Criteria

Product Name: Caprelsa

Approval Length 12 Months
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of one of the following:

e Metastatic medullary thyroid cancer (MTC)
e Unresectable locally advanced MTC

AND

2 - One of the following:

o Patient has symptomatic disease
o Patient has progressive disease

Product Name: Caprelsa

Approval Length 12 Months
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

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

3. References

1. Caprelsa prescribing information. Genzyme Corporation. Cambridge, MA. December

2022.

4 . Revision History

Date Notes

9/1/2023 Annual review: No criteria changes. Updated references.
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Cayston (aztreonam for inhalation solution) - PA, NF

Prior Authorization Guideline

Guideline ID

GL-126313

Guideline Name

Cayston (aztreonam for inhalation solution) - PA, NF

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

6/22/2010

P&T Revision Date:

06/17/2020 ; 01/20/2021 ; 06/16/2021 ; 12/15/2021 ; 06/15/2022 ;

6/21/2023

1. Indications

Drug Name: Cayston (aztreonam for inhalation solution)

Cystic Fibrosis Indicated to improve respiratory symptoms in cystic fibrosis (CF) patients
with Pseudomonas aeruginosa. Safety and effectiveness have not been established in
pediatric patients below the age of 7 years, patients with FEV1 less than 25% or greater than
75% predicted, or patients colonized with Burkholderia cepacia. To reduce the development
of drug-resistant bacteria and maintain the effectiveness of Cayston and other antibacterial
drugs, Cayston should be used only to treat patients with CF known to have Pseudomonas
aeruginosa in the lungs.

2 . Criteria

Product Name: Cayston

Approval Length

12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of cystic fibrosis

AND

2 - Patient has evidence of Pseudomonas aeruginosa in the lungs

AND

3 - Patient is seven years of age or older

AND

4 - Trial and failure, contraindication, or intolerance to TWO of the following:

e Bethkis* (tobramycin [300 mg/4 ml] inhalation solution)

e TOBI* (tobramycin [300 mg/5 ml] inhalation solution)
e Tobi Podhaler

Notes *NOTE: Step Therapy (ST) requirements may apply for brand Bethkis
and brand TOBI

Product Name: Cayston

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

Approval Criteria

1 - Diagnosis of cystic fibrosis
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AND

2 - Patient has evidence of Pseudomonas aeruginosa in the lungs

AND

3 - Patient is benefiting from treatment (i.e., improvement in lung function [forced expiratory
volume in one second {FEV1}], decreased number of pulmonary exacerbations)

Product Name: Cayston

Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of cystic fibrosis

AND

2 - Patient has evidence of Pseudomonas aeruginosa in the lungs

AND

3 - Patient is seven years of age or older

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,

contraindication, or intolerance to TWO of the following:

e generic tobramycin [300 mg/4 ml] inhalation solution
e generic tobramycin [300 mg/5 ml] inhalation solution
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e Tobi Podhaler

3. References

1. Cayston Prescribing Information. Gilead Sciences, Inc. Foster City, CA. November 2019.

2. Retsch-Bogart GZ, Quittner AL, Gibson RL, et al. Efficacy and safety of inhaled
aztreonam lysine for airway Pseudomonas in cystic fibrosis. Chest. 2009;135:1223-32.

3. Mogayzel PJ, Naureckas ET, Robinson KA, et al. Cystic Fibrosis Foundation Pulmonary
Guideline. Pharmacologic approaches to prevention and eradication of initial
Pseudomonas aeruginosa infection. Ann Am Thorac Soc. 2014;11(10):1640-50.

4 . Revision History

Date Notes

6/7/2023 Annual review: No criteria changes.
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Cholbam (cholic acid)

Prior Authorization Guideline

Guideline ID GL-133020

Guideline Name Cholbam (cholic acid)

Guideline Note:
Effective Date: 1/1/2024

1. Indications
Drug Name: Cholbam (cholic acid)

Bile acid synthesis disorders due to single enzyme defects (SEDs) Indicated for the
treatment of bile acid synthesis disorders due to single enzyme defects (SEDs). Limitation of
use: The safety and effectiveness of Cholbam on extrahepatic manifestations of bile acid
synthesis disorders due to SEDs or PDs including Zellweger spectrum disorders have not
been established.

Peroxisomal disorders including Zellweger spectrum disorders Indicated for adjunctive
treatment of peroxisomal disorders (PDs) including Zellweger spectrum disorders in patients
who exhibit manifestations of liver disease, steatorrhea or complications from decreased fat-
soluble vitamin absorption. Limitation of use: The safety and effectiveness of Cholbam on
extrahepatic manifestations of bile acid synthesis disorders due to SEDs or PDs including
Zellweger spectrum disorders have not been established.

2 . Criteria

Product Name: Cholbam
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Diagnosis Bile acid synthesis disorders
Approval Length 4 Months [F]

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of a bile acid synthesis disorder due to a single enzyme defect based on one of
the following: [1-6,8,A,B]

e An abnormal urinary bile acid analysis by mass spectrometry
e Molecular genetic testing consistent with the diagnosis

AND

2 - Prescribed by one of the following: [2,7,E]

Hepatologist

Medical geneticist

Pediatric gastroenterologist

Other specialist that treats inborn errors of metabolism

Product Name: Cholbam

Diagnosis Peroxisomal disorders
Approval Length 4 Months [F]

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of a peroxisomal disorder based on one of the following: [2-5,8,C,D]

e An abnormal urinary bile acid analysis by mass spectrometry
e Molecular genetic testing consistent with the diagnosis
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AND

2 - Patient exhibits manifestations of at least one of the following: [2-3]

o Liver disease (e.g., jaundice, elevated serum transaminases)
o Steatorrhea

e Complications from decreased fat-soluble vitamin absorption (e.g., poor growth)

AND

3 - Prescribed by one of the following: [2,7,E]

Hepatologist

Medical geneticist

Pediatric gastroenterologist

Other specialist that treats inborn errors of metabolism

AND
4 - Used as adjunctive treatment [2-3]
Product Name: Cholbam
Diagnosis Bile acid synthesis disorders or Peroxisomal disorders
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 improvement in
liver function (e.g., aspartate aminotransferase [AST], alanine aminotransferase [ALT])

3. Endnotes
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A.

Congenital deficiencies in the enzymes responsible for catalyzing key reactions in the
synthesis of primary bile acids cholic acid and chenodeoxycholic acid are referred to as
bile acid synthesis disorders (BASDs) due to single enzyme defects (SEDS). [1] 3 beta-
hydroxy-D5-C27-steroid oxidoreductase deficiency (3 beta-HSD) and D4-3-oxosteroid 5
beta-reductase deficiency (AKR1D1 or D4-3-0x0-R), inherited by an autosomal
recessive mode, are the most frequent inborn errors of primary bile acid synthesis
causing early cirrhosis and liver failure. [6] See Background Table 1 for a list of known
bile acid synthesis disorders (BASDs) due to single enzyme defects (SEDs). [1]

2- (or alpha-) methylacyl-CoA racemase (AMACR) deficiency is a deficiency of a single
peroxisomal enzyme that may manifest secondary abnormalities of bile acid synthesis; it
may thus technically be considered a BASD, as well as, a peroxisomal disorder (PD). [2-
5]

The spectrum of diseases referred to as peroxisomal disorders (PDs) involve defects in
later steps of the bile acid synthetic pathway, such as impaired side-chain oxidation; [3]
PDs are therefore classified as either disorders of peroxisome biogenesis (eg, Zellweger
syndrome) or deficiencies of a single peroxisomal enzyme (eg, 2- (or alpha-)methylacyl-
CoA racemase [AMACR] deficiency). [3] See Background Table 2 for a list of known
PDs. [5]

. Zellweger syndrome, infantile Refsum disease, neonatal adrenoleukodystrophy and

rhizomelic chondrodysplasia punctata type 1 (RCDP1) are examples of defective
biogenesis in which peroxisomes are absent. [4-5] The first 3 disorders are thought to
represent a clinical continuum, referred to as Zellweger spectrum disorders (ZSD), with
Zellweger syndrome the most severe, infantile Refsum disease the mildest, and
neonatal adrenoleukodystrophy intermediate in severity. [5]

As per the prescribing information [2], treatment with Cholbam should be initiated and
monitored by an experienced hepatologist or pediatric gastroenterologist. At the
University of California, San Francisco, medical geneticists see patients with PDs, while
specialists in pediatric gastroenterology see patients with BASDs. [7]

Cholbam should be discontinued if liver function does not improve within 3 months of
starting treatment. [2] An additional month is added to the initial authorization duration to
allow for patient follow-up with the provider.
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5. Revision History

Date Notes
9/13/2023 Pro_gr_am _update to standard reauthorization language. No changes t
o clinical intent.
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Cibingo (abrocitinib)

Prior Authorization Guideline

Guideline ID GL-121716

Guideline Name Cibingo (abrocitinib)

Guideline Note:
Effective Date: 5/1/2023

P&T Approval Date: [3/16/2022
P&T Revision Date: 07/20/2022 ; 3/15/2023

1. Indications
Drug Name: Cibingo (abrocitinib)

Atopic Dermatitis Indicated for the treatment of adults and pediatric patients 12 years of age
and older with refractory, moderate-to-severe atopic dermatitis whose disease is not
adequately controlled with other systemic drug products, including biologics, or when use of
those therapies is inadvisable. Limitations of Use: Cibingo is not recommended for use in
combination with other JAK inhibitors, biologic immunomodulators, or with other
immunosuppressants.

2 . Criteria

Product Name: Cibinqo

Approval Length 6 month(s)

Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe atopic dermatitis
AND
2 - One of the following:
e Involvement of at least 10% body surface area (BSA)
e SCORIing Atopic Dermatitis (SCORAD) index value of at least 25 [A]
AND
3 - Patient is 12 years of age or older
AND
4 - Prescribed by or in consultation with one of the following:
e Dermatologist

e Allergist/Immunologist

AND

5 - Trial and failure of a minimum 30-day supply (14-day supply for topical corticosteroids),

contraindication, or intolerance to at least ONE of the following:

Medium or higher potency topical corticosteroid
Pimecrolimus cream

Tacrolimus ointment

Eucrisa (crisaborole) ointment

AND
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6 - One of the following:
6.1 Trial and failure of a minimum 12-week supply of at least one systemic drug product for

the treatment of atopic dermatitis (examples include, but are not limited to, Adbry
[tralokinumab-ldrm], Dupixent [dupilumab], etc.)

OR

6.2 Patient has a contraindication, intolerance, or treatment is inadvisable with the following
FDA-approved atopic dermatitis therapies:

e Dupixent (dupilumab)

AND

7 - Not used in combination with other Janus kinase (JAK) inhibitors, biologic
immunomodulators (e.g., Dupixent, Adbry), or other immunosuppressants (e.g., azathioprine,
cyclosporine)*

Notes *Cibingo may be used with concomitant topical or inhaled corticosteroi
ds

Product Name: Cibingo

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 at least ONE of
the following:

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

AND
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2 - Not used in combination with other JAK inhibitors, biologic immunomodulators (e.g.,
Dupixent, Adbry), or other immunosuppressants (e.g., azathioprine, cyclosporine)*

Notes

ds

*Cibingo may be used with concomitant topical or inhaled corticosteroi

3. Background

Clinical Practice Guidelines
Table 1. Relative potencies of topical corticosteroids [2]
Class Drug Dosage Form Strength

(%)
Very high  Augmented betamethasone  Ointment 0.05

potency dipropionate
Clobetasol propionate Cream, foam, ointment 0.05
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
High Amcinonide Cream, lotion, ointment 0.1

Potency

Augmented betamethasone  Cream 0.05

dipropionate
Betamethasone dipropionate  Cream, foam, ointment, 0.05

solution

Desoximetasone Cream, ointment 0.25
Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
Fluocinonide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Betamethasone valerate Cream, foam, lotion, ointment 0.1
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Clocortolone pivalate Cream 0.1

Desoximetasone Cream 0.05

Fluocinolone acetonide Cream, ointment 0.025
Medium Flurandrenolide Cream, ointment 0.05
POteNcy  “Fl ticasone propionate Cream 0.05

Fluticasone propionate Ointment 0.005

Mometasone furoate Cream 0.1

Triamcinolone acetonide Cream, ointment 0.1
Lower- Hydrocortisone butyrate Cream, ointment, solution 0.1
medium _
potency Hydrocortisone probutate Cream 0.1

Hydrocortisone valerate Cream, ointment 0.2

Prednicarbate Cream 0.1

Low Alclometasone dipropionate ~ Cream, ointment 0.05

potency : :

Desonide Cream, gel, foam, ointment 0.05

Fluocinolone acetonide Cream, solution 0.01
Lowest Dexamethasone Cream 0.1
potency : : :

Hydrocortisone Cream, lotion, ointment, 0.25,0.5,1

solution
Hydrocortisone acetate Cream, ointment 0.5-1
4 . Endnotes

A. The Scoring Atopic Dermatitis (SCORAD) index is a clinical tool for assessing the
severity of atopic dermatitis lesions based on affected body area and intensity of plague
characteristics. [3, 4] The extent and severity of AD over the body area (A) and the

severity of 6 specific symptoms (erythema, edema/papulation, excoriations,

lichenification, oozing/crusts, and dryness) (B) are assessed and scored by the
Investigator. Subjective assessment of itch and sleeplessness is scored by the patient
(C). The SCORAD score is a combined score (A/5 + 7B/2 + C) with a maximum of 103.
Higher scores indicate greater severity/worsened state. A score of 25 to 50 indicates

moderate disease severity and greater than 50 indicates severe disease. [5]
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6 . Revision History

Date Notes

Updated indication and age criterion to include patients 12 years of a
2/26/2023 ,

ge or older; background updates
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Cimzia (certolizumab pegol)

Prior Authorization Guideline

Guideline ID GL-132630

Guideline Name Cimzia (certolizumab pegol)

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: [5/20/2008
P&T Revision Date:  [04/15/2020 ; 04/21/2021 ; 04/20/2022 ; 10/19/2022 ; 04/19/2023

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 plague
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)
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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
e sulfasalazine

Product Name: Cimzia

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of
the following [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
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e Rheumatologist

Product Name: Cimzia

Diagnosis

Psoriatic Arthritis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

the following [1, 6]:

1 - Patient demonstrates positive clinical response to therapy as evidenced by at least one of

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

2 - One of the following [8]:

1 - Diagnosis of moderate to severe plague psoriasis

AND

o Greater than or equal to 3% body surface area involvment
e Severe scalp psoriasis
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e 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]:

corticosteroids (e.g., betamethasone, clobetasol)
vitamin D analogs (e.g., calcitriol, calcipotriene)
tazarotene

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

coal tar

AND

4 - Prescribed by or in consultation with a dermatologist

Product Name: Cimzia

Diagnosis Plaque Psoriasis
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 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)
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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 - Patient demonstrates 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
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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
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1 - Patient demonstrates 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]:

e 6-mercaptopurine
e Azathioprine
e Corticosteroids (e.g., prednisone)

Page 147



Formulary: Baylor Scott and White — EHB, Specialty

e 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 - 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

3. Endnotes

A. The recommended initial adult dose of Cimzia is 400 mg (given as two subcutaneous
injections of 200 mg) 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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5. Revision History

Date Notes
9/5/2023 Pro_gr_am _update to standard reauthorization language. No changes t
o clinical intent.
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Cinqair (reslizumab)

Prior Authorization Guideline

Guideline ID GL-133023

Guideline Name Cinqair (reslizumab)

Guideline Note:
Effective Date: 1/1/2024

1. Indications
Drug Name: Cingqair (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; Cingair is not
indicated for the relief of acute bronchospasm or status asthmaticus.

2 . Criteria

Product Name: Cingair

Approval Length 6 Months [H]
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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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]

o 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
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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 - 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
o Allergist/Immunologist
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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 (pMDlI, 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
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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.

In two duplicate 52-week Phase 11l 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]

. 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]

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]

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.

In the 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]

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]

. 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].

. 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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Colony-Stimulating Factors (CSFs) - PA, NF

Prior Authorization Guideline

Guideline ID GL-126095
Guideline Name Colony-Stimulating Factors (CSFs) - PA, NF

Guideline Note:
Effective Date: 7/1/2023
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

1. Indications

Drug Name: Fulphila (pegfilgrastim-jmdb, G-CSF), Fylnetra (pegfilgrastim-pbbk),
Nyvepria (pegfilgrastim-apgf, G-CSF), Stimufend (pegfilgrastim-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: Pedfilgrastim 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)
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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-
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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.

Page 158



Formulary: Baylor Scott and White — EHB, Specialty

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]
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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
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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
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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
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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
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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, 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 - Trial and failure or intolerance to both of the following (applies to Neupogen and Releuko

only):

e Nivestym
e Zarxio

Product Name: Neupogen
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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, Zarxio, or Ziextenzo

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Prior Authorization

Approval Criteria
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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]
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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 Udenyca only):

e Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Fulphila, Fylnetra, Granix, Neupogen, Nyvepria, Udenyca

Diagnosis Febrile Neutropenia Prophylaxis
Approval Length 3 months or duration of therapy
Guideline Type Non Formulary

Approval Criteria
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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]
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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
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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]
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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 - Trial and failure or intolerance to ONE of the following:

¢ 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]

Page 171



Formulary: Baylor Scott and White — EHB, Specialty

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, I]

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
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AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to ONE of the following:

o Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Fulphila, Fylnetra, Granix, Leukine, Neulasta/Neulasta Onpro, Neupogen,
Nivestym, Nyvepria, Releuko, Stimufend, Udenyca, Zarxio, or Ziextenzo

Diagnosis Treatment of High-Risk Febrile Neutropenia (Off-label) [34]
Approval Length 3 Months of 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, 1]

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
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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 Udenyca only):

¢ Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Fulphila, Fylnetra, Granix, Neupogen, Nyvepria, Udenyca

Diagnosis Treatment of High-Risk Febrile Neutropenia (Off-label) [34]
Approval Length 3 Months of 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, 1]

AND

2 - Diagnosis of febrile neutropenia (FN)

AND
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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):

e Nivestym
e 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
Udenyca only):

e Neulasta/Neulasta Onpro
e Ziextenzo

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]
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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
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e Zarxio

Product Name: Fulphila (Off-Label), Fylnetra (Off-label), Granix (Off-Label), Leukine,
Neulasta/Neulasta Onpro, 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 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, Udenyca only):

¢ Neulasta/Neulasta Onpro
e Ziextenzo
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Product Name: Fulphila (Off-Label), Fylnetra (Off-Label), Granix (Off-Label), Neupogen,
Nyvepria (Off-Label), Udenyca

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, Nyvepria, and Udenyca

only):

e Neulasta/Neulasta Onpro
e Ziextenzo

Product Name: Leukine, Neupogen, Nivestym, Releuko, or Zarxio

Diagnosis Human Immunodeficiency Virus (HIV)-Related Neutropenia (Off-
Label)
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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/mm3) [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
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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
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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
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2 - Prescribed by or in consultation with one of the following:

Hematologist/oncologist
Infectious disease specialist
Hepatologist
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
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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:

Hematologist/oncologist
Infectious disease specialist
Hepatologist
Gastroenterologist

AND
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e Nivestym
e Zarxio

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to both of the following:

3. Background

Benefit/Coverage/Program Information

Table 1. Intergroup C9741 Protocol [19]

Regimen Drugs G-CSF
Sequential | Doxorubicin g2 weeks x4 cycles, then paclitaxel Days 3 to 10 of
g2 weeks x4 cycles, then cyclophosphamide g2 each cycle
weeks x 4cycles
Concurrent | Doxorubicin + cyclophosphamide g2 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]
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Cancer Regimen
Bladder o Dose-dense MVAC (methotrexate, vinblastine, doxorubicin,
Cancer cisplatin)
Bone e VAI (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)
e VIDE (vincristine, ifosfamide, doxorubicin or dactinomycin,
etoposide)
Breast o Dose-dense AC followed by dose-dense paclitaxel (doxorubicin,
Cancer!8 cyclophosphamide, paclitaxel)
e TAX (docetaxel, doxorubicin, cyclophosphamide)
e TC (docetaxel, cyclophosphamide)
o 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 e 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 o ICE (ifosfamide, carboplatin, etoposide)
as e Dose-dense CHOP-14 (cyclophosphamide, doxorubicin, vincristine,
prednisone)
e MINE (mesnha, ifosfamide, mitoxantrone, etoposide)
o DHAP (dexamethasone, cisplatin, cytarabine)
o ESHAP (etoposide, methylprednisolone, cisplatin, cytarabine)
e HyperCVAD (cyclophosphamide, vincristine, doxorubicin,
dexamethasone)
Melanoma o Dacarbazine-based combination with IL-2, interferon alfa
(dacarbazine, cisplatin, vinblastine, IL-2, interferon alfa)
Multiple e DT-PACE
Myeloma (dexamethasone/thalidomide/cisplatin/doxorubicin/cyclophosphami

de/etoposide) +/- bortezomib (VTD-PACE)

Page 185




Formulary: Baylor Scott and White — EHB, Specialty

Ovarian Topotecan
Cancer Docetaxel
Pancreati e FOLFIRINOX (fluorouracil, leucovorin, irinotecan, oxaliplatin)
¢ Cancer
Soft e MAID (mesna, doxorubicin, ifosfamide, dacarbazine)
Tissue o Doxorubicin
Sarcoma o Ifosfamide/doxorubicin
Small Cell e Topotecan
Lung
Cancer
Testicular e VIP (etoposide, ifosfamide, cisplatin)
Cancer o VelP (vinblastine, ifosfamide, cisplatin)
o TIP (paclitaxel, ifosfamide, cisplatin)

[16]

Table 3. Examples of chemotherapy regimens with an intermediate risk of FN (10-20%)

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 dayse
Cervical Cancer o Cisplatin/topotecan
o Paclitaxel/cisplatin
e Topotecan
e Irinotecan

Colorectal Cancer

FOLFOX (fluorouracil, leucovorin,
oxaliplatin)

Non-Hodgkin’s Lymphomas
(NHL)?®

GDP (gemcitabine, dexamethasone,
cisplatin/carboplatin)

CHORP (cyclophosphamide,
doxorubivin, vincristine, prednisone)
including regimens with pegylated
liposomal doxorubicin

CHP (cyclophosphamide, doxorubicin,
prednisone) + brentuximab vedotin
Bendamustine

Non-Small Cell Lung Cancer

Cisplatin/paclitaxel
Cisplatin/vinorelbine
Cisplatin/docetaxel
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Cisplatin/etoposide
Carboplatin/paclitaxel
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®
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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]
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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
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/mmA3) [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 109 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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Date Notes
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Cometriq (cabozantinib)

Prior Authorization Guideline

Guideline ID GL-134136

Guideline Name Cometriq (cabozantinib)

Guideline Note:
Effective Date: 12/1/2023

P&T Approval Date: (2/19/2013

P&T Revision Date: 08/16/2018 ; 10/21/2020 ; 10/20/2021 ; 10/19/2022 ; 07/19/2023 ;
10/18/2023

1. Indications
Drug Name: Cometrig (cabozantinib)

Medullary thyroid cancer Indicated for the treatment of patients with progressive, metastatic
medullary thyroid cancer (MTC).

Off Label Uses: Non-small cell lung cancer Has activity against RET gene rearrangements
in non-small cell lung cancer (NSCLC). [3]

2 . Criteria

Product Name: Cometriq

Diagnosis Medullary Thyroid Cancer (MTC)

Approval Length 11 months [A]
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of one of the following: [1,2]

e Metastatic medullary thyroid cancer (MTC)
e Unresectable locally advanced MTC

AND

2 - One of the following: [2]

o Patient has symptomatic disease
o Patient has progressive disease

Product Name: Cometriq

Diagnosis Medullary Thyroid Cancer (MTC)

Approval Length 11 months [A]

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

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

Product Name: Cometriq

Diagnosis Non-Small Cell Lung Cancer (NSCLC) (off-label)
Approval Length 11 months [A]

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of non-small cell lung cancer (NSCLC) [3]

AND

2 - Positive for RET gene rearrangements [3]

Product Name: Cometriq

Diagnosis Non-Small Cell Lung Cancer (NSCLC) (off-label)
Approval Length 11 months [A]

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

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

3. Endnotes

A. In a phase 3 clinical trial of 330 patients, a statistically significant prolongation in
progression free survival (PFS) was demonstrated among Cometrig-treated patients
compared to those receiving placebo, with a median PFS time of 11.2 months and 4
months in the Cometriq and placebo arms, respectively. [1]

4 . References

1. Cometrig prescribing information. Exelixis, Inc. Alameda, CA. February 2022.

2. National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in
Oncology. Thyroid Carcinoma. v4.2023. Available by subscription at:
https://www.nccn.org/professionals/physician_gls/pdf/thyroid.pdf. Accessed on October
2, 2023.

3. National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in
Oncology. Non-Small Cell Lung Cancer v3.2023. Available by subscription at:

Page 194



Formulary: Baylor Scott and White — EHB, Specialty

https://www.nccn.org/professionals/physician_gls/pdf/nscl.pdf. Accessed on October 2,

2023.

