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Actemra

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-132948

Guideline Name Actemra

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 11/1/2023
P&T Approval Date: |8/14/2020

P&T Revision Date:  [01/21/2021 ; 04/21/2021 ; 06/16/2021 ; 09/15/2021 ; 04/20/2022 ;
09/21/2022 ; 01/18/2023 ; 05/25/2023 ; 9/20/2023

1. Indications
Drug Name: Actemra (tocilizumab), Actemra ACTPen (tocilizumab)

Rheumatoid Arthritis 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 anti-rheumatic drugs (DMARDs).

Giant Cell Arteritis Indicated for giant cell arteritis in adult patients.

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

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

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

2 . Criteria

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis

Giant Cell Arteritis (GCA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

following:

Approval Criteria

1 - Diagnosis of giant cell arteritis

AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

AND

3 - Prescribed by or in consultation with a rheumatologist

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.
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Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy

AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis

Page 13
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AND

2 - One of the following:

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

OR

2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of rheumatoid arthritis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), adalimumab, Simponi (golimumab), Olumiant (baricitinib), Rinvoq
(upadacitinib), Xeljanz (tofacitinib)]

AND

3 - One of the following:

3.1 History of failure, contraindication, or intolerance to two of the following preferred
products (Document drug, date, and duration of trial):

Cimzia (certolizumab)

One of the formulary adalimumab products [b]
Simponi (golimumab)

Olumiant (baricitinib)

Rinvoq (upadacitinib)

Xeljanz/Xeljanz XR (tofacitinib)

OR

3.2 Both of the following:

3.2.1 Patient is currently on Actemra or Actemra ACTPen therapy as documented by claims
history or submission of medical records (Document date and duration of therapy)
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AND

3.2.2 Patient has not received a manufacturer supplied sample at no cost in the prescriber's
office, or any form of assistance from the Genentech sponsored Actemra Access Solutions
program (e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of Actemra or Actemra ACTPen*

AND
4 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:
e Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]
e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz

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

AND

5 - Prescribed by or in consultation with a rheumatologist

Notes *Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber's office or any form of assistance from the Genentech spo
nsored Actemra Access Solutions program shall be required to meet i

nitial authorization criteria as if patient were new to therapy.

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

[b] For a list of formulary adalimumab products please reference drug
coverage tools.

Product Name: Actemra or Actemra ACTPen [a]

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

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

e Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]
e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz

(tofacitinib)]

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

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis

Polyarticular Juvenile Idiopathic Arthritis (PJIA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of active polyarticular juvenile idiopathic arthritis

AND
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2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

AND

3 - One of the following:

3.1 History of failure, contraindication, or intolerance to one of the formulary adalimumab
products [b] (Document date and duration of trial)

OR

3.2 Both of the following:

o Patient is currently on Actemra or Actemra ACTPen therapy as documented by claims
history or submission of medical records (Document date and duration of therapy)

o Patient has not received a manufacturer supplied sample at no cost in the prescriber’s
office, or any form of assistance from the Genentech sponsored Actemra Access
Solutions program (e.g., sample card which can be redeemed at a pharmacy for a free

supply of medication) as a means to establish as a current user of Actemra or Actemra
ACTPen*

AND

4 - Prescribed by or in consultation with a rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

*Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from the Genentech spo
nsored Actemra Access Solutions program shall be required to meet i

nitial authorization criteria as if patient were new to therapy.
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[b] For a list of formulary adalimumab products please reference drug
coverage tools.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy

AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Page 18



2024 UnitedHealthcare Individual and Family Plan Clinical Criteria - Ohio
Effective 11.1.2024

Approval Criteria

1 - Diagnosis of active systemic juvenile idiopathic arthritis

AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

AND

3 - Prescribed by or in consultation with a rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy
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AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis Systemic sclerosis-associated interstitial lung disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of systemic sclerosis-associated interstitial lung disease (SSc-ILD) as
documented by all of the following criteria:[4]

1.1 One of the following:

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

OR

1.1.2 At least two of the following:

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

Telangiectasia

Abnormal nailfold capillaries

Pulmonary arterial hypertension

Raynaud’s phenomenon

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

AND

1.2 Presence of interstitial lung disease as determined by finding evidence of pulmonary
fibrosis on HRCT, involving at least 10% of the lungs

AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:
e Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]
e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz

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

AND

3 - Prescribed by or in consultation with a pulmonologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis Systemic sclerosis-associated interstitial lung disease
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy

AND

2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the
following:

o Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab),
Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Benefit/Coverage/Program Information

Background:

Actemra (tocilizumab) or Actemra ACTPen (tocilizumab) is an interleukin-6 (IL-6)
receptor antagonist, available in both an intravenous and a subcutaneous
formulation. Both formulations of Actemra are 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 anti-rheumatic drugs
(DMARDSs). [1,2] Examples of DMARDs commonly used in the treatment of
rheumatoid arthritis include methotrexate, leflunomide, and sulfasalazine. [3,4] Both
formulations are also indicated for giant cell arteritis in adult patients. Both
formulations are also indicated for the treatment of active polyarticular juvenile
idiopathic arthritis (PJIA) and active systemic juvenile idiopathic arthritis (SJIA), in
patients 2 years of age and older. The intravenous formulation is also indicated for
the treatment of adults and pediatric patients 2 years of age and older with chimeric
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Additional Clinical Rules:

antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release
syndrome. The subcutaneous formulation is also indicated for slowing the rate of
decline in pulmonary function in adult patients with systemic sclerosis-associated
interstitial lung disease (SSc-ILD). [1]

Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
(ICD-10) and/or claim logic. Use of automated approval and re-approval processes
varies by program and/or therapeutic class.

