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Abirtega, Zytiga

Effective 11.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-375634

Guideline Name

Abirtega, Zytiga

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 11/1/2025

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

P&T Revision Date:

02/19/2021 ; 05/21/2021 ; 09/15/2021 ; 05/20/2022 ; 09/21/2022 ;

05/25/2023 ; 05/17/2024 ; 04/16/2025 ; 05/16/2025 ; 9/25/2025

1. Indications

Drug Name: Abirtega, Zytiga (abiraterone acetate)

Prostate cancer Indicated for use in combination with prednisone for the treatment of
patients with metastatic castration-resistant prostate cancer and for high-risk metastatic
castration-sensitive prostate cancer.

2 . Criteria

Product Name:Brand Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

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

Approval Criteria

1 - Diagnosis of prostate cancer

AND

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

2.1.1 Disease is metastatic castration-resistant

AND

2.1.2 If the request is for BRAND Zytiga, ONE of the following:

e History of failure, contraindication or intolerance to Xtandi (enzalutamide)
e Provider attests that the patient is not an appropriate candidate for Xtandi
(enzalutamide)

OR

2.2 BOTH of the following:

2.2.1 Disease is metastatic castration-sensitive

AND

2.2.2 If the request is for brand Zytiga, ONE of the following:
2.2.2.1 History of failure, contraindication or intolerance to BOTH of the following:

e Erleada (apalutamide)
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e Xtandi (enzalutamide)

OR

2.2.2.2 Provider attests that the patient is not an appropriate candidate for BOTH of the

following:

o Erleada (apalutamide)
e Xtandi (enzalutamide)

OR

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

o Disease is regional node positive (Any T, N1, M0)
e Patient is in a very-high-risk group receiving radiation therapy

AND
2.3.2 ONE of the following:
o Life expectancy > 5 years
o Patient has symptomatic disease
OR
2.4 ALL of the following:
2.4.1 Disease is non-metastatic
AND

2.4.2 Life expectancy > 5 years
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2.4.3 ONE of the following:

o Positive pelvic persistence/recurrence after radical prostatectomy (RP)
e Lymph node metastases after RP
o Studies positive for regional lymph nodes after radiation therapy

3 - Used in combination with prednisone

4 - ONE of the following:

e Used in combination with a gonadotropin-releasing hormone (GnRH) analog [e.g.
Lupron (leuprolide), Zoladex (goserelin), Trelstar (triptorelin), Vantas (histrelin),
Firmagon (degarelix)]

o \Patient has had bilateral orchiectomy

AND

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 Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

Prostate cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Abirtega or Zytiga 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.

Product Name:Brand Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

Salivary Gland Tumors

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of salivary gland tumor

2 - Used in combination with prednisone

3 - Androgen receptor positive recurrent disease

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 Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

Salivary Gland Tumors

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 Abirtega or Zytiga 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 Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Abirtega or Zytiga 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 Abirtega, Brand Zytiga, generic abiraterone [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 Abirtega or Zytiga 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

Abiraterone acetate is a CPY 17 inhibitor-indicated for use in combination with
prednisone for the treatment of patients with metastatic castration-resistant prostate
cancer and for high-risk metastatic castration-sensitive prostate cancer. Patients
should also receive a gonadotropin-releasing hormone (GnRH) analog concurrently
while taking abiraterone or should have had bilateral orchiectomy.

The National Comprehensive Cancer Network (NCCN) also recommends the use of
abiraterone in combination with prednisone and androgen deprivation therapy (ADT)
as initial therapy for patients without metastases yet with regional node positive
disease if life expectancy is greater than 5 years or symptomatic. In combination with
ADT and radiation therapy as initial therapy in patients in very-high-risk group if life
expectancy is greater than 5 years or symptomatic. In combination with prednisone
and ADT if life expectancy is greater than 5 years for patients with non-metastatic
positive pelvic persistence/recurrence after prostatectomy, non-metastatic
undetectable PSA after radical prostatectomy and non-metastatic PSA recurrence or
positive digital rectal exam. The NCCN also recommends the use of abiraterone in
salivary gland tumors useful in certain circumstances as single-agent systemic
therapy (used in combination with prednisone) for androgen receptor positive
recurrent disease.

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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4 . References

1. Zytiga [package insert]. Horsham, PA: Janssen Biotech Inc.; November 2024.

2. Abirtega [package insert]. Lehi, UT: CivicaScript, LLC. February 2025.

3. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
August 4, 2025.

5. Revision History

Date Notes

Annual review. Updated step therapy language for brand Zytiga to br
eak out between metastatic castration-sensitive and metastatic castr
8/29/2025 ation-resistant and updated step therapy logic in accordance with pro
ducts that share indications. Updated criteria for prostate cancer per
NCCN, updated references.
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Actemra, Tyenne

Effective 11.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-161747

Guideline Name

Actemra, Tyenne

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 2/1/2025

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 ; 09/20/2023 ; 10/01/2024 ;
12/18/2024

1. Indications

Drug Name: Actemra (tocilizumab), Actemra ACTPen (tocilizumab), Tyenne
(tocilizumab-aazg)

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

2 . Criteria

Product Name:Actemra, Tyenne [a]

Diagnosis

Giant Cell Arteritis (GCA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of giant cell arteritis

AND

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

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, Tyenne [a]

Diagnosis

Giant Cell Arteritis (GCA)
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Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

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

AND

2 - Patient is not receiving Actemra or Tyenne in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
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:Actemra, Tyenne [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
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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 targeted immunomodulator 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):

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 Tyenne therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

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 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 Actemra or Tyenne*

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

(upadacitinib)]

5 - Prescribed by or in consultation with a rheumatologist

AND

Notes

*Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber's office or any form of assistance from the manufacturer sp
onsored program shall be required to meet initial 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.

A Tried/Failed alternative(s) are supported by FDA labeling

Product Name:Actemra, Tyenne [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 Actemra or Tyenne therapy

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

(upadacitinib)]

AND
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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:Actemra, Tyenne [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

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

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 Tyenne 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
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(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 Tyenne*

4 - Prescribed by or in consultation with a rheumatologist

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 criteria a

s if patient were new to therapy.

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

Product Name:Actemra, Tyenne [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 Tyenne therapy

2 - Patient is not receiving Actemra or Tyenne in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), adalimumab, 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
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e criteria. Other policies and utilization management programs may ap
ply.

Product Name:Actemra, Tyenne [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active systemic juvenile idiopathic arthritis

AND

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

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, Tyenne [a]

Diagnosis Systemic Juvenile Idiopathic Arthritis (SJIA)
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 Tyenne therapy

AND

2 - Patient is not receiving Actemra or Tyenne in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), adalimumab, 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:Actemra, Tyenne [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:
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Skin thickening of the fingers (e.g., puffy fingers, sclerodactyly of the fingers)
Fingertip lesions (e.g., digital tip ulcers, fingertip pitting scars)

Telangiectasia

Abnormal nailfold capillaries

Pulmonary arterial hypertension

Raynaud’s phenomenon

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

AND

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

AND

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

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, Tyenne [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 Tyenne therapy

AND

2 - Patient is not receiving Actemra or Tyenne in combination with another targeted
immunomodulator [e.g., Enbrel (etanercept), Cimzia (certolizumab), Simponi (golimumab),
Orencia (abatacept), adalimumab, 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

Benefit/Coverage/Program Information

Background:

Tocilizumab [Actemra (tocilizumab) and Tyenne (tocilizumab-aazg)] is an interleukin-6 (IL-6)
receptor antagonist, available in both an intravenous and a subcutaneous formulation.

Subcutaneous formulations of tocilizumab 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). It is also
indicated for giant cell arteritis in adult patients, the treatment of active polyarticular juvenile
idiopathic arthritis (PJIA) and active systemic juvenile idiopathic arthritis (SJIA) in patients 2
years of age and older, and for slowing the rate of decline in pulmonary function in adult
patients with systemic sclerosis-associated interstitial lung disease (SSc-ILD).

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.

e Supply limits may be in place.
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4 . References

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

2. Tyenne [package insert]. Lake Zurich, IL: Fresenius Kabi USA, LLC; March 2024
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5. Revision History

Date Notes

Updated safety check language in alignment with commercial. Remo
ved Cimzia as a step therapy option in RA section. Added Tyenne to
coverage criteria with Actemra. Added T/F footnote. Updated backgro
und and references.

12/6/2024
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Actimmune

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-285255

Guideline Name Actimmune

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025
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 ;
06/17/2024 ; 6/18/2025

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 . 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). The National Cancer Comprehensive Network (NCCN) recommends use of
Actimmune in mycosis fungoides (MF) and Sézary syndrome (SS).

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.; December
2024.

2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
www.nccn.org. Accessed April 28, 2025.

5. Revision History

Date Notes
6/2/2025 ﬁ::ual review with no changes to coverage criteria. Updated referen
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Adalimumab

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-285258

Guideline Name Adalimumab

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025

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 ; 01/15/2025 ; 6/18/2025

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.

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.

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.

Ankylosing Spondylitis Indicated for reducing signs and symptoms in adult patients with
active ankylosing spondylitis.
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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.

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

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.

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

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

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 targeted immunomodulator 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.

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

* 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.

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

Page 42



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

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

2.2 Patient has been previously treated with a targeted immunomodulator FDA-approved for
the treatment of psoriatic arthritis as documented by claims history or submission of medical
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records (Document drug, date, and duration of therapy) [e.g., Cimzia (certolizumab), Simponi
(golimumab), 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), 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

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

Page 44



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

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), 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

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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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

AND

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):

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

Tazarotene

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

Coal tar

AND

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)

OR

2.2 Patient has been previously treated with a targeted immunomodulator 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), ustekinumab, Tremfya (guselkumab)]
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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), 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.