5. Revision History

Date

Notes

10/2/2023

Annual review: No criteria changes. Updated references.
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Copper Chelating Agents - PA, NF

Prior Authorization Guideline

Guideline ID GL-135933
Guideline Name Copper Chelating Agents - PA, NF

Guideline Note:
Effective Date: 1/1/2024
P&T Approval Date: |8/20/2014

P&T Revision Date: 10/16/2019 ; 12/18/2019 ; 04/15/2020 ; 09/16/2020 ; 04/21/2021 ;
01/19/2022 ; 04/20/2022 ; 04/15/2023 ; 06/21/2023 ; 08/20/2023 ;
08/20/2023 ; 11/16/2023

1. Indications
Drug Name: Cuprimine (penicillamine)

Wilson's Disease Indicated in the treatment of Wilson's disease.
Cystinuria Indicated in the treatment of cystinuria.

Rheumatoid Arthritis Indicated in the treatment of severe, active rheumatoid arthritis who
have failed to respond to an adequate trial of conventional therapy.

Drug Name: Syprine (trientine)

Wilson's Disease Indicated in the treatment of patients with Wilson's disease who are
intolerant of penicillamine.

Drug Name: Cuvrior (trientine tetrahydrochloride)
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Wilson's Disease Indicated for the treatment of adult patients with stable Wilson's disease
who are de-coppered and tolerant to penicillamine.

2 . Criteria

Product Name: Brand Cuprimine, generic penicillamine

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

Approval Criteria

1 - Diagnosis of Wilson's disease (i.e., hepatolenticular degeneration)

AND

2 - Documentation of one of the following: [5]

Presence of Kayser-Fleisher rings

Serum ceruloplasmin (CPN) less than 20 mg/dL

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

AND

3 - Trial and failure, or intolerance to Depen (penicillamine) tablets

AND

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

e Gastroenterologist
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e Hepatologist

Product Name: Brand Cuprimine, generic penicillamine

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

Approval Criteria

1 - Diagnosis of cystinuria

AND

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

e Urinary alkalinization therapy [4]
e Thiola (tiopronin) [A]

AND

3 - Trial and failure, or intolerance to Depen (penicillamine) tablets

AND

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

e Nephrologist
e Urologist

Product Name: Brand Cuprimine, generic penicillamine

Diagnosis Rheumatoid Arthritis

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of severe, active rheumatoid arthritis

AND

2 - Patient's condition is unresponsive to conventional therapy [e.qg., traditional DMARDs (e.qg.,
methotrexate, sulfasalazine), TNF inhibitor (e.g., Humira (adalimumab), Enbrel (etanercept)),
Non-TNF biologic (e.g., Rinvoq (upadacitinb), Xeljanz (tofacitinib)]

AND

3 - Trial and failure, or intolerance to Depen (penicillamine) tablets

AND

4 - Prescribed by or in consultation with a rheumatologist

Product Name: Brand Cuprimine, generic penicillamine

Diagnosis Wilson's disease, Cystinuria, Rheumatoid Arthritis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

Product Name: Brand Cuprimine, generic penicillamine

Page 199



Formulary: Baylor Scott and White — EHB, Specialty

Diagnosis Wilson's Disease
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Wilson's disease (i.e., hepatolenticular degeneration)

AND

2 - Documentation of one of the following: [5]

Presence of Kayser-Fleisher rings

Serum ceruloplasmin (CPN) less than 20 mg/dL

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to Depen (penicillamine) tablets

AND

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

e Gastroenterologist
e Hepatologist

Product Name: Brand Cuprimine, generic penicillamine

Diagnosis Cystinuria
Approval Length 12 month(s)
Guideline Type Non Formulary
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Approval Criteria

1 - Diagnosis of cystinuria

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication, or intolerance to both of the following:

e Urinary alkalinization therapy [4]
e Thiola (tiopronin) [A]

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to Depen (penicillamine) tablets

AND

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

e Nephrologist
e Urologist

Product Name: Brand Cuprimine, generic penicillamine

Diagnosis Rheumatoid Arthritis
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of severe, active rheumatoid arthritis
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AND

2 - Patient's condition is unresponsive to conventional therapy [e.qg., traditional DMARDs (e.qg.,
methotrexate, sulfasalazine), TNF inhibitor (e.g., Humira (adalimumab), Enbrel (etanercept)),
Non-TNF biologic (e.g., Rinvoq (upadacitinb), Xeljanz (tofacitinib)]

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to Depen (penicillamine) tablets

AND

4 - Prescribed by or in consultation with a rheumatologist

Product Name: Brand Syprine, generic trientine, Cuvrior

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

Approval Criteria

1 - Diagnosis of Wilson's disease (i.e., hepatolenticular degeneration)

AND

2 - Documentation of one of the following: [5]

Presence of Kayser-Fleisher rings

Serum ceruloplasmin (CPN) less than 20 mg/dL

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

AND

3 - Trial and failure, contraindication, or intolerance to Depen (penicillamine) tablets

AND

4 - For Brand Syprine and Cuvrior, trial and failure, or intolerance to generic trientine

AND

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

e Gastroenterologist
e Hepatologist

Product Name: Brand Syprine, generic trientine, Cuvrior

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - For Brand Syprine and Cuvrior, trial and failure, or intolerance to generic trientine

Product Name: Cuvrior
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Diagnosis Wilson's disease
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Wilson's disease (i.e., hepatolenticular degeneration)

AND

2 - Documentation of one of the following: [5]

Presence of Kayser-Fleisher rings

Serum ceruloplasmin (CPN) less than 20 mg/dL

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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication, or intolerance to Depen (penicillamine) tablets

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic trientine

AND

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

e Gastroenterologist
e Hepatologist
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3. Endnotes

A.

Cystine-binding thiol drugs should be offered to patients with cysteine stones who are
unresponsive to dietary modification and urinary alkalinization [3]. Tiopronin should be
considered first as it is possibly more effective and associated with fewer adverse events
than d-penicillamine.

4 . References

Cuprimine prescribing information. Bausch Health US, LLC. Bridgewater, NJ. October
2020.

Syprine prescribing information. Bausch Health US, LLC. Bridgewater, NJ. September
2020.

Pearle MS, Goldfarb DS, Assimos DG, et al. Medical management of kidney stones:
AUA guideline. J Urol. 2014 Aug;192(2):316-24.

Fattah H, Hambaroush Y, Goldfarb DS. Cystine nephrolithiasis. Transl Androl Urol. 2014
Sep 1;3(3):228-233. doi: 10.3978/j.issn.2223-4683.2014.07.04.

European Association for Study of Liver. EASL Clinical Practice Guidelines: Wilson's
disease. J Hepatol. 2012;56(3):671-685.

Cuvrior Prescribing Information. Orphalan SA. Chicago, IL. May 2022.

5. Revision History

Date

Notes

11/7/2023 Add generic trientine 500mg capsule as target to guideline.
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Cosentyx (secukinumab) - PA, NF

Prior Authorization Guideline

Guideline ID GL-136071

Guideline Name Cosentyx (secukinumab) - PA, NF

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: [2/18/2015

P&T Revision Date: 11/14/2019 ; 07/15/2020 ; 08/13/2020 ; 09/16/2020 ; 07/21/2021 ;
08/19/2021 ; 10/20/2021 ; 01/19/2022 ; 03/16/2022 ; 06/15/2022 ;
08/18/2022 ; 10/19/2022 ; 12/14/2022 ; 07/19/2023 ; 08/17/2023 ;
12/13/2023

1. Indications
Drug Name: Cosentyx SC (secukinumab)

Plaque Psoriasis (PsO) Indicated for the treatment of moderate to severe plaque psoriasis in
patients 6 years and older who are candidates for systemic therapy or phototherapy.

Psoriatic Arthritis (PsA) Indicated for the treatment of active psoriatic arthritis in patients 2
years of age and older.

Ankylosing Spondylitis (AS) Indicated for the treatment of adult patients with active
ankylosing spondylitis.

Non-radiographic Axial Spondyloarthritis (nr-axSpA) Indicated for the treatment of adult
patients with active non-radiographic axial spondyloarthritis (nr-axSpA) with objective signs of
inflammation.

Enthesitis-Related Arthritis (ERA) Indicated for the treatment of active enthesitis-related
arthritis in patients 4 years of age and older.
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Hidradenitis Suppurativa (HS) Indicated for the treatment of adult patients with moderate to
severe hidradenitis suppurativa (HS).

Drug Name: Cosentyx IV (secukinumab)

Psoriatic Arthritis (PsA) Indicated for the treatment of adult patients with active psoriatic
arthritis.

Ankylosing Spondylitis (AS) Indicated for the treatment of adult patients with active
ankylosing spondyflitis.

Non-radiographic Axial Spondyloarthritis (nr-axSpA) Indicated for the treatment of adult
patients with active non-radiographic axial spondyloarthritis (nr-axSpA) with objective signs of
inflammation.

2 . Criteria

Product Name: Cosentyx SC

Diagnosis Plague Psoriasis (PsO)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe plague psoriasis

AND

2 - One of the following [2]:

o Greater than or equal to 3% body surface area involvement
e Severe scalp psoriasis
e Palmoplantar (i.e., palms, soles), facial, or genital involvement

AND

Page 207



Formulary: Baylor Scott and White — EHB, Specialty

3 - Patient is 6 years of age or older

AND

4 - Prescribed by or in consultation with a dermatologist

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of a 4-week trial and failure, contraindication, or intolerance to one of the following
topical therapies [3]:

corticosteroids (e.g., betamethasone, clobetasol)
vitamin D analogs (e.g., calcitriol, calcipotriene)
tazarotene

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

coal tar

AND

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

6.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to THREE of the following:

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Skyrizi (risankizumab)

Stelara (ustekinumab)

Tremfya (guselkumab)

OR

6.1.2 Both of the following:
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6.1.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

6.1.2.2 Documentation of positive clinical response to therapy as evidenced by ONE of the
following [2]:

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

AND

6.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Taltz (ixekizumab)

Product Name: Cosentyx SC

Diagnosis Plague Psoriasis (PsO)
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 ONE of the
following [1-3]:

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

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication, or intolerance to Taltz (ixekizumab)
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Product Name: Cosentyx SC

Diagnosis Plague Psoriasis (PsO)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of moderate to severe plague psoriasis

AND

2 - One of the following [2]:

o 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 - Patient is 6 years of age or older

AND

4 - Prescribed by or in consultation with a dermatologist

AND

topical therapies [3]:

corticosteroids (e.g., betamethasone, clobetasol)
vitamin D analogs (e.g., calcitriol, calcipotriene)
tazarotene

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

5 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of a 4-week trial and failure, contraindication, or intolerance to one of the following
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e coal tar

AND

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

6.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to THREE of the following:

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Skyrizi (risankizumab)

Stelara (ustekinumab)

Tremfya (guselkumab)

OR

6.1.2 Both of the following:

6.1.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

6.1.2.2 Documentation of positive clinical response to therapy as evidenced by ONE of the
following [1-3]:

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

AND

6.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Taltz (ixekizumab)

Product Name: Cosentyx IV & SC
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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 [4]:

Actively inflamed joints

Dactylitis

Enthesitis

Axial disease

Active skin and/or nail involvement

AND

3 - One of the following:
e Cosentyx SC: Patient is 2 years of age or older

o Cosentyx IV: Patient is 18 years of age or older

AND

e Dermatologist
e Rheumatologist

AND

5 - One of the following:

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

5.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to TWO of the following:

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Simponi (golimumab)

Stelara (ustekinumab)

Tremfya (guselkumab)

Skyrizi (risankizumab-rzaa)

Rinvoq (upadacitinib)

Xeljanz/XR (tofacitinib/ER)

AND

5.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to BOTH of the following:
e Orencia (abatacept)
e Taltz (ixekizumab)

OR

5.2 Both of the following:
5.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy
AND
5.2.2 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, pruritus, inflammation) from baseline
e Reduction in the body surface area (BSA) involvement from baseline

Product Name: Cosentyx IV & SC
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Diagnosis

Psoriatic Arthritis (PsA)

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, 4]:

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 BSA involvement from baseline

Product Name: Cosentyx IV & SC

Diagnosis

Psoriatic Arthritis (PsA)

Approval Length

6 month(s)

Guideline Type

Non Formulary

Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

2 - One of the following [4]:

Dactylitis
Enthesitis

Axial disease
Active skin and/or nail involvement

Actively inflamed joints

AND
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3 - One of the following:

o Cosentyx SC: Patient is 2 years of age or older
o Cosentyx IV: Patient is 18 years of age or older

AND

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

o Dermatologist
e Rheumatologist

AND

5 - One of the following:
5.1 Both of the following:

5.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to TWO of the following:

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Simponi (golimumab)

Stelara (ustekinumab)

Tremfya (guselkumab)

Skyrizi (risankizumab-rzaa)

Rinvoq (upadacitinib)

Xeljanz/XR (tofacitinib/ER)

AND

5.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to BOTH of the following:
e Orencia (abatacept)
e Taltz (ixekizumab)

OR
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5.2 Both of the following:
5.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy
AND
5.2.2 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, pruritus, inflammation) from baseline
e Reduction in the BSA involvement from baseline

Product Name: Cosentyx IV & SC

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 - Paid claims or submission of medical records (e.g., chart notes) confirming a 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 [5]
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AND

4 - One of the following:
4.1 Both of the following:

4.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to TWO of the following, or attestation demonstrating a
trial may be inappropriate*

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Simponi (golimumab)

Rinvoq (upadacitinib)

Xeljanz/XR (tofacitinib/ER)

AND

4.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Taltz (ixekizumab)

OR

4.2 Both of the following:

4.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

4.2.2 Documentation of positive clinical response to therapy as evidenced by improvement
from baseline for at least one of the following [1, 5]:

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
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Notes *Includes attestation that a total of two TNF inhibitors have already be
en tried in the past, and the patient should not be made to try a third T
NF inhibitor.

Product Name: Cosentyx IV & SC

Diagnosis Ankylosing Spondylitis (AS)
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 improvement
from baseline for at least one of the following [1, 5]:

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: Cosentyx IV & SC

Diagnosis Ankylosing Spondylitis (AS)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of active ankylosing spondylitis

AND

2 - Prescribed by or in consultation with a rheumatologist
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AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of one month trial and failure, contraindication, or intolerance to two different NSAIDs
(e.g., ibuprofen, naproxen) at maximally tolerated doses [5]

AND

4 - One of the following:
4.1 Both of the following:

4.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to TWO of the following, or attestation demonstrating a
trial may be inappropriate*

Cimzia (certolizumab pegol)

Enbrel (etanercept)

Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz, or Brand Adalimumab-adaz
Simponi (golimumab)

Rinvoq (upadacitinib)

Xeljanz/XR (tofacitinib/ER)

AND

4.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Taltz (ixekizumab)

OR
4.2 Both of the following:
4.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming

continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND
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4.2.2 Documentation of positive clinical response to therapy as evidenced by improvement
from baseline for at least one of the following [1, 5]:

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

Notes *Includes attestation that a total of two TNF inhibitors have already be
en tried in the past, and the patient should not be made to try a third T
NF inhibitor.

Product Name: Cosentyx IV & SC

Diagnosis Non-radiographic Axial Spondyloarthritis (nr-axSpA)
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, 3]

AND

3 - Prescribed by or in consultation with a rheumatologist

AND
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4 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of one month trial and failure, contraindication, or intolerance to two different NSAIDs
(e.g., ibuprofen, naproxen) at maximally tolerated doses [5]

AND

5 - One of the following:

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to ALL of the following:

e Cimzia (certolizumab pegol)
e Taltz (ixekizumab)
e Rinvoq (upadacitinib)

OR

5.2 Both of the following:

5.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

5.2.2 Documentation of positive clinical response to therapy as evidenced by improvement
from baseline for at least one of the following [1, 5]:

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: Cosentyx IV & SC

Diagnosis Non-radiographic Axial Spondyloarthritis (nr-axSpA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Patient demonstrates positive clinical response to therapy as evidenced by improvement
from baseline for at least one of the following [1, 5]:

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: Cosentyx IV & SC

Diagnosis Non-radiographic Axial Spondyloarthritis (nr-axSpA)
Approval Length 6 month(s)
Guideline Type Non Formulary

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, 3]

AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
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duration of one month trial and failure, contraindication, or intolerance to two different NSAIDs
(e.g., ibuprofen, naproxen) at maximally tolerated doses [5]

AND

5 - One of the following:

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to ALL of the following:

o Cimzia (certolizumab pegol)
e Taltz (ixekizumab)
e Rinvog (upadacitinib)

OR

5.2 Both of the following:

5.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

5.2.2 Documentation of positive clinical response to therapy as evidenced by improvement
from baseline for at least one of the following [1, 5]:

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: Cosentyx SC

Diagnosis Enthesitis-Related Arthritis (ERA)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of active enthesitis-related arthritis

AND

2 - Patient is 4 years of age or older

AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of one month trial and failure, contraindication, or intolerance to two different NSAIDs
(e.g., ibuprofen, naproxen) at maximally tolerated doses [6]

Product Name: Cosentyx SC

Diagnosis Enthesitis-Related Arthritis (ERA)
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, 6]:

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

Diagnosis

Enthesitis-Related Arthritis (ERA)

Approval Length

6 month(s)

Guideline Type

Non Formulary

Approval Criteria

1 - Diagnosis of active enthesitis-related arthritis

AND

2 - Patient is 4 years of age or older

AND

3 - Prescribed by or in consultation with a rheumatologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming a minimum
duration of one month trial and failure, contraindication, or intolerance to two different NSAIDs
(e.q., ibuprofen, naproxen) at maximally tolerated doses [6]

Product Name: Cosentyx SC

Diagnosis

Hidradenitis Suppurativa (HS)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe hidradenitis suppurativa
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AND

2 - Prescribed by or in consultation with a dermatologist

AND

3 - One of the following:

3.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and
failure, contraindication, or intolerance to Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz,
or Brand Adalimumab-adaz

OR
3.2 Both of the following:
3.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming
continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

3.2.2 Documentation of positive clinical response to therapy

Product Name: Cosentyx SC

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy
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Product Name: Cosentyx SC

Diagnosis Hidradenitis Suppurativa (HS)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of moderate to severe hidradenitis suppurativa

AND

2 - Prescribed by or in consultation with a dermatologist

AND

3 - One of the following:
3.1 Paid claims or submission of medical records (e.g., chart notes) confirming trial and

failure, contraindication, or intolerance to Humira (adalimumab), Amjevita, Cyltezo, Hyrimoz,
or Brand Adalimumab-adaz

OR
3.2 Both of the following:
3.2.1 Paid claims or submission of medical records (e.g., chart notes) confirming

continuation of prior Cosentyx therapy, defined as no more than a 45-day gap in therapy

AND

3.2.2 Documentation of positive clinical response to therapy

3. References

1. Cosentyx prescribing information. Novartis Pharmaceuticals Corp. East Hanover, NJ.
October 2023.
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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.

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.

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.
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 Care Res. 2019;71(6):717-734.

4 . Revision History

Date Notes
11/30/2023 Addition of Cosentyx IV to existing PsA, AS, and nr-axSpA criteria; a
ddition of criteria for hidradenitis suppurativa (HS)
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Cotellic (cobimetinib)

Prior Authorization Guideline

Guideline ID

GL-126138

Guideline Name

Cotellic (cobimetinib)

Guideline Note:

Effective Date:

9/1/2023

P&T Approval Date:

1/27/2016

P&T Revision Date:

07/17/2019 ; 07/15/2020 ; 07/21/2021 ; 07/20/2022 ; 12/14/2022 ;
7/19/2023

1. Indications

Drug Name: Cotellic (cobimetinib)

histiocytic neoplasms.

Melanoma Indicated for the treatment of patients with unresectable or metastatic melanoma
with a BRAF V600E or V600K mutation, in combination with vemurafenib.

Histiocytic Neoplasms Indicated as a single agent for the treatment of adult patients with

2 . Criteria

Product Name: Cotellic

Diagnosis

Melanoma

Approval Length

12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of unresectable or metastatic melanoma

AND

2 - One of the following: [A]

2.1 Patient has a BRAF V600E mutation as detected by a U.S. Food and Drug
Administration (FDA)-approved test (e.g., cobas 4800 BRAF V600 Mutation Test) or a test
performed at a facility approved by Clinical Laboratory Improvement Amendments (CLIA)

OR

2.2 Patient has a BRAF V600K mutation as detected by a U.S. Food and Drug
Administration (FDA)-approved test (e.g., cobas 4800 BRAF V600 Mutation Test) or a test
performed at a facility approved by Clinical Laboratory Improvement Amendments (CLIA)

AND

3 - Used in combination with Zelboraf (vemurafenib)*

Notes *This product may require prior authorization.

Product Name: Cotellic

Diagnosis Histiocytic Neoplasms
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of histiocytic neoplasm

AND
2 - Used as monotherapy
Product Name: Cotellic
Diagnosis All indications listed above
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Patient has not experienced disease progression while on therapy

3. Endnotes

A. The cobas 4800 BRAF V600 Mutation Test is an FDA approved option and was used in
the pivotal trial. [2, 3] The cobas 4800 BRAF V600 Mutation Test is also listed as the
FDA approved companion diagnostic device for Zelboraf (vemurafenib). [3]

4 . References

1. Cotellic Prescribing Information. Genentech, Inc. South San Francisco, CA. October
2022.

2. Larkin J, Ascierto PA, Dréno B, et al. Combined vemurafenib and cobimetinib in BRAF-
mutated melanoma. N Engl J Med. 2014;371(20):1867-76.

3. U.S. Food and Drug Administration. List of Cleared or Approved Companion Diagnostic
Devices (In Vitro and Imaging Tools). Available at:
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/u
cm301431.htm. Accessed May 30, 2023.
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5. Revision History

Date

Notes

7/6/2023

Annual review: Updated criteria and background.
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Dacogen (decitabine)/Inqovi (decitabine and cedazuridine) tablets - PA, NF

Prior Authorization Guideline

Guideline ID GL-128518
Guideline Name Dacogen (decitabine)/Inqovi (decitabine and cedazuridine) tablets -
PA, NF

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: [12/2/2006

P&T Revision Date:  [09/18/2019 ; 08/13/2020 ; 10/21/2020 ; 08/19/2021 ; 01/19/2022
08/18/2022 ; 8/17/2023

1. Indications
Drug Name: Dacogen (decitabine)

Myelodysplastic Syndromes (MDS) Indicated for treatment of adult patients with
myelodysplastic syndromes (MDS) including previously treated and untreated, de novo and
secondary MDS of all French-American-British subtypes (refractory anemia, refractory anemia
with ringed sideroblasts, refractory anemia with excess blasts, refractory anemia with excess
blasts in transformation, and chronic myelomonocytic leukemia) and Intermediate-1,
Intermediate-2, and high-risk International Prognostic Scoring System groups.

Drug Name: Inqovi (decitabine and cedazuridine) tablets

Myelodysplastic Syndromes (MDS) Indicated for treatment of adult patients with
myelodysplastic syndromes (MDS), including previously treated and untreated, de novo and
secondary MDS with the following French-American-British subtypes (refractory anemia,
refractory anemia with ringed sideroblasts, refractory anemia with excess blasts, and chronic
myelomonocytic leukemia [CMML]) and intermediate-1, intermediate-2, and high-risk
International Prognostic Scoring System groups.
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2 . Criteria

Product Name: Brand Dacogen, Generic decitabine

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

Approval Criteria

1 - Diagnosis of myelodysplastic syndrome

Product Name: Inqovi

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

Approval Criteria

1 - Diagnosis of myelodysplastic syndrome

AND

2 - Patient is intermediate-1, intermediate-2, or high-risk per the International Prognostic
Scoring System (IPSS)

Product Name: Brand Dacogen, Generic decitabine, Inqovi

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

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

Product Name: Inqovi

Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of myelodysplastic syndrome

AND

2 - Patient is intermediate-1, intermediate-2, or high-risk per the International Prognostic
Scoring System (IPSS)

3. References

1. Dacogen prescribing information. Astex Pharmaceuticals, Inc. Dublin, CA. November
2021.

2. National Comprehensive Cancer (NCCN) Drugs & Biologics Compendium [internet
database]. National Comprehensive Cancer Network, Inc. 2023. Updated periodically.
Accessed July 26, 2023.

3. Inqovi prescribing information. Taiho Oncology, Inc. Princeton, NY. March 2022.

4 . Revision History

Date Notes

8/8/2023 Annual Review

Page 235



Formulary: Baylor Scott and White — EHB, Specialty

Daraprim (pyrimethamine)

Prior Authorization Guideline

Guideline ID

GL-125293

Guideline Name

Daraprim (pyrimethamine)

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

10/13/2015

P&T Revision Date:

05/14/2020 ; 06/17/2020 ; 06/16/2021 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Daraprim (pyrimethamine)

Treatment of toxoplas

mosis Indicated for the treatment of toxoplasmosis when used

conjointly with a sulfonamide, since synergism exists with this combination.