Supply limits may be in place.

4 . References

-_—

. Actemra [package insert]. South San Francisco, CA: Genentech, Inc.; February 2022.

Actemra ACTPen [package insert]. South San Francisco, CA: Genentech, Inc.; February
2022.

Pavy S. Constantin A, Pham T, et al. Methotrexate therapy for rheumatoid arthritis:
clinical practice guidelines based on published evidence and expert opinions. Joint Bone
Spine 2006;73(4):388-95.

Singh JA, Saag KG, Bridges SL, et al. 2015 American College of Rheumatology
Guideline for the Treatment of Rheumatoid Arthritis. Arthritis Care & Research. Arthritis
Rheum. 2016;68(1):1-26.

van den Hoogen F, Khanna D, Fransen J, et al. 2013 Classification criteria for systemic
sclerosis: an American College of Rheumatology/European League against Rheumatism
collaborative initiative. Ann Rheum Dis 2013;72:1747-1755.

5. Revision History

Date Notes
9/20/2023 Updgted step therapy requirement to match adalimumab policy langu
age in selecting formulary agent.
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Actimmune

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-148538

Guideline Name Actimmune

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2024
P&T Approval Date: |8/14/2020

P&T Revision Date:  [06/17/2020 ; 02/19/2021 ; 06/16/2021 ; 06/15/2022 ; 06/21/2023 ;
6/17/2024

1. Indications
Drug Name: Actimmune (interferon gamma-1b)

Chronic granulomatous disease Indicated for the treatment of chronic granulomatous
disease to reduce the frequency and severity of serious infections.

Osteopetrosis Indicated in the treatment of severe, malignant osteopetrosis to delay the time
to progression.

Other Uses: The National Cancer Comprehensive Network (NCCN) recommends use of
Actimmune in mycosis fungoides (MF) and Sezary syndrome (SS). [2]

2 . Criteria
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Product Name: Actimmune [a]

Diagnosis

Chronic Granulomatous Disease (CGD)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chronic granulomatous disease

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

Chronic Granulomatous Disease (CGD)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

Osteopetrosis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of severe, malignant osteopetrosis

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

Osteopetrosis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

Primary Cutaneous Lymphomas

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient has ONE of the following diagnoses:
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e Mycosis fungoides (MF)
e Sezary syndrome (SS)

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

Primary Cutaneous Lymphomas

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Actimmune will be approved for uses not outlined above if supported by The National
Comprehensive Cancer Network (NCCN) Drugs and Biologics Compendium

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
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e criteria. Other policies and utilization management programs may ap
ply.

Product Name: Actimmune [a]

Diagnosis NCCN Recommended Regimens
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actimmune therapy

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Benefit/Coverage/Program Information

Background:

Actimmune (interferon gamma-1b) is indicated for reducing the frequency and severity of
serious infections associated with chronic granulomatous disease (CGD). It is also indicated
for delaying time to disease progression in patients with severe, malignant osteopetrosis
(SMO). [1] The National Cancer Comprehensive Network (NCCN) recommends use of
Actimmune in mycosis fungoides (MF) and Sézary syndrome (SS). [2]

Additional Clinical Rules:

» Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
(ICD-10) and/or claim logic. Use of automated approval and re-approval processes
varies by program and/or therapeutic class
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e Supply limits may apply.

4 . References

1. Actimmune [Package Insert]. Deerfield, IL: Horizon Therapeutics USA Inc.; March 2021.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
www.nccn.org. Accessed April 29, 2024.

5. Revision History

Date

Notes

6/14/2024

Annual review. No changes to coverage criteria.
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Adalimumab

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-147801

Guideline Name Adalimumab

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2024

P&T Approval Date: |8/14/2020

P&T Revision Date:  [05/21/2021 ; 05/20/2022 ; 09/21/2022 ; 01/18/2023 ; 06/21/2023 ;
08/18/2023 ; 12/13/2023 ; 04/17/2024

1. Indications
Drug Name: Adalimumab

Rheumatoid Arthritis 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. [1]

Polyarticular Juvenile Idiopathic Arthritis Indicated for reducing signs and symptoms of
moderately to severely active polyarticular juvenile idiopathic arthritis in pediatric patients 2
years of age and older. [1]

Psoriatic Arthritis Indicated for reducing signs and symptoms, inhibiting the progression of
structural damage, and improving physical function in adult patients with active psoriatic
arthritis. [1]

Ankylosing Spondylitis Indicated for reducing signs and symptoms in adult patients with
active ankylosing spondylitis. [1]
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Crohn’s Disease Indicated for the treatment of moderately to severely active Crohn’s disease
in adults and pediatric patients 6 years and older. [1]

Ulcerative Colitis Indicated for the treatment of moderately to severely active ulcerative
colitis in adults and pediatric patients 5 years and older. [1]

Plaque Psoriasis Indicated for the treatment of adult patients with moderate to severe
chronic plaque psoriasis who are candidates for systemic therapy or phototherapy, and when
other systemic therapies are medically less appropriate. [1]

Hidradenitis Suppurativa Indicated for the treatment of moderate to severe hidradenitis
suppurativa in patients 12 years of age and older. [1]