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

* 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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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), 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

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of active ankylosing spondylitis
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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 targeted immunomodulator 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:

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)]
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5 - Prescribed by or in consultation with a rheumatologist

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.

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

* 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.

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

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.
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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 targeted immunomodulator 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),
ustekinumab]

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
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(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*

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]

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),
ustekinumab, Skyrizi (risankizumab)]

5 - Prescribed by or in consultation with a gastroenterologist

AND

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.

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

* 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.

Product Name:Adalimumab [a]

Diagnosis

Crohn’s Disease (CD)

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),
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
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
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2.2 Patient has been previously treated with a targeted immunomodulator 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),
ustekinumab, Xeljanz (tofacitinib), Rinvoq (upadacitinib)]

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]

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),
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.

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

* 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.

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),
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.

Product Name:Adalimumab [a]

Diagnosis

Hidradenitis Suppurativa (HS)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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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)

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 dermatologist
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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.

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

* 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.

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

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

Uveitis (UV)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of non-infectious uveitis
AND
2 - Uveittis is classified as ONE of the following:
¢ 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
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
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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]

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)]

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

e Rheumatologist
e Ophthalmologist

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.

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

* 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.

Product Name:Adalimumab [a]

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

Approval Criteria
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1 - Documentation of positive clinical response to 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-aaty (unbranded Yuflyma), Adalimumab-adaz (unbranded
Hyrimoz), Adalimumab-adbm (unbranded Cyltezo), Adalimumab-fkjp (unbranded Hulio),
Adalimumab-ryvk (unbranded Simlandi), 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).

Page 60



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

« 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.

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.

e Supply limits may be in place.

4 . References

1. Humira [package insert]. North Chicago, IL: AbbVie Inc.; February 2021.

2. Ward MM, Deodhar, A, Gensler, LS, et al. 2019 Update of the American College of
Rheumatology/Spondylitis Association of America/Spondyloarthritis Research and
Treatment Network Recommendations for the Treatment of Ankylosing Spondylitis and
Nonradiographic Axial Spondyloarthritis. Arthritis & Rheumatology. 2019; 71(10): 1599-
1613.
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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

Added Adalimumab-aaty (unbranded Yuflyma) and Adalimumab-ryvk

6/3/2025 (unbranded Simlandi) to policy medications in scope.
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Adbry

Effective 11.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232243

Guideline Name Adbry

Formulary . glr;itedHeaIthcare Government Programs Exchange Formulary
Guideline Note:

Effective Date: 6/1/2025

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

P&T Revision Date:

03/16/2022 ; 07/20/2022 ; 03/15/2023 ; 03/20/2024 ; 03/19/2025 ;
4/16/2025

1. Indications

Drug Name: Adbry (tralokinumab-ldrm)

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
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Non Formulary

Approval Criteria

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

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)]

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

2.2 Patient has been previously treated with a targeted immunomodulator FDA-approved for
the treatment of atopic dermatitis as documented by claims history or submission of medical

records (Document drug, date, and duration of therapy) [e.g., Cibingo (abrocitinib), Dupixent

(dupilumab), Ebglyss (lebrikizumab-lbkz), Opzelura (ruxolitinib), Rinvoq (upadacitinib)].

3 - ONE of the following:

3.1 History of failure, contraindication, or intolerance to BOTH of the following (document
drug, date, and duration of trial):

e Dupixent (dupilumab)
e Rinvoq (upadacitinib)

AND

OR

AND
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OR

3.2 BOTH of the following:
3.2.1 Patient is currently on Adbry therapy as documented by claims history or submission of
medical records (Document date and duration of therapy)

AND

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 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

4 - Patient is NOT receiving Adbry in combination with EITHER of the following:

e Biologic immunomodulator [e.g., Dupixent (dupilumab), Ebglyss (lebrikizumab-Ibkz),
Nemluvio (nemoli-zumab-ilto)]

e Janus kinase inhibitor [e.g., Cibinqo (abrocitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz/XR (tofacitinib)]

AND

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

e Dermatologist
e 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 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 Leo Pharma der
matology patient access program shall be required to meet initial auth
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orization 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:

e Biologic immunomodulator [e.g., Dupixent (dupilumab), Ebglyss (lebrikizumab-Ibkz),
Nemluvio (nemoli-zumab-ilto)]

e Janus kinase inhibitor [e.g., Cibinqo (abrocitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz/XR (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.
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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
dipropionate
Very high  Clobetasol propionate Cream, foam, ointment 0.05
potency
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
Amcinonide Cream, lotion, ointment 0.1
Augmented betamethasone Cream, lotion 0.05
dipropionate
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
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Betamethasone valerate Cream, foam, lotion, ointment 0.1
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
Fluocinolone acetonide Cream, ointment 0.025
Medium Flurandrenolide Cream, ointment, lotion 0.05
potency
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Hydrocortisone butyrate Cream, ointment, solution 0.1
Lower- Hydrocortisone probutate Cream 0.1
medium
potency Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Alclometasone dipropionate =~ Cream, ointment 0.05
Low Desonide Cream, gel, foam, ointment 0.05
potency
Fluocinolone acetonide Cream, solution 0.01
Dexamethasone Cream 0.1
Lowest Hydrocortisone Cream, lotion, ointment, 0.25,0.5,1
potency solution
Hydrocortisone acetate Cream, ointment 0.5-1

Additional Clinical Rules:

e Supply limits may be in place.

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

4 . References
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Adbry [package insert]. Madison, NJ: Leo Pharma Inc.; June 2024.

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.

3. 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.

4. 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.

N —

5. Revision History

Date Notes

Annual review with no changes to coverage criteria. Updated exampl

4/4/2025 es with no change to clinical intent. Updated references.
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Administrative Off-Label

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-157003

Guideline Name

Administrative Off-Label

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

1/1/2025

P&T Approval Date:

1/1/2023

P&T Revision Date:

10/20/2021 ; 05/25/2023

Note:

Technician Note: ***Link to Exclusions and Limitations Grid:
https://uhgazure.sharepoint.com/sites/CST/CSDM/Shared%20Documents/Forms/Allltems.aspx
?FolderCTID=0x01200027C80175A8369D44AC45A99A99328B80&View=%7B4B6D25AD%2D
6A95%2D496D%2D9937%2D65CECD43AFE7%7D&viewid=c2ad0afa%2D814¢%2D499e%2D
bf25%2D3411fac9171f&id=%2F sites%2FCST%2FCSDM%2F Shared%20Documents%2FUHC

GP%Z20Exchange

1. Criteria

Product Name:Medications requested for off-label indications

Approval Length

12 month(s)

Guideline Type

Administrative Off-Label
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Approval Criteria
1 - A request for an off-label indication will be approved based on one of the following:
1.1 The diagnosis is supported in DRUGDEX and one of the following:
1.1.1 The drug has a Strength of Recommendation in the FDA Uses/Non-FDA Uses section

rating of Class |, Class lla, or Class lIb (see DRUGDEX Strength of Recommendation table in
Background section)

OR

1.1.2 Both of the following:

e The drug has a Strength of Recommendation of Ill or Class Indeterminate (see
DRUGDEX Strength of Recommendation table in Background section)

o Efficacy is rated as "Effective" or "Evidence Favors Efficacy" (see DRUGDEX Efficacy
Rating and Prior Authorization Approval Status table in Background section)

OR

1.1.3 The diagnosis is supported in any other section in DRUGDEX. (Note: Supported use is
considered to mean positive language in any section of the compendia that clearly indicates
the drug has efficacy or is beneficial for an off-label use. If there is conflicting evidence, [e.g.,
use is not supported in the FDA Uses/Non-FDA Uses sections of DRUGDEX but has
favorable support elsewhere within DRUGDEX] the favorable support would take precedence
and the use would be accepted as a supported use)

OR

1.2 The diagnosis is supported as a use in Clinical Pharmacology

OR

1.3 The diagnosis is supported as a use in American Hospital Formulary Service Drug
Information (AHFS DlI)
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OR

1.4 The diagnosis is supported as a use in the National Comprehensive Cancer Network
(NCCN) Drugs and Biologics Compendium with a Category of Evidence and Consensus of 1,
2A, or 2B (see NCCN Categories of Evidence and Consensus table in Background section)

OR

1.5 The diagnosis is supported as a use in United States Pharmacopoeia-National Formulary
(USP-NF)

OR

1.6 The diagnosis is supported as a use in Drug Facts and Comparisons

OR

1.7 The diagnosis is supported as a use in Wolters Kluwer Lexi-Drugs

OR

1.8 The diagnosis is supported in published practice guidelines and treatment protocols

OR

1.9 The diagnosis is supported in peer-reviewed medical literature, including randomized
clinical trials, outcomes, research data and pharmacoeconomic studies unless there is clear
and convincing contradictory evidence presented in a major peer-reviewed medical journal

AND

2 - The use is not excluded as documented in the limitations and exclusions section of the
certificate of coverage (see technician note for the Exclusions and Limitations Grid URL).
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Notes

NOTE: Off-label use may be reviewed for medical necessity and deni
ed as such if the off-label criteria are not met. Please refer to drug spe
cific PA guideline for off-label criteria if available.

2 . Background

Clinical Practice Guidelines

DRUGDEX Strength of Recommendation [1]

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

useful, and should be avoided

Class Indeterminate

Evidence
Inconclusive

DRUGDEX Efficacy Rating and Prior Authorization Approval Status [1]

Efficacy Rating

Prior Authorization Status

Effective

Approvable

Evidence favors Efficacy

Approvable

Evidence is inconclusive

Not approvable

Ineffective

Not approvable
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NCCN Categories of Evidence and Consensus [2]

Category

Level of Consensus

1

Based upon high-level evidence, there is uniform NCCN consensus tha
intervention is appropriate.