2 . Criteria

Product Name: Brand Daraprim, generic pyrimethamine

Diagnosis

Toxoplasmosis

Approval Length

12 Months [A, B]

Guideline Type

Prior Authorization
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Approval Criteria
1 - Both of the following:
1.1 One of the following:
1.1.1 Patient is using pyrimethamine for one of the following: [2, 3]

o Active treatment of toxoplasmosis (e.g., toxoplasmic encephalitis, ocular
toxoplasmaosis)

e Secondary prophylaxis of toxoplasmosis

e Treatment of congenital toxoplasmosis

OR

1.1.2 All of the following: [2]

1.1.2.1 Patient is using pyrimethamine for primary prophylaxis of toxoplasmosis

AND

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

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

OR

1.1.2.3.2 Evidence of life-threatening reaction to trimethoprim-sulfamethoxazole (TMP-
SMX) in the past (e.g., toxic epidermal necrolysis [TEN], Stevens-Johnson syndrome)

AND

1.2 Prescribed by or in consultation with an infectious disease specialist
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Product Name: Brand Daraprim, generic pyrimethamine

Diagnosis Malaria (off-label)

Guideline Type Prior Authorization

Approval Criteria

1 - Requests for coverage of any pyrimethamine products for the treatment and/or prophylaxis
of malaria are not authorized and will not be approved. The use of pyrimethamine for the
treatment and/or prophylaxis of malaria is not recommended by the Centers for Disease
Control and Prevention (CDC) [5]

3. Endnotes

A. Prescriber should consider discontinuation of primary prophylaxis if CD4 is greater than
200 cells/mm3 for more than 3 months after institution of combination antiretroviral
therapy. [2]

B. Prescriber should consider discontinuation of secondary prophylaxis if CD4 is greater
than 200 cells/f/mm3 for more than 6 months after institution of combination antiretroviral
therapy. [2]

4 . References

1. Daraprim Prescribing Information. Vyera Pharmaceuticals. New York, NY. August 2017.

2. Guidelines for the Prevention and Treatment of Opportunistic Infections in Adults and
Adolescents with HIV. https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-
adult-and-adolescent-opportunistic-infections/treatment-hiv-associated. Accessed May
5, 2023.

3. Guidelines for the Prevention and Treatment of Opportunistic Infections in HIV-Exposed
and HIV-Infected Children.
https://clinicalinfo.hiv.gov/sites/default/files/guidelines/archive/Ol_Guidelines_Pediatrics_
2022_01_04.pdf. Accessed May 5, 2023.

4. Parasites - Toxoplasmosis (Toxoplasma infection).
https://www.cdc.gov/parasites/toxoplasmosis/health_professionals/index.html#tx.
Accessed May 5, 2023.

5. Centers for Disease Control and Prevention. CDC Yellow Book 2020: Health Information
for International Travel. New York: Oxford University Press; 2020.
https://wwwnc.cdc.gov/travel/yellowbook/2020/travel-related-infectious-diseases/malaria.
Accessed May 5, 2023.
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5. Revision History

Date

Notes

5/31/2023

Annual Review
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Darzalex (daratumumab), Darzalex Faspro (daratumumab and hyaluronidase-fihj) - PA, NF

Prior Authorization Guideline

Guideline ID GL-126542

Guideline Name Darzalex (daratumumab), Darzalex Faspro (daratumumab and
hyaluronidase-fihj) - PA, NF

Guideline Note:
Effective Date: 9/1/2023
P&T Approval Date: [1/27/2016

P&T Revision Date:  [09/18/2019 ; 12/18/2019 ; 03/18/2020 ; 05/14/2020 ; 07/15/2020 ;
10/21/2020 ; 03/17/2021 ; 09/15/2021 ; 12/15/2021 ; 02/17/2022 ;
03/15/2023 ; 7/19/2023

1. Indications
Drug Name: Darzalex (daratumumab)

Multiple Myeloma - Monotherapy Indicated as monotherapy, for the treatment of patients
with multiple myeloma who have received at least three prior lines of therapy including a
proteasome inhibitor (Pl) and an immunomodulatory agent or who are double-refractory to a
Pl and an immunomodulatory agent.

Multiple Myeloma - Combination therapy Indicated in combination with lenalidomide and
dexamethasone, or bortezomib and dexamethasone, for the treatment of patients with
multiple myeloma who have received at least one prior therapy.

Multiple Myeloma - Combination therapy Indicated in combination with carfilzomib and
dexamethasone in patients who have received one to three prior lines of therapy.

Multiple Myeloma - Combination therapy Indicated in combination pomalidomide and
dexamethasone for the treatment of patients with multiple myeloma who have received at
least two prior therapies including lenalidomide and a proteasome inhibitor.
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Newly Diagnosed Multiple Myeloma Indicated in combination with bortezomib, melphalan,
and prednisone for the treatment of patients with newly diagnosed multiple myeloma who are
ineligible for autologous stem cell transplant.

Newly Diagnosed Multiple Myeloma Indicated in combination with lenalidomide and
dexamethasone in newly diagnosed patients who are ineligible for autologous stem cell
transplant

Newly Diagnosed Multiple Myeloma Indicated in combination with bortezomib, thalidomide,
and dexamethasone for the treatment of patients with newly diagnosed multiple myeloma who
are eligible for autologous stem cell transplant.

Drug Name: Darzalex Faspro (daratumumab and hyaluronidase-fihj)

Multiple Myeloma - Monotherapy Indicated as monotherapy, for the treatment of patients
with multiple myeloma who have received at least three prior lines of therapy including a
proteasome inhibitor (Pl) and an immunomodulatory agent or who are double-refractory to a
Pl and an immunomodulatory agent.

Multiple Myeloma - Combination Indicated in combination with lenalidomide and
dexamethasone or bortezomib and dexamethasone in patients who have received at least
one prior therapy.

Multiple Myeloma - Combination Indicated in combination with pomalidomide and
dexamethasone in patients who have received at least one prior line of therapy including
lenalidomide and a proteasome inhibitor.

Multiple Myeloma - Combination Multiple Myeloma - Combination therapy Indicated in
combination with carfilzomib and dexamethasone in patients who have received one to three
prior lines of therapy.

Newly Diagnosed Multiple Myeloma Indicated in combination with lenalidomide and
dexamethasone in newly diagnosed patients who are ineligible for autologous stem cell
transplant

Newly Diagnosed Multiple Myeloma Indicated in combination with bortezomib, melphalan
and prednisone in newly diagnosed patients who are ineligible for autologous stem cell
transplant

Newly Diagnosed Multiple Myeloma Indicated in combination with bortezomib, thalidomide,
and dexamethasone in newly diagnosed patients who are eligible for autologous stem cell
transplant

Light Chain (AL) Amyloidosis Indicated in combination with bortezomib, cyclophosphamide
and dexamethasone in newly diagnosed patients. This indication is approved under
accelerated approval based on response rate. Continued approval for this indication may be
contingent upon verification and description of clinical benefit in a confirmatory trial(s).
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2 . Criteria

Product Name: Darzalex

Diagnosis

Relapsed/Refractory Multiple Myeloma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

the following:

agent

Approval Criteria

2 - One of the following:

1 - Diagnosis of multiple myeloma

AND

2.1 Both of the following:

2.1.1 Used as monotherapy

AND

2.1.2 One of the following:

2.1.2.1 Patient has received at least three prior treatment regimens which included both of

e Proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])
e Immunomodulatory agent (e.g., lenalidomide [Revlimid], thalidomide [Thalomid])

OR

2.1.2.2 Patient is double-refractory to a proteasome inhibitor and an immunomodulatory
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OR

2.2 Both of the following:

2.2.1 Used in combination with one of the following treatment regimens:

¢ lenalidomide and dexamethasone
e bortezomib and dexamethasone
e carfilzomib and dexamethasone

AND

2.2.2 Patient has received at least one prior therapy (e.g., bortezomib [Velcade], carfilzomib
[Kyprolis], ixazomib [Ninlaro]), lenalidomide [Revlimid], thalidomide [Thalomid]) [2]

OR

2.3 Both of the following:

2.3.1 Used in combination with both of the following:
e pomalidomide
e dexamethasone

AND

2.3.2 Patient has received at least two prior therapies including lenalidomide and a
proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])

Product Name: Darzalex

Diagnosis Newly Diagnosed Multiple Myeloma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Newly diagnosed multiple myeloma

2 - One of the following:

2.1 Both of the following:

2.1.1 Patient is ineligible for autologous stem cell transplant

2.1.2 One of the following:

2.1.2.1 Used in the combination with all of the following:

e bortezomib
e melphalan
e prednisone

2.1.2.2 Both of the following:

e lenalidomide
e dexamethasone

2.2 Both of the following:

2.2.1 Patient is eligible for autologous stem cell transplant

AND

AND

OR

OR

AND
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2.2.2 Used in combination with all of the following:

e bortezomib
o thalidomide
e dexamethasone

Product Name: Darzalex Faspro

Diagnosis Relapsed/Refractory Multiple Myeloma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of multiple myeloma

AND
2 - One of the following:
2.1 Both of the following:
2.1.1 Used as monotherapy
AND

2.1.2 One of the following:

the following:

OR

2.1.2.1 Patient has received at least three prior treatment regimens which included both of

o Proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])
e Immunomodulatory agent (e.g., lenalidomide [Revlimid], thalidomide [Thalomid])
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2.1.2.2 Patient is double-refractory to a proteasome inhibitor and an immunomodulatory
agent

OR

2.2 Both of the following:

2.2.1 Used in combination with one of the following treatment regimens:

e lenalidomide and dexamethasone
e bortezomib and dexamethasone
e carfilzomib and dexamethasone

AND

2.2.2 Patient has received at least one prior therapy (e.g., bortezomib [Velcade], carfilzomib
[Kyprolis], ixazomib [Ninlaro]), lenalidomide [Revlimid], thalidomide [Thalomid]) [2]

OR

2.3 Both of the following:

2.3.1 Used in combination with both of the following:
e pomalidomide
e dexamethasone

AND

2.3.2 Patient has received at least one prior line of therapy including lenalidomide and a
proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])

Product Name: Darzalex Faspro

Diagnosis Relapsed/Refractory Multiple Myeloma
Approval Length 12 month(s)
Guideline Type Non Formulary
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Approval Criteria

1 - Diagnosis of multiple myeloma

AND

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

2.1.1 Used as monotherapy

AND

2.1.2 One of the following:

2.1.2.1 Patient has received at least three prior treatment regimens which included both of
the following:

e Proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])
e Immunomodulatory agent (e.g., lenalidomide [Revlimid], thalidomide [Thalomid])

OR

2.1.2.2 Patient is double-refractory to a proteasome inhibitor and an immunomodulatory
agent

OR

2.2 Both of the following:
2.2.1 Used in combination with one of the following treatment regimens:
e lenalidomide and dexamethasone

e bortezomib and dexamethasone
e carfilzomib and dexamethasone
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AND

2.2.2 Patient has received at least one prior therapy (e.g., bortezomib [Velcade], carfilzomib
[Kyprolis], ixazomib [Ninlaro]), lenalidomide [Revlimid], thalidomide [Thalomid]) [2]

OR

2.3 Both of the following:

2.3.1 Used in combination with both of the following:
e pomalidomide
e dexamethasone

AND

2.3.2 Patient has received at least one prior line of therapy including lenalidomide and a
proteasome inhibitor (e.g., bortezomib [Velcade], carfilzomib [Kyprolis])

Product Name: Darzalex Faspro

Diagnosis Newly Diagnosed Multiple Myeloma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Newly diagnosed multiple myeloma

AND

2 - One of the following:

2.1 Both of the following:
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2.1.1 Patient is ineligible for autologous stem cell transplant

AND

2.1.2 One of the following:
2.1.2.1 Used in the combination with all of the following:
e bortezomib

e melphalan
e prednisone

OR
2.1.2.2 Both of the following:
e |enalidomide
e dexamethasone

OR

2.2 Both of the following:

2.2.1 Patient is eligible for autologous stem cell transplant

AND

2.2.2 Used in combination with all of the following:

e bortezomib
¢ thalidomide
e dexamethasone

Product Name: Darzalex Faspro

Diagnosis Newly Diagnosed Multiple Myeloma

Approval Length 12 month(s)
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Guideline Type

Non Formulary

Approval Criteria

1 - Newly diagnosed multiple myeloma

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

following:

2.1 Both of the following:

2.1.1 Patient is ineligible for autologous stem cell transplant

2.1.2 One of the following:

2.1.2.1 Used in the combination with all of the following:

e bortezomib
e melphalan
e prednisone

2.1.2.2 Both of the following:

e lenalidomide
e dexamethasone

2.2 Both of the following:

2.2.1 Patient is eligible for autologous stem cell transplant

AND

AND

OR

OR
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AND

2.2.2 Used in combination with all of the following:

e bortezomib
o thalidomide
e dexamethasone

Product Name: Darzalex Faspro

Diagnosis Light Chain Amyloidosis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Newly diagnosed light chain (AL) amyloidosis

AND

2 - Used in combination with ALL of the following:
e Bortezomib

e Cyclophosphamide
o Dexamethasone

AND

3 - All of the following

o Patient does not have New York Heart Association (NYHA) Class IlIB disease
o Patient does not have New York Heart Association (NYHA) Class IV disease
o Patient does not have Mayo Stage IlIB disease
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Product Name: Darzalex Faspro

Diagnosis Light Chain Amyloidosis
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Newly diagnosed light chain (AL) amyloidosis

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming medication is
being used in combination with ALL of the following:

e Bortezomib

e Cyclophosphamide
e Dexamethasone

AND

3 - All of the following

o Patient does not have New York Heart Association (NYHA) Class IlIB disease
o Patient does not have New York Heart Association (NYHA) Class IV disease
o Patient does not have Mayo Stage IIIB disease

Product Name: Darzalex, Darzalex Faspro

Diagnosis All Indications listed above
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

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

3. References

1. Darzalex Prescribing Information. Janssen Biotech, Inc. Horsham, PA. January 2023.

2. National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in
Oncology. Multiple Myeloma v4.2022. Available by subscription at:
https://www.nccn.org/professionals/physician_gls/pdf/myeloma_blocks.pdf. Accessed
December 2021.

3. Darzalex Faspro Prescribing Information. Janssen Biotech, Inc. Horsham, PA.
December 2022

4 . Revision History

Date Notes

7/18/2023 Removed oncologist specialist requirement
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Diacomit (stiripentol)

Prior Authorization Guideline

Guideline ID GL-131358

Guideline Name Diacomit (stiripentol)

Guideline Note:
Effective Date: 1/1/2024
P&T Approval Date:

P&T Revision Date: 05/14/2020 ; 05/20/2021 ; 05/19/2022 ; 09/21/2022 ; 05/18/2023 ;
5/18/2023

1. Indications
Drug Name: Diacomit (stiripentol)

Dravet syndrome (DS) Indicated for the treatment of seizures associated with Dravet
syndrome in patients taking clobazam who are 6 months of age or older and weighing 7 kg or
more.There are no clinical data to support the use of DIACOMIT as monotherapy in Dravet
syndrome.

2 . Criteria

Product Name: Diacomit

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

1 - Diagnosis of seizures associated with Dravet syndrome (DS)

AND
2 - Used in combination with clobazam
AND
3 - BOTH of the following:
o Patient is 6 months of age or older
o Patient weighs 7kg or more
AND

4 - Prescribed by or in consultation with a neurologist

Product Name: Diacomit

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - Used in combination with clobazam
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3. References

1. Diacomit Prescribing Information. Biocodex. Gentilly, France. July 2022.

4 . Revision History

Date Notes

Program update to standard reauthorization language. No changes t

8/22/2023 A
o clinical intent.
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Dupixent (dupilumab)

Prior Authorization Guideline

Guideline ID GL-131363

Guideline Name Dupixent (dupilumab)

Guideline Note:
Effective Date: 1/1/2024
P&T Approval Date:

P&T Revision Date:  [09/18/2019 ; 12/18/2019 ; 02/13/2020 ; 07/15/2020 ; 03/17/2021 ;
08/19/2021 ; 11/18/2021 ; 12/15/2021 ; 03/16/2022 ; 04/20/2022 ;
05/19/2022 ; 07/20/2022 ; 11/17/2022 ; 05/18/2023 ; 5/18/2023

1. Indications
Drug Name: Dupixent (dupilumab)

Atopic Dermatitis (AD) Indicated for the treatment of adult and pediatric patients aged 6
months and older with moderate-to-severe atopic dermatitis whose disease is not adequately
controlled with topical prescription therapies or when those therapies are not advisable.
Dupixent can be used with or without topical corticosteroids.

Asthma Indicated as an add-on maintenance treatment of adult and pediatric patients aged 6
years and older with moderate-to-severe asthma characterized by an eosinophilic phenotype
or with oral corticosteroid dependent asthma. Limitations of use: Dupixent is not indicated for
the relief of acute bronchospasm or status asthmaticus.

Chronic Rhinosinusitis with Nasal Polyposis (CRSwNP) Indicated as an add-on
maintenance treatment in adult patients with inadequately controlled chronic rhinosinusitis
with nasal polyposis (CRSwWNP).

Eosinophilic Esophagitis (EoE) Indicated for the treatment of adult and pediatric patients
aged 12 years and older, weighing at least 40 kg, with eosinophilic esophagitis (EoE).
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Prurigo Nodularis (PN) Indicated for the treatment of adult patients with prurigo nodularis
(PN).

2 . Criteria

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 - One of the following:

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

AND

3 - Trial and failure of a minimum 30-day supply (14-day supply for topical corticosteroids),
contraindication (e.g., safety concerns, not indicated for patient's age/weight), or intolerance
to at least ONE of the following [2]:

Medium or higher potency topical corticosteroid
Pimecrolimus cream

Tacrolimus ointment

Eucrisa (crisaborole) ointment

AND
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4 - Patient is 6 months of age or older

AND

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

o Dermatologist
o Allergist/Immunologist

Notes *Product may require step therapy

Product Name: Dupixent

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

Approval Criteria

1 - Patient demonstrates a positive clinical response to therapy as evidenced by at least ONE
of the following:

e Reduction in BSA involvement from baseline
e Reduction in SCORAD index value from baseline [A]

Product Name: Dupixent

Diagnosis Eosinophilic Asthma
Approval Length 6 Months [B]
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of moderate to 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 [C, D]

AND

3 - Patient is 6 years of age or older

AND

4 - One of the following:
4.1 Patient has had at least two or more asthma exacerbations requiring systemic
corticosteroids (e.g., prednisone) within the past 12 months [4, 5, 7]
OR
4.2 Prior asthma-related hospitalization within the past 12 months [4, 5, E]
AND
5 - Patient is currently being treated with one of the following unless there is a contraindication

or intolerance to these medications:

5.1 Both of the following [4, 5, 7]:

e High-dose inhaled corticosteroid (ICS) (i.e., greater than 500 mcg fluticasone
propionate equivalent/day)

e Additional asthma controller medication (e.g., leukotriene receptor antagonist [e.g.,
montelukast], long-acting beta-2 agonist [LABA] [e.g., salmeterol], tiotropium)

OR
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5.2 One maximally-dosed combination ICS/LABA product (e.g., Advair [fluticasone
propionate/salmeterol], Symbicort [budesonide/formoterol], Breo Ellipta [fluticasone/vilanterol])

AND

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

e Pulmonologist
o Allergist/Immunologist

Product Name: Dupixent

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

Approval Criteria
1 - Patient demonstrates a positive clinical response to therapy (e.g., reduction in
exacerbations, improvement in 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
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Product Name: Dupixent

Diagnosis Oral Corticosteroid Dependent Asthma
Approval Length 6 Months [B]

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 - Patient is currently dependent on oral corticosteroids for the treatment of asthma

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 [6]:

o High-dose inhaled corticosteroid (ICS) (i.e., 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])
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AND

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

e Pulmonologist
o Allergist/Immunologist

Product Name: Dupixent

Diagnosis Oral Corticosteroid Dependent Asthma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Patient demonstrates a positive clinical response to therapy (e.g., reduction in
exacerbations, improvement in FEV1, reduction in oral corticosteroid dose)

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

Product Name: Dupixent
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Diagnosis Chronic rhinosinusitis with nasal polyposis (CRSwWNP)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwWNP)

AND

2 - Unless contraindicated, the patient has had an inadequate response to 2 months of
treatment with an intranasal corticosteroid (e.g., fluticasone, mometasone) [8, 9]

AND
3 - Used in combination with another agent for CRSWNP [F]
AND
4 - Prescribed by or in consultation with one of the following:
e Allergist/Immunologist

o Otolaryngologist
e Pulmonologist

Product Name: Dupixent

Diagnosis Chronic rhinosinusitis with nasal polyposis (CRSwWNP)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Patient demonstrates a positive clinical response to therapy (e.g., reduction in nasal
polyps score [NPS; 0-8 scale], improvement in nasal congestion/obstruction score [NC; 0-3

scale])

AND

2 - Used in combination with another agent for CRSwWNP [F]

AND

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

o Allergist/Immunologist
e Otolaryngologist
e Pulmonologist

Product Name: Dupixent

Diagnosis Eosinophilic Esophagitis (EoE)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of eosinophilic esophagitis (EOE)

AND

2 - Patient has symptoms of esophageal dysfunction (e.g., dysphagia, food impaction,
gastroesophageal reflux disease [GERD]/heartburn symptoms, chest pain, abdominal pain)

[13-15]
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AND

3 - Patient has at least 15 intraepithelial eosinophils per high power field (HPF) [1, 13-15]

AND

4 - Other causes of esophageal eosinophilia have been excluded [13-15]

AND
5 - Both of the following:
o Patientis at least 12 years of age
o Patient weighs at least 40 kg
AND

6 - Trial and failure, contraindication, or intolerance to at least an 8-week trial of one of the
following:

e Proton pump inhibitors (e.g., pantoprazole, omeprazole)
e Topical (esophageal) corticosteroids (e.g., budesonide, fluticasone)

AND

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

e Gastroenterologist
e Allergist/Immunologist

Product Name: Dupixent

Diagnosis Eosinophilic Esophagitis (EoE)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates a positive clinical response to therapy as evidenced by improvement
of at least one of the following from baseline [1, 13-15]:

e Symptoms (e.g., dysphagia, food impaction, heartburn, chest pain)
e Histologic measures (e.g., esophageal intraepithelial eosinophil count)
e Endoscopic measures (e.g., edema, furrows, exudates, rings, strictures)

Product Name: Dupixent

Diagnosis Prurigo Nodularis (PN)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of prurigo nodularis (PN)

AND

2 - Patient has at least 20 nodular lesions

AND

3 - Trial and failure, contraindication, or intolerance to one previous PN treatment (e.g., topical
corticosteroids, topical calcineurin inhibitors [pimecrolimus, tacrolimus], topical capsaicin) [16,
17]

AND

4 - Prescribed by or in consultation with one of the following:
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o Allergist/Immunologist
e Dermatologist

Product Name: Dupixent

Diagnosis

Prurigo Nodularis (PN)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

of the following:

1 - Patient demonstrates a positive clinical response to therapy as evidenced by at least ONE

e Reduction in the number of nodular lesions from baseline
e Improvement in symptoms (e.g., pruritus, inflammation) from baseline

3. Background

Clinical Practice Guidelines
Table 1. Relative potencies of topical corticosteroids [2]
Class Drug Dosage Form Strength
(%)
Very high  Augmented betamethasone  Ointment, gel 0.05
potency dipropionate
Clobetasol propionate Cream, foam, ointment 0.05
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
High Amcinonide Cream, lotion, ointment 0.1
Potency  Augmented betamethasone  Cream, lotion 0.05
dipropionate
Betamethasone dipropionate  Cream, foam, ointment, 0.05
solution
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Desoximetasone Cream, ointment 0.25
Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
Fluocinonide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Medium Betamethasone valerate Cream, foam, lotion, ointment 0.1
potency  Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025
Flurandrenolide Cream, ointment, lotion 0.05
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Lower- Hydrocortisone butyrate Cream, ointment, solution 0.1
medium  Hydrocortisone probutate Cream 0.1
potency Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Low Alclometasone dipropionate ~ Cream, ointment 0.05
potency  Desonide Cream, gel, foam, ointment 0.05
Fluocinolone acetonide Cream, solution 0.01
Lowest Dexamethasone Cream 0.1
potency Hydrocortisone Cream, lotion, ointment, 0.25,0.5,1
solution
Hydrocortisone acetate Cream, ointment 0.5-1
The Global Initiative for Asthma Global Strategy for Asthma Management and
Prevention: Table 2. Low, medium and high daily doses of inhaled corticosteroids in
adolescents and adults 12 years and older [7]
Inhaled corticosteroid Total Daily ICS Dose (mcg)
Medium High
Beclometasone 200- > 500- > 1000
dipropionate (pMDI, 500 1000
standard particle, HFA)
Beclometasone 100- > 200- > 400
dipropionate (DPI or 200 400
pMDI, extrafine particle*,
HFA)
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Budesonide (DPI, or 200- > 400- > 800
pMDI, standard particle, 400 800

HFA)

Ciclesonide (pMDI, 80- > 160- > 320
extrafine particle*, HFA) 160 320

Fluticasone furoate (DPI) 100 200
Fluticasone propionate 100- > 250- > 500
(DPI) 250 500

Fluticasone propionate 100- > 250- > 500
(pMDI, standard particle, 250 500

HFA)

Mometasone furoate Depends on DPI device — see product
(DPI) information
Mometasone furoate 200-400 > 400
(pMDI, 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. The Scoring Atopic Dermatitis (SCORAD) index is a clinical tool for assessing the
severity of atopic dermatitis lesions based on affected body area and intensity of plague
characteristics. [10, 11] The extent and severity of AD over the body area (A) and the
severity of 6 specific symptoms (erythema, edema/papulation, excoriations,
lichenification, oozing/crusts, and dryness) (B) are assessed and scored by the

Page 270



Formulary: Baylor Scott and White — EHB, Specialty

Investigator. Subjective assessment of itch and sleeplessness is scored by the patient
(C). The SCORAD score is a combined score (A/5 + 7B/2 + C) with a maximum of 103.
Higher scores indicate greater severity/worsened state. A score of 25 to 50 indicates
moderate disease severity and greater than 50 indicates severe disease. [12]

B. The Global Initiative for Asthma (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.

C. In AS Trial 2, reductions in exacerbations were significant in the subgroup of subjects
with baseline blood eosinophils greater than or equal to 150 cells/mcL. In subjects with
baseline blood eosinophil count less than 150 cells/mcL, similar severe exacerbation
rates were observed between Dupixent and placebo. [1]

D. 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.
3]

E. 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.

F. Other agents used for CRSWNP include intranasal corticosteroids and nasal saline.
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Report_Unredacted_08122020.pdf. Published December 20, 2018. Accessed March 2,
2021.