Uveitis Indicated for the treatment of non-infectious intermediate, posterior and panuveitis in
adult and pediatric patients 2 years of age and older. [1]

2 . Criteria

Product Name: Adalimumab [a]

Diagnosis Rheumatoid Arthritis (RA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis

AND

2 - ONE of the following:

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

2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of rheumatoid arthritis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), Simponi (golimumab), Olumiant (baricitinib), Rinvoq (upadacitinib),
Xeljanz/Xeljanz XR (tofacitinib)]

OR

2.3 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator. [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

AND

5 - Prescribed by or in consultation with a rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
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e criteria. Other policies and utilization management programs may ap
ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis

Rheumatoid Arthritis (RA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator. [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis

Polyarticular Juvenile Idiopathic Arthritis (PJIA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of moderately to severely active polyarticular juvenile idiopathic arthritis

AND

2 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

3 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

AND

4 - Prescribed by or in consultation with a rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (PJIA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis Psoriatic Arthritis (PsA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

2 - ONE of the following:
2.1 History of failure to a 3 month trial of methotrexate at the maximally indicated dose,

unless contraindicated or clinically significant adverse effects are experienced (document date
and duration of trial)

OR
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2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of psoriatic arthritis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), Simponi (golimumab), Stelara (ustekinumab), Tremfya (guselkumab),
Xeljanz/Xeljanz XR (tofacitinib), Otezla (apremilast), Rinvoq (upadacitinib)]

OR

2.3 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Stelara (ustekinumab), Skyrizi (risankizumab), Tremfya (guselkumab),
Cosentyx (secukinumab), Taltz (ixekizumab), Xeljanz (tofacitinib), Olumiant (baricitinib),
Rinvoq (upadacitinib), Otezla (apremilast)]

AND

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

e Dermatologist
e Rheumatologist
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Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis

Psoriatic Arthritis (PsA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Stelara (ustekinumab), Skyrizi (risankizumab), Tremfya (guselkumab),
Cosentyx (secukinumab), Taltz (ixekizumab), Xeljanz (tofacitinib), Olumiant (baricitinib),
Rinvoq (upadacitinib), Otezla (apremilast)]

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis

Plaque Psoriasis
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe chronic plaque psoriasis

AND

2 - ONE of the following:

2.1 ALL of the following:

2.1.1 Greater than or equal to 3% body surface area involvement, palmoplantar, facial,

genital involvement, or severe scalp psoriasis

2.1.2 History of failure to ONE of the following topical therapies, unless contraindicated or
clinically significant adverse effects are experienced (document drug, date, and duration of

trial):

Coal tar

2.1.3 History of failure to a 3 month trial of methotrexate at the maximally indicated dose,
unless contraindicated or clinically significant adverse effects are experienced (document date
and duration of trial)

AND

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

Tazarotene

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

AND

OR
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2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of plaque psoriasis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), Otezla (apremilast), Skyrizi (risankizumab-rzaa), Stelara (ustekinumab),
Tremfya (guselkumab)]

OR

2.3 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Stelara (ustekinumab), Skyrizi (risankizumab), Tremfya (guselkumab),
Cosentyx (secukinumab), Taltz (ixekizumab), Siliq (brodalumab), llumya (tildrakizumab),
Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Otezla (apremilast)]

AND

5 - Prescribed by or in consultation with a dermatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.
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* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools

Product Name: Adalimumab [a]

Diagnosis

Plaque Psoriasis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Stelara (ustekinumab), Skyrizi (risankizumab), Tremfya (guselkumab),
Cosentyx (secukinumab), Taltz (ixekizumab), Siliq (brodalumab), llumya (tildrakizumab),
Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Otezla (apremilast)]

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis

Ankylosing Spondylitis (AS)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active ankylosing spondylitis

AND

2 - ONE of the following:

2.1 History of failure to TWO NSAIDs (e.g., ibuprofen, naproxen) at maximally indicated
doses, each used for at least 4 weeks, unless contraindicated or clinically significant adverse
effects are experienced (document drug, date, and duration of trials)

OR

2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of ankylosing spondylitis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), Simponi (golimumab), Xeljanz/Xeljanz XR (tofacitinib)]

OR

2.3 BOTH of the following:

o Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]
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4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

5 - Prescribed by or in consultation with a rheumatologist

AND

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis

Ankylosing Spondylitis (AS)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND
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2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis Crohn’s Disease (CD)
Approval Length 12 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:

2.1 History of failure to ONE of the following conventional therapies at up to maximally
indicated doses, unless contraindicated or clinically significant adverse effects are
experienced (document drug, date, and duration of trial):

Corticosteroids (e.g., prednisone, methylprednisolone, budesonide)
6-mercaptopurine (Purinethol)

Azathioprine (Imuran)

Methotrexate (Rheumatrex, Trexall)

OR

2.2 Patient has been previously treated with a biologic DMARD FDA-approved for the
treatment of Crohn’s disease as documented by claims history or submission of medical
records (Document drug, date, and duration of therapy) [e.g., Cimzia (certolizumab), Stelara
(ustekinumab)]
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OR

2.3 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Stelara
(ustekinumab), Skyrizi (risankizumab)]

AND

5 - Prescribed by or in consultation with a gastroenterologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.
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[b] For a list of preferred adalimumab products please reference drug
coverage tools

Product Name: Adalimumab [a]