2A

Based upon lower-level evidence, there is uniform NCCN consensus th
intervention is appropriate.

2B

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

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

Benefit/Coverage/Program Information

BACKGROUND:

This program is to be administered to medications of various formulary statuses where the
requested use is not FDA approved. This policy is intended to ensure that medications subject
to prior authorization, including those not listed on the Plan Formulary/PDL, are utilized in
accordance with FDA indications and uses found in the compendia of current literature. This
policy aims to foster cost-effective, first-line use of available formulary/PDL medications.

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.

3. References

1. Micromedex Healthcare Series. Recommendation, Evidence and Efficacy Ratings.
https://www.micromedexsolutions.com/home/dispatch/CS/F09729/PFActionld/pf.HomeP
age. Accessed July 17, 2024.

2. National Comprehensive Cancer Network Categories of Evidence and Consensus.
Available at: https://www.nccn.org/guidelines/guidelines-process/development-and-
update-of-guidelines. Accessed July 17, 2024.

4 . Revision History
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Date

Notes

10/3/2024

Annual Review. Updated references.
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Administrative Transition of Care (TOC) For Members New to Plan

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-163280

Guideline Name

Administrative Transition of Care (TOC) For Members New to Plan

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

3/1/2025

P&T Approval Date:

1/15/2025

P&T Revision Date:

Note:

Note: Policy is to be applied if drug specific criteria are not met.

1. Criteria

Product Name:All Formulary and Non-Formulary Medications™

Approval Length

30 Day(s)

Guideline Type

Administrative

Approval Criteria
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1 - Member is new to plan (within first 90 days of eligibility with the plan)**

AND

2 - ONE of the following:

2.1 BOTH of the following:

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

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

OR

2.2 Meets Off-Label Administrative guideline criteria

AND

3 - Provider attestation to use of the requested medication prior to enrollment in the plan

Notes *Note: Policy is to be applied if drug specific criteria are not met.
**New to plan includes new members within the first 90 days of cover
age, existing members who moved to a new state and are within the fi
rst 90 days of coverage under their new state IFP plan, and members
had a lapse in coverage/re-enrolled and are within the first 90 days of
coverage under their most recent enrollment.

2 . Background

Benefit/Coverage/Program Information

Background:

This program is to be administered to members who are new to plan (within the past 90
days) and who have an authorization from a prior plan to allow a transitional fill for
continuation of therapy.
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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.

3. Revision History

Date Notes

1/8/2025 New Program

Page 79



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Afinitor, Torpenz

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-244329

Guideline Name Afinitor, Torpenz

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

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 ; 08/16/2024 ; 5/16/2025

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, Torpenz [a]

Diagnosis Neuroendocrine Tumors
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

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

e Neuroendocrine tumors of gastrointestinal origin
e Neuroendocrine tumors of lung origin

Page 81



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

e Neuroendocrine tumors of thymic origin

AND
1.2 ONE of the following:
e Disease is unresectable
e Disease is locally advanced
e Disease is metastatic
OR

2 - BOTH of the following:

2.1 Diagnosis of neuroendocrine tumors of pancreatic origin

AND

2.2 ONE of the following:

e Used for the management of recurrent, locoregional advanced and/or metastatic
disease
e Used for management to stabilize glucose levels of locoregional insulinoma

OR

3 - ALL of the following:

3.1 Diagnosis of well-differentiated, grade 3 neuroendocrine tumor

AND

3.2 ONE of the following:

e Disease is unresectable
e Disease is locally advanced
e Disease is metastatic
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3.3 Tumor has favorable biology (e.g., relatively low Ki-67 [

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, Torpenz [a]

Diagnosis

Neuroendocrine Tumors

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on 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, Torpenz [a]

Diagnosis

Kidney Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - BOTH of the following:

o Diagnosis of kidney cancer
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e Disease is relapsed or stage IV

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

OR

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, Torpenz [a]

Diagnosis

Kidney Cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

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, Torpenz [a]

Diagnosis

Central Nervous System Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - BOTH of the following:
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o Diagnosis of subependymal giant cell astrocytoma (SEGA)
e Used as adjuvant treatment

OR
2 - ALL of the following:
2.1 Diagnosis of meningioma
AND
2.2 Disease is recurrent or progressive
AND
2.3 Surgery and/or radiation is not possible
AND

2.4 ONE of the following:

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

ply.

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

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

Diagnosis Central Nervous System Cancer
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, 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
e 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, Torpenz [a]
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Diagnosis Waldenstroms Macroglobulinemia or Lymphoplasmacytic Lymphoma
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on 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, 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 - ONE of the following:
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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:

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

AND

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

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

Diagnosis

Breast Cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

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, Torpenz [a]

Diagnosis

Hodgkin Lymphoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of classic Hodgkin lymphoma

2 - Disease is relapsed or refractory

AND

Page 89



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

3 - Patient is not a candidate for autologous stem cell rescue/high-dose therapy (ASCR/HDT)

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, Torpenz [a]

Diagnosis

Hodgkin Lymphoma

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on 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, 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:
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o Locally advanced unresectable or metastatic malignant perivascular epithelioid cell
tumor (PEComa)

e Recurrent angiomyolipoma

e 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, Torpenz [a]

Diagnosis

Soft Tissue Sarcoma

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, 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:
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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
e 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.

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

Diagnosis Thyroid Carcinoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria
1 - Diagnosis of ONE of the following:
e Follicular carcinoma

e Oncocytic carcinoma
o Papillary carcinoma

AND

2 - ONE of the following:

e Unresectable locoregional recurrent disease
e Persistent disease
¢ Metastatic disease

AND
3 - ONE of the following:
o Patient has symptomatic disease
e Patient has progressive disease
Notes [a] State mandates may apply. Any federal regulatory requirements an

ply.

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

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

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

Approval Criteria
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1 - Patient does not show evidence of progressive disease while on 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, Torpenz [a]

Diagnosis Uterine Neoplasms
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

o Diagnosis of endometrial carcinoma
e Used in combination with letrozole

OR

2 - ALL of the following:

o Diagnosis of Uterine Sarcoma
o Disease is perivascular epithelioid cell tumor (PEComa)
e Used as second-line or subsequent 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, Torpenz [a]

Diagnosis Uterine Neoplasms
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, 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, 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, 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, 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, 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, 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, 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”:

4 - Used in combination with ONE of the following:

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

Unresectable primary
Recurrent/metastatic

Gross residual (R2 resection)
Tumor rupture

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

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.

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

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

Diagnosis

Gastrointestingal Stromal Tumor (GIST)

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, 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, 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

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.

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:

* 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. April 9, 2025

5. Revision History

Date Notes

Annual review. Updated criteria for neuroendocrine tumors, breast ca
ncer, Hodgkin lymphoma, thyroid cancer, and gastrointestinal stromal
tumors per NCCN guidelines. Updated section on endometrial carcin
oma and renamed uterine neoplasms. Consolidated sections for men
ingioma and subependymal giant cell astrocytoma (SEGA) and rena

med central nervous system cancer. Consolidated sections for tubero
us sclerosis complex (TSC)-associated renal cell carcinoma and adv
anced renal cell carcinoma and renamed kidney cancer.

4/28/2025
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-156412

Guideline Name

Agamree

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 12/1/2024

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

P&T Revision Date: 10/16/2024

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

Page 103



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

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
1. Agamree [package insert]. Coral Gables, FL: Catalyst Pharmaceuticals, Inc.; June 2024.
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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, Perlman 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 Ill 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

9/27/2024

Updated reference.
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Alecensa

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-276240

Guideline Name Alecensa

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025

P&T Approval Date: |8/18/2023
P&T Revision Date:  [06/17/2024 ; 6/18/2025

1. Indications
Drug Name: Alecensa (alectinib)

Adjuvant Treatment of Resected ALK-Positive Non-Small Cell Lung Cancer (NSCLC)
Indicated as adjuvant treatment in adult patients following tumor resection of anaplastic
lymphoma kinase (ALK)-positive non-small cell lung cancer (NSCLC) (tumors = 4 cm or node
positive), as detected by an FDA-approved test

Treatment of Metastatic ALK-Positive NSCLC Indicated for the treatment of adult patients
with ALK-positive metastatic NSCLC as detected by an FDA-approved test

2 . Criteria
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Product Name:Alecensa [a]

Diagnosis Non-Small Cell Lung Cancer (NSCLC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

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

AND

2 - Disease is anaplastic lymphoma kinase (ALK)-positive

AND
3 - ONE of the following:
3.1 Disease is ONE of the following:
e Recurrent
e Advanced
o Metastatic
OR

3.2 Used as adjuvant treatment following tumor resection

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:Alecensa [a]

Diagnosis Histiocytic Neoplasms

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of symptomatic Erdheim-Chester Disease

AND
2 - Used as targeted therapy ALK-fusion
AND
3 - Disease is ONE of the following:
e Relapsed
e Refractory
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:Alecensa [a]

Diagnosis T-Cell Lymphomas
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of anaplastic large cell lymphoma (ALCL)
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AND

2 - Used as initial palliative intent therapy or second-line and subsequent therapy

AND
3 - Disease is ONE of the following:
e Relapsed
e Refractory
AND

4 - Anaplastic lymphoma kinase (ALK)-positive

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:Alecensa [a]

Diagnosis B-Cell Lymphomas
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of large B-Cell lymphoma

AND

2 - Disease is ONE of the following:
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e Relapsed
e Refractory

AND

3 - Anaplastic lymphoma kinase (ALK)-positive

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:Alecensa [a]

Diagnosis Central Nervous System (CNS) Cancers/ Pediatric Central Nervous
System Cancers - Pediatric Diffuse

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - ONE of the following:
o Diagnosis of metastatic brain cancer from NSCLC
o Diagnosis of pediatric diffuse high-grade glioma