4. Wenzel S, Castro M, Corren J, et al. Dupilumab efficacy and safety in adults with
uncontrolled persistent asthma despite use of medium-to-high dose inhaled
corticosteroids plus a long-acting B2 agonist: a randomized double-blind placebo-
controlled pivotal phase 2b dose-ranging trial. Lancet. 2016;388:31-44.

5. Castro M, Corren J, Pavord ID, et al. Dupilumab efficacy and safety in moderate-to-
severe uncontrolled asthma. N Engl J Med. 2018; 378(26):2486-96.

6. Rabe KF, Nair P, Brusselle G, et al. Efficacy and safety of dupilumab in glucocorticoid-
dependent severe asthma. N Engl J Med. 2018; 378(26):2475-85.

7. Global Initiative for Asthma (GINA). Global Strategy for Asthma Management and
Prevention (2022 update). 2022 www.ginasthma.org. Accessed April 2023.

8. Peters AT, Spector S, Hsu J, et al. Diagnosis and management of rhinosinusitis: a
practice parameter update. Ann Allergy Asthma Immunol. 2014;113(4):347-85.
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6 . Revision History

Date Notes
8/22/2023 Pro_gr_am _update to standard reauthorization language. No changes t
o clinical intent.
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Elaprase (idursulfase)

Prior Authorization Guideline

Guideline ID

GL-127547

Guideline Name

Elaprase (idursulfase)

Guideline Note:

Effective Date:

9/1/2023

P&T Approval Date:

7/30/2004

P&T Revision Date:

07/08/2020 ; 07/21/2021 ; 07/20/2022 ; 7/19/2023

1. Indications

Drug Name: Elaprase (idursulfase) [1]

16 months of age.

Hunter Syndrome Is indicated for patients with Hunter syndrome (Mucopolysaccharidosis Il,
MPS II). 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

2 . Criteria

Product Name: Elaprase (idursulfase)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Hunter syndrome (Mucopolysaccharidosis Il, MPS II)

Product Name: Elaprase (idursulfase)

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. Elaprase Prescribing Information. Takeda Pharmaceuticals U.S.A., Inc. Lexington, MA.
October 2021.

4 . Revision History

Date Notes
2/5/2023 :Strr\]ual review, changed initial auth to 12 months, added 24 month re
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Emflaza (deflazacort) - PA, NF

Prior Authorization Guideline

Guideline ID

GL-124021

Guideline Name

Emflaza (deflazacort) - PA, NF

Guideline Note:

Effective Date:

7/1/2023

P&T Approval Date:

4/26/2017

P&T Revision Date:

05/14/2020 ; 05/20/2021 ; 08/19/2021 ; 05/19/2022 ; 5/18/2023

1. Indications

Drug Name: Emflaza (deflazacort)

Duchenne muscular dystrophy (DMD) Indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients 2 years of age and older.

2 . Criteria

Product Name: Emflaza

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy (DMD)

AND

2 - Patient has received genetic testing for a mutation of the dystrophin gene [A, 2]

AND

3 - One of the following [A, 2]:

3.1 Documentation of a confirmed mutation of the dystrophin gene

OR

3.2 Muscle biopsy confirmed an absence of dystrophin protein

AND

4 - Patient is 2 years of age or older

AND

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

AND

6 - Patient has had a trial and failure or intolerance to prednisone or prednisolone given at a
dose of 0.75 mg/kg/day or 10 mg/kg/weekend [B, 3-5]

AND

7 - Dose will not exceed 0.9 milligrams per kilogram of body weight once daily
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Product Name: Emflaza

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

muscle strength)

2 - Dose will not exceed

1 - Patient has experienced a benefit from therapy (e.g., improvement or preservation of

AND

0.9 milligrams per kilogram of body weight once daily

Product Name: Emflaza

Approval Length

12 month(s)

Guideline Type

Non Formulary

Approval Criteria

2 - Patient has received

the following [A, 2]:

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

AND

genetic testing for a mutation of the dystrophin gene [A, 2]

AND

3 - Submission of medical records (e.g., chart notes, laboratory values) documenting one of

3.1 Documentation of a confirmed mutation of the dystrophin gene
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OR

3.2 Muscle biopsy confirmed an absence of dystrophin protein

AND

4 - Patient is 2 years of age or older

AND

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

AND

6 - Patient has had a trial and failure or intolerance to prednisone or prednisolone given at a
dose of 0.75 mg/kg/day or 10 mg/kg/weekend [B, 3-5]

AND

7 - Dose will not exceed 0.9 milligrams per kilogram of body weight once daily

3. Endnotes

A. Genetic testing after a positive biopsy diagnosis of Duchenne muscular dystrophy (DMD)
is mandatory [2]. However a muscle biopsy is not necessary if a positive genetic
diagnosis is confirmed first. In rare cases, when a genetic test has been done but no
mutation has been found, a muscle biopsy is the next necessary step for patients who
have increased creatine kinase concentrations and symptoms consistent with DMD.

B. Prednisone 0.75 mg/kg/d should be considered the optimal prednisone dose in DMD.
Over 12 months, prednisone 10 mg/kg/weekend is equally effective, although long term
outcomes of this alternative regimens are unknown [3].

4 . References
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1. Emflaza Prescribing Information. PTC Therapeutics, Inc. South Plainfield, NJ. June
2021.

2. Bushby K, Finkel R, Birnkrant DJ, et al; DMD Care Considerations Working Group.
Diagnosis and management of Duchenne muscular dystrophy, part 1: diagnosis, and
pharmacological and psychosocial management. Lancet Neurol. 2010;9(1):77-93.

3. Gloss D, Moxley RT 3rd, Ashwal S, Oskoui M. Practice guideline update summary:
Corticosteroid treatment of Duchenne muscular dystrophy: Report of the Guideline
Development Subcommittee of the American Academy of Neurology. Neurology.
2016;86(5):465-72.

4. Griggs RC, Miller JP, Greenberg CR, et al. Efficacy and safety of deflazacort vs
prednisone and placebo for Duchenne muscular dystrophy. Neurology. 2016 Nov
15;87(20):2123-2131.

5. FDA Center for Drug Evaluation and Research. Medical Review [Application Number
2086840rig1s000, 2086850rig1s000]. FDA Web site.
https://www.accessdata.fda.gov/drugsatfda_docs/nda/2017/208684,2086850rig1s000M
edR.pdf. Accessed March 30, 2023.

5. Revision History

Date Notes

5/4/2023 Annual review: Updated Non Formulary criteria and background.
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Empliciti (elotuzumab)

Prior Authorization Guideline

Guideline ID GL-127102

Guideline Name Empliciti (elotuzumab)

Guideline Note:
Effective Date: 9/1/2023
P&T Approval Date: [1/27/2016

P&T Revision Date: 01/15/2020 ; 05/14/2020 ; 02/18/2021 ; 02/17/2022 ; 03/15/2023 ;
7/19/2023

1. Indications
Drug Name: Empliciti (elotuzumab)

Multiple myeloma Indicated in combination with lenalidomide and dexamethasone for the
treatment of adult patient with multiple myeloma who have received one to three prior
therapies.

Multiple myeloma Indicated in combination with pomalidomide and dexamethasone for the
treatment of adult patients with multiple myeloma who have received at least two prior
therapies including lenalidomide and a proteasome inhibitor.

2 . Criteria

Product Name: Empliciti

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of multiple myeloma

AND

2 - One of the following:
2.1 Both of the following:

2.1.1 Patient has received at least one prior therapy for multiple myeloma [e.g., Revlimid
(lenalidomide), Thalomid (thalidomide), Velcade (bortezomib)]

AND
2.1.2 Used in combination with both of the following: [2]

e Revlimid (lenalidomide)*
o Dexamethasone

OR

2.2 Both of the following:

2.2.1 Patient has received at least two prior therapies including Revlimid (lenalidomide) and
a proteasome inhibitor

AND

2.2.2 Used in combination with both of the following: [2]

e Pomalyst (pomalidomide)**
e dexamethasone
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Notes *This product may require prior authorization.

Product Name: Empliciti

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. Empliciti Prescribing Information. Bristol-Myers Squibb Company. Princeton, NJ. March
2022.

2. National Comprehensive Cancer Network (NCCN). Clinical Practice Guidelines in
Oncology: Multiple Myeloma v. 2.2020. Available by subscription at:
http:/www.nccn.org/professionals/physician_gls/pdf/imyeloma.pdf. Accessed February
27, 2023.

4 . Revision History

Date Notes

6/26/2023 Removed specialist requirement.
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Enbrel (etanercept)

Prior Authorization Guideline

Guideline ID GL-136967

Guideline Name Enbrel (etanercept)

Guideline Note:
Effective Date: 1/1/2024
P&T Approval Date: [5/15/2005

P&T Revision Date:  [08/15/2019 ; 09/18/2019 ; 10/16/2019 ; 11/14/2019 ; 04/15/2020 ;
09/16/2020 ; 12/16/2020 ; 04/21/2021 ; 03/16/2022 ; 04/20/2022 ;
06/15/2022 ; 10/19/2022 ; 04/19/2023 ; 04/19/2023 ; 12/13/2023

1. Indications
Drug Name: Enbrel (etanercept)

Rheumatoid Arthritis (RA) Indicated for reducing signs and symptoms, inducing major
clinical response, inhibiting the progression of structural damage, and improving physical
function in patients with moderately to severely active rheumatoid arthritis. Enbrel can be
initiated in combination with methotrexate (MTX) or used alone.

Polyarticular Juvenile Idiopathic Arthritis (PJIA) Indicated for reducing signs and
symptoms of moderately to severely active polyarticular juvenile idiopathic arthritis in patients
ages 2 and older.

Psoriatic Arthritis (PsA) Indicated for reducing signs and symptoms, inhibiting the
progression of structural damage of active arthritis, and improving physical function in adult
patients with psoriatic arthritis. Enbrel can be used with or without MTX. Also indicated for the
treatment of active juvenile psoriatic arthritis (JPsA) in pediatric patients 2 years of age and
older.

Plague Psoriasis (PsO) Indicated for the treatment of patients 4 years or older with chronic
moderate to severe plaque psoriasis who are candidates for systemic therapy or
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phototherapy.

Ankylosing Spondylitis (AS) Indicated for reducing signs and symptoms in patients with
active ankylosing spondylitis.

2 . 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)
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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: 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]:

o leflunomide
e methotrexate
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Product Name: Enbrel

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, 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
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AND

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

e 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 - 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, pruritus, inflammation) from baseline
e Reduction in the body surface area (BSA) involvement from baseline

Product Name: Enbrel

Diagnosis Plague Psoriasis (PsO)
Approval Length 6 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe chronic plaque psoriasis
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AND

2 - One of the following [6]:

o 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]:

corticosteroids (e.g., betamethasone, clobetasol)
vitamin D analogs (e.g., calcitriol, calcipotriene)
tazarotene

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

coal tar

AND

4 - Prescribed by or in consultation with a dermatologist

Product Name: Enbrel

Diagnosis Plague Psoriasis (PsO)
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 ONE of the
following [1, 6]:

e Reduction the body surface area (BSA) involvement from baseline
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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 - Patient demonstrates positive clinical response to therapy as evidenced by improvement
from baseline for least one of the following [1, 8]:
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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

3. References

Enbrel Prescribing Information. Amgen. Thousand Oaks, CA. October 2023.

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.

4 . Revision History

Date Notes
11/30/2023 géo:ated PsA indication to include pediatric patients; no criteria chan
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Enhertu (fam-trastuzumab deruxtecan-nxki)

Prior Authorization Guideline

Guideline ID GL-126832

Guideline Name Enhertu (fam-trastuzumab deruxtecan-nxki)

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: [2/13/2020

P&T Revision Date: 02/18/2021 ; 03/17/2021 ; 02/17/2022 ; 06/15/2022 ; 10/19/2022 ;
03/15/2023 ; 7/19/2023

1. Indications
Drug Name: Enhertu (fam-trastuzumab deruxtecan-nxki)

Breast cancer Indicated for the treatment of adult patients with unresectable or metastatic
human epidermal growth factor receptor 2 (HER2) - positive breast cancer who have received
a prior anti-HER2-based regimen in either the metastatic setting or in the neoadjuvant or
adjuvant setting and have developed disease recurrence during or within six months of
completing therapy.

Breast cancer Indicated for the treatment of adult patients with unresectable or metastatic
HER2-low (IHC 1+ or IHC 2+/ISH-) breast cancer who have received a prior chemotherapy in
the metastatic setting or developed disease recurrence during or within 6 months of
completing adjuvant chemotherapy.

Gastric Cancer Indicated for the treatment of adult patients with locally advanced or
metastatic HER2-positive gastric or gastroesophageal junction (GEJ) adenocarcinoma who
have received a prior trastuzumab-based regimen.

Non-Small Cell Lung Cancer Indicated for the treatment of adult patients with unresectable
or metastatic non-small cell lung cancer (NSCLC) whose tumors have activating HER2
(ERBB2) mutations, as detected by an FDA-approved test, and who have received a prior

Page 291



Formulary: Baylor Scott an

d White — EHB, Specialty

systemic therapy. This indication is approved under accelerated approval based on objective
response rate and duration of response. Continued approval for this indication may be
contingent upon verification and description of clinical benefit in a confirmatory trial.

2 . Criteria

Product Name: Enhertu

Diagnosis

Gastric Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of gastric

e Metastatic

or gastroesophageal junction (GEJ) adenocarcinoma

AND

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

AND

3 - Disease is ONE of the following:

e Locally advanced

AND

4 - Patient has received a prior trastuzumab-based regimen (e.g., Kanjinti, Trazimera)

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

Approval Criteria

1 - Diagnosis of breast cancer

AND
2 - Disease is ONE of the following:
e Unresectable
e Metastatic
AND

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

o Disease is human epidermal growth factor receptor 2 (HER2)-positive
o Patient has received one prior anti-HER2-based regimens (e.g. trastuzumab +
pertuzumab + docetaxel, ado-trastuzumab emtansine) [2] [3]

OR

3.2 Both of the following:

e Disease is HER2-low
o Patient has received a prior chemotherapy

Product Name: Enhertu

Diagnosis Non-Small Cell Lung Cancer
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

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

AND

2 - Disease is ONE of the following:

e Unresectable
e Metastatic

3 - Patient has known active human epidermal growth factor receptor 2 (HER2) ERBB2
mutations as detected by a U.S. Food and Drug Administration (FDA) -approved test or a test
performed at a facility approved by Clinical Laboratory Improvement Amendments (CLIA)

AND

AND

4 - Patient has received a prior systemic therapy (e.g., chemotherapy)

Product Name: Enhertu

Diagnosis

All indications listed above

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
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3. References

1. Enhertu Prescribing Information. Daiichi Sankyo, Inc., Basking Ridge, NJ. August 2022.

2. National Comprehensive Cancer Network (NCCN) Clinical Practice Guidelines in
Oncology. Breast Cancer. v.3.2022. Available by subscription at:
https://www.nccn.org/professionals/physician_gls/pdf/breast.pdf. Accessed August 22,
2022.

3. Modi S, Saura C, Yamashita T, et al. Trastuzumab Deruxtecan in previously treated
HER2-positive breast cancer. N Engl J Med, 2019 December.

4. Shitara K, Bang YJ, lwasa S, et al. DESTINY-GastricO1 Investigators. Trastuzumab
Deruxtecan in Previously Treated HER2-Positive Gastric Cancer. N Engl J Med. 2020
June.

4 . Revision History

Date Notes

6/22/2023 Removed specialist requirement
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Epclusa (sofosbuvir/velpatasvir) - PA, NF

Prior Authorization Guideline

Guideline ID

GL-126030

Guideline Name

Epclusa (sofosbuvir/velpatasvir) - PA, NF

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

6/22/2016

P&T Revision Date:

05/14/2020 ; 12/16/2020 ; 06/16/2021 ; 11/18/2021 ; 01/19/2022 ;

06/15/2022 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Epclusa (sofosbuvir and velpatasvir)

Chronic hepatitis C virus (HCV) Indicated for the treatment of adults and pediatric patients 3
years of age and older with chronic hepatitis C virus (HCV) genotype 1, 2, 3, 4, 5 or 6
infection without cirrhosis or with compensated cirrhosis, and with decompensated cirrhosis
for use in combination with ribavirin.

2 . Criteria

Product Name: Epclusa*

Diagnosis Chronic Hepatitis C (without decompensation) - Genotype 1, 2, 3, 4,
5,o0r6
Approval Length 12 Week(s)
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 2, 3, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient does NOT have decompensated liver disease (Child-Pugh Class B or C)

AND

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

e Hepatologist
e Gastroenterologist
e Infectious disease specialist
e HIV specialist
Notes *Approve brand Epclusa at NDC level (i.e., closed NDC) if criteria are

met.

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C (without decompensation) - Genotype 1, 4, 5, or 6
Approval Length 12 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6
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AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND
3 - Patient does NOT have decompensated liver disease (Child-Pugh Class B or C)

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - One of the following:

5.1 Both of the following:

5.1.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

5.1.2 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to Mavyret (glecaprevir/pibrentasvir)

OR
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5.2 For continuation of prior brand sofosbuvir/velpatasvir

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C (without decompensation) - Genotype 1, 4, 5, or 6
Approval Length 12 Week(s)
Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient does NOT have decompensated liver disease (Child-Pugh Class B or C)
AND

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

Hepatologist

Gastroenterologist

Infectious disease specialist
HIV specialist

AND

5 - One of the following:

5.1 Both of the following:
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5.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

5.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.qg., safety concerns, not indicated for patient's age/weight), or
intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

5.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C (without decompensation) - Genotype 2, 3
Approval Length 12 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 2 or 3

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient does NOT have decompensated liver disease (Child-Pugh Class B or C)
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AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - One of the following:

5.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to BOTH of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Mavyret (glecaprevir/pibrentasvir)

OR

5.2 For continuation of prior brand sofosbuvir/velpatasvir

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C (without decompensation) - Genotype 2, 3
Approval Length 12 Week(s)
Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 2 or 3

AND
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2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient does not have decompensated liver disease (e.g., Child-Pugh Class B or C)
AND

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

Hepatologist

Gastroenterologist

Infectious disease specialist
HIV specialist

AND

5 - One of the following:

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to BOTH of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Mavyret (glecaprevir/pibrentasvir)

OR

5.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Epclusa*

Diagnosis Chronic Hepatitis C - Genotype 1, 2, 3, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Epclusa plus ribavirin

Approval Length 12 Week(s)

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 2, 3, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND
3 - Both of the following:
o Patient has decompensated liver disease (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

e Hepatologist
e Gastroenterologist
e Infectious disease specialist
e HIV specialist
Notes *Approve brand Epclusa at NDC level (i.e., closed NDC) if criteria are

met.

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Epclusa plus ribavirin

Approval Length 12 Week(s)

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Both of the following:
o Patient has decompensated liver disease (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - Trial and failure or intolerance to ONE of the following:

e Brand Epclusa
e Brand Harvoni (ledipasvir/sofosbuvir)

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Epclusa plus ribavirin

Approval Length 12 Week(s)

Guideline Type Non Formulary
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Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Both of the following:
o Patient has decompensated liver disease (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure or intolerance to ONE of the following:

e Brand Epclusa
e Brand Harvoni (ledipasvir/sofosbuvir)

Product Name: Brand sofosbuvir/velpatasvir
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Diagnosis Chronic Hepatitis C - Genotype 2, 3 - Patients with Decompensated
Liver Disease - Epclusa plus ribavirin

Approval Length 12 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 2 or 3

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Both of the following:
o Patient has decompensated liver disease (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - Trial and failure or intolerance to Brand Epclusa, unless already receiving
sofosbuvir/velpatasvir therapy

Product Name: Brand sofosbuvir/velpatasvir

Page 306



Formulary: Baylor Scott and White — EHB, Specialty

Diagnosis Chronic Hepatitis C - Genotype 2, 3 - Patients with Decompensated
Liver Disease - Epclusa plus ribavirin

Approval Length 12 Week(s)

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 2 or 3

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Both of the following:
o Patient has decompensated liver disease (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

5 - One of the following:

5.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure or intolerance to Brand Epclusa
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OR

5.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Epclusa*

Diagnosis Chronic Hepatitis C - Genotype 1, 2, 3, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Ribavirin Intolerance/Ineligible OR
Prior Sofosbuvir or NS5A-based Treatment Failure

Approval Length 24 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 2, 3, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient has decompensated liver disease (Child-Pugh Class B or C)

AND

4 - One of the following:

4.1 Patient is ribavirin intolerant or ineligible

OR
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4.2 Both of the following:
4.2.1 Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based treatment
AND
4.2.2 Used in combination with ribavirin

AND

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

e Hepatologist
o Gastroenterologist
e Infectious disease specialist
e HIV specialist
Notes *Approve brand Epclusa at NDC level (i.e., closed NDC) if criteria are

met.

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Ribavirin Intolerance/lneligible OR
Prior Sofosbuvir or NS5A-based Treatment Failure

Approval Length 24 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]
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AND
3 - Patient has decompensated liver disease (Child-Pugh Class B or C)

AND

4 - One of the following:

4.1 Patient is ribavirin intolerant or ineligible

OR

4.2 Both of the following:

4.2.1 Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based treatment

AND

4.2.2 Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

6 - Trial and failure or intolerance to ONE of the following:

e Brand Epclusa
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e Brand Harvoni (ledipasvir/sofosbuvir)

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Patients with
Decompensated Liver Disease - Ribavirin Intolerance/Ineligible OR
Prior Sofosbuvir or NS5A-based Treatment Failure

Approval Length 24 Week(s)

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 1, 4, 5, or 6

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient has decompensated liver disease (Child-Pugh Class B or C)

AND

4 - One of the following:

4.1 Patient is ribavirin intolerant or ineligible

OR

4.2 Both of the following:

4.2.1 Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based treatment
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AND

4.2.2 Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure or intolerance to ONE of the following:

e Brand Epclusa
e Brand Harvoni (ledipasvir/sofosbuvir)

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 2, 3 - Patients with Decompensated
Liver Disease - Ribavirin Intolerance/Ineligible OR Prior Sofosbuvir or
NS5A-based Treatment Failure

Approval Length 24 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus genotype 2 or 3

AND
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2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND
3 - Patient has decompensated liver disease (Child-Pugh Class B or C)

AND

4 - One of the following:

4.1 Patient is ribavirin intolerant or ineligible

OR

4.2 Both of the following:

4.2.1 Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based treatment

AND

4.2.2 Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND
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6 - Trial and failure or intolerance to Brand Epclusa, unless already receiving
sofosbuvir/velpatasvir therapy

Product Name: Brand sofosbuvir/velpatasvir

Diagnosis Chronic Hepatitis C - Genotype 2, 3 - Patients with Decompensated
Liver Disease - Ribavirin Intolerance/Ineligible OR Prior Sofosbuvir or
NS5A-based Treatment Failure

Approval Length 24 Week(s)

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting a
diagnosis of chronic hepatitis C virus genotype 2 or 3

AND

2 - Not used in combination with another HCV direct acting antiviral agent [e.g., Sovaldi
(sofosbuvir)]

AND

3 - Patient has decompensated liver disease (Child-Pugh Class B or C)

AND

4 - One of the following:

4.1 Patient is ribavirin intolerant or ineligible

OR

4.2 Both of the following:
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4.2.1 Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based treatment

AND

4.2.2 Used in combination with ribavirin

AND

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

Hepatologist
Gastroenterologist
Infectious disease specialist
HIV specialist

AND
6 - One of the following:

6.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure or intolerance to Brand Epclusa

OR

6.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

3. References

1. Epclusa Prescribing Information. Gilead Science, Inc. Foster City, CA. April 2022.

2. American Association for the Study of Liver Diseases and the Infectious Diseases
Society of America. Recommendations for Testing, Managing, and Treating Hepatitis C.
October 2022. http://www.hcvguidelines.org/full-report-view. Accessed May 14, 2023.