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

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Stelara
(ustekinumab), Skyrizi (risankizumab)]

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

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

Approval Criteria

1 - Diagnosis of moderately to severely active ulcerative colitis
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AND

2 - ONE of the following:

2.1 Patient has had prior or concurrent inadequate response to a therapeutic course of oral
corticosteroids and/or immunosuppressants (e.g., azathioprine, 6-mercaptopurine)

OR

2.2 Patient has been previously treated with a biologic or targeted synthetic DMARD FDA-
approved for the treatment of ulcerative colitis as documented by claims history or submission
medical records (Document drug, date, and duration of therapy) [e.g., Simponi (golimumab),
Stelara (ustekinumab), Xeljanz (tofacitinib), Rinvoq (upadacitinib)]

OR

2.3 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Stelara
(ustekinumab), Skyrizi (risankizumab)]
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5 - Prescribed by or in consultation with a gastroenterologist

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis

Ulcerative Colitis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Stelara
(ustekinumab), Skyrizi (risankizumab)]

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.
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Product Name: Adalimumab [a]

Diagnosis Hidradenitis Suppurativa (HS)
Approval Length 12 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 Ill)

AND

2 - ONE of the following:

2.1 History of failure to at least ONE oral antibiotic (e.g., doxycycline, clindamycin, rifampin)
at maximally indicated doses, unless contraindicated or clinically significant adverse effects
are experienced (document drug, date, and duration of trial)

OR

2.2 BOTH of the following:

o Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

e Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]
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4 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

5 - Prescribed by or in consultation with a dermatologist

AND

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr

iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

Diagnosis

Hidradenitis Suppurativa (HS)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND
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2 - Patient is not receiving adalimumab in combination with another targeted

immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),

Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Adalimumab [a]

Diagnosis Uveitis (UV)
Approval Length 12 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 - ONE of the following:

3.1 BOTH of the following:

o History of failure to at least ONE corticosteroid (e.g., prednisolone, prednisone) at

maximally indicated dose, unless contraindicated or clinically significant adverse
effects are experienced (document drug, date, and duration of trial)

o History of failure to at least ONE systemic non-biologic immunosuppressant (e.g
methotrexate, cyclosporine, azathioprine, mycophenolate) at up to a maximally

LR ]
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indicated dose, unless contraindicated or clinically significant adverse effects are
experienced (document drug, date, and duration of trial)

OR

3.2 BOTH of the following:

e Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

o Patient has NOT received a manufacturer supplied sample at no cost in the
prescriber’s office, or any form of assistance from a manufacturer sponsored program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of
medication) as a means to establish as a current user of adalimumab*

AND

4 - If the request is for a non-formulary adalimumab product, the patient has a history of
failure to all formulary adalimumab products unless the prescriber has given a clinical reason
or special circumstance why the patient is unable to use a formulary adalimumab product
(please document reason/special circumstances) [b]

AND

5 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

AND

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

e Rheumatologist
e Ophthalmologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

* Patients requesting initial authorization who were established on ther
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apy via the receipt of a manufacturer supplied sample at no cost in the

prescriber’s office or any form of assistance from a manufacturer spo
nsored program SHALL BE REQUIRED to meet initial authorization cr
iteria as if patient were new to therapy.

[b] For a list of preferred adalimumab products please reference drug
coverage tools.

Product Name: Adalimumab [a]

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

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND

2 - Patient is not receiving adalimumab in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), Xeljanz (tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib)]

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Clinical Practice Guidelines

Medication:

Adalimumab: Humira® (adalimumab), Abrilada™ (adalimumab-afzb), Adalimumab-aacf
(unbranded Idacio), Adalimumab-adaz (unbranded Hyrimoz), Adalimumab-adbm (unbranded
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Cyltezo), Adalimumab-fkjp (unbranded Hulio), Amjevita™ (adalimumab-atto), Cyltezo®,
(adalimumab-adbm), Hadlima™ (adalimumab-bwwd), Hulio® (adalimumab-fkjp), Hyrimoz®
(adalimumab-adaz), Idacio® (adalimumab-aacf), Simlandi® (adalimumab-ryvk), Yuflyma®
(adalimumab-aaty), Yusimry™ (adalimumab-aqvh)

Benefit/Coverage/Program Information

Background:
Adalimumab is a tumor necrosis factor (TNF) blocker indicated for:

* Rheumatoid Arthritis (RA): 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 RA. Adalimumab can be used alone or in
combination with methotrexate or other non-biologic disease-modifying anti-rheumatic drugs
(DMARDs).

* Juvenile Idiopathic Arthritis (JIA): reducing signs and symptoms of moderately to severely
active polyarticular JIA in patients 2 years of age and older. Adalimumab can be used alone
or in combination with methotrexate.

* Psoriatic Arthritis (PsA): reducing signs and symptoms, inhibiting the progression of
structural damage, and improving physical function in adult patients with active PsA.

* Ankylosing Spondylitis (AS): reducing signs and symptoms in adult patients with active AS.
Adalimumab can be used alone or in combination with non-biologic DMARDs.

* Crohn’s Disease (CD): treatment of moderately to severely active Crohn’s disease in
adults and pediatric patients 6 years of age and older.

* Ulcerative Colitis (UC): treatment of moderately to severely active ulcerative colitis in
adults and pediatric patients 5 years of age and older.