AND

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

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:Alecensa [a]

Diagnosis Soft Tissue Sarcoma/Uterine Neoplasms
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of inflammatory myofibroblastic tumor (IMT)

2 - Presence of ALK translocation

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:Alecensa [a]

Diagnosis

Non-Small Cell Lung Cancer (NSCLC), Histiocytic Neoplasms, T-Cell
Lymphomas, B-Cell Lymphomas, CNS Cancers/ Pediatric Central
Nervous System Cancers - Pediatric Diffuse, Soft Tissue
Sarcoma/Uterine 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 Alecensa 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:Alecensa [a]
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Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Alecensa will be approved for uses 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:Alecensa [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

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:
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Alecensa® (alectinib) is a kinase inhibitor indicated for the treatment of adult patients with
anaplastic lymphoma kinase (ALK)-positive, metastatic non-small cell lung cancer (NSCLC)
as detected by an FDA-approved test and for adjuvant treatment in adult patients following
tumor resection of ALK-positive NSCLC (tumors = 4 cm or node positive) as detected by an
FDA-approved test. The NCCN also recommends Alecensa for ALK-fusion targeted
relapsed/refractory, symptomatic Erdheim-Chester Disease, as second-line or initial palliative
intent therapy and subsequent therapy for relapsed/refractory ALK+ anaplastic large cell
lymphoma (ALCL), relapsed or refractory ALK-positive large B-Cell lymphoma, ALK-positive
metastatic brain cancer from NSCLC, ALK-rearrangement positive pediatric diffuse high-
grade glioma, and inflammatory myofibroblastic tumors with ALK translocation.

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. Alecensa [package insert]. South San Francisco, CA: Genentech USA, Inc.; April 2024.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
http://www.nccn.org/professionals/drug_compendium/content/. Accessed May 9, 2025.

5. Revision History

Date Notes

Annual review. Added criteria for pediatric diffuse high-grade gliomas

5/27/2025 per NCCN guidelines. Updated background and references.
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Ampyra

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-136026

Guideline Name Ampyra

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |9/16/2020
P&T Revision Date:  [05/21/2021 ; 09/15/2021 ; 05/20/2022 ; 05/25/2023 ; 11/17/2023

1. Indications
Drug Name: Ampyra (dalfampridine)

Multiple sclerosis (MS) Indicated to improve walking in patients with multiple sclerosis (MS).

2 . Criteria

Product Name:Brand Ampyra, generic dalfampridine [a]
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of multiple sclerosis

AND

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

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 Ampyra, generic dalfampridine [a]

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

Approval Criteria

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

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

Additional Clinical Programs:

» Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medication history, diagnosis codes
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(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.

Background

Ampyra (dalfampridine) is a potassium channel blocker indicated to improve walking
in patients with multiple sclerosis (MS). This was demonstrated by an increase in
walking speed.’

4 . References

1. Ampyra [package insert]. Acorda Therapeutics: Ardsley, NY. June 2022

5. Revision History

Date Notes

Updated initial authorization period from 6 months to 12 months and

11/7/2023 added SML.
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Anticonvulsants

Effective 11.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-335243

Guideline Name

Anticonvulsants

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

8/1/2025

P&T Approval Date:

8/15/2020

P&T Revision Date:

07/21/2021 ; 09/15/2021 ; 08/19/2022 ; 08/18/2023 ; 11/17/2023 ;
12/13/2023 ; 02/16/2024 ; 08/16/2024 ; 10/01/2024 ; 02/20/2025

1. Indications

(cenobamate)

Drug Name: Aptiom (eslicarbazepine acetate), Briviact (brivaracetam), Xcopri

Partial-onset seizures Indicated in the treatment of partial-onset seizures.

Drug Name: Vimpat (lacosamide)

Partial-onset seizures Indicated in the treatment of partial-onset seizures.

Primary Generalized Tonic-Clonic Seizures Indicated as adjunctive therapy in the
treatment of primary generalized tonic-clonic seizures.

Drug Name: Banzel (rufinamide), Onfi (clobazam), Sympazan (clobazam)
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Seizures associated with Lennox-Gastaut syndrome (LGS) Indicated for the adjunctive
treatment of seizures associated with Lennox-Gastaut syndrome (LGS). There is some
clinical evidence to support the use of Onfi for refractory partial onset seizures.

Drug Name: Diacomit (stripentol)

Seizures Indicated for seizures associated with Dravet syndrome in patients taking clobazam.

Drug Name: Epidiolex (cannabadiol)

Seizures Indicated for seizures associated with Lennox-Gastaut syndrome, Dravet syndrome
or tuberous sclerosis complex.

Drug Name: Fintepla (fenfluramine)

Lennox-Gastaut syndrome and Dravet syndrome Indicated for seizures associated with
Lennox-Gastaut syndrome and Dravet syndrome.

Drug Name: Fycompa (perampanel)

Partial-onset seizures Indicated for the treatment of partial-onset seizures with or without
secondarily generalized seizures

Primary generalized tonic-clonic seizures Indicated as adjunctive therapy for the treatment
of primary generalized tonic-clonic seizures.

Drug Name: Motpoly XR (lacosamide)

Partial-onset seizures Indicated for the treatment of partial-onset seizures in adults and in
pediatric patients weighing at least 50 kg.

Primary Generalized Tonic-Clonic Seizures Indicated as adjunctive therapy in the
treatment of primary generalized tonic-clonic seizures in adults and in pediatric patients
weighing at least 50 kg.

Drug Name: Nayzilam (midazolam)

Seizures Indicated for the acute treatment of intermittent, stereotypic episodes of frequent
seizure activity (i.e., seizure clusters, acute repetitive seizures) that are distinct from a
patient’s usual seizure pattern.

Drug Name: Sabril (vigabatrin), Vigadrone (vigabatrin), Vigafyde (vigabatrin), Vigpoder
(vigabatrin)

Refractory complex partial seizures Indicated as adjunctive therapy for refractory complex
partial seizures in patients who have inadequately responded to several alternative treatments
and for infantile spasms for whom the potential benefits outweigh the risk of vision loss.
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2 . Criteria

Product Name:Brand Aptiom, generic eslicarbazepine, Briviact, Xcopri [a]

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

Approval Criteria
1 - ONE of the following:

o Diagnosis of partial-onset seizures
e For continuation of prior therapy for a seizure disorder

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 Banzel, generic rufinamide [a]

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

Approval Criteria
1 - ALL of the following:

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

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

e Not used as primary treatment
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2 - For continuation of prior therapy for a seizure disorder

OR

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 Fycompa, generic perampanel [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Diagnosis of partial-onset seizures with or without secondarily generalized seizures

1.2 ALL of the following:

e Diagnosis of primary generalized tonic-clonic seizures

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

o Not used as primary treatment

2 - For continuation of prior therapy for a seizure disorder

OR

OR

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 Onfi, generic clobazam, Sympazan [a]

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

Approval Criteria
1 - ALL of the following:
1.1 ONE of the following:
o Diagnosis of seizures associated with Lennox-Gastaut syndrome (LGS)
e Diagnosis of refractory partial onset seizures (four or more uncontrolled seizures per

month after an adequate trial of at least two antiepileptic drugs)
e Diagnosis of Dravet syndrome

AND

1.2 BOTH of the following:

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

OR

2 - For continuation of prior therapy for a seizure disorder

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 Sabril, generic vigabatrin, Brand Vigadrone, Vigafyde, generic vigpoder

[a]

Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria
1 - ALL of the following:
o Diagnosis of partial-onset seizures
e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment)
o Not used as primary treatment

o Patient has had inadequate response to several (at least three) alternative
anticonvulsants

OR

2 - Diagnosis of infantile spasms

OR

3 - For continuation of prior therapy for a seizure disorder

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:Diacomit [a]

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

Approval Criteria

1 - Diagnosis of Dravet syndrome and currently taking clobazam

OR
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2 - For continuation of prior therapy for a seizure disorder

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:Epidiolex [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Lennox-Gastaut syndrome, Dravet syndrome, or tuberous sclerosis complex

2 - For continuation of prior therapy for a seizure disorder

OR

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 Vimpat soln/tabs, generic lacosamide solution [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of partial-onset seizures
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OR

2 - ALL of the following:

e Diagnosis of primary generalized tonic-clonic seizures

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

e Not used as primary treatment

OR

3 - For continuation of prior therapy for a seizure disorder

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:Motpoly XR

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

Approval Criteria
1 - ALL of the following:

o Diagnosis of partial-onset seizures
o Patient weighs at least 50 kg or more

OR

2 - ALL of the following:

o Diagnosis of primary generalized tonic-clonic seizures
e Used as adjunctive therapy (defined as accessory treatment used in combination to
enhance primary treatment.)
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e Not used as primary treatment

3 - For continuation of prior therapy for a seizure disorder

OR

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:Nayzilam [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of seizure clusters or acute repetitive seizures that are distinct from the patient’s

usual seizure pattern

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:Fintepla [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Lennox-Gastaut syndrome or Dravet syndrome
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OR

2 - For continuation of prior therapy for a seizure disorder

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 Aptiom, generic eslicarbazepine, Brand Banzel, generic rufinamide,
Briviact, Diacomit, Epidiolex, Fintepla, Brand Fycompa, generic perampanel, Motpoly XR,
Nayzilam, Brand Onfi, generic clobazam, Brand Sabril, generic vigabatrin, Sympazan, Brand
Vigadrone, Vigafyde, generic vigpoder, Brand Vimpat soln/tabs, generic lacosamide solution,
Xopri [a]

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

Approval Criteria

1 - Documentation of positive clinical response to 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:

Aptiom (eslicarbazepine acetate), Briviact (brivaracetam), Vimpat (lacosamide) and Xcopri
(cenobamate) are indicated in the treatment of partial-onset seizures. Vimpat is also
indicated as adjunctive therapy in the treatment of primary generalized tonic-clonic seizures.
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Banzel (rufinamide), Onfi (clobazam) and Sympazan (clobazam) are indicated for the
adjunctive treatment of seizures associated with Lennox-Gastaut syndrome (LGS). There is
some clinical evidence to support the use of clobazam for refractory partial onset seizures.