4 . Revision History
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Date

Notes

6/6/2023

Annual review - no criteria changes; background updates
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Epidiolex (cannabidiol)

Prior Authorization Guideline

Guideline ID

GL-134061

Guideline Name

Epidiolex (cannabidiol)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

8/16/2018

P&T Revision Date:

05/14/2020 ; 10/21/2020 ; 05/20/2021 ; 05/19/2022 ; 05/18/2023 ;
5/18/2023

1. Indications

Drug Name: Epidiolex (cannabidiol oral solution)

Lennox-Gastaut syndrome (LGS) Indicated for the treatment of seizures associated with
Lennox-Gastaut syndrome (LGS) in patients 1 year of age and older.

Dravet syndrome (DS) Indicated for the treatment of seizures associated with Dravet
syndrome (DS) in patients 1 year of age and older.

Tuberous sclerosis complex (TSC) Indicated for the treatment of seizures associated with
tuberous sclerosis complex (TSC) in patients 1 year of age and older.

2 . Criteria

Product Name: Epidiolex
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Diagnosis

Lennox-Gastaut syndrome (LGS)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

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

2 - Trial of, contraindication, or intolerance to TWO formulary anticonvulsants (e.g.,

AND

topiramate, lamotrigine, valproate) [2, A-B]

AND

3 - Patient is 1 year of age or older

AND

4 - Prescribed by or in consultation with a neurologist

Product Name: Epidiolex

Diagnosis

Dravet syndrome (DS)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of seizures associated with Dravet syndrome (DS)
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AND

2 - Patient is 1 year of age or older

AND

3 - Prescribed by or in consultation with a neurologist

Product Name: Epidiolex

Diagnosis

Tuberous sclerosis complex

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of seizures associated with tuberous sclerosis complex (TSC)

AND

2 - Patient is 1 year of age or older

AND

3 - Prescribed by or in consultation with a neurologist

Product Name: Epidiolex

Diagnosis

Lennox-Gastaut syndrome (LGS), Dravet syndrome (DS), Tuberous

sclerosis complex (TSC)

Approval Length

12 month(s)

Therapy Stage

Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

3. Endnotes

A.

The effectiveness of Epidiolex for the treatment of seizures associated with LGS was
established in two randomized, double-blind, placebo-controlled trials in patients aged 2
to 55 years. In study 2, 225 patients underwent randomization, of whom 76 were
assigned to the 20-mg cannabidiol group, 73 to the 10-mg cannabidiol group, and 76 to
the placebo group; Patients in each group had previously received a median of 6
antiepileptic drugs (range, 0 to 22), but the drugs had failed to control the seizures; the
patients were receiving a median of 3 antiepileptic drugs concomitantly at the time of trial
entry. [3]

. To improve patient care and facilitate clinical research, the International League Against

Epilepsy (ILAE) appointed a Task Force to formulate a consensus definition of drug
resistant epilepsy. The following definition was formulated: Drug resistant epilepsy may
be defined as failure of adequate trials of two tolerated and appropriately chosen and
used antiepileptic drug (AED) schedules (whether as monotherapies or in combination)
to achieve sustained seizure freedom. [4]

4 . References

=

Epidiolex Prescribing Information. Greenwich Biosciences, Inc. Carlsbad, CA. April
2022.

Per clinical consult with neurologist, July 30, 2018.

Devinsky O, Patel AD, Cross JH, et al. Effect of cannabidiol on drop seizures in the
Lennox-Gastaut syndrome. N Engl J Med. 2018 May 17;378(20):1888-1897.

Kwan P, Arzimanoglou A, Berg AT, et al. Definition of drug resistant epilepsy: consensus
proposal by the ad hoc Task Force of the ILAE Commission on Therapeutic Strategies.
Epilepsia. 2010 Jun;51(6):1069-77.

5. Revision History

Date

Notes
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Program update to standard reauthorization language. No changes t

9/29/2023 2
o clinical intent.
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Erivedge (vismodegib)

Prior Authorization Guideline

Guideline ID GL-132168

Guideline Name Erivedge (vismodegib)

Guideline Note:
Effective Date: 11/1/2023

P&T Approval Date: [4/10/2012

P&T Revision Date: 09/18/2019 ; 09/16/2020 ; 09/15/2021 ; 09/21/2022 ; 07/19/2023 ;
9/20/2023

1. Indications
Drug Name: Erivedge (vismodegib)

Basal cell carcinoma Indicated for the treatment of adults with metastatic basal cell
carcinoma, or with locally advanced basal cell carcinoma that has recurred following surgery
or who are not candidates for surgery, and who are not candidates for radiation.

2 . Criteria

Product Name: Erivedge

Diagnosis Basal Cell Carcinoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria
1 - One of the following:

1.1 Diagnosis of metastatic basal cell carcinoma

OR

1.2 Both of the following:

1.2.1 Diagnosis of locally advanced basal cell carcinoma

AND

1.2.2 One of the following:

o Disease recurred following surgery
o Patient is not a candidate for both surgery and radiation

Product Name: Erivedge

Diagnosis Basal Cell Carcinoma
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

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

3. References

1. Erivedge Prescribing Information. Genentech USA Inc. South San Francisco, CA.

August 2020.
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2. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http:/mwww.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed

August 4, 2020..

4 . Revision History

Date

Notes

8/31/2023

Annual Review - No criteria changes
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Erythropoietic Agents - PA, NF

Prior Authorization Guideline

Guideline ID GL-135161
Guideline Name Erythropoietic Agents - PA, NF

Guideline Note:
Effective Date: 1/1/2024

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 ; 06/21/2023 ; 11/16/2023

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]
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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
muUnits/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
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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]
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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 ~Authorization will be given if physician is aware of iron deficiency and
is 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
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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
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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]
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e Aranesp
e Retacrit or Procrit

Notes ~Authorization will be given if physician is aware of iron deficiency and
is 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 Patient is on dialysis
e Most recent or average Hct over 3 months is 33% or less (Hgb 11 g/dL or less)
OR
2.2 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:
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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
is 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]

Page 332



Formulary: Baylor Scott and White — EHB, Specialty

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

Page 333



Formulary: Baylor Scott and White — EHB, Specialty

e Retacrit or Procrit

Notes ~Authorization will be given if physician is aware of iron deficiency and
is 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]
o Diagnosis of HIV infection [off-label] [5, 11, 24-28]
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AND

5 - History of use or unavailability of Retacrit or Procrit (applies to Epogen only) [O]

Notes ~Authorization will be given if physician is aware of iron deficiency and
is 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
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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]
o Diagnosis of HIV infection [off-label] [5, 11, 24-28]

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 ~Authorization will be given if physician is aware of iron deficiency and
is 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
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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 NAuthorization will be given if physician is aware of iron deficiency and

is taking steps to replenish iron stores.
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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
e 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
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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 NAuthorization will be given if physician is aware of iron deficiency and
is taking steps to replenish iron stores.

Product Name: Epogen, Procrit, or Retacrit
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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 ~Authorization will be given if physician is aware of iron deficiency and
is taking steps to replenish iron stores.

Product Name: Epogen, Procrit
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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 NAuthorization will be given if physician is aware of iron deficiency and
is taking steps to replenish iron stores.

Product Name: Aranesp, Epogen, Procrit, or Retacrit
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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 NAuthorization will be given if physician is aware of iron deficiency and
is 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
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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

2 - One of the following: [1-3, 33]

AND

2.1 Decrease in the need for blood transfusion

2.2 Hemoglobin (Hgb) increased greater than or equal to 1.5 g/dL from pre-treatment level

OR

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]

2 - One of the following: [4]

AND

Page 343



Formulary: Baylor Scott and White — EHB, Specialty

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
o Retacrit or Procrit

Notes AAuthorization will be given if physician is aware of iron deficiency and
is 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]
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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 ~Authorization will be given if physician is aware of iron deficiency and
is 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

Page 345



Formulary: Baylor Scott and White — EHB, Specialty

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
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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 NAuthorization will be given if physician is aware of iron deficiency and
is 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*
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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]

AND

Notes

*Off-label requests will be evaluated on a case-by-case basis by a clin
ical 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*

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]

AND

Notes

*Off-label requests will be evaluated on a case-by-case basis by a clin
ical 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]
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E. NCCN panel recommends MDS patients aim for a target hemoglobin level of less than
or equal to 12 g/dL. [4]

F. 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, alll
types of sarcoma, melanoma, lymphomas, lymphocytic leukemias (ALL and CLL), and
multiple myeloma. [30]

G. 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]

H. 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]

J. 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]

K. 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]

L. 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]

M. Examples of other anemias include: vitamin B12, folate or iron deficiency anemia,
hemolysis, or gastrointestinal bleeding.

N. 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]

O. 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]

P. 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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5. Revision History

Date Notes
2023 annual review: For anemia in myelodysplastic syndromes (MD
11/20/2023 S) indication, updated reauth criterion for positive response of hemog

lobin level from increase of at least 1 g/dL from pre-treatment to incre
ase of at least 1.5 g/dL to align with NCCN guidelines.
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Evrysdi (risdiplam)

Prior Authorization Guideline

Guideline ID GL-135210

Guideline Name Evrysdi (risdiplam)

Guideline Note:
Effective Date: 12/1/2023

P&T Approval Date: |10/21/2020

P&T Revision Date: 12/16/2020 ; 10/20/2021 ; 06/15/2022 ; 07/20/2022 ; 10/19/2022 ;
10/18/2023

1. Indications
Drug Name: Evrysdi (risdiplam)

Spinal Muscular Atrophy Indicated for the treatment of spinal muscular atrophy (SMA) in
pediatric and adult patients.

2 . Criteria

Product Name: Evrysdi

Diagnosis Spinal Muscular Atrophy
Approval Length 12 Months

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of spinal muscular atrophy (SMA) Type |, 1I, or Il [1-3, A]

AND

2 - Both of the following: [1-7]
2.1 The mutation or deletion of genes in chromosome 5q resulting in one of the following: [B]

2.1.1 Homozygous gene deletion or mutation (e.g., homozygous deletion of exon 7 at locus
5q13)

OR

2.1.2 Compound heterozygous mutation (e.g., deletion of SMN1 exon 7 [allele 1] and
mutation of SMN1 [allele 2])

AND

2.2 Patient has at least 2 copies of SMN2 [C]

AND

3 - Patient is not dependent on invasive ventilation or tracheostomy [2-3, D]

AND

4 - Patient is not dependent on the use of non-invasive ventilation beyond use for naps and
nighttime sleep [3, D]

AND
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5 - At least one of the following exams (based on patient age and motor ability) has been
conducted to establish baseline motor ability*: [2-7, E]

Hammersmith Infant Neurological Exam Part 2 (HINE-2) (infant to early childhood)
Hammersmith Functional Motor Scale Expanded (HFMSE)

Revised Upper Limb Module (RULM) Test (Non ambulatory)

Children’s Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP
INTEND)

Motor Function Measure 32 (MFM-32) Scale

o Item 22 of the Bayley Scales of Infant and Toddler Development Third Edition (BSID-

1)

AND

6 - Prescribed by or in consultation with a neurologist with expertise in the diagnosis and
treatment of SMA

AND

7 - Patient is not to receive concomitant chronic survival motor neuron (SMN) modifying
therapy for the treatment of SMA (e.g., Spinraza) [2-3, 10, F]

AND

8 - One of the following: [2-3, 10, F]
8.1 Patient has not previously received gene replacement therapy for the treatment of SMA
(e.g., Zolgensma)

OR

8.2 Both of the following:

o Patient has previously received gene therapy for the treatment of SMA (e.g.,
Zolgensma)

o Documentation of inadequate response to gene therapy (e.g., sustained decrease in
at least one motor test score over a period of 6 months)
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Notes

*Baseline assessments for patients less than 2 months of age request
ing risdiplam are not necessary in order to not delay access to initial t
herapy in recently diagnosed infants. Initial assessments shortly post-t
herapy can serve as baseline with respect to efficacy reauthorization

assessment.
Product Name: Evrysdi
Diagnosis Spinal Muscular Atrophy
Approval Length 12 Months
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy from pretreatment baseline status
as demonstrated by the most recent results from one of the following exams:

1.1 One of the following HINE-2 milestones: [2]

1.2 One of the following HFMSE milestones: [8]

Improvement or maintenance of previous improvement of at least a 2 point (or
maximal score) increase in ability to kick

Improvement or maintenance of previous improvement of at least a 1 point increase in
any other HINE-2 milestone (e.g., head control, rolling, sitting, crawling, etc.),
excluding voluntary grasp

Patient exhibited improvement, or maintenance of previous improvement in more
HINE motor milestones than worsening, from pretreatment baseline (net positive
improvement)

Patient has achieved and maintained any new motor milestones when they would
otherwise be unexpected to do so (e.g., sit unassisted, stand, walk)

OR

Improvement or maintenance of a previous improvement of at least a 3 point increase
in score from pretreatment baseline

Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so (e.g., sit unassisted,
stand, walk)
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OR

1.3 One of the following RULM test milestones: [2, 8-9]

e Improvement or maintenance of a previous improvement of at least a 2 point increase
in score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so (e.g., sit unassisted,

stand, walk)

OR

1.4 One of the following CHOP INTEND milestones: [2]

e Improvement or maintenance of a previous improvement of at least a 4 point increase
in score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so (e.qg., sit unassisted,

stand, walk)

OR

1.5 One of the following MFM-32 milestones: [2]

e Improvement or maintenance of a previous improvement of at least a 3 point increase
in score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so (e.g., sit unassisted,
stand, walk)

OR

1.6 Improvement in the ability to sit without support for at least 5 seconds as assessed by
item 22 of the Gross Motor Scale of the Bayley Scales of Infant and Toddler Development
Third Edition (BSID-III) [2-3]

AND

2 - Patient continues to not be dependent on invasive ventilation or tracheostomy [2-3, D]
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AND

3 - Patient continues to not be dependent on the use of non-invasive ventilation beyond use
for naps and nighttime sleep [3, D]

AND

4 - Prescribed by or in consultation with a neurologist with expertise in the diagnosis and
treatment of SMA

AND

5 - Patient is not to receive concomitant chronic survival motor neuron (SMN) modifying
therapy for the treatment of SMA (e.g., Spinraza) [2-3, 10, F]

AND

6 - One of the following: [2-3, 10, F]
6.1 Patient has not previously received gene replacement therapy for the treatment of SMA
(e.g., Zolgensma)

OR

6.2 Both of the following:

o Patient has previously received gene therapy for the treatment of SMA (e.g.,
Zolgensma)

o Documentation of inadequate response to gene therapy (e.g., sustained decrease in
at least one motor test score over a period of 6 months)

3. Endnotes
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A. There were two major Phase 2/3 trials that the FDA assessed when determining
Evrysdi’s clinical efficacy and subsequent approval (SUNFISH and FIREFISH).
SUNFISH only enrolled patients with SMA Types 2 and 3 and FIREFISH only enrolled
patients with SMA Type 1. [2-3]

B. This is the definition that the clinical trials SUNFISH and FIREFISH used. Also
consistent with clinical guidelines. [2-7]

C. FIREFISH required patients to have 2 copies of SMN2, and SUNFISH only enrolled
patients with 2-4 copies of SMN2. [2-3]

D. Invasive ventilation or tracheostomy was an exclusion criteria in both the SUNFISH and
FIREFISH trials. Use of non-invasive ventilation beyond use for naps and nighttime
sleep was only an exclusion criteria in FIREFISH. [2-3]

E. MFM-32 was included in Evrysdi criteria but not Spinraza because Spinraza did not
study MFM-32 as an endpoint. Baseline motor score standards was only used as an
inclusion criterion for SUNFISH. Revised upper limb module (RULM) entry item A
(Brooke score) equal to or greater than 2 AND MFM-32 (Item 9) scores equal to or
greater than 1 were required. As this was only for the SUNFISH trial and only applied to
some of the motor scores, it was deemed unnecessary to include as a criterion. [2]

F. Arecent European ad-hoc consensus statement on SMA stated that there currently is no
published evidence that the combination of two disease modifying therapies (e.qg.,
Evrysdi and Zolgensma) is superior to any single treatment alone. Both FIREFISH and
SUNFISH excluded patients that were on concomitant or previous treatment with either
SMNZ2-targeting antisense oligonucleotide, or gene therapy (e.g., Spinraza or
Zolgensma). JEWELFISH is an ongoing open label phase 2 trial that included patients
previously treated with another SMA targeted therapy (e.g., Zolgensma, Spinraza).
JEWELFISH is scheduled to be completed in January 2025. [2-3,10-11]

4 . References

1. Evrysdi prescribing information. Genentech, Inc. South San Francisco, CA. October
2023.
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gene replacement therapy for spinal muscular atrophy. Eur J Paediatr Neurol. 2020.
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5. Revision History

Date Notes

10/19/2023 Annual Review
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Fabry Disease Agents

Prior Authorization Guideline

Guideline ID

GL-137687

Guideline Name

Fabry Disease Agents

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

2/20/2004

P&T Revision Date:

10/16/2019 ; 10/21/2020 ; 05/20/2021 ; 10/20/2021 ; 10/19/2022 ;
07/19/2023 ; 08/17/2023 ; 11/16/2023 ; 11/16/2023

1. Indications

Drug Name: Fabrazyme (agalsidase beta)

Fabry disease Indicated for the treatment of adult and pediatric patients 2 years of age and
older with confirmed Fabry disease.

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

12 month(s)

Therapy Stage

Initial Authorization
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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)

e Significant clinical manifestations (e.g., neuropathic pain, cardiomyopathy, renal
insufficiency, angiokeratomas, cornea verticillata)

AND

4 - Will not be used in combination with other drugs used for Fabry disease [A]

Product Name: Fabrazyme

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

Product Name: Elfabrio
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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

o Deficiency in a-galactosidase A (a-Gal A) enzyme activity in plasma, isolated
leukocytes, or dried blood spots (DBS)

e Significant clinical manifestations (e.g., neuropathic pain, cardiomyopathy, renal
insufficiency, angiokeratomas, cornea verticillata)

AND

3 - Will not be used in combination with other drugs used for Fabry Disease [A]

Product Name: Elfabrio

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

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

3. Endnotes
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A.

The safety and effectiveness of concomitant use of Galafold (migalastat) and Fabrazyme
(agalsidase beta) has not been established. [2, 6]

4 . References

wnN

Fabrazyme prescribing information. Genzyme Corporation. Cambridge, MA. August
2023.

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
_type=default&display_rank=2. Accessed November 1, 2023.

5. Revision History

Date

Notes

12/12/2023 Updated reauth verbiage
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Galafold (migalastat)

Prior Authorization Guideline

Guideline ID

GL-135598

Guideline Name

Galafold (migalastat)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

10/14/2018

P&T Revision Date:

10/16/2019 ; 10/21/2020 ; 10/20/2021 ; 10/19/2022 ; 08/17/2023 ;
11/16/2023

1. Indications

Drug Name: Galafold (migalastat)

Fabry Disease Indicated for the treatment of adults with a confirmed diagnosis of Fabry
disease and an amenable galactosidase alpha gene (GLA) variant based on in vitro assay
data. This indication is approved based on reduction in kidney interstitial capillary cell
globotriaosylceramide (KIC GL-3) substrate. Continued approval for this indication may be
contingent upon verification and description of clinical benefit in confirmatory trials.

2 . Criteria

Product Name: Galafold

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type

Prior Authorization

data [A]

Approval Criteria

1 - Diagnosis of Fabry Disease

2 - 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)

e Significant clinical manifestations (e.g., neuropathic pain, cardiomyopathy, renal
insufficiency, angiokeratomas, cornea verticillata)

3 - Patient has an amenable galactosidase alpha gene (GLA) variant based on in vitro assay

4 - Will not be used in combination with other drugs used for Fabry disease [B]

AND

AND

AND

Product Name: Galafold

Approval Length

24 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

following: [3, 4]

Approval Criteria

1 - Documentation of positive clinical response to therapy as evidenced by one of the
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2 - Will not be used in combination with other drugs used for Fabry disease [B]

Reduction in plasma or urinary sediment lyso-GL-3, GL-3 compared to baseline
Reduction in number of GL-3 inclusions per kidney interstitial capillary (KIC) in renal
biopsy samples compared to baseline

Improvement and/or stabilization in symptoms (e.g., renal function, neuropathic pain)

AND

3. Endnotes

A.

In an in vitro assay (HEK-293 assay), Human Embryonic Kidney (HEK-293) cell lines
were transfected with specific GLA variants (mutations) which produced mutant alpha-
Gal A proteins. A GLA variant was categorized as amenabile if the resultant mutant
alpha-Gal A activity (measured in the cell lysates) met two criteria: 1) it showed a relative
increase of at least 20% compared to the pre-treatment alpha-Gal A activity, and 2) it
showed an absolute increase of at least 3% of the wild-type (nhormal) alpha-Gal A
activity. Whether a certain amenable GLA variant in a patient with Fabry disease is
disease-causing or not should be determined by the prescribing physician (in
consultation with a clinical genetics professional, if needed) prior to treatment initiation.
[1]

The safety and effectiveness of concomitant use of Galafold and Fabrazyme (agalsidase
beta) has not been established. [2]

4 . References

1.

2.
3.

Galafold prescribing information. Amicus Therapeutics U.S., Inc. Cranbury, NJ. June
2023.

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.

5. Revision History
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Date

Notes

11/1/2023

Annual Review, no changes.
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Gamifant (emapalumab-lzsg)

Prior Authorization Guideline

Guideline ID

GL-134062

Guideline Name

Gamifant (emapalumab-Izsg)

Guideline Note:

Effective Date:

1/1/2024

P&T Approval Date:

P&T Revision Date:

02/13/2020 ; 02/18/2021 ; 02/17/2022 ; 02/16/2023 ; 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
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Approval Criteria

1 - Diagnosis of primary hemophagocytic lymphohistiocytosis (HLH)

AND
2 - One of the following:
2.1 Disease is one of the following:
o Refractory
e Recurrent
e Progressive
OR

2.2 Trial and failure, contraindication, or intolerance to conventional HLH therapy (e.g.,
etoposide, dexamethasone, cyclosporine A, intrathecal methotrexate)

AND

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

AND

4 - Patient has not received hematopoietic stem cell transplantation (HSCT)

Product Name: Gamifant

Approval Length 6 Months [A]
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria
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1 - Patient demonstrates positive clinical response to therapy (e.g., improvement in
hemoglobin/lymphocyte/platelet counts, afebrile, normalization of inflammatory
factors/markers)

AND

2 - Patient has not received HSCT

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

Program update to standard reauthorization language. No changes t

9/29/2023 2
o clinical intent.
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Gattex (teduglutide)

Prior Authorization Guideline

Guideline ID

GL-118907

Guideline Name

Gattex (teduglutide)

Guideline Note:

Effective Date:

4/1/2023

P&T Approval Date:

2/19/2013

P&T Revision Date:

01/15/2020 ; 01/20/2021 ; 01/19/2022 ; 06/15/2022 ; 2/16/2023

1. Indications

Drug Name: Gattex (teduglutide)

support.