* Plaque Psoriasis (Ps): treatment of adult patients with moderate to severe chronic plaque
psoriasis who are candidates for systemic therapy or phototherapy, and when other systemic
therapies are medically less appropriate.

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

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

In ulcerative colitis, effectiveness has not been established in patients who have lost
response to or were intolerant to TNF blockers.
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Additional Clinical Rules:

Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
(ICD-10) and/or claim logic. Use of automated approval and re-approval processes
varies by program and/or therapeutic class.

Supply limits may be in place.
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19. Cyltezo [package insert]. Ridgefield, CT: Boehringer Ingelheim Pharmaceuticals, Inc.;
June 2023

20. Hyrimoz [package insert]. Princeton, NJ: Sandoz, Inc.; April 2023.

21. Hadlima [package insert]. Jersey City, NJ: Organon & Co.; July 2023.

22. Hulio [package insert]. Morgantown, WV: Mylan Pharmaceuticals Inc.; December 2023.

23. Yusimry [package insert]. Redwood City, CA: Coherus BioSciences, Inc.; September
2023.

24. Yuflyma [package insert]. Jersey City, NJ: Celltrion USA, Inc.; December 2023.

25. Idacio [package insert]. Lake Zurich, IL: Fresenius Kabi USA, LLC.; October 2023.

26. Abrilada [package insert]. New York, NY: Pfizer, Inc. January 2024.

27. Simlandi [package insert]. Leesburg, VA: Alvotech USA Inc. February 2024.

5. Revision History

Date Notes

Annual review. Added Adalimumab-aacf (unbranded Idacio), Adalimu
mab-adaz (unbranded Hyrimoz), Adalimumab-adbm (unbranded Cylt
ez0), and Adalimumab-fkjp (unbranded Hulio) to the program. Updat
ed references.

6/19/2024
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Adbry
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-144127

Guideline Name

Adbry

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 5/1/2024

P&T Approval Date: |2/18/2022

P&T Revision Date:

03/16/2022 ; 07/20/2022 ; 03/15/2023 ; 3/20/2024

1. Indications

Drug Name: Adbry

Atopic Dermatitis Indicated for the treatment of moderate to severe atopic dermatitis in
patients aged 12 years and older whose disease is not adequately controlled with topical
prescription therapies or when those therapies are not advisable.

2 . Criteria

Product Name: Adbry [a]

Diagnosis

Atopic Dermatitis

Approval Length

12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of moderate-to-severe chronic atopic dermatitis

AND

2 - ONE of the following:

2.1 History of failure, contraindication, or intolerance to BOTH of the following therapeutic
classes of topical therapies (document drug, date of trial, and/ or contraindication to
medication)?:

e Medium, high, or very-high potency topical corticosteroids [e.g., mometasone furoate
(generic Elocon), fluocinolone acetonide (generic Synalar), fluocinonide (generic

Lidex)]
o Topical calcineurin inhibitor [e.g., tacrolimus (generic Protopic)]

OR

2.2 BOTH of the following:

2.2.1 Patient is currently on Adbry therapy as documented by claims history or submission
of medical records (Document date and duration of therapy)

AND

2.2.2 Patient has not received a manufacturer supplied sample at no cost in the prescriber’s
office, or any form of assistance from the Leo Pharma dermatology patient access program
(e.g., sample card which can be redeemed at a pharmacy for a free supply of medication) as
a means to establish as a current user of Adbry*

AND

3 - Patient is NOT receiving Adbry in combination with EITHER of the following:
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e Biologic immunomodulator [e.g., Cimzia (certolizumab), adalimumab, Simponi
(golimumab), Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

AND

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

e Dermatologist
o Allergist
e Immunologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply. *Patients requesting initial authorization who were established on
therapy via the receipt of a manufacturer supplied sample at no cost i
n the prescriber’s office or any form of assistance from the Leo Pharm
a dermatology patient access program shall be required to meet initial
authorization criteria as if patient were new to therapy.

ATried/failed alternative(s) are supported by FDA labeling.

Product Name: Adbry [a]

Diagnosis Atopic Dermatitis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Adbry therapy

AND

2 - Patient is NOT receiving Adbry in combination with EITHER of the following:
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e Biologic immunomodulator [e.g., Cimzia (certolizumab), adalimumab, Simponi
(golimumab), Skyrizi (risankizumab-rzaa), Stelara (ustekinumab)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]

AND

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

e Dermatologist
o Allergist
e Immunologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Benefit/Coverage/Program Information

Background:

Adbry (tralokinumab-ldrm) is an interleukin-13 antagonist indicated for the treatment of
moderate to severe atopic dermatitis in adult patients whose disease is not adequately
controlled with topical prescription therapies or when those therapies are not
advisable. Adbry can be used with or without topical corticosteroids.