Diacomit (stiripentol) is indicated for seizures associated with Dravet syndrome in patients
taking clobazam.

Epidiolex (cannabidiol solution) is indicated for seizures associated with Lennox-Gastaut
syndrome, Dravet syndrome, or tuberous sclerosis complex.

Fintepla (fenfluramine) is indicated for seizures associated with Lennox-Gastaut syndrome
and Dravet syndrome.

Fycompa (perampanel) is indicated for the treatment of partial-onset seizures with or without
secondarily generalized seizures and as adjunctive therapy for the treatment of primary
generalized tonic-clonic seizures.

Motpoly XR is indicated for the treatment of partial-onset seizures and as adjunctive therapy
in the treatment of primary generalized tonic-clonic seizures in adults and in pediatric
patients weighing at least 50 kg.

Nayzilam (midazolam) is indicated for the acute treatment of intermittent, stereotypic
episodes of frequent seizure activity (i.e., seizure clusters, acute repetitive seizures) that are
distinct from a patient’s usual seizure pattern.

Sabril (vigabatrin), Vigadone (vigabatrin), Vigafyde (vigabatrin) and Vigpoder (vigabatrin)
are indicated as adjunctive therapy for refractory complex partial seizures in patients who
have inadequately responded to several alternative treatments and for infantile spasms for
whom the potential benefits outweigh the risk of vision loss.

Adjunctive therapy is defined as treatment administered in addition to another
therapy. Coverage will not be provided for Banzel as primary treatment.
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Additional Clinical Programs:

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

Nooak wh=

®

10.
11.

12.
13.
14.
15.
16.
17.
18.
19.

Banzel [package insert]. Nutley, NJ: Eisai, Inc; December 2022.

Vimpat [package insert]. Smyma, GA: UCB, Inc; October 2023.

Fycompa [package insert]. Coral Gables, FL: Catalyst Pharmaceuticals, Inc. ; June
2023.

Aptiom [package insert]. Marlborough, MA; Sunovion Pharmaceuticals Inc; March 2019.
Onfi [package insert]. Deerfield, IL: Lundbeck; January 2023.

Sabril [package insert]. Deerfield, IL: Lundbeck; October 2021.

Koeppen, D. et al. Clobazam in therapy-resistant patients with partial epilepsy: A double-
blind placebo-controlled crossover study. Epilepsia 28(5);495-506. October 1987.
Micahel, B. Clobazam as an add-on in the management of refractory epilepsy. Cochrane
Database of Systemic Reviews 2008.

Diacomit [package insert]. San Mateo, CA: Biocodex Inc; July 2022.

Epidiolex [package insert]. Palo Alto, CA: Jazz Pharmaceuticals, Inc. ; January 2023.
Vigadrone [package insert]. Maple Grove, MN: Upsher-Smith Laboratories, LLC; March
2023.

Motpoly XR [package insert]. Piscataway, NJ: Aucta Pharmaceuticals, Inc.; June 2024.
Vigoder [package insert]. Parsippany, NJ: Pyros Pharmaceuticals, Inc.; July 2023.
Nayzilam [package insert]. Smyrna, GA: UCB, Inc; January 2023.

Xcopri [package insert]. Paramus, NJ: SK Life Science, Inc; April 2024.

Fintepla [package insert]. Smyrna, GA: UCB, Inc; December 2023.

Sympazan [package insert]. Warren, NJ: Aquestive Therapeutics; March 2024.

Briviact [package insert]. Smyrna, GA: UCB, Inc; May 2023.

Vigafyde [package insert]. Parsippany, NJ: Pyros Pharmaceuticals, Inc.; August 2024.

5. Revision History

Date

Notes

7/22/2025 Added generic Fycompa
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-207259

Guideline Name

Agneursa

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 5/1/2025

P&T Approval Date: [11/22/2024

P&T Revision Date:  [01/15/2025 ; 01/15/2025 ; 3/19/2025

1. Indications

Drug Name: Agneursa (levacetylleucine)

weighing 215 kg.

Niemann-Pick disease type C (NPC) Indicated for the treatment of neurological
manifestations of Niemann-Pick disease type C (NPC) in adults and pediatric patients

2 . Criteria

Product Name:Aqgneursa [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Non Formulary

Approval Criteria

1 - BOTH of the following:

e Diagnosis of Niemann-Pick disease type C (NPC)
o Diagnosis has been genetically confirmed by mutation analysis of NPC1 and NPC2
genes

AND
2 - Agneursa is being used to treat neurological manifestations of NPC
AND
3 - ONE of the following:
e Agneursa is prescribed in combination with miglustat
o History of failure, contraindication, or intolerance to miglustat
AND
3 - Patient is not receiving Agneursa in combination with Miplyffa (arimoclomol)

AND

5 - Agneursa is prescribed by or in consultation with a provider with expertise in the treatment
of NPC

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:Agneursa [a]

Approval Length 12 month(s)

Page 130



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Agneursa therapy (e.g., slowed disease
progression from baseline based on assessment with NPC—specific scales)
AND
2 - Patient is not receiving Agneursa in combination with Miplyffa (arimoclomol)
AND
3 - ONE of the following:
e Agneursa is prescribed in combination with miglustat
o History of failure, contraindication, or intolerance to miglustat

AND

4 - Agneursa is prescribed by or in consultation with a provider with expertise in the treatment
of NPC

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:
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Aqgneursa (levacetylleucine) is indicated for the treatment of neurological manifestations of
Niemann-Pick disease type C (NPC) in adults and pediatric patients weighing =15 kg.

Additional Clinical Rules:

o 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. Agneursa [package insert]. Austin TX: IntraBio Inc.; September 2024.
Geberhiwot T, Moro A, Dardis A, et al. Consensus clinical management guidelines for
Niemann-Pick disease type C. Orphanet J Rare Dis. 2018;13(1):50. Published 2018 Apr
6. doi:10.1186/s13023-018-0785-7

5. Revision History

Date Notes

Added criteria that Agneursa taken in combination with miglustat or hi

3/3/2025 story of failure, contraindication, or intolerance to miglustat.
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Arikayce

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164964

Guideline Name Arikayce

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 4/1/2025

P&T Approval Date: |8/14/2020
P&T Revision Date:  [02/19/2021 ; 02/18/2022 ; 02/17/2023 ; 02/16/2024 ; 2/20/2025

1. Indications
Drug Name: Arikayce (amikacin liposome inhalation suspension)

Mycobacterium avium complex (MAC) lung disease Indicated in adults who have limited
or no alternative treatment options, for the treatment of Mycobacterium avium complex (MAC)
lung disease as part of a combination antibacterial drug regimen in patients who do not
achieve negative sputum cultures after a minimum of 6 consecutive months of a multidrug
background regimen therapy.

2 . Criteria

Product Name:Arikayce [a]
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Approval Length 6 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

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

AND

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

AND

3 - Submission of medical records (e.g., chart notes, laboratory values) documenting the
following [prescription claims history may be used in conjunction as documentation of
medication use, dose, and duration]:

3.1 Patient has been receiving a multidrug background regimen containing AT LEAST TWO
of the following agents for a minimum of 6 consecutive months within the past 12 months:

e Macrolide antibiotic [e.g., azithromycin, clarithromycin]
e Ethambutol
e Rifamycin antibiotic [e.g., rifampin, rifabutin]

AND

4 - Patient will continue to receive a multidrug background regimen

AND

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

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

AND

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

e Infectious disease specialist
e 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:Arikayce [a]

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

Approval Criteria
1 - One of the following:

1.1 Documentation that the patient has achieved negative respiratory cultures

OR

1.2 All of the following:

1.2.1 Patient has not achieved negative respiratory cultures while on Arikayce
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AND

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

AND

1.2.3 In vitro susceptibility testing of most recent (within 6 months) positive culture with
available susceptibility testing documents that the MAC isolate is susceptible to amikacin with
a minimum inhibitory concentration (MIC) of < 64 mcg/mL

AND

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

AND

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

e Macrolide antibiotic [e.g., azithromycin, clarithromycin]

e Ethambutol
e Rifamycin antibiotic [e.g., rifampin, rifabutin]

AND

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

e Infectious disease specialist
e Pulmonologist

Notes [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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3. Background

Benefit/Coverage/Program Information

Background

Arikayce is an aminoglycoside antibacterial indicated in adults who have limited or no
alternative treatment options, for the treatment of Mycobacterium avium complex (MAC) lung
disease as part of a combination antibacterial drug regimen in patients who do not achieve
negative sputum cultures after a minimum of 6 consecutive months of a multidrug
background regimen therapy. As only limited clinical safety and effectiveness data for
Arikayce are currently available, reserve Arikayce for use in adults who have limited or no
alternative treatment options. This drug is indicated for use in a limited and specific
population of patients.

This indication is approved under accelerated approval based on achieving sputum culture
conversion (defined as 3 consecutive negative monthly sputum cultures) by Month 6. Clinical
benefit has not yet been established.

Arikayce has only been studied in patients with refractory MAC lung disease defined as
patients who did not achieve negative sputum cultures after a minimum of 6 consecutive
months of a multidrug background regimen therapy. The use of Arikayce is not
recommended for patients with non-refractory MAC lung disease.

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.

e Supply limits may be in place.