Short Bowel Syndrome (SBS) Indicated for the treatment of adults and pediatric patients 1
year of age and older with Short Bowel Syndrome (SBS) who are dependent on parenteral

2 . Criteria

Product Name: Gattex

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of short bowel syndrome

AND

2 - Patient is 1 year of age and older

3 - Documentation that the patient is dependent on parenteral nutrition/intravenous (PN/I1V)

AND

support for at least 12 consecutive months [A]

AND

4 - Prescribed by or in consultation with a gastroenterologist [C]

Product Name: Gattex

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation that the patient has had a reduction in weekly parenteral
nutrition/intravenous (PN/IV) support from baseline while on Gattex therapy [B]

AND

2 - Prescribed by or in consultation with a gastroenterologist [C]
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3. Endnotes

A. Twelve consecutive months on parenteral nutrition is an inclusion criterion in clinical
trials. [1]

B. In clinical trial data, treatment with Gattex has been shown to reduce the volume and
number of days that patients with short bowel syndrome require parenteral
nutrition/intravenous (PN/IV) support, with some patients remaining on Gattex therapy
even if PN/IV support was no longer required. [1, 6-8]

C. Patients with short bowel syndrome (SBS) have undergone one or more surgical bowel
resections due to underlying disease, congenital defects, or other trauma. These
resections lead to inadequate digestion and absorption, requiring patients to become
dependent on parenteral nutrition and/or intravenous (PN/IV) support. The management
of PN/IV is complex and must be individualized to each patient as the degree of
malabsorption can vary among patients with SBS. Long-term use of PN/IV can often
lead to other complications, such as bacterial infections, blood clots, gallbladder disease,
and liver and kidney problems. For SBS patients on chronic PN/IV, the goal of treatment
is to reduce the need for PN/IV in order to improve the patients’ quality of life and reduce
the risk of any life-threatening complications. Careful monitoring of patients treated with
Gattex is recommended in order to assess continued safety and manage any adverse
effects or complications. [1-7]
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5. Revision History

Date Notes

12/30/2022 2023 Annual Review
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Gaucher Disease Agents

Prior Authorization Guideline

Guideline ID GL-136641

Guideline Name Gaucher Disease Agents

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |11/20/2000

P&T Revision Date: 02/13/2020 ; 02/18/2021 ; 02/17/2022 ; 05/19/2022 ; 02/16/2023 ;
12/13/2023

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)
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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), Yargesa (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)
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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: Brand Zavesca, Yargesa or Generic miglustat

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mild to moderate Type 1 Gaucher disease [E]
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2 - Patient is 18 years of age or older

AND

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]

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]

. 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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5. Revision History

Date Notes

11/23/2023 Added branded generic for Zavesca 100mg capsules.
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Gazyva (obinutuzumab)

Prior Authorization Guideline

Guideline ID GL-127461

Guideline Name Gazyva (obinutuzumab)

Guideline Note:
Effective Date: 9/1/2023

P&T Approval Date: |2/18/2014

P&T Revision Date: 04/15/2020 ; 04/21/2021 ; 04/21/2021 ; 04/20/2022 ; 04/19/2023 ;
7/19/2023

1. Indications
Drug Name: Gazyva (obinutuzumab)

Chronic Lymphocytic Leukemia (CLL) Indicated for the treatment of patients with
previously untreated chronic lymphocytic leukemia (CLL) in combination with chlorambucil.

Follicular Lymphoma (FL) 1) Indicated in combination with bendamustine followed by
Gazyva monotherapy for the treatment of patients with follicular lymphoma (FL) who relapsed
after, or are refractory to, a rituximab-containing regimen. 2) Indicated for the treatment of
adult patients with previously untreated stage Il bulky, 11l or IV follicular lymphoma in
combination with chemotherapy followed by Gazyva monotherapy in patients achieving at
least a partial remission.

Off Label Uses: Small Lymphocytic Lymphoma (SLL) [2]

2 . Criteria
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Product Name: Gazyva

Diagnosis Chronic Lymphocytic Leukemia (CLL)/ Small Lymphocytic Leukemia
(SLL)

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - One of the following:
o Diagnosis of chronic lymphocytic leukemia (CLL) and is previously untreated for CLL
o Diagnosis of small lymphocytic leukemia (SLL) and previously untreated for SLL [A]

AND

2 - Used in combination with chlorambucil [2,3]

Product Name: Gazyva

Diagnosis Follicular Lymphoma (FL)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of follicular lymphoma (FL)

AND

2 - One of the following:
2.1 All of the following:

2.1.1 Relapsed or refractory to a rituximab-containing regimen [B]
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AND

2.1.2 Will be used in combination with bendamustine for six cycles prior to maintenance
treatment with Gazyva monotherapy

OR

2.2 All of the following:

2.2.1 Diagnosis of stage Il bulky, Il or IV follicular lymphoma

AND

2.2.2 Patient has not been treated with prior therapy

AND

2.2.3 Both of the following:

e Used in combination with chemotherapy until at least partial remission has been

achieved
e Followed by Gazyva monotherapy

Product Name: Gazyva

Diagnosis All Indications
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
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3. Endnotes

A. The National Comprehensive Cancer Network (NCCN) guidelines support the use of
obinutuzumab for the treatment of small lymphocytic leukemia (SLL). One clinical trial
showed the combination of obinutuzumab plus chlorambucil resulted in significant
improvement in the median progression free survival (PFS) compared to chlorambucil
alone (26.7 months vs 11.1 months, respectively). [2]

B. NCCN supports use of obinutuzumab in the treatment of follicular lymphoma as
maintenance therapy for rituximab refractory disease in patients with indications for
treatment as second-line extended dosing. [2]
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5. Revision History

Date Notes

7/3/2023 Removed specialist requirement
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Gilenya (fingolimod) - PA, NF

Prior Authorization Guideline

Guideline ID GL-135672
Guideline Name Gilenya (fingolimod) - PA, NF

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: [12/14/2022
P&T Revision Date: 11/16/2023

1. Indications
Drug Name: Gilenya (fingolimod)

Multiple Sclerosis Indicated for the treatment of relapsing forms of multiple sclerosis (MS), to
include clinically isolated syndrome, relapsing-remitting disease, and active secondary
progressive disease, in patients 10 years of age and older.

2 . Criteria

Product Name: Generic fingolimod, Brand Gilenya 0.25mg
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of a relapsing form of multiple sclerosis (MS) (e.g., clinically isolated syndrome,
relapsing-remitting disease, secondary progressive disease, including active disease with new
brain lesions) [A-D]

AND

2 - Patient is 10 years of age or older

AND

2 - Not used in combination with another disease-modifying therapy for MS [E, 5, 6]

AND

4 - Prescribed by or in consultation with a neurologist

Product Name: Brand Gilenya 0.5mg

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

Approval Criteria
1 - Diagnosis of a relapsing form of multiple sclerosis (MS) (e.g., clinically isolated syndrome,

relapsing-remitting disease, secondary progressive disease, including active disease with new
brain lesions) [A-D]

AND

2 - Patient is 10 years of age or older
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AND

2 - Failure after a trial of at least 4 weeks, or intolerance to generic fingolimod

AND

3 - Not used in combination with another disease-modifying therapy for MS [E, 5, 6]

AND

5 - Prescribed by or in consultation with a neurologist

Product Name: Brand Gilenya, generic fingolimod

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

Approval Criteria
1 - Patient demonstrates positive clinical response to therapy (e.qg., stability in radiologic
disease activity, clinical relapses, disease progression)

AND

2 - Failure after a trial of at least 4 weeks, or intolerance to generic fingolimod (applies to
Brand Gilenya 0.5mg only)

AND

3 - Not used in combination with another disease-modifying therapy for MS [E, 5, 6]
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AND

4 - Prescribed by or in consultation with a neurologist

Product Name: Brand Gilenya 0.5mg

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

Approval Criteria

1 - Diagnosis of a relapsing form of multiple sclerosis (MS) (e.g., clinically isolated syndrome,
relapsing-remitting disease, secondary progressive disease, including active disease with new
brain lesions) [A-D]

AND

2 - Patient is 10 years of age or older

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming failure after a
trial of at least 4 weeks, or intolerance to generic fingolimod

AND

3 - Not used in combination with another disease-maodifying therapy for MS [E, 5, 6]

AND

5 - Prescribed by or in consultation with a neurologist
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Product Name: Brand Gilenya 0.5mg

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

Approval Criteria
1 - Patient demonstrates positive clinical response to therapy (e.qg., stability in radiologic
disease activity, clinical relapses, disease progression)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming failure after a
trial of at least 4 weeks, or intolerance to generic fingolimod

AND

3 - Not used in combination with another disease-modifying therapy for MS [E, 5, 6]

AND

4 - Prescribed by or in consultation with a neurologist

3. Endnotes

A. According to the National MS Society, of the four disease courses that have been
identified in MS, relapsing-remitting MS (RRMS) is characterized primarily by relapses,
and secondary-progressive MS (SPMS) has both relapsing and progressive
characteristics. These two constitute “relapsing forms of MS” if they describe a disease
course that is characterized by the occurrence of relapses. [3] The effectiveness of
interferon beta in SPMS patients without relapses is uncertain. [2]

B. Initiation of treatment with an interferon beta medication or glatiramer acetate should be
considered as soon as possible following a definite diagnosis of MS with active,
relapsing disease, and may also be considered for selected patients with a first attack
who are at high risk of MS. [2]

C. Based on several years of experience with glatiramer acetate and interferon beta 1a and
1b, it is the consensus of researchers and clinicians with expertise in MS that these
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agents are likely to reduce future disease activity and improve quality of life for many
individuals with relapsing forms of MS, including those with secondary progressive
disease who continue to have relapses. For those who are appropriate candidates for
one of these drugs, treatment must be sustained for years. Cessation of treatment may
result in a resumption of pre-treatment disease activity. [2]

MS specialists will use Copaxone in relapsing forms of disease, including SPMS with
relapses. While there have been no trials of Copaxone in SPMS (so we have no
evidenced-based data upon which to make decisions or recommendations), it's clear
that where there are relapses, the injectable therapies are partially effective — they
reduce relapses and new lesions on MRI. In SPMS, the trials suggest that the
interferons work better in earlier, more inflammatory (i.e. those with relapses prior to the
trial and with gadolinium-enhancing lesions, which is the MRI equivalent of active
inflammation). Since Copaxone and the interferons appear to have rather similar efficacy
in the head-to-head trials, most assume that Copaxone has a similar efficacy in SPMS:
where there are relapses or active inflammation on MRI, it will likely have some benefit.
Thus, most MS specialists will use Copaxone in patients with SPMS who have persistent
relapses. [4]

The advantage of using combination disease-modifying therapy (DMT) compared to
monotherapy DMT use has not been demonstrated, but there are safety concerns, such
as reduced efficacy or disease aggravation, with combination use. [5, 6]
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5. Revision History

Date

Notes
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2023 UM Annual Review. Updated initial auth to include age criteria.
11/1/2023 Updated standard reauth criteria to say "Patient demonstrates positiv
e clinical response to therapy". Updated references.
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Gilotrif (afatinib)

Prior Authorization Guideline

Guideline ID

GL-127295

Guideline Name

Gilotrif (afatinib)

Guideline Note:

Effective Date:

9/1/2023

P&T Approval Date:

10/8/2013

P&T Revision Date:

04/15/2020 ; 04/21/2021 ; 04/20/2022 ; 04/19/2023 ; 7/19/2023

1. Indications

Drug Name: Gilotrif (afatinib)

EGFR Mutation-Positive, Metastatic Non-Small Cell Lung Cancer (NSCLC) Indicated for
the first-line treatment of patients with metastatic non-small cell lung cancer (NSCLC) whose
tumors have non-resistant epidermal growth factor receptor (EGFR) mutations as detected by
an FDA-approved test. Limitation of Use: Safety and efficacy of Gilotrif have not been
established in patients whose tumors have resistant EGFR mutations.

Previously Treated, Metastatic Squamous Non-Small Cell Lung Cancer (NSCLC)
Indicated for the treatment of patients with metastatic, squamous non-small cell lung cancer
(NSCLC) progressing after platinum-based chemotherapy.

2 . Criteria

Product Name: Gilotrif
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Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced or metastatic (stage I11B or IV) non-small cell lung cancer (NSCLC)

AND

2 - One of the following:
2.1 Both of the following:

2.1.1 Tumors have non-resistant epidermal growth factor (EGFR) mutations as detected by
an U.S. Food and Drug Administration (FDA) -approved test or a test performed at a facility
approved by Clinical Laboratory Improvement Amendments (CLIA).

AND

2.1.2 Gilotrif will be used as first-line treatment

OR

2.2 Both of the following:

2.2.1 Diagnosis of squamous NSCLC

AND

2.2.2 Disease progressed after platinum-based chemotherapy (e.g., cisplatin, carboplatin)

Product Name: Gilotrif

Approval Length 12 month(s)

Therapy Stage Reauthorization

Page 392



Formulary: Baylor Scott and White — EHB, Specialty

Guideline Type Prior Authorization

Approval Criteria

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

3. References

1. Gilotrif Prescribing Information. Boehringer Ingelheim Pharmaceuticals, Inc. Ridgefield,

CT. April 2022.

4 . Revision History

Date Notes

6/29/2023 Removed specialist requirement
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Gleevec (imatinib mesylate) - PA, NF

Prior Authorization Guideline

Guideline ID GL-132181

Guideline Name Gleevec (imatinib mesylate) - PA, NF

Guideline Note:
Effective Date: 11/1/2023

P&T Approval Date: |8/24/2001

P&T Revision Date: 12/18/2019 ; 09/15/2021 ; 03/16/2022 ; 09/21/2022 ; 05/18/2023 ;
07/19/2023 ; 9/20/2023

1. Indications
Drug Name: Gleevec (imatinib mesylate)

Chronic myelogenous/myeloid leukemia (CML) Indicated for the treatment of newly
diagnosed adult and pediatric patients with Philadelphia chromosome positive chronic myeloid
leukemia in chronic phase. Gleevec is also indicated for the treatment of patients with
Philadelphia chromosome positive chronic myeloid leukemia (Ph+ CML) in blast crisis (BC),
accelerated phase (AP), or in chronic phase (CP) after failure of interferon-alpha therapy.

Acute lymphoblastic leukemia/ Acute lymphoblastic lymphoma (ALL) Indicated for the
treatment of adult patients with relapsed or refractory Philadelphia chromosome positive acute
lymphoblastic leukemia (Ph+ ALL). Gleevec is also indicated for the treatment of pediatric
patients with newly diagnosed Philadelphia chromosome positive acute lymphoblastic
leukemia (Ph+ ALL) in combination with chemotherapy.

Myelodysplastic/myeloproliferative diseases (MDS/MPD) Indicated for the treatment of
adult patients with myelodysplastic/myeloproliferative diseases (MDS/MPD) associated with
platelet-derived growth factor receptor (PDGFR) gene rearrangements.

Aggressive systemic mastocytosis (ASM) Indicated for the treatment of adult patients with
aggressive systemic mastocytosis (ASM) without the D816V c-Kit mutation or with c-Kit
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mutational status unknown.

Hypereosinophilic syndrome (HES) and/or chronic eosinophilic leukemia (CEL)
Indicated for the treatment of adult patients with hypereosinophilic syndrome (HES) and/or
chronic eosinophilic leukemia (CEL) who have the FIP1L1-PDGFRa fusion kinase (mutational
analysis or fluorescence in situ hybridization [FISH] demonstration of CHIC2 allele deletion)
and for patients with HES and/or CEL who are FIP1L1-PDGFRa fusion kinase negative or
unknown.

Dermatofibrosarcoma protuberans (DFSP) Indicated for the treatment of adult patients with
unresectable, recurrent and/or metastatic dermatofibrosarcoma protuberans (DFSP).

Gastrointestinal stromal tumors (GIST) Indicated for the treatment of patients with Kit
(CD117) positive unresectable and/or metastatic malignant gastrointestinal stromal tumors
(GIST). Gleevec is also indicated for the adjuvant treatment of adult patients following
complete gross resection of Kit (CD117) positive GIST.

2 . Criteria

Product Name: Brand Gleevec

Diagnosis Chronic Myelogenous/Myeloid Leukemia (CML)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of Philadelphia chromosome/BCR ABL-positive (Ph+/BCR ABL+) chronic
myelogenous/myeloid leukemia (CML)

AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis Chronic Myelogenous/Myeloid Leukemia (CML)
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Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of Philadelphia chromosome/BCR ABL-positive (Ph+/BCR ABL+) chronic
myelogenous/myeloid leukemia (CML)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Chronic Myelogenous/Myeloid Leukemia (CML)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Philadelphia chromosome/BCR ABL-positive (Ph+/BCR ABL+) chronic
myelogenous/myeloid leukemia (CML)

Product Name: Brand Gleevec

Diagnosis Acute lymphaoblastic leukemia/ Acute lymphoblastic lymphoma (ALL)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Ph+/BCR ABL+ acute lymphoblastic leukemia (ALL)
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AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis Acute lymphoblastic leukemia/ Acute lymphoblastic lymphoma (ALL)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Ph+/BCR ABL+ acute lymphoblastic leukemia (ALL)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Acute lymphoblastic leukemia/ Acute lymphoblastic lymphoma (ALL)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Ph+/BCR ABL+ acute lymphoblastic leukemia (ALL)

Product Name: Brand Gleevec

Diagnosis Myelodysplastic Disease (MDS)/Myeloproliferative Disease (MPD)

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of myelodysplastic/myeloproliferative disease (MDS/MPD)

AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis Myelodysplastic Disease (MDS)/Myeloproliferative Disease (MPD)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of myelodysplastic/myeloproliferative disease (MDS/MPD)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Myelodysplastic Disease (MDS)/Myeloproliferative Disease (MPD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of myelodysplastic/myeloproliferative disease (MDS/MPD)

Product Name: Brand Gleevec

Diagnosis

Aggressive Systemic Mastocytosis (ASM)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of aggressive systemic mastocytosis (ASM)

AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis

Aggressive Systemic Mastocytosis (ASM)

Approval Length

12 month(s)

Guideline Type

Non Formulary

Approval Criteria

1 - Diagnosis of aggressive systemic mastocytosis (ASM)

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

AND

or intolerance to generic imatinib

Product Name: Generic imatinib
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Diagnosis

Aggressive Systemic Mastocytosis (ASM)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of aggressive systemic mastocytosis (ASM)

Product Name: Brand Gleevec

Diagnosis

Hypereosinophilic Syndrome (HES) and/or Chronic Eosinophilic
Leukemia (CEL)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of at least one of the following:

e Hypereosinophilic syndrome (HES)
e Chronic eosinophilic leukemia (CEL)

2 - Trial and failure, or intolerance to generic imatinib

AND

Product Name: Brand Gleevec

Diagnosis

Hypereosinophilic Syndrome (HES) and/or Chronic Eosinophilic
Leukemia (CEL)

Approval Length

12 month(s)

Guideline Type

Non Formulary
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Approval Criteria

1 - Diagnosis of at least one of the following:
e Hypereosinophilic syndrome (HES)
e Chronic eosinophilic leukemia (CEL)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Hypereosinophilic Syndrome (HES) and/or Chronic Eosinophilic
Leukemia (CEL)

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of at least one of the following:

e Hypereosinophilic syndrome (HES)
e Chronic eosinophilic leukemia (CEL)

Product Name: Brand Gleevec

Diagnosis Dermatofibrosarcoma Protuberans (DFSP)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of unresectable, recurrent, or metastatic dermatofibrosarcoma protuberans
(DFSP)

AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis Dermatofibrosarcoma Protuberans (DFSP)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of unresectable, recurrent, or metastatic dermatofibrosarcoma protuberans
(DFSP)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Dermatofibrosarcoma Protuberans (DFSP)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of unresectable, recurrent, or metastatic dermatofibrosarcoma protuberans
(DFSP)
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Product Name: Brand Gleevec

Diagnosis Gastrointestinal Stromal Tumors (GIST)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of gastrointestinal stromal tumors (GIST)

AND

2 - Trial and failure, or intolerance to generic imatinib

Product Name: Brand Gleevec

Diagnosis Gastrointestinal Stromal Tumors (GIST)
Approval Length 12 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of gastrointestinal stromal tumors (GIST)

AND

2 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
or intolerance to generic imatinib

Product Name: Generic imatinib

Diagnosis Gastrointestinal Stromal Tumors (GIST)

Approval Length 12 month(s)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of gastrointestinal stromal tumors (GIST)

Product Name: Brand Gleevec, Generic imatinib

Diagnosis

All Indications Listed Above

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. Gleevec Prescribing Information. Novartis Pharmaceuticals Corporation. East Hanover,

NJ. July 2021.

4 . Revision History

Date

Notes

8/31/2023

Annual Review - no criteria changes
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Gonadotropin-Releasing Hormone Agonists

Prior Authorization Guideline

Guideline ID GL-128175

Guideline Name Gonadotropin-Releasing Hormone Agonists

Guideline Note:
Effective Date: 10/1/2023
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 ;
06/21/2023 ; 8/17/2023

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 Dysphaoria [16, 17] 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. [16]
Early use of puberty-suppressing hormones may avert negative social and emotional
consequences of gender dysphoria more effectively than their later use would. [17]

Drug Name: Lupron Depot 1-Month 3.75 mg, 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
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indicated for initial management of the painful symptoms of endometriosis and for
management of recurrence of symptoms. Use of norethindrone acetate in combination with
LUPRON DEPOT is referred to as add-back therapy, and is intended to reduce the loss of
bone mineral density (BMD) and reduce vasomotor symptoms associated with use of
LUPRON DEPOT. Limitations of Use: The total duration of therapy with LUPRON DEPOT
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. Consider a one-month trial
period on iron alone, as some women will respond to iron alone. LUPRON DEPOT may be
added if the response to iron alone is considered inadequate. 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 [16, 17] 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. [16]
Early use of puberty-suppressing hormones may avert negative social and emotional
consequences of gender dysphoria more effectively than their later use would. [17]

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. [5]

Gender Dysphoria[16, 17] 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. [16] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [17]

Drug Name: Leuprolide Acetate Depot, Eligard (leuprolide acetate), Trelstar (triptorelin
pamoate)

Prostate Cancer Indicated for the palliative treatment of advanced prostate cancer.

Off Label Uses: Gender Dysphoria [16, 17] Suppression of pubertal development and
gonadal function is accomplished most effectively by gonadotropin suppression with
gonadotropin releasing hormone analogues and antagonists. Analogues suppress
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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. [16]
Early use of puberty-suppressing hormones may avert negative social and emotional
consequences of gender dysphoria more effectively than their later use would. [17]

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 [16, 17] 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. [16]
Early use of puberty-suppressing hormones may avert negative social and emotional
consequences of gender dysphoria more effectively than their later use would. [17]

Drug Name: Camcevi (leuprolide)

Prostate Cancer Indicated for the treatment of adult patients with advanced prostate cancer.

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 [16, 17] 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. [16] Early use of puberty-suppressing hormones may
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avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [17]

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 [16, 17] 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. [16] Early use of puberty-suppressing hormones may
avert negative social and emotional consequences of gender dysphoria more effectively than
their later use would. [17]

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: [8, 12]

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:

o Danazol
o Combination (estrogen/progestin) oral contraceptive
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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
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1 - For use prior to surgery to reduce the size of fibroids to facilitate a surgical procedure (e.g.,
myomectomy, hysterectomy) [5]

Product Name: Lupron Depot (3.75 mg and 11.25 mg)

Diagnosis Uterine Leiomyomata (Fibroids) - Anemia [4,6]
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: Camcevi, Lupron Depot (7.5 mg, 22.5 mg, 30 mg and 45 mg)

Diagnosis Prostate Cancer

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced or metastatic prostate cancer

Product Name: Eligard, Brand Leuprolide Acetate (22.5 mg), Generic leuprolide acetate,
Trelstar

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

AND

2 - Trial and failure, contraindication, or intolerance to any brand Lupron formulation

Product Name: Camcevi, Eligard, Brand Leuprolide Acetate (22.5 mg), Generic leuprolide
acetate, Lupron Depot (7.5 mg, 22.5 mg, 30 mg and 45 mg), Trelstar

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
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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:

e Peak luteinizing hormone (LH) level above pre-pubertal range

OR

4.2 Patient has a random LH level in the pubertal range

o Patient has undergone gonadotropin-releasing hormone agonist (GnRHa) testing
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AND

5 - One of the following:

5.1 Patient had one of the following diagnostic evaluations to rule out tumors, when
suspected:

o 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)

o 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 - Patient demonstrates positive clinical response to therapy (e.g., lack of progression or
stabilization of secondary sexual characteristics, decrease in height velocity, a decrease in
the ratio of bone age to chronological age, improvement in final height prediction, LH levels
have been suppressed to pre-pubertal levels) [22]
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AND

2 - Patient is currently younger than the appropriate time point for the onset of puberty (e.g.,
females younger than 11 years of age, males younger than 12 years of age) [22]

AND

3 - Prescribed by or in consultation with a pediatric endocrinologist

Product Name: Generic leuprolide acetate*

Diagnosis Treatment of Infertility (off-label) [5]
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: Lupron Depot, Lupron Depot-PED, Brand Leuprolide Acetate (22.5 mg),
Generic leuprolide acetate, Eligard, Supprelin LA, Trelstar, Triptodur, Camcevi, Fensolvi

Diagnosis Gender Dysphoria/Gender Incongruence (off-label) [16, 17]
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - Using gonadotropin for suppression of puberty [16,17]

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.
[13]
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5. Revision History

Date Notes
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ndication. Removed criteria for obsolete Lupaneta and Vantas produ
cts.

Page 416



Formulary: Baylor Scott and White — EHB, Specialty

Growth Hormones - PA, NF

Prior Authorization Guideline

Guideline ID GL-136605
Guideline Name Growth Hormones - PA, NF

Guideline Note:
Effective Date: 12/1/2023
P&T Approval Date: [3/17/2000

P&T Revision Date:  [08/15/2019 ; 05/14/2020 ; 08/13/2020 ; 08/19/2021 ; 12/15/2021 ;
06/15/2022 ; 08/18/2022 ; 01/18/2023 ; 07/19/2023 ; 08/17/2023 ;
09/20/2023 ; 11/16/2023 ; 11/16/2023

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 (lonapegsomatropin-tcgd)

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: Ngenla (somatrogon-ghla)

Pediatric Growth Hormone Deficiency Indicated for the treatment of pediatric patients aged
3 years and older who have growth failure due to an inadequate secretion of endogenous
growth hormone.
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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,
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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)
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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 (somapacitan-beco)

Pediatric Growth Hormone Deficiency Indicated for the treatment of pediatric patients aged
2.5 years and older who have growth failure due to inadequate secretion of endogenous
growth hormone (GH).