Table 1: Relative potencies of topical corticosteroids

Class Drug Dosage Form Strength
(%)
Augmented betamethasone  Ointment, gel 0.05
Very high  dipropionate
potency
Clobetasol propionate Cream, foam, ointment 0.05
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Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
Amcinonide Cream, lotion, ointment 0.1
Augmented betamethasone  Cream, lotion 0.05
dipropionate

Betamethasone dipropionate  Cream, foam, ointment, 0.05

solution
Desoximetasone Cream, ointment 0.25
High _

Potency 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
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025

Medium Flurandrenolide Cream, ointment, lotion 0.05

potency
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Hydrocortisone butyrate Cream, ointment, solution 0.1

Lower-

medium Hydrocortisone probutate Cream 0.1

potency _ _

Hydrocortisone valerate Cream, ointment 0.2

Page 60



2024 UnitedHealthcare Individual and Family Plan Clinical Criteria - Ohio
Effective 11.1.2024

Prednicarbate Cream 0.1
Alclometasone dipropionate ~ Cream, ointment 0.05
Low Desonide Cream, gel, foam, ointment 0.05

potency

Fluocinolone acetonide Cream, solution 0.01

Dexamethasone Cream 0.1
Lowest Hydrocortisone Cream, lotion, ointment, 0.25, 0.5, 1
potency solution

Hydrocortisone acetate Cream, ointment 0.5-1

Additional Clinical Rules:

Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
(ICD-10) and/or claim logic. Use of automated approval and re-approval processes
varies by program and/or therapeutic class

Supply limits may be in place.

4 . References

1.
2.

Adbry [package insert]. Madison, NJ: Leo Pharma Inc.; December 2023.

Eichenfield LF, Tom WL, Chamlin SL et al. Guidelines of care for the management of
atopic dermatitis: section 1. Diagnosis and assessment of atopic dermatitis. J Am Acad
Dermatol. 2014; 70(1):338-51.

Eichenfield LF, Tom WL, Berger TG, et al. Guidelines of care for the management of
atopic dermatitis: section 2. Management and treatment of atopic dermatitis with topical
therapies. J Am Acad Dermatol. 2014; 71(1):116-32.

Sidbury R, Davis DM, Cohen DE, et al. Guidelines of care for the management of atopic
dermatitis: Section 3. Management and treatment with phototherapy and systemic
agents. J Am Acad Dermatol. 2014 Aug;71(2):327-49.

5. Revision History

Date

Notes
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3/10/2024

Annual review. Clarified topical steroid potency in atopic dermatitis wi
th no change to clinical intent or coverage criteria. Updated backgrou
nd and reference.
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Afinitor

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-150614

Guideline Name Afinitor

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/1/2024

P&T Approval Date: [1/20/2021

P&T Revision Date:  [05/21/2021 ; 09/15/2021 ; 05/20/2022 ; 10/19/2022 ; 05/25/2023 ;
08/18/2023 ; 05/17/2024 ; 8/16/2024

1. Indications
Drug Name: Afinitor (everolimus)

Advanced renal cell carcinoma Indicated for adults with advanced renal cell carcinoma
(RCC) after failure of treatment with Sutent (sunitinib) or Nexavar (sorafenib). [1]

Subependymal giant cell astrocytoma (SEGA) Indicated for 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. [1]

Progressive neuroendocrine tumors of pancreatic origin (PNET) Indicated for adults with
progressive neuroendocrine tumors of pancreatic origin (PNET) and adults with progressive,
well-differentiated, non-functional neuroendocrine tumors (NET) of gastrointestinal (Gl) or
lung origin that are unresectable, locally advanced or metastatic. [1]

Renal angiomyolipoma and tuberous sclerosis complex (TSC) Indicated for adults with
renal angiomyolipoma and tuberous sclerosis complex (TSC), not requiring immediate
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surgery. [1]

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

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

Drug Name: Torpenz (everolimus)

Hormone Receptor-Positive, HER2-Negative Breast Cancer Indicated for postmenopausal
women with advanced hormone receptor-positive, HER2-negative breast cancer in
combination with exemestane after failure of treatment with letrozole or anastrozole

Tuberous Sclerosis Complex (TSC)-Associated Renal Angiomyolipoma Indicated for
adults with renal angiomyolipoma and tuberous sclerosis complex (TSC), not requiring
immediate surgery

Tuberous Sclerosis Complex (TSC)-Associated Subependymal Giant Cell Astrocytoma
(SEGA) Indicated in adult and pediatric patients aged 1 year and older with TSC for the
treatment of SEGA that requires therapeutic intervention but cannot be curatively resected.

2 . Criteria

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Neuroendocrine Tumors
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - ALL of the following:
1.1 Diagnosis of ONE of the following:

e Neuroendocrine tumors of gastrointestinal origin
e Neuroendocrine tumors of lung origin
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AND
1.2 Disease is progressive
AND
1.3 ONE of the following:
e Disease is unresectable
e Disease is locally advanced
o Disease is metastatic
OR

2 - BOTH of the following:

2.1 Diagnosis of neuroendocrine tumors of pancreatic origin

2.2 ONE of the following:

Neuroendocrine tumors of thymic origin

AND

Used for the management of recurrent, locoregional advanced disease and/or

metastatic disease
Used as preoperative therapy of locoregional insulinoma with or without diazoxide

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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

Approval Criteria

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of advanced renal cell cancer/kidney cancer

AND
2 - Disease is ONE of the following:
e Relapsed
e Stage IV disease
Notes [a] State mandates may apply. Any federal regulatory requirements an

d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Advanced Renal Cell Carcinoma/Kidney Cancer
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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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Tuberous Sclerosis Complex- Associated Renal Cell Carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of tuberous sclerosis complex (TSC)- associated renal cell carcinoma

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Tuberous Sclerosis Complex- Associated Renal Cell Carcinoma

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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)

2 - Used as adjuvant treatment

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Subependymal Giant Cell Astrocytoma

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:
e Waldenstroms macroglobulinemia
e Lymphoplasmacytic lymphoma

AND

2 - ONE of the following:

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Waldenstroms Macroglobulinemia or Lymphoplasmacytic Lymphoma
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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

Approval Criteria

1 - Diagnosis of breast cancer

AND
2 - ONE of the following:
e Disease is recurrent
e Disease is metastatic
AND

3 - Disease is hormone receptor (HR)-positive (HR+) [i.e., estrogen-receptor-positive (ER+) or
progesterone-receptor-positive (PR+)]

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

5 - ONE of the following:

5.1 Patient is a postmenopausal woman

5.2 BOTH of the following

5.3 Patient is male

6 - Used in combination with one of the following:

AND

OR

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

OR

AND

Exemestane if progressed within 12 months or on a non-steroidal aromatase inhibitor
[e.g., Arimidex (anastrozole), Femara (letrozole)]

Fulvestrant

Tamoxifen

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

ATried/failed alternative(s) are supported by FDA labeling and/or NCC
N guidelines.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Breast Cancer
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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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Hodgkin Lymphoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of classical Hodgkin lymphoma

2 - Disease is refractory to at least 3 prior lines of therapy

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Hodgkin Lymphoma

Approval Length

12 month(s)

Page 72



2024 UnitedHealthcare Individual and Family Plan Clinical Criteria - Ohio

Effective 11.1.2024

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Soft Tissue Sarcoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following soft tissue sarcoma subtypes:

o Locally advanced unresectable or metastatic malignant perivascular epithelioid cell
tumor (PEComa)

e Recurrent angiomyolipoma

¢ Lymphangioleiomyomatosis

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Soft Tissue Sarcoma

Approval Length

12 month(s)

Therapy Stage

Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Thymomas and Thymic Carcinomas
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

o Diagnosis of thymic carcinoma
o Diagnosis of thymoma

AND

2 - ONE of the following:

o First-line therapy as a single agent for those who cannot tolerate first-line combination
regimens
o Second-line therapy as a single agent

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.
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Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Thymomas and Thymic Carcinomas
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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Thyroid Carcinoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

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

e Oncocytic carcinoma
o Papillary carcinoma

AND

2 - ONE of the following:

e Unresectable locoregional recurrent disease
e Persistent disease
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e Metastatic disease

3 - ONE of the following:

o Patient has symptomatic disease
o Patient has progressive disease

4 - Disease is refractory to radioactive iodine treatment

AND

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Thyroid 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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Meningioma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of meningioma

AND
2 - Disease is recurrent or progressive

AND
3 - Surgery and/or radiation is not possible

AND

4 - ONE of the following”:

e Used in combination with bevacizumab (Avastin, Mvasi, etc.)
e Used in combination with octreotide acetate LAR

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

A Tried/failed alternative(s) are supported by FDA labeling and/or NC
CN guidelines.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

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

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Endometrial Carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of endometrial carcinoma

2 - Used in combination with letrozole

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Endometrial Carcinoma

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Tuberous Sclerosis Complex associated Partial-onset Seizures

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

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

2 - Used as adjunctive therapy

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Tuberous Sclerosis Complex associated Partial-onset Seizures

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis Bone Cancer - Osteosarcoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of osteosarcoma

AND
2 - Disease is ONE of the following:
o Relapsed/Refractory
o Metastatic
AND
3 - Used as second-line therapy
AND

4 - Used in combination with Nexavar (sorafenib)
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Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Bone Cancer - Osteosarcoma

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Histiocytic Neoplasms

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:

e Rosai-Dorfman Disease
e Langerhans Cell Histiocytosis
¢ Erdheim-Chester Disease

AND
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2 - Presence of phosphatidylinositol-4,5-bisphosphate 3-kinase catalytic subunit alpha

(PIK3CA) mutation

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Histiocytic Neoplasms

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Gastrointestingal Stromal Tumor (GIST)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Gastrointestinal Stromal Tumor (GIST)

AND
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2 - Disease is ONE of the following:

3 - Disease has progressed after single agent therapy with ALL of the following”:

Unresectable

Progressive

Metastatic

Gross residual (R2 resection)
Tumor rupture

AND

imatinib (generic Gleevec)
sunitinib (generic Sutent)
Stivarga (regorafenib)
Qinlock (ripretinib)

4 - Used in combination with ONE of the following:

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

AND

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.

A Tried/failed alternative(s) are supported by FDA labeling and/or NC
CN guidelines.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

Gastrointestingal Stromal Tumor (GIST)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Page 83



2024 UnitedHealthcare Individual and Family Plan Clinical Criteria - Ohio

Effective 11.1.2024

Approval Criteria

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

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Will be approved for uses not outlined above if supported by The National Comprehensive
Cancer Network (NCCN) Drugs and Biologics Compendium.

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Brand Afinitor, generic everolimus, generic torpenz [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy
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Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Benefit/Coverage/Program Information

Background:

Afinitor® (everolimus) is a kinase inhibitor indicated for the treatment of postmenopausal
women with advanced hormone receptor-positive, HER2-negative breast cancer in
combination with Aromasin® (exemestane) after failure of treatment with Femara® (letrozole)
or Arimidex® (anastrozole); in adults with progressive neuroendocrine tumors of pancreatic
origin (PNET) and adults with progressive, well-differentiated, non-functional neuroendocrine
tumors (NET) of gastrointestinal (Gl) or lung origin that are unresectable, locally advanced or
metastatic; adults with advanced renal cell carcinoma (RCC) after failure of treatment with
Sutent® (sunitinib) or Nexavar® (sorafenib); adults with renal angiomyolipoma and tuberous
sclerosis complex (TSC), not requiring immediate surgery; 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; and for the
adjunctive treatment of adult and pediatric patients aged 2 years and older with TSC
associated partial-onset seizures.' Torpenz is indicated for postmenopausal women with
advanced hormone receptor-positive, HER2-negative breast cancer in combination with
exemestane after failure of treatment with letrozole or anastrozole, for adults with renal
angiomyolipoma and tuberous sclerosis complex (TSC), not requiring immediate surgery,
and for 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.