4 . References

1. Arikayce [package insert]. Bridgewater, NJ: Insmed; February 2023.
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Griffith DE, Aksamit T, Brown-Elliot BA, et al. An official ATS/IDSA statement: diagnosis,
treatment, and prevention of nontuberculous mycobacterial diseases. Am J Respir Crit
Care Med. 2007;175:367-416.

Haworth CS, Banks J, Capstick T, et al. British thoracic society guidelines for the
management of non-tuberculous mycobacterial pulmonary disease. Thorax. 2017;72:ii1-
ii64.

Griffith DE, Eagle G, Thomson R, et al. Amikacin liposome inhalation suspension for
treatment-refractory lung disease caused by mycobacterium avium complex
(CONVERT): a prospective, open-label, randomized study. Am J Respir Crit Care Med.
2018; Sep 14. doi: 10.1164/rccm.201807-13180C. [Epub ahead of print]

Kasperbauer S, Daley CL. Treatment of Mycobacterium avium complex lung infection in
adults. Bloom A (Ed). UpToDate . Waltham MA: UpToDate Inc. http://www.uptodate.com.
Accessed January 2, 2025.

Winthrop KL, Morimoto K, Castellotti PK, et al. An open-label extension study of
amikacin liposome inhalation suspension (ALIS) for treatment-refractory lung disease
caused by mycobacterium avium complex (MAC). Slides presented at: American College
of Chest Physicians Annual Meeting; October 19-23, 2019; New Orleans, Louisiana.
Daley CL, laccarino Jr JM, Lange C, et al. Treatment of Nontuberculous Mycobacterial
Pulmonary Disease: An Official ATS/ERS/ESCMID/IDSA Clinical Practice Guideline.
Clinical Infectious Diseases. 2020; 71(11):3023.

5. Revision History

Date Notes
2/10/2025 :nnual review with no change to coverage criteria. Updated referenc

Page 138



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Attruby

Optum Rxc

Prior Authorization Guideline

Effective 11.1.2025

Guideline ID

GL-164778

Guideline Name

Attruby

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 3/1/2025

P&T Approval Date: [1/15/2025

P&T Revision Date:

1. Indications

Drug Name: Attruby (acoramidis)

hospitalization.

Transthyretin (ATTR)-mediated amyloidosis with cardiomyopathy (ATTR-CM) Indicated
for the treatment of the cardiomyopathy of wild-type or variant transthyretin-mediated
amyloidosis (ATTR-CM) in adults to reduce cardiovascular death and cardiovascular-related

2 . Criteria

Product Name:Attruby [a]
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Diagnosis Transthyretin (ATTR)-mediated amyloidosis with cardiomyopathy
(ATTR-CM)

Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of transthyretin (ATTR)-mediated amyloidosis with cardiomyopathy (ATTR-CM)

AND

2 - ONE of the following:

2.1 Documentation that the patient has a pathogenic TTR mutation (e.g., V30M)

OR

2.2 Cardiac or noncardiac tissue biopsy demonstrating histologic confirmation of ATTR
amyloid deposits

OR

2.3 ALL of the following:

e Echocardiagram or cardiac magnetic resonance imaging suggestive of amyloidosis

e Radionuclide imaging (99mTc-DPD, 99mTc-PYP, or 99m Tc-HMDP) showing grade 2
or 3 cardiac uptake*

o Absence of light chain amyloidosis

AND

3 - Patient has New York Heart Association (NYHA) Functional Class |, II, or lll heart failure
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AND

4 - Physician attests that the patient has an N-terminal pro-B-type natriuretic peptide (NT-
proBNP) level that, when combined with signs and symptoms, is considered definitive for a
diagnosis of ATTR-CM

AND
5 - ONE of the following:
o History of heart failure, with at least one prior hospitalization for heart failure
e Presence of signs and symptoms of heart failure (e.g., dyspnea, edema)
AND
6 - Prescribed by or in consultation with a cardiologist

AND

7 - Patient is not receiving Attruby in combination with an RNA-targeted therapy for ATTR
amyloidosis [i.e., Amvuttra (vutrisiran), Onpattro (patisiran), Tegsedi (inotersen),
Vyndagel/Vyndamax (tafamadis), or Wainua (eplontersen)]

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.

*May require prior authorization and notification

Product Name:Attruby [a]

Diagnosis Transthyretin (ATTR)-mediated amyloidosis with cardiomyopathy
(ATTR-CM)

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary
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Approval Criteria

1 - Documentation that the patient has experienced a positive clinical response to Attruby
(e.g., improved symptoms, quality of life, slowing of disease progression, decreased
hospitalizations, etc.)

AND

2 - Documentation that patient continues to have New York Heart Association (NYHA)
Functional Class |, Il, or lll heart failure

AND

3 - Prescribed by or in consultation with a cardiologist

AND

4 - Patient is not receiving Attruby in combination with an RNA-targeted therapy for ATTR
amyloidosis [i.e., Amvuttra (vutrisiran), Onpattro (patisiran), Tegsedi (inotersen),
Vyndagel/Vyndamax (tafamadis), or Wainua (eplontersen)]

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:

Attruby is a transthyretin stabilizer indicated for the treatment of the cardiomyopathy of wild-
type or variant transthyretin-mediated amyloidosis (ATTR-CM) in adults to reduce
cardiovascular death and cardiovascular-related hospitalization.
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Additional Clinical Programs:

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. Attruby [package insert]. BridgeBio Pharma, Inc: Palo Alto, CA; November 2024.

2. Fontana, M. Cardiac amyloidosis: Epidemiology, clinical manifestations, and diagnosis.
UpToDate. Dardas, T: UpToDate Inc. https://www.uptodate.com (Accessed on December
2, 2024).

3. Fontana, M. Cardiac amyloidosis: Treatment and prognosis. UpToDate. Dardas, T:
UpToDate Inc. https://www.uptodate.com (Accessed on December 2, 2024).

4. Ruberg FL, Maurer MS. Cardiac Amyloidosis Due to Transthyretin Protein: A Review.
JAMA 2024; 331:778.

5. Kittleson, M, Ruberg, F. et al. 2023 ACC Expert Consensus Decision Pathway on
Comprehensive Multidisciplinary Care for the Patient With Cardiac Amyloidosis: A Report
of the American College of Cardiology Solution Set Oversight Committee. JACC. 2023
Mar, 81 (11) 1076—-1126.

5. Revision History

Date Notes

2/5/2025 New Program. Updating spelling
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Austedo, Austedo XR

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232244

Guideline Name Austedo, Austedo XR

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 6/1/2025
P&T Approval Date: |8/14/2020

P&T Revision Date:  [02/19/2021 ; 02/18/2022 ; 02/17/2023 ; 06/21/2023 ; 04/17/2024 ;
4/16/2025

1. Indications
Drug Name: Austedo (deutetrabenazine) or Austedo® XR (deutetrabenazine)

Chorea associated with Huntington's disease Indicated for the treatment of chorea
associated with Huntington'’s disease.

Tardive dyskinesia Indicated for the treatment of adults with tardive dyskinesia.

2 . Criteria

Product Name:Austedo, Austedo XR [a]
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Diagnosis Tardive Dyskinesia
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe tardive dyskinesia

AND

2 - ONE of the following:

o Patient has persistent symptoms of tardive dyskinesia despite a trial of dose reduction,
tapering, or discontinuation of the offending medication

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

AND

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

e Neurologist
e Psychiatrist

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:Austedo, Austedo XR [a]

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

1 - Documentation of positive clinical response to therapy

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:Austedo, Austedo XR [a]

Diagnosis Chorea associated with Huntington's disease
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chorea associated with Huntington's disease

AND

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

e Neurologist
e Psychiatrist

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:Austedo, Austedo XR [a]

Diagnosis Chorea associated with Huntington's disease

Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

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:

Austedo and Austedo XR are a vesicular monoamine transporter 2 (VMATZ2) inhibitor
indicated in adults for the treatment of chorea associated with Huntington's disease and for
the treatment of tardive dyskinesia.

Additional Clinical Rules:

o 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. Austedo — Austedo XR [package insert]. Parsippany, NJ: Teva Pharmaceuticals Inc.
February 2025.

5. Revision History
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Date Notes

4/4/2025 Annual review with no change to clinical criteria. References updated
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Azole Antifungals

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-155304
Guideline Name Azole Antifungals
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 1/1/2025

P&T Approval Date: 10/1/2024
P&T Revision Date:

1. Indications
Drug Name: Cresemba (isavuconazonium)

Invasive aspergillosis and invasive mucormycosis Indicated for the treatment of invasive
aspergillosis and invasive mucormycosis and for patients 6 years of age and older who weigh
16 kg and greater.

2 . Criteria

Product Name:Cresemba [a]

Approval Length 3 month(s)

Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

o Diagnosis of invasive aspergillosis
o History of failure, contraindication, or intolerance to voriconazole (generic Vfend) as

confirmed by claims history or submission of medical records

OR

2 - Diagnosis of invasive mucormycosis

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:

Cresemba (isavuconazonium) is indicated for the treatment of invasive aspergillosis and
invasive mucormycosis and for patients 6 years of age and older who weigh 16 kg and
greater, for the treatment of invasive mucormycosis and invasive aspergillosis.

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.

e Supply limits may be in place

4 . References
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Cresemba [package insert]. Northbrook, IL: Astellas Pharma US, Inc.; December 2023.
Patterson TF, Thompson GR, Denning DW, et al. Practice Guidelines for the Diagnosis
and Management of Aspergillosis: 2016 Update by the Infectious Diseases Society of
America. Clin Infect Dis. 2016;63(4):1-60.