Adult Growth Hormone Deficiency Indicated for the replacement of endogenous GH in
adults with growth hormone deficiency (GHD).

2 . Criteria

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, 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 less than 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

Page 420



Formulary: Baylor Scott and White — EHB, Specialty

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]

o Height is greater than 2.0 standard deviations [SD] below midparental height
o Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender
(e.g., delayed greater than 2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

o Patient is male
e Bone age less than 16 years
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OR
1.2.2.2 Both of the following:
e Patient is female
o Bone age less than 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 less than 10 mcg/L

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is less than 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)
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AND

2 - Prescribed by or in consultation with an endocrinologist

Notes Includes children who have undergone brain radiation. If patientisa T
ransition Phase Adolescent or Adult who had childhood onset GH defi
ciency, utilize criteria for Transition Phase Adolescent or Adult GH Def
iciency. NOTE: Documentation of previous height, current height and
goal expected adult height will be required for renewal. *Approve at N
DC list "SOMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, 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:
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 patientisa T
ransition Phase Adolescent or Adult who had childhood onset GH defi
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ciency, utilize criteria for Transition Phase Adolescent or Adult GH Def
iciency. *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following:
1.1 One of the following: [12]
1.1.1 Both of the following: [24-26]

e Infantis less than 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 All of the following:

1.2.1 Diagnosis of pediatric GH deficiency as confirmed by one of the following: [10, 11, 12]
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1.2.1.1 Height is documented by one of the following (utilizing age and gender growth
charts related to height): [11]

e Height is greater than 2.0 standard deviations [SD] below midparental height
o Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender
(e.g., delayed greater than 2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
1.2.2.2 Both of the following:
o Patient is female
o Bone age less than 14 years
AND

1.2.3 One of the following:

1.2.3.1 Both of the following: [10, 11, 12]
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Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is less than 1 year of age

AND

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]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

1.2.3.1.1 Patient has undergone two of the following provocative GH stimulation tests:

1.2.3.1.2 Both GH response values are less than 10 mcg/L

1.2.3.2.2 One of the following is below the age and gender adjusted normal range as
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iciency.

Notes Includes children who have undergone brain radiation. If patientisa T
ransition Phase Adolescent or Adult who had childhood onset GH defi
ciency, utilize criteria for Transition Phase Adolescent or Adult GH Def

NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

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

AND

4 - Trial and failure or intolerance to one of the following: [B]

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented
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o Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton

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 less than 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:
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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 Height is greater than 2.0 standard deviations [SD] below midparental height
o Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender
(e.g., delayed greater than 2 years compared with chronological age)

AND
1.2.2 One of the following: [22]
1.2.2.1 Both of the following:
o Patient is male
o Bone age less than 16 years
OR
1.2.2.2 Both of the following:
e Patient is female
e Bone age less than 14 years
AND

1.2.3 One of the following:
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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 less than 10 mcg/L

OR

1.2.3.2 Both of the following: [11]

1.2.3.2.1 Patient is less than 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 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure

or intolerance to one of the following: [B]

e Norditropin (somatropin)
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e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes Includes children who have undergone brain radiation. If patientisa T
ransition Phase Adolescent or Adult who had childhood onset GH defi
ciency, utilize criteria for Transition Phase Adolescent or Adult GH Def
iciency.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

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

AND
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4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Skytrofa

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 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.2 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]

o Height is greater than 2.0 standard deviations [SD] below midparental height
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e Height is greater than 2.25 SD below population mean (below the 1.2 percentile for

age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender

(e.g., delayed greater than 2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
1.2.2.2 Both of the following:
o Patient is female
o Bone age less than 14 years
AND

1.2.3 Both of the following: [10, 11, 12]

1.2.3.1 Patient has undergone two of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
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e Levodopa

AND

1.2.3.2 Both GH response values are less than 10 mcg/L

AND
2 - Patient is 1 year of age or older

AND
3 - Patient weight is 11.5 kg or greater

AND

4 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Skytrofa

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
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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: Sogroya

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 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.2 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]
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1.2.1.1 Height is documented by one of the following (utilizing age and gender growth
charts related to height): [11]

e Height is greater than 2.0 standard deviations [SD] below midparental height
o Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender
(e.g., delayed greater than 2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
1.2.2.2 Both of the following:
o Patient is female
o Bone age less than 14 years
AND

1.2.3 Both of the following: [10, 11, 12]

1.2.3.1 Patient has undergone two of the following provocative GH stimulation tests:
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Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND
1.2.3.2 Both GH response values are less than 10 mcg/L
AND
2 - Patient is 2.5 years of age or older
AND
3 - Prescribed by or in consultation with an endocrinologist
AND
4 - Trial and failure or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

AND

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

e Skytrofa
e Ngenla
Notes NOTE: Documentation of previous height, current height and goal exp

ected adult height will be required for renewal.
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Product Name: Sogroya

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

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

AND

4 - Trial and failure or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

AND

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented

5 - Trial and failure, contraindication or intolerance to both of the following:
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e Skytrofa
e Ngenla

Product Name: Sogroya

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 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.2 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]

o Height is greater than 2.0 standard deviations [SD] below midparental height

e Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR
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1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender

(e.g., delayed greater than 2 years compared with chronological age)

AND

1.2.2 Documentation of one of the following: [22]

1.2.2.1 Both of the following:

e Patient is male
o Bone age less than 16 years

OR
1.2.2.2 Both of the following:
o Patient is female
e Bone age less than 14 years
AND

1.2.3 Both of the following: [10, 11, 12]

1.2.3.1 Patient has undergone two of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND

1.2.3.2 Both GH response values are less than 10 mcg/L
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AND

2 - Patient is 2.5 years of age or older

AND

3 - Prescribed by or in consultation with an endocrinologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication or intolerance to both of the following:

e Skytrofa
e Ngenla
Notes NOTE: Documentation of previous height, current height and goal exp

ected adult height will be required for renewal.

Product Name: Sogroya

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary
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Approval Criteria

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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

AND

5 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure,
contraindication or intolerance to both of the following:

e Skytrofa
e Ngenla
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Product Name: Ngenla

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 History of neonatal hypoglycemia associated with pituitary disease

OR

1.1.2 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]

o Height is greater than 2.0 standard deviations [SD] below midparental height
o Height is greater than 2.25 SD below population mean (below the 1.2 percentile for
age and gender)

OR

1.2.1.2 Growth velocity is greater than 2 SD below mean for age and gender

OR
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(e.g., delayed greater than 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:

o Patient is male
e Bone age less than 16 years

OR
1.2.2.2 Both of the following:
e Patient is female
o Bone age less than 14 years
AND

1.2.3 Both of the following: [10, 11, 12]

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND

1.2.3.2 Both GH response values are less than 10 mcg/L

AND

2 - Patient is 3 years of age or older

1.2.1.3 Delayed skeletal maturation of greater than 2 SD below mean for age and gender

1.2.3.1 Patient has undergone two of the following provocative GH stimulation tests:
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AND

3 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Ngenla

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

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label], Omnitrope* [B, 11]

Diagnosis Prader-Willi Syndrome
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Prader-Willi Syndrome [10, 11]

2 - Prescribed by or in consultation with an endocrinologist

AND

Notes

*Approve at NDC list "SOMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label], Omnitrope* [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
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e Current height and date obtained

AND

1.2.2 Both of the following:

o Expected adult height not attained

o Documentation of expected adult height goal

AND

2 - Prescribed by or in consultation with an endocrinologist
Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope [off-label], Saizen [off-label], Zomacton [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

AND

3 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)

Page 447



Formulary: Baylor Scott and White — EHB, Specialty

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope [off-label], Saizen [off-label], Zomacton [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:

o Expected adult height not attained
o Documentation of expected adult height goal

AND
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2 - Prescribed by or in consultation with an endocrinologist

AND

3 - Trial and failure or intolerance to one of the following: [B]

o Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope [off-label], Saizen [off-label], Zomacton [off-label] [B,
11]

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Prader-Willi Syndrome [10, 11]

AND

2 - Prescribed by or in consultation with an endocrinologist

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)
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Product Name: Genotropin, Humatrope [off-label], Saizen [off-label], Zomacton [off-label] [B,

11]

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Non Formulary

Approval Criteria

1 - One of the following:

decrease in fat mass)

OR

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:
o Expected adult height not attained
o Documentation of expected adult height goal
AND

2 - Prescribed by or in consultation with an endocrinologist

AND

1.1 Evidence of positive response to therapy (e.g., increase in total lean body mass,

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

1.2.1 Height increase of at least 2 cm/year over the previous year of treatment as
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3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label] [B, 11], Omnitrope*

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
o 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 exp
ected adult height will be required for renewal. *Approve at NDC list "
SOMATROPPA”.
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Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label] [B, 11], Omnitrope*

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

Notes

*Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis

Growth Failure in Children Small for Gestational Age (SGA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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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 the population mean):

o Birth weight
o 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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Genotropin, Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
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by both of the following: [28]

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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented

Product Name: Genotropin, Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

of life using a 0-36 month growth chart as confirmed by the following criterion: [10]

1 - Diagnosis of SGA based on demonstration of catch up growth failure in the first 24 months
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1.1 Submission of medical records (e.g., chart notes) documenting one of the following is
below the 3rd percentile for gestational age (more than 2 SD below the population mean):

o Birth weight
e Birth length

AND

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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting height increase of at least
2 cm/year over the previous year of treatment as documented by both of the following: [28]
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e Previous height and date obtained
e Current height and date obtained

AND

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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label] [B, 11], Omnitrope*

Diagnosis Turner Syndrome or Noonan Syndrome
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:
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1.1.1 Turner Syndrome (Gonadal Dysgenesis)

AND

1.1.2 Documentation of both of the following:

o Patient is female
e Bone age less than 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 Patient is male
o Bone age less than 16 years

OR
1.2.2.2 Both of the following:
e Patient is female
e Bone age less than 14 years
AND

2 - Height is below the 5th percentile on growth charts for age and gender [10]
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AND

3 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal. *Approve at NDC list "

SOMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin* [off-label] [B,11], Omnitrope*

Diagnosis Turner Syndrome or Noonan Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 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

Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Page 458



Formulary: Baylor Scott and White — EHB, Specialty

Diagnosis Turner Syndrome [off-label for Saizen] or Noonan Syndrome [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 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:

e Patient is female
e Bone age less than 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:
o Patient is male
e Bone age less than 16 years
OR
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1.2.2.2 Both of the following:

e Patient is female

o Bone age less than 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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

ected adult height will be required for renewal.

Notes NOTE: Documentation of previous height, current height and goal exp

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Turner Syndrome [off-label for Saizen] or Noonan Syndrome [off-
label] [B, 11]

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

by both of the following: [22]

1 - Height increase of at least 2 cm/year over the previous year of treatment as documented
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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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Turner Syndrome [off-label for Saizen] or Noonan Syndrome [off-
label] [B, 11]

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of pediatric growth failure associated with one of the following: [10, 22]

1.1 Both of the following:
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1.1.1 Turner Syndrome (Gonadal Dysgenesis)

AND

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

o Patient is female
e Bone age less than 14 years

OR

1.2 Both of the following:

1.2.1 Noonan Syndrome

AND

1.2.2 Submission of medical records (e.g., chart notes) documenting one of the following:
1.2.2.1 Both of the following:

e Patient is male
o Bone age less than 16 years

OR
1.2.2.2 Both of the following:
e Patient is female
e Bone age less than 14 years
AND

2 - Submission of medical records (e.g., chart notes) documenting height below the 5th
percentile on growth charts for age and gender [10]
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AND

3 - Prescribed by or in consultation with an endocrinologist

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Turner Syndrome [off-label for Saizen] or Noonan Syndrome [off-
label] [B, 11]

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

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

o Expected adult height not attained
o Documentation of expected adult height goal
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AND

3 - Prescribed by or in consultation with an endocrinologist

AND

4 - Paid claim or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e  Omnitrope (somatropin)

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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:

o Patient is male
e Bone age less than 16 years

OR
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2.2 Both of the following:
e Patient is female
o Bone age less than 14 years

AND

3 - Prescribed by or in consultation with an endocrinologist

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.*Approve at NDC list "S
OMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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:

o Expected adult height not attained
o Documentation of expected adult height goal

AND

3 - Prescribed by or in consultation with an endocrinologist
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Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin [off-label], Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of pediatric growth failure with short stature homeobox (SHOX) gene deficiency

as confirmed by genetic testing [2]

AND

2 - Documentation of one of the following: [22]
2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
2.2 Both of the following:
e Patient is female
e Bone age less than 14 years
AND

3 - Prescribed by or in consultation with an endocrinologist

AND
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4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Genotropin [off-label], Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Height increase of at least 2 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

AND

Page 467



Formulary: Baylor Scott and White — EHB, Specialty

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin [off-label], Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of pediatric growth failure with short stature homeobox (SHOX) gene deficiency
as confirmed by genetic testing [2]

AND

2 - Submission of medical records (e.g., chart notes) documenting one of the following: [22]

2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
2.2 Both of the following:
o Patient is female
o Bone age less than 14 years
AND
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3 - Prescribed by or in consultation with an endocrinologist
AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin [off-label], Humatrope, Saizen [off-label] [B, 11], Zomacton

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting 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 - Submission of medical records (e.g., chart notes) documenting 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
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AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Norditropin Flexpro* [off-label] [B, 11], Nutropin AQ NuSpin*, Omnitrope* [off-
label] [B, 11]

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:
o Patient is male
e Bone age less than 16 years

OR

2.2 Both of the following:

e Patient is female

Page 470



Formulary: Baylor Scott and White — EHB, Specialty

e Bone age less than 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 exp
ected adult height will be required for renewal.*Approve at NDC list 'S
OMATROPPA”.

Product Name: Norditropin Flexpro* [off-label] [B, 11], Nutropin AQ NuSpin*, Omnitrope* [off-
label][B, 11]

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:
o Expected adult height not attained

o Documentation of expected adult height goal

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

e Endocrinologist
e Nephrologist

Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Growth Failure associated with Chronic Renal Insufficiency [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 associated with chronic renal insufficiency [10]

AND

2 - Documentation of one of the following: [22]
2.1 Both of the following:

o Patient is male
e Bone age less than 16 years

OR
2.2 Both of the following:
o Patient is female
e Bone age less than 14 years
AND
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3 - Prescribed by or in consultation with one of the following:
e Endocrinologist
e Nephrologist

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes NOTE: Documentation of previous height, current height and goal exp
ected adult height will be required for renewal.

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Growth Failure associated with Chronic Renal Insufficiency [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:

o Expected adult height not attained
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o Documentation of expected adult height goal

AND

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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Growth Failure associated with Chronic Renal Insufficiency [off-label]
[B, 11]

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of pediatric growth failure associated with chronic renal insufficiency [10]

AND

2 - Submission of medical records (e.g., chart notes) documenting one of the following: [22]

2.1 Both of the following:

e Patient is male
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e Bone age less than 16 years

OR
2.2 Both of the following:
e Patient is female
o Bone age less than 14 years
AND

3 - Prescribed by or in consultation with one of the following:
e Endocrinologist
e Nephrologist
AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Zomacton

Diagnosis Growth Failure associated with Chronic Renal Insufficiency [off-label]
[B, 11]

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting height increase of at least
2 cm/year over the previous year of treatment as documented by both of the following: [22]

Page 475



Formulary: Baylor Scott and White — EHB, Specialty

e Previous height and date obtained
e Current height and date obtained

AND

2 - Submission of medical records (e.g., chart notes) documenting 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 one of the following:
e Endocrinologist
e Nephrologist
AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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]
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1.1 Clinical records supporting a diagnosis of childhood-onset GHD

OR

1.2 Both of the following:

1.2.1 Adult-onset GHD

AND

1.2.2 Clinical records documenting that hormone deficiency is a result of hypothalamic-
pituitary disease from organic or known causes (e.g., damage from surgery, cranial
irradiation, head trauma, or subarachnoid hemorrhage)

AND

2 - 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:

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

OR
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Prolactin

2.2 Both of the following:
2.2.1 Documented deficiency of three of the following anterior pituitary hormones:
Adrenocorticotropic hormone (ACTH)

Thyroid stimulating hormone (TSH)
Follicle-stimulating hormone/luteinizing 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 disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise

ase. *Approve at NDC list "SOMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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
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Notes Use the following criteria for child- and adult-onset with pituitary disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise
ase.*Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [B, 21]

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, 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:
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e Insulin tolerance test (ITT)
e Glucagon
e Macimorelin

AND

2.1.2 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

OR

2.2 Both of the following:

2.2.1 Documented deficiency of three of the following anterior pituitary hormones:

Prolactin
ACTH
TSH
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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
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e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes Use the following criteria for child- and adult-onset with pituitary disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise
ase.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [B, 21]

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
AND
3 - Trial and failure or intolerance to one of the following: [B]
o Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes Use the following criteria for child- and adult-onset with pituitary disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise
ase.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [B, 21]

Diagnosis Adult Growth Hormone Deficiency
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Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of adult GH deficiency as a result of one of the following: [10, 12, 21]

1.1 Submission of medical records (e.g., chart notes) supporting a diagnosis of childhood-
onset GHD

OR

1.2 Both of the following:

1.2.1 Adult-onset GHD

AND

1.2.2 Submission of medical records (e.g., chart notes) 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, 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
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2.1.2 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

OR

2.2 Both of the following:

2.2.1 Submission of medical records (e.g., chart notes) documenting deficiency of three of
the following anterior pituitary hormones:

Prolactin
ACTH
TSH
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
AND
4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)
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Notes Use the following criteria for child- and adult-onset with pituitary disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise
ase.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [B, 21]

Diagnosis Adult Growth Hormone Deficiency
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting evidence of ongoing
monitoring 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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Notes Use the following criteria for child- and adult-onset with pituitary disea
se; use Isolated GHD in Adult criteria for patients without pituitary dise
ase.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope* [off-label]

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)
Therapy Stage Initial Authorization
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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:
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ACTH
TSH
Prolactin
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:

o 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

Page 486



Formulary: Baylor Scott and White — EHB, Specialty

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
Notes *Approve at NDC list "SOMATROPPA”.

Page 487



Formulary: Baylor Scott and White — EHB, Specialty

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope* [off-label]

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
Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton

Diagnosis Transition Phase Adolescent Patients [off-label] [B]
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - One of the following: [21]
e Attained expected adult height
o Closed epiphyses on bone radiograph

AND

2 - One of the following: [20, 21]

2.1 Both of the following:
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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

Prolactin
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:
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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:
o |ITT

e Glucagon
e Macimorelin

AND

2.1.2.2.4 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

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
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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

2.2.4 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

AND

4 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton

Diagnosis Transition Phase Adolescent Patients [off-label] [B]
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
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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

AND

3 - Trial and failure or intolerance to one of the following: [B]

e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton

Diagnosis Transition Phase Adolescent Patients [off-label] [B]
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes) documenting one of the following: [21]
e Attained expected adult height
o Closed epiphyses on bone radiograph
AND
2 - Submission of medical records (e.g., chart notes) documenting one of the following: [20,
21]

2.1 Both of the following:
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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

Prolactin
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:
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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:
o |ITT

e Glucagon
e Macimorelin

AND

2.1.2.2.4 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

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

Page 494



Formulary: Baylor Scott and White — EHB, Specialty

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

AND

4 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton

Diagnosis Transition Phase Adolescent Patients [off-label] [B]
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary
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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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure

or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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
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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
Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Norditropin Flexpro*, Nutropin AQ NuSpin*, Omnitrope*

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
Notes *Approve at NDC list "SOMATROPPA”.

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [off-label] [B, 21]

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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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

AND

3 - Trial and failure or intolerance to one of the following: [B]

o Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [off-label] [B, 21]

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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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
AND
3 - Trial and failure or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [off-label] [B, 21]

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting deficiency of GH as
demonstrated by both of the following: [20-21]

1.1 Patient has undergone two of the following GH stimulation tests:
e ITT

e Glucagon
e Macimorelin
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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

AND

3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]

e Norditropin (somatropin)
e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Genotropin, Humatrope, Saizen, Sogroya, Zomacton [off-label] [B, 21]

Diagnosis Isolated Growth Hormone Deficiency in Adults
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes) documenting evidence of ongoing
monitoring within the past 12 months of an IGF-1/Somatomedin C level [10, 12, 21]

AND
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2 - Prescribed by or in consultation with an endocrinologist
AND
3 - Paid claims or submission of medical records (e.g., chart notes) confirming trial and failure
or intolerance to one of the following: [B]
e Norditropin (somatropin)

e Nutropin (somatropin)
e Omnitrope (somatropin)

Product Name: Serostim

Diagnosis Human Immunodeficiency Virus (HIV)-Associated Cachexia
Approval Length 3 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of HIV-associated wasting syndrome or cachexia [7, 15, 18, 19]

AND

2 - One of the following: [7, 15, 18, 19, C]

2.1 Unintentional weight loss of greater than 10% over the last 12 months

OR

2.2 Unintentional weight loss of greater than 7.5% over the last 6 months

OR
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2.3 Loss of 5% body cell mass (BCM) within 6 months

OR

2.4 Body mass index (BMI) less than 20 kg/m”"2

OR

2.5 All of the following

e Patient is male

e BCM less than 35% of total body weight
e BMIl less than 27 kg/m”2

OR
2.6 All of the following
e Patient is female

e BCM less than 23% of total body weight
e BMI less than 27 kg/m”"2

AND

3 - Nutritional evaluation since onset of wasting first occurred [7, 15, 18, 19]

AND

4 - Patient has not had weight loss as a result of other underlying treatable conditions (e.qg.,
depression, mycobacterium avium complex, chronic infectious diarrhea, or malignancy with
the exception of Kaposi's sarcoma limited to skin or mucous membranes) [7, 15, 18, 19]

AND

5 - Anti-retroviral therapy has been optimized to decrease the viral load [7, 15, 18, 19]
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Product Name: Serostim

Diagnosis Human Immunodeficiency Virus (HIV)-Associated Cachexia
Approval Length 6 months [D]

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Evidence of positive response to therapy (i.e., greater than or equal to 2% increase in
body weight and/or BCM) [17, 18]

AND

2 - One of the following targets or goals has not been achieved: [17, 18]

e Weight
e BCM
e BMI

Product Name: Zorbtive

Diagnosis Short Bowel Syndrome
Approval Length 4 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Short Bowel Syndrome [9, 16]

AND

2 - Patient is currently receiving specialized nutritional support (e.g., intravenous parenteral
nutrition, fluid, and micronutrient supplements) [9, 16]
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3 - Patient has not previously received 4 weeks of treatment with Zorbtive [9, 16]

AND

Notes

NOTE: Treatment with Zorbtive will not be authorized beyond 4 weeks
. Administration for more than 4 weeks has not been adequately studi
ed.

Product Name: All Products

Guideline Type Prior Authorization, Non Formulary

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 shoul
d not be approved
3. 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.
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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]

E. Guidelines for idiopathic short stature recommend against the routine use of GH in every
child with height standard deviation score < - 2.25. [23]

F. When GHD is congenital and near complete, the diagnosis is relatively easy to confirm
because affected children present with severe growth failure, delayed bone age, and
very low serum concentrations of GH, IGF-1, and IGFBP-3 [8]. For patients with all of
these clinical characteristics, it is reasonable to make the diagnosis of GHD without
performing GH stimulation testing. [29]

G. Measurements of IGF-1 and IGFBP-3 have shown comparable diagnostic performance
with growth hormone stimulation tests and are valuable for patient’s convenience and
ease of performance and can be useful in the workup of growth hormone deficiency. [30]
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5. Revision History

Date

Notes

11/20/2023

Updated Sogroya Non-Formulary criteria.
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Halaven (eribulin mesylate)

Prior Authorization Guideline

Guideline ID

GL-127107

Guideline Name

Halaven (eribulin mesylate)

Guideline Note:

Effective Date:

9/1/2023

P&T Approval Date:

4/5/2011

P&T Revision Date:

12/18/2019 ; 03/18/2020 ; 03/17/2021 ; 03/16/2022 ; 03/15/2023 ;
7/19/2023

1. Indications

Drug Name: Halaven (eribulin mesylate)

Metastatic Breast Cancer Indicated for the treatment of patients with metastatic breast
cancer who have previously received at least two chemotherapeutic regimens for the
treatment of metastatic disease. Prior therapy should have included an anthracycline and a
taxane in either the adjuvant or metastatic setting.

Liposarcoma Indicated for the treatment of patients with unresectable or metastatic
liposarcoma who have received a prior anthracycline-containing regimen.