Afinitor is not indicated for the treatment of patients with functional carcinoid tumors.

The National Cancer Comprehensive Network (NCCN) also recommends use of Afinitor in
invasive and inflammatory breast cancer, Waldenstrom’s macroglobulinemia /
lymphoplasmacytic lymphoma, neuroendocrine tumors, kidney cancer, soft tissue sarcomas,
osteosarcomas, gastrointestinal stromal tumors, thymomas and thymic carcinomas, Hodgkin
lymphoma, follicular, oncocytic, and papillary thyroid carcinomas, subependymal giant cell
astrocytoma (SEGA), meningioma, histiocytic neoplasms, and endometrial carcinoma.?
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Additional Clinical Rules:

e Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
(ICD-10) and/or claim logic. Use of automated approval and re-approval processes
varies by program and/or therapeutic class.

e Supply limits may be in place.

4 . References

1. Afinitor [package insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation;
February 2022.

2. Torpenz [package insert]. Maple Grove, MN: Upsher-Smith Laboratories, LLC.; June
2024.

3. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp. March 16,
2023.

5. Revision History

Date Notes

8/2/2024 Added Torpenz to the policy, updated reference.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-149796

Guideline Name

Agamree

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 9/1/2024

P&T Approval Date: |7/17/2024

P&T Revision Date:

1. Indications

Drug Name: Agamree (vamorolone)

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: Agamree [a]

Diagnosis

Duchenne Muscular Dystrophy (DMD)

Guideline Type

Non Formulary
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Approval Criteria

1 - Published clinical evidence shows Agamree is likely to produce equivalent therapeutic
results as other available corticosteroids (e.g., prednisone); therefore, Agamree is not
medically necessary for treatment of Duchenne muscular dystrophy.

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

3. Background

Benefit/Coverage/Program Information

Background:

Agamree (vamorolone) is a corticosteroid indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients 2 years of age and older. [1]

The UnitedHealthcare Pharmacy and Therapeutics Committee has determined that
Agamree is Therapeutically Equivalent to prednisone in the treatment of DMD. Data for FDA
approval from relatively short-term randomized controlled trials were limited; and while
adverse effect profiles may differ among glucocorticoids, vamorolone does not offer a clear
advantage over other glucocorticoids for DMD with respect to efficacy and overall safety. [2-
3]

Additional Clinical Rules:

e Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and
re-authorization based solely on previous claim/medication history, diagnosis
codes (ICD-10) and/or claim logic. Use of automated approval and re-
approval processes varies by program and/or therapeutic class.

e Supply limits may be in place

4 . References
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1. Agamree [package insert]. Coral Gables, FL: Catalyst Pharmaceuticals, Inc.; March
2024.

2. Dang UJ, Damsker JM, Guglieri M, et al. Efficacy and Safety of Vamorolone Over 48
Weeks in Boys With Duchenne Muscular Dystrophy: A Randomized Controlled Trial.
Neurology. 2024;102(5):e208112.

3. Guglieri M, Clemens PR, Perliman SJ, et al. Efficacy and Safety of Vamorolone vs
Placebo and Prednisone Among Boys With Duchenne Muscular Dystrophy: A
Randomized Clinical Trial. JAMA Neurol. 2022;79(10):1005-1014.

4. Griggs RC, Miller JP, Greenberg CR, et al. Efficacy and safety of deflazacort vs
prednisone and placebo for Duchenne muscular dystrophy. Neurology.
2016;87(20):2123-2131.

5. Gloss D, Moxley lll R, Ashwal S, et. al. 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;465-472.

5. Revision History

Date Notes

7/11/2024 New program.
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Albendazole

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-150659
Guideline Name Albendazole
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date: 10/1/2024

P&T Approval Date: |8/14/2020

P&T Revision Date:  [05/21/2021 ; 05/20/2022 ; 06/21/2023 ; 8/16/2024

1. Indications

Drug Name: Albendazole

Parenchymal neurocysticercosis Indicated for the treatment of parenchymal

solium.

neurocysticercosis due to active lesions caused by larval forms of the pork tapeworm, Taenia

Cystic hydatid disease Indicated for the treatment of cystic hydatid disease of the liver, lung,
and peritoneum, caused by the larval form of the dog tapeworm, Echinococcus granulosus.

2 . Criteria

Product Name: generic albendazole [a]
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Diagnosis Enterobius vermicularis (pinworm)
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Enterobius vermicularis (pinworm)

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: generic albendazole [a]

Diagnosis Taenia solium and Taenia saginata (Taeniasis or
Cysticercosis/Neurocysticercosis)

Approval Length 6 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Taeniasis or Cysticercosis/ Neurocysticercosis

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: generic albendazole [a]

Diagnosis Echinococcosis (Tapeworm)
Approval Length 6 month(s)
Guidelin