N —

5. Revision History

Date Notes

Policy reviewed and approved for application to UnitedHealthcare Val
9/19/2024 ue & Balance Exchange for 1/2025 implementation for Cresemba onl

Y.
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Belbuca_Butrans

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-375637
Guideline Name Belbuca_Butrans
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

P&T Approval Date: 12/16/2020

P&T Revision Date:  [05/21/2021 ; 09/15/2021 ; 12/14/2022 ; 10/18/2023 ; 10/01/2024 ;
12/18/2024 ; 9/25/2025

1. Indications

Drug Name: Belbuca (buprenorphine) buccal film, Butrans (buprenorphine)
transdermal patch

Pain Indicated for the management of pain severe enough to require daily, around-the-clock,
long-term opioid treatment for which alternative treatment options are inadequate.

2 . Criteria

Product Name:Belbuca, Brand Butrans, generic buprenorphine [a]

Diagnosis Cancer/Sickle Cell/Hospice/End of Life related pain

Approval Length 12 month(s)
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Guideline Type Prior Authorization

Approval Criteria

1 - The patient is being treated for cancer-related pain (i.e., patients undergoing active cancer
treatment; or cancer survivors with chronic pain who have completed cancer treatment, are in
clinical remission, or are under cancer surveillance). Sickle Cell Disease related pain, hospice
or end of life related pain

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.

If the member is currently taking the requested long-acting opioid for a
t least 30 days and does not meet the medical necessity authorization
criteria requirements for treatment with an opioid, a denial should be i
ssued and a maximum 60-day authorization may be authorized one ti

me for the requested drug/strength combination up to the requested q
uantity for transition to an alternative treatment.

Product Name:Belbuca, Brand Butrans, generic buprenorphine [a]

Diagnosis Nqn-cancer pain/Non-sickle cell/Non-hospice/Non-end of life care
pain

Approval Length 6 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Prescriber attests to BOTH of the following:
e Patient has been screened for substance abuse/opioid dependence

o Pain is moderate to severe and expected to persist for an extended period of time
(chronic)

AND

2 - Treatment goals are defined and include estimated duration of treatment (must document
treatment goals)
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AND

3 - Patient has been screened for underlying depression and/or anxiety. If applicable, any
underlying conditions have been or will be addressed

AND

4 - ONE of the following:

e The patient has a history of failure, contraindication or intolerance to a trial of tramadol
IR, unless the patient is already receiving chronic opioid therapy prior to surgery for
postoperative pain, or if the postoperative pain is expected to be moderate to severe
and persist for an extended period of time

o Patient is new to plan and currently established on Belbuca or Butrans for at least the
past 30 days

AND

5 - If the request for neuropathic pain (examples of neuropathic pain include neuralgias or
neuropathies), ONE of the following:

5.1 BOTH of the following:

e Unless itis contraindicated, the patient has not exhibited an adequate response to 8
weeks of treatment with gabapentin titrated to a therapeutic dose. (Document date of
trial)

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

OR

5.2 The patient is new to the plan and is currently established on the requested long-acting
opioid therapy for at least the past 30 days

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.

If the member is currently taking the requested long-acting opioid for a
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t least 30 days and does not meet the medical necessity authorization
criteria requirements for treatment with an opioid, a denial should be i
ssued and a maximum 60-day authorization may be authorized one ti
me for the requested drug/strength combination up to the requested q
uantity for transition to an alternative treatment.

Product Name:Belbuca, Brand Butrans, generic buprenorphine [a]

Diagnosis Nqn-cancer pain/Non-sickle cell/Non-hospice/Non-end of life care
pain

Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documented meaningful improvement in pain and function when assessed against
treatment goals (Document improvement in function or pain score improvement).

AND

2 - Document rationale for not tapering or discontinuing opioid if treatment goals are not being
met

AND

3 - Prescriber attest to BOTH of the following:

o Patient has been screened for substance abuse/opioid dependence
o Pain is moderate to severe and expected to persist for an extended period of time
(chronic)

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.

If the member is currently taking the requested long-acting opioid for a
t least 30 days and does not meet the medical necessity authorization
criteria requirements for treatment with an opioid, a denial should be i
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ssued and a maximum 60-day authorization may be authorized one ti
me for the requested drug/strength combination up to the requested q
uantity for transition to an alternative treatment.

3. Background

Benefit/Coverage/Program Information

Additional Clinical Rules:

e Supply limits may be in place.

» 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.

Background:

Buprenorphine is a partial opioid agonist. Belbuca and Butrans are buprenorphine products
indicated for the management of pain severe enough to require daily, around-the-clock, long-
term opioid treatment for which alternative treatment options are inadequate. Similar to other
long-acting opioids, the use of Butrans and Belbuca should be reserved for use in patients
for whom alternative treatment options (e.g. non-opioid analgesics or immediate-release
opioids) are ineffective, not tolerated, or inadequate to provide sufficient management of
pain. Belbuca and Butrans are not indicated as as-needed (prn) analgesics.

UnitedHealthcare employs opioid safety edits at point-of-sale (POS) to prompt prescribers
and pharmacists to conduct additional safety reviews to determine if the member’s opioid
use is appropriate and medically necessary. Development of opioid safety edit specifications,
to include cumulative MME thresholds, are determined by the plan taking into consideration
clinical guidelines, regulatory/state requirements, utilization and P&T Committee feedback.

4 . References

1. Belbuca [package insert]. Raleigh, NC: BioDelivery Sciences International, Inc.;
December 2023.
2. Butrans [package insert]. Stamford, CT: Purdue Pharma L.P.; December 2023.
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Franklin GM. Opioids for chronic noncancer pain. A position paper of the American
Academy of Neurology. Neurology. 2014;83:1277-1284.

Rosenquist, R. Use of opioids in the management of chronic pain in adults. UptoDate.
October 2024. https://www.uptodate.com/contents/use-of-opioids-in-the-management-of-
chronic-pain-in-
adults?search=overview%200f%20the%20treatment%200f%20chronic%20pain&source
=search_result&selectedTitle=3%7E150&usage_type=default&display_rank=3Argoff CE,
Silvershein DI. A Comparison of Long- and Short-Acting Opioids for the Treatment of
Chronic Noncancer Pain: Tailoring Therapy to Meet Patient Needs. Mayo Clin Proc.
2009;84(7):602-612.

Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic
Pain—United States, 2016. JAMA. Published online March 15, 2016. Spatar, SB.
Standardizing the use of mental health screening instruments in patients with pain. Fed
Pract. 2019 Oct; 36 (Suppl 6): S28-S30

Sullivan MD. Depression effects on long-term prescription opioid use, abuse, and
addiction. Clin J Pain. 2018 Sep;34(9):878-884.

5. Revision History

Date Notes
8/30/2025 Added bypass to neuropathic pain medication step therapy for patien
ts who are new to plan.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-332216

Guideline Name

Benlysta

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 9/1/2025

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

P&T Revision Date:

04/20/2022 ; 07/20/2022 ; 07/19/2023 ; 08/18/2023 ; 07/17/2024 ;
7/16/2025

Note:

*This program applies to the subcutaneous formulation of belimumab

1. Indications

Drug Name: Benlysta (belimumab)

Systemic Lupus Erythematosus (SLE) Indicated for the treatment of patients aged 5 years
and older with active systemic lupus erythematosus (SLE) who are receiving standard

therapy.

Lupus Nephritis Indicated for the treatment of patients aged 5 years and older with active
lupus nephritis who are receiving standard therapy.
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2 . Criteria

Product Name:Benlysta [a]

Diagnosis Systemic Lupus Erythematosus
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of systemic lupus erythematosus

AND

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

AND

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

AND

4 - Patient is not receiving Benlysta in combination with ANY of the following:

e Targeted Immunomodulator [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Kineret (anakinra)]

e Lupkynis (voclosporin)

e Saphnelo (anifrolumab-fnia)

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:Benlysta [a]

Diagnosis

Systemic Lupus Erythematosus

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Benlysta therapy

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

e Targeted Immunomodulator [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Kineret (anakinra)]

e Lupkynis (voclosporin)

e Saphnelo (anifrolumab-fnia)

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:Benlysta [a]

Diagnosis

Active Lupus Nephritis

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Diagnosis of active lupus nephritis

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

methotrexate]

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

4 - Patient is not receiving Benlysta in combination with ANY of the following:

e Targeted Immunomodulator [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Kineret (anakinra)]

e Lupkynis (voclosporin)

e Saphnelo (anifrolumab-fnia)

AND

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:Benlysta [a]

Diagnosis

Active Lupus Nephritis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Benlysta therapy
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AND

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

e Targeted Immunomodulator [e.g., Enbrel (etanercept), Humira (adalimumab), Cimzia
(certolizumab), Kineret (anakinra)]

e Lupkynis (voclosporin)

e Saphnelo (anifrolumab-fnia)

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:

Benlysta is a B-lymphocyte stimulator (BLyS)-specific inhibitor indicated for the treatment of
patients aged 5 years and older with active systemic lupus erythematosus (SLE) who are
receiving standard therapy and in patients aged 5 years and older with active lupus nephritis
who are receiving standard therapy.

Limitations of Use: The efficacy of Benlysta has not been evaluated in patients with severe
active central nervous system lupus. Use of Benlysta is not recommended in this situation.

This program applies to the subcutaneous formulation of belimumab.

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.
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4 . References

1. Benlysta [package insert]. Durham, NC: GlaxoSmithKline; June 2024.

5. Revision History

Date Notes

Annual review with no changes to coverage criteria. Updated referen
ce.