2 . Criteria

Product Name: Halaven

Diagnosis

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

Approval Criteria

1 - Diagnosis of breast cancer

AND
2 - Disease is one of the following: [1-2]
e Recurrent
e Metastatic
AND

3 - Previous treatment with both of the following:

e One anthracycline [e.g., doxorubicin, Ellence (epirubicin)]
e One taxane [e.g., paclitaxel, Taxotere (docetaxel)]

Product Name: Halaven

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

Approval Criteria

1 - Diagnosis of liposarcoma

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

AND

3 - Previous treatment with one anthracycline-containing regimen (e.g., doxorubicin,
epirubicin)

Product Name: Halaven

Diagnosis All indications listed above
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. Halaven Prescribing Information. Eisai Inc.,Woodcliff Lake, NJ. September 2021.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
www.nccn.org. Accessed Februrary 27, 2023.

4 . Revision History

Date Notes

6/26/2023 Removed specialist requirement.
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Harvoni (ledipasvir/sofosbuvir) - PA, NF

Prior Authorization Guideline

Guideline ID

GL-126039

Guideline Name

Harvoni (ledipasvir/sofosbuvir) - PA, NF

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

10/14/2014

P&T Revision Date:

11/14/2019 ; 05/14/2020 ; 08/13/2020 ; 01/20/2021 ; 06/16/2021 ;
01/19/2022 ; 06/15/2022 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Harvoni (ledipasvir/sofosbuvir)

Chronic Hepatitis C Virus (HCV) Indicated for the treatment of adults and pediatric patients
3 years of age and older with chronic hepatitis C virus (HCV)]: - Genotype 1, 4, 5, or 6
infection without cirrhosis or with compensated cirrhosis; - Genotype 1 infection with
decompensated cirrhosis, for use in combination with ribavirin; - Genotype 1 or 4 infection
who are liver transplant recipients without cirrhosis or with compensated cirrhosis, for use in
combination with ribavirin

2 . Criteria

Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis

Chronic Hepatitis C - Genotype 1 - Treatment Naive without Cirrhosis
- Pre-Treatment HCV RNA less than 6 Million 1U/mL
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Approval Length

8 Week(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C genotype 1

AND

2 - Patient is without cirrhosis

AND

3 - Patient is treatment-naive

AND

4 - Pre-treatment HCV RNA less than 6 million IU/mL

AND

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

6 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi

[sofosbuvir])

Hepatologist

Gastroenterologist

Infectious disease specialist

HIV specialist certified through the American Academy of HIV Medicine

AND

AND
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7 - One of the following (applies to brand ledipasvir/sofosbuvir only):
7.1 Both of the following:

7.1.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

7.1.2 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

7.2 For continuation of prior brand ledipasvir/sofosbuvir

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.

Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1 - Treatment Naive without Cirrhosis
- Pre-Treatment HCV RNA less than 6 Million 1U/mL

Approval Length 8 Week(s)

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C genotype 1

AND

2 - Patient is without cirrhosis
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AND

3 - Patient is treatment-naive

AND

4 - Submission of medical records documenting pre-treatment HCV RNA less than 6 million
IU/mL

AND

5 - 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

AND

6 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

7 - One of the following:

7.1 Both of the following:

7.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and

failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to ONE of the following:

o Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)
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AND

7.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or

intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

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

of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1 - Treatment Naive without Cirrhosis
- Pre-Treatment HCV RNA greater than or equal to 6 Million IU/mL

Approval Length 12 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C genotype 1

AND
2 - Patient is without cirrhosis

AND
3 - Patient is treatment-naive

AND

4 - Pre-treatment HCV RNA greater than or equal to 6 million 1U/mL
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AND

5 - 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

AND

6 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

7 - One of the following (applies to brand ledipasvir/sofosbuvir only):

7.1 Both of the following:

7.1.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

7.1.2 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

7.2 For continuation of prior brand ledipasvir/sofosbuvir

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.
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Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1 - Treatment Naive without Cirrhosis
- Pre-Treatment HCV RNA greater than or equal to 6 Million IU/mL

Approval Length 12 Week(s)

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C genotype 1

AND
2 - Patient is without cirrhosis

AND
3 - Patient is treatment-naive

AND

4 - Submission of medical records documenting pre-treatment HCV RNA greater than or
equal to 6 million 1U/mL

AND

5 - 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

AND
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6 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

7 - One of the following:

7.1 Both of the following:

7.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

7.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

7.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Treatment-Naive or
PeglFN/RBV-experienced or PeglFN/RBV/protease inhibitor-
experienced (No Decompensated Cirrhosis)

Approval Length 12 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C genotype 1, 4, 5, or 6
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AND

2 - One of the following:
e Patient is treatment-naive
o Patient has prior failure to peginterferon alfa plus ribavirin treatment

o Patient has prior failure to treatment with peginterferon alfa plus ribavirin plus a HCV
NS3/4A protease inhibitor (e.g., boceprevir, simeprevir, or telaprevir)

AND
3 - Patient is without decompensated liver disease (e.g., Child-Pugh Class B or C)
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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - One of the following (applies to brand ledipasvir/sofosbuvir only):

6.1 Both of the following:

6.1.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
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e Brand Harvoni (ledipasvir/sofosbuvir)

AND

6.1.2 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

6.2 For continuation of prior brand ledipasvir/sofosbuvir

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.

Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 - Treatment-Naive or
PeglFN/RBV-experienced or PeglFN/RBV/protease inhibitor-
experienced (No Decompensated Cirrhosis)

Approval Length 12 Week(s)

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C genotype 1, 4, 5, or 6

AND

2 - One of the following:

o Patient is treatment-naive

o Patient has prior failure to peginterferon alfa plus ribavirin treatment

o Patient has prior failure to treatment with peginterferon alfa plus ribavirin plus a HCV
NS3/4A protease inhibitor (e.g., boceprevir, simeprevir, or telaprevir)

AND
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3 - Patient is without decompensated liver disease (e.g., Child-Pugh Class B or C)
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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

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

6.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

6.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to Mavyret (glecaprevir/pibrentasvir)

OR
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of prior therapy, defined as no more than a 45-day gap in therapy

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

Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Post-Liver Transplant
Approval Length 12 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND

2 - Patient is a liver transplant recipient

AND

3 - One of the following:

3.1 Patient is without cirrhosis or has compensated cirrhosis (Child-Pugh Class A)

OR

3.2 Both of the following:

o Patient has decompensated cirrhosis (Child-Pugh Class B or C)
e Used in combination with ribavirin

AND

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

e Hepatologist
e Gastroenterologist
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e Infectious disease specialist
o HIV specialist certified through the American Academy of HIV Medicine

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - One of the following (applies to brand ledipasvir/sofosbuvir only):
6.1 Both of the following:

6.1.1 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

6.1.2 Trial and failure, contraindication (e.g., safety concerns, not indicated for patient's
age/weight), or intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

6.2 For continuation of prior brand ledipasvir/sofosbuvir

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.

Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Post-Liver Transplant
Approval Length 12 Week(s)
Guideline Type Non Formulary
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Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND

2 - Patient is a liver transplant recipient

AND

3 - One of the following:

3.1 Patient is without cirrhosis or has compensated cirrhosis (Child-Pugh Class A)

OR

3.2 Both of the following:

o Patient has decompensated cirrhosis (Child-Pugh Class B or C)
e Used in combination with ribavirin

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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])
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AND

6 - One of the following:
6.1 Both of the following:
6.1.1 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and

failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

AND

6.1.2 Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication (e.g., safety concerns, not indicated for patient's age/weight), or
intolerance to Mavyret (glecaprevir/pibrentasvir)

OR

6.2 Paid claims or submission of medical records (e.g., chart notes) confirming continuation
of prior therapy, defined as no more than a 45-day gap in therapy

Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Decompensated
Cirrhosis - Ribavirin Eligible

Approval Length 12 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND
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2 - Patient has decompensated cirrhosis (e.g., Child-Pugh Class B or C)
AND
3 - Used in combination with ribavirin
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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - Trial and failure, contraindication, or intolerance to ONE of the following (applies to brand
ledipasvir/sofosbuvir only):

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.

Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Decompensated
Cirrhosis - Ribavirin Eligible

Approval Length 12 Week(s)

Guideline Type Non Formulary
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Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND

2 - Submission of medical records (e.qg., chart notes, laboratory values) documenting that the
patient has decompensated cirrhosis (e.g., Child-Pugh Class B or C)

AND
3 - Used in combination with ribavirin
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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to ONE of the following:

o Brand Epclusa (sofosbuvir/velpatasvir)
o Brand Harvoni (ledipasvir/sofosbuvir)
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Product Name: Harvoni*, Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Decompensated
Cirrhosis; Ribavirin Ineligible OR Prior Sovaldi or NS5A-Based
Treatment Failure

Approval Length 24 Week(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND

2 - Patient has decompensated cirrhosis (e.g., Child-Pugh Class B or C)

AND

3 - One of the following:

3.1 Patient is ribavirin ineligible

OR

3.2 Both of the following:

o Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based therapy
e Used in combination with ribavirin

AND

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

e Hepatologist
e Gastroenterologist
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e Infectious disease specialist
o HIV specialist certified through the American Academy of HIV Medicine

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - Trial and failure, contraindication, or intolerance to ONE of the following (applies to brand
ledipasvir/sofosbuvir only):

e Brand Epclusa (sofosbuvir/velpatasvir)
e Brand Harvoni (ledipasvir/sofosbuvir)

Notes *Approve brand Harvoni at NDC level (i.e., closed NDC) if criteria are
met.

Product Name: Brand ledipasvir/sofosbuvir

Diagnosis Chronic Hepatitis C - Genotype 1, 4, 5, or 6 — Decompensated
Cirrhosis; Ribavirin Ineligible OR Prior Sovaldi or NS5A-Based
Treatment Failure

Approval Length 24 Week(s)

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values) documenting
diagnosis of chronic hepatitis C virus (HCV) genotype 1, 4, 5, or 6

AND

2 - Submission of medical records (e.g., chart notes, laboratory values) documenting that the
patient has decompensated cirrhosis (e.g., Child-Pugh Class B or C)
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AND

3 - One of the following:

3.1 Patient is ribavirin ineligible

OR

3.2 Both of the following:

o Prior failure (defined as viral relapse, breakthrough while on therapy, or non-responder
therapy) to Sovaldi or NS5A-based therapy
e Used in combination with ribavirin

AND

4 - 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

AND

5 - Not used in combination with another HCV direct acting antiviral agent (e.g., Sovaldi
[sofosbuvir])

AND

6 - Paid claims or submission of medical records (e.g., chart notes) confirming a trial and
failure, contraindication, or intolerance to ONE of the following:

e Brand Epclusa (sofosbuvir/velpatasvir)
o Brand Harvoni (ledipasvir/sofosbuvir)
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3. References
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Harvoni Prescribing Information. Gilead Sciences, Inc. Foster City, CA. March 2020.
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4 . Revision History

Date

Notes

6/6/2023 Annual review - no criteria changes; background updates
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Hereditary Angioedema Agents

Prior Authorization Guideline

Guideline ID GL-135773

Guideline Name Hereditary Angioedema Agents

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: [2/17/2009
P&T Revision Date: 06/21/2023 ; 11/16/2023

1. Indications
Drug Name: Berinert (C1 esterase inhibitor [Human])

Acute treatment of Hereditary Angioedema (HAE) Indicated for the treatment of acute
abdominal, facial, or laryngeal attacks of HAE in adult and adolescent patients. The safety
and efficacy of Berinert for prophylactic therapy have not been established.

Drug Name: Cinryze (C1 esterase inhibitor [Human])

Prophylaxis of Hereditary Angioedema (HAE) Indicated for routine prophylaxis against
angioedema attacks in adults, adolescents and pediatric patients (6 years old and above) with
HAE.

Off Label Uses: Acute treatment of Hereditary Angioedema (HAE) Following treatment
with nanofiltered C1 inhibitor concentrate (Cinryze) for an acute attack, the median time to
response was 30 minutes in 82 patients with HAE. [3]

Drug Name: Sajazir (icatibant)
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Acute treatment of Hereditary Angioedema (HAE) Indicated for the treatment of acute
attacks of hereditary angioedema (HAE) in adults 18 years of age and older.

2 . Criteria

Product Name: Cinryze

Diagnosis Prophylaxis of HAE attacks
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) [A]

AND

2 - One of the following [A]:

2.1 Diagnosis has been confirmed by C1 inhibitor (C1-INH) deficiency or dysfunction (Type |
or Il HAE) as documented by ONE of the following:

e C1-INH antigenic level below the lower limit of normal
e CI1-INH functional level below the lower limit of normal
OR
2.2 Diagnosis has been confirmed by both of the following:
2.2.1 Patient has normal C1-INH levels (HAE-n1-C1INH previously referred to as HAE Type

3)

AND
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2.2.2 One of the following

e Confirmed presence of a FXII, plasminogen gene mutation, angiopoietin-1 mutation, or
kininogen mutation

o Patient has recurrent angioedema attacks that are refractory to high-dose
antihistamines (e.g., cetirizine) with a confirmed family history of recurrent
angioedema

AND

3 - For prophylaxis against HAE attacks [3]

AND

4 - Not used in combination with other approved treatments for prophylaxis against HAE
attacks

AND

5 - Patient is 6 years of age or older

AND

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

e Immunologist
e Allergist

Product Name: Cinryze

Diagnosis Prophylaxis of HAE attacks
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria
1 - Patient demonstrates positive clinical response to therapy (e.g., reduction in the number or
rate of HAE attacks while on therapy)

AND

2 - Not used in combination with other approved treatments for prophylaxis against HAE
attacks

Product Name: Cinryze [off-label], Sajazir

Diagnosis Treatment of acute HAE attacks
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) [A]

AND

2 - One of the following [A]:

2.1 Diagnosis has been confirmed by C1 inhibitor (C1-INH) deficiency or dysfunction (Type |
or Il HAE) as documented by one of the following:

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

OR

2.2 Diagnosis has been confirmed by both of the following:
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2.2.1 Patient has normal C1-INH levels (HAE-n1-C1INH previously referred to as HAE Type
3)

AND

2.2.2 One of the following:

o Confirmed presence of a FXII, plasminogen gene mutation, angiopoietin-1 mutation, or
kininogen mutation

o Patient has recurrent angioedema attacks that are refractory to high-dose
antihistamines (e.g., cetirizine) with a confirmed family history of recurrent
angioedema

AND

3 - For the treatment of acute HAE attacks [3, C]

AND

4 - Not used in combination with other approved treatments for acute HAE attacks

AND

5 - One of the following:

o Patient is 6 years of age or older (applies to Cinryze only)
o Patient is 18 years of age or older (applies to Sajazir only)

AND

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

e Immunologist
e Allergist
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Product Name: Cinryze [off-label], Sajazir

Diagnosis

Treatment of acute HAE attacks

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

2 - Not used in combination with other approved treatments for acute HAE attacks

AND

Product Name: Berinert

Diagnosis

Treatment of acute HAE attacks

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) [3, A]

AND

2 - One of the following [A]:

2.1 Diagnosis has been confirmed by C1 inhibitor (C1-INH) deficiency or dysfunction (Type |

or Il HAE) as documented by one of the following:

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

2.2 Diagnosis has been confirmed by both of the following:

2.2.1 Patient has normal C1-INH levels (HAE-n1-C1INH previously referred to as HAE Type

3)

AND

2.2.2 One of the following:

o Confirmed presence of a FXII, plasminogen gene mutation, angiopoietin-1 mutation, or

kininogen mutation

o Patient has recurrent angioedema attacks that are refractory to high-dose
antihistamines (e.g., cetirizine) with a confirmed family history of recurrent
angioedema

AND

3 - For the treatment of acute HAE attacks [3, C]

AND

4 - Not used in combination with other approved treatments for acute HAE attacks

AND

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

e Immunologist
e Allergist

Product Name: Berinert

Diagnosis Treatment of acute HAE attacks

Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

AND

2 - Not used in combination with other approved treatments for acute HAE attacks

3. Endnotes

A. HAE is a rare genetic disorder that can be broadly divided into two fundamental types: 1)
HAE-C1INH (HAE Type 1 or Type 2), which presents with a deficiency of C1-INH; 2)
HAE-n1-C1INH (previously referred to as HAE Type 3), a rare variant which presents
with normal C1-INH levels. This condition is inherited in an autosomal dominant manner
characterized by recurrent episodes of angioedema, without urticaria or pruritus, which
most often affect the skin or mucosal tissues of the upper respiratory and gastrointestinal
tracts. Diagnosis of Type 1 or Type 2 HAE requires laboratory testing to confirm low or
abnormal levels of C1-inhibitor. HAE-n1-C1INH (previously referred to as HAE Type 3)
presents a diagnostic challenge given the current lack of a validated biochemical test to
confirm diagnosis. Per HAE guidelines, when a diagnosis of HAE-n1-CINH is suspected
based on normal C1-INH levels, diagnosis should be confirmed by a known mutation
associated with the disease or a positive family history of recurrent angioedema with a
lack of efficacy to high-dose antihistamine therapy [10, 14].

B. Includes immunologist and allergist specialties to ensure the requirement for proper
diagnosing and assessing the severity of the symptoms. In the pivotal Cinryze trial,
criteria for participation of long term prophylaxis included patients 9 years and older with
documented HAE (based on: a low C4 level plus low C1 inhibitor antigenic level/or low
C1 inhibitor functional level OR a known HAE causing mutation) AND a history of at
least two HAE attack per month. [1, 8] Berinert is approved for the treatment of acute
attacks in patients who are 13 years and older. In the pivotal Berinert trial patients had
laboratory-confirmed C1-inhibitor deficiency (type | or Il HAE). [9]

C. Following treatment with nanofiltered C1 inhibitor concentrate (Cinryze) for an acute
attack, the median time to response was 30 minutes in 82 patients with hereditary
angioedema (median number of attacks per patient, 3; range, 1 to 57 attacks) in an
open-label extension trial (median follow-up of 11 months). Additionally, 93% of attacks
responded within 4 hr after C1 inhibitor concentrate treatment. [3]
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5. Revision History

Date Notes
11/1/2023 g)pl)]crlged initial criteria. Added reauthorization criteria. Updated backg
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Hetlioz, Hetlioz LQ (tasimelteon) - PA, NF

Prior Authorization Guideline

Guideline ID GL-134201
Guideline Name Hetlioz, Hetlioz LQ (tasimelteon) - PA, NF

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |4/8/2014

P&T Revision Date:  [09/18/2019 ; 09/16/2020 ; 02/18/2021 ; 06/16/2021 ; 08/19/2021 ;
07/20/2022 ; 02/16/2023 ; 07/19/2023 ; 7/19/2023

1. Indications
Drug Name: Hetlioz (tasimelteon) capsule

Non-24-Hour Sleep-Wake Disorder (Non-24) Indicated for the treatment of Non-24-Hour
Sleep-Wake Disorder (Non-24) in adults.

Smith-Magenis Syndrome (SMS) Indicated for the treatment of nighttime sleep disturbances
in SMS in patients 16 years of age and older.

Drug Name: Hetlioz LQ (tasimelteon) suspension

Smith-Magenis Syndrome (SMS) Indicated for the treatment of nighttime sleep disturbances
in Smith-Magenis Syndrome (SMS) in pediatric patients 3 to 15 years of age.

2 . Criteria
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Product Name: Brand Hetlioz capsule, generic tasimelteon capsule

Diagnosis Non-24-Hour Sleep-Wake Disorder (Non-24)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of non-24-hour sleep-wake disorder (also known as free-running disorder, free-
running or non-entrained type circadian rhythm sleep disorder, or hypernychthemeral
syndrome) [2, 5-6, A]

AND

2 - Patient is totally blind (has no light perception) [2-8, B]

AND

3 - Trial and failure, contraindication, or intolerance to generic tasimelteon (Applies to Brand
only)

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Brand Hetlioz capsule, generic tasimelteon capsule

Diagnosis Non-24-Hour Sleep-Wake Disorder (Non-24)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Patient demonstrates positive clinical response to therapy

Product Name: Brand Hetlioz capsule, generic tasimelteon capsule

Diagnosis

Smith-Magenis Syndrome (SMS)

Approval Length

6 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Smith-Magenis Syndrome (SMS)

AND

2 - Patient is 16 years of age or older

3 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent

AND

nighttime waking and early waking)

4 - Trial and failure, contraindication, or intolerance to generic tasimelteon (Applies to Brand

only)

AND

AND

5 - Prescribed by or in consultation with one of the following:
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e Specialist in sleep disorders
e Neurologist

Product Name: Hetlioz LQ suspension

Diagnosis Smith-Magenis Syndrome (SMS)
Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Smith-Magenis Syndrome (SMS)

AND

2 - Patient is 3 through 15 years of age

AND

3 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent
nighttime waking and early waking)

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Brand Hetlioz capsule, generic tasimelteon capsule, Hetlioz LQ suspension

Diagnosis Smith-Magenis Syndrome (SMS)

Approval Length 12 month(s)

Page 544



Formulary: Baylor Scott and White — EHB, Specialty

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient demonstrates positive clinical response to therapy (i.e., improvement in nighttime
total sleep time, improvement in nighttime sleep quality)

Product Name: Hetlioz capsule

Diagnosis Non-24-Hour Sleep-Wake Disorder (Non-24)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of non-24-hour sleep-wake disorder (also known as free-running disorder, free-
running or non-entrained type circadian rhythm sleep disorder, or hypernychthemeral
syndrome) [2, 5-6, A]

AND

2 - Patient is totally blind (has no light perception) [2-8, B]

AND

3 - Trial and failure, contraindication, or intolerance to generic tasimelteon (Applies to Brand
only)

AND

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

e Specialist in sleep disorders
e Neurologist
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Product Name: Hetlioz capsule

Diagnosis Smith-Magenis Syndrome (SMS)
Approval Length 6 month(s)
Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Smith-Magenis Syndrome (SMS)

AND

2 - Patient is 16 years of age or older

AND

3 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent
nighttime waking and early waking)

AND

4 - Trial and failure, contraindication, or intolerance to generic tasimelteon (Applies to Brand
only)

AND

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

e Specialist in sleep disorders
e Neurologist

Product Name: Hetlioz LQ suspension

Diagnosis Smith-Magenis Syndrome (SMS)
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Approval Length 6 month(s)

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of Smith-Magenis Syndrome (SMS)

AND

2 - Patient is 3 through 15 years of age

AND

3 - Patient is experiencing nighttime sleep disturbances (i.e., difficulty falling asleep, frequent
nighttime waking and early waking)

AND

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

e Specialist in sleep disorders
e Neurologist

3. Endnotes

A. The International Classification of Sleep Disorders (an official publication of the
American Academy of Sleep Medicine) defines non-24-hour sleep-wake disorder as a
circadian rhythm sleep disorder characterized by complaints of insomnia or excessive
sleepiness related to abnormal synchronization between the 24-hour light-dark cycle and
the endogenous circadian rhythms of sleep and wake propensity, for a duration of 3
months. [2] Patients with non-24 experience a chronic steady pattern comprising 1- to 2-
hour daily delays in sleep onset and wake times. As incremental phase delays in sleep
occur, the complaint will consist of difficulty initiating sleep at night coupled with
oversleeping into the daytime hours or inability to remain awake in the daytime.
Therefore, over long periods of time, patients alternate between being symptomatic and
asymptomatic, depending on the degree of synchrony between their internal biologic
rhythm and the 24-hour world. [2] The condition is very rare in normally sighted people,
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but quite common in the totally blind who have no access to the entraining effects of the
light-dark cycle. [3] Of the estimated 1.3 million legally blind individuals in the United
States, approximately 130,000 have no light perception. Epidemiologic studies have
found that as many as 70% of this totally blind sub-population suffer from non-24. [4]
Non-24 is considered a chronic condition and markedly decreases the quality of life for
patients. To varying extents, individuals with non-24 are unable to function in scheduled
social activities or hold conventional jobs. [2, 4]

B. Hetlioz was approved on the basis of two pivotal, randomized, double-masked, placebo-
controlled, multicenter, parallel-group studies in totally blind patients with non-24-hour
sleep-wake disorder. [1, 7] The Safety and Efficacy of Tasimelteon (SET) Trial [1,7] was
conducted in 84 totally blind patients with non-24, aged 21-84 years. Subjects received
either Hetlioz 20 mg or placebo, one hour prior to bedtime, at the same time every night
for up to 6 months. The Randomized-withdrawal study of the Efficacy and Safety of
Tasimelteon to treat non-24 (RESET) Trial [1,8] was conducted in 20 entrained totally
blind patients with non-24, aged 28-70 years. Subjects were treated for approximately 12
weeks with Hetlioz 20 mg one hour prior to bedtime, at the same time every night.
Patients in whom the calculated time of peak melatonin level (melatonin acrophase)
occurred at approximately the same time of day (in contrast to the expected daily delay)
during the run-in phase were randomized to receive placebo or continue treatment with
Hetlioz 20 mg for 8 weeks.

C. Given the wide range of available dosing regimens for melatonin, the variability in
response time to treatment with tasimelteon and melatonin, and the need for consistent
monitoring and evaluation of patients' sleep-related symptoms, tasimelteon must be
prescribed by or in consultation with a specialist in sleep disorders. [3]
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