7/16/2025
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Berinert

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-144850

Guideline Name Berinert

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 6/1/2024

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

P&T Revision Date:  [02/19/2021 ; 07/21/2021 ; 09/15/2021 ; 04/20/2022 ; 08/19/2022 ;
04/19/2023 ; 08/18/2023 ; 4/17/2024

1. Indications
Drug Name: Berinert (C1 esterase inhibitor, human)

Hereditary angioedema (HAE) Indicated for the treatment of acute abdominal, facial, or
laryngeal hereditary angioedema (HAE) attacks in adult and pediatric patients. The safety and
efficacy of Berinert for prophylactic therapy have not been established. [1]

2 . Criteria

Product Name:Berinert [a]

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:

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

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

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

o Confirmed presence of variant(s) in the gene(s) for factor XIlI, angiopoietin-1,
plasminogen-1, kininogen-1, myoferlin, or heparan sulfate-glucosamine 3-O-
sulfotransferase 6

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

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
unknown background de-novo mutation(s) (i.e., no family history) (HAE-unknown)

AND

2 - BOTH of the following:

e Prescribed for the acute treatment of HAE attacks
e Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Firazyr, Ruconest)

AND

3 - Submission of medical records documenting a history of failure, contraindication, or
intolerance to ONE of the following:

e icatibant acetate (generic Firazyr)
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e Sajazir (icatibant acetate)

AND
4 - Prescribed by ONE of the following:
e Immunologist
o Allergist
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:Berinert [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Berinert therapy
AND
2 - BOTH of the following:
e Prescribed for the acute treatment of HAE attacks

e Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Firazyr, Ruconest)

AND

3 - Prescribed by ONE of the following:

e Immunologist
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e Allergist

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:

Berinert is a plasma-derived C1 esterase inhibitor (human) indicated for the treatment of
acute abdominal, facial, or laryngeal hereditary angioedema (HAE) attacks in adult and
pediatric patients. The safety and efficacy of Berinert for prophylactic therapy has not been
established. [1]

Additional Clinical Programs:

» 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. Berinert [package insert]. Kankakee, IL: CSL Behring LLC; September 2021.

2. Maurer M, Magerl M, Ansotegui I, et al. The international WAO/EAACI guideline for the
management of hereditary angioedema-The 2017 revision and update. Allergy. 2018 Jan
10.

3. Wu, E. Hereditary angioedema with normal C1 inhibitor. In: UpToDate, Saini, S (Ed),
UpToDate, Waltham, MA, 2024.

4. Busse, P, Christiansen, S., Riedl, M., et. al. “US HAEA Medical Advisory Board 2020
Guidelines for the Management of Hereditary Angioedema.” The Journal of Allergy and
Clinical Immunology. 2020 September 05.
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5. Maurer M, Magerl M, Betschel S, et al. The international WAO/EAACI guideline for the
management of hereditary angioedema-The 2021 revision and update. Allergy.
2022;77(7):1961-1990. doi:10.1111/all.15214

5. Revision History

Date Notes

Annual review with update to examples of genetic variant(s) and diag
3/26/2024 nostic criteria with normal C1 inhibitor levels. Updated language for r
eauthorization criteria.
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Besremi

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-156414

Guideline Name Besremi

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 12/1/2024

P&T Approval Date:  [10/18/2023
P&T Revision Date: 10/16/2024

1. Indications
Drug Name: Besremi (ropeginterferon alfa-2b-njft)

Polycythemia Vera Besremi (ropeginterferon alfa-2b-njft) is an interferon alfa-2b indicated for
the treatment of adults with polycythemia vera. [2]

2 . Criteria

Product Name:Besremi [a]

Diagnosis Polycythemia Vera [a]

Approval Length 12 month(s)
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Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of polycythemia vera

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:Besremi

Diagnosis

NCCN Recommended Regimens [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Besremi 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:Besremi

Diagnosis

NCCN Recommended Regimens [a]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Documentation of positive clinical response to therapy

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:

Besremi (ropeginterferon alfa-2b-njft) is an interferon alfa-2b indicated for the treatment of
adults with polycythemia vera.?

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 and/or Step Therapy may be in place.

4 . References

1. The NCCN Drugs and Biologics Compendium (NCCN Compendium ™). Accessed
September 6, 2024 at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp

2. Besremi [package insert]. Burlington, MA: PharmaEssentia; April 2024.

5. Revision History

Date Notes
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9/27/2024

Annual review without changes to criteria. Updated references.
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Bonsity, Forteo

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-312208

Guideline Name Bonsity, Forteo

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 9/1/2025
P&T Approval Date: [1/20/2021

P&T Revision Date:  [03/17/2021 ; 03/17/2021 ; 10/20/2021 ; 01/19/2022 ; 01/18/2023 ;
02/17/2023 ; 10/18/2023 ; 11/17/2023 ; 10/16/2024 ; 10/16/2024 ;
7/24/2025

1. Indications

Drug Name: Bonsity (teriparatide), Forteo (teriparatide) and Teriparatide Injection
(teriparatide)

Postmenopausal patients with osteoporosis at high risk of fracture Indicated for the
treatment of postmenopausal patients with osteoporosis who are at high risk for fracture,
defined as a history of osteoporotic fracture, multiple risk factors for fracture, or patients who
have failed or are intolerant to other available osteoporosis therapy.

Increase of bone mass in men with primary or hypogonadal osteoporosis at high risk
for fracture Indicated to increase bone mass in patients with primary or hypogonadal
osteoporosis at high risk for fracture, defined as a history of osteoporotic fracture, multiple risk
factors for fracture, or patients who have failed or are intolerant to other available
osteoporosis therapy.

Glucocorticoid-induced osteoporosis at high risk for fracture Indicated for the treatment
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of patients with osteoporosis associated with sustained systemic glucocorticoid therapy (daily
dosage equivalent to 5 mg or greater of prednisone) at high risk for fracture, defined as a
history of osteoporotic fracture, multiple risk factors for fracture, or patients who have failed or
are intolerant to other available osteoporosis therapy.

2 . Criteria

Product Name:Bonsity, Brand Forteo, generic teriparatide Injection [a]

Diagnosis Osteoporosis
Approval Length 24 month(s)
Therapy Stage Initial Authorization
Guideline Type Non Formulary

Approval Criteria
1 - ONE of the following diagnoses:

1.1 BOTH of the following:

o Patient is female
o Diagnosis of postmenopausal osteoporosis

OR
1.2 BOTH of the following:
o Patientis male
o Diagnosis of osteoporosis
AND

2 - ONE of the following:

o Patient is at high risk of fracture [e.g., recent fracture (e.g., within the past 12 months),
fractures while on approved osteoporosis therapy, multiple fractures, fractures while on
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drugs causing skeletal harm (e.g., long-term glucocorticoids), very low T-score (e.qg.,
less than —3.0), high risk for falls or history of injurious falls, and very high fracture
probability by FRAX® (fracture risk assessment tool) (e.g., major osteoporosis fracture
is greater than 30%, hip fracture is greater than 4.5%)]

o Patient has a history of failure, intolerance or contraindication to other available
osteoporosis therapy (e.g., alendronate, denosumab, risedronate, zoledronate)

AND

3 - ONE of the following:

3.1 Treatment duration has not exceeded a total of 24 months of cumulative use of
parathyroid hormone analogs (e.g., Bonsity, Teriparatide Injection, Forteo, Tymlos)

OR

3.2 BOTH of the following:

e Patient is currently or has previously been treated with parathyroid hormone analogs
(e.g., Bonsity, Teriparatide Injection, Forteo, Tymlos)

e The prescriber attests that the patient remains at or has returned to having a high risk
for fracture

AND

4 - Patient has a history of failure, intolerance or contraindication to Tymlos

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:Bonsity, Brand Forteo, generic teriparatide Injection [a]

Diagnosis Osteoporosis
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary
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Approval Criteria
1 - Treatment duration of parathyroid hormones (e.g., Bonsity, Teriparatide injection, Forteo,
Tymlos) has not exceeded a total of 24 months during the patient’s lifetime

OR

2 - Patient remains at or has returned to having a high risk for fracture despite a total of 24
months of use of parathyroid hormones (e.g., Bonsity, Teriparatide injection, Forteo, Tymlos)

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:Bonsity, Brand Forteo, generic teriparatide Injection [a]

Diagnosis Osteoporosis Associated with Sustained Systemic Glucocorticoid
Therapy

Approval Length 24 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of glucocorticoid-induced osteoporosis

AND

2 - History of prednisone or its equivalent at a dose greater than or equal to 5 mg/day

AND

3 - ONE of the following:
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o Patient is at high risk of fracture [e.g., recent fracture (e.g., within the past 12 months),
fractures while on approved osteoporosis therapy, multiple fractures, fractures while on
drugs causing skeletal harm (e.g., long-term glucocorticoids), very low T-score (e.qg.,
less than —3.0), high risk for falls or history of injurious falls, and very high fracture
probability by FRAX® (fracture risk assessment tool) (e.g., major osteoporosis fracture
>30%, hip fracture >4.5%)]

o Patient has a history of failure, intolerance or contraindication to other available
osteoporosis therapy (e.g., alendronate, denosumab, risedronate, zoledronate)

AND

4 - ONE of the following:
4.1 Treatment duration has not exceeded a total of 24 months of cumulative use of
parathyroid hormone analogs (e.g., Bonsity, Teriparatide Injection, Forteo, Tymlos)

OR

4.2 BOTH of the following:

o Patient is currently or has previously been treated with parathyroid hormone analogs
(e.g., Bonsity, Teriparatide Injection, Forteo, Tymlos)

e The prescriber attests that the patient remains at or has returned to having a high risk
for fracture

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:Bonsity, Brand Forteo, generic teriparatide Injection [a]

Diagnosis Osteoporosis Associated with Sustained Systemic Glucocorticoid
Therapy

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary
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Approval Criteria
1 - Treatment duration of parathyroid hormones (e.g., Bonsity, Teriparatide injection, Forteo,
Tymlos) has not exceeded a total of 24 months during the patient’s lifetime

OR

2 - Patient remains at or has returned to having a high risk for fracture despite a total of 24
months of use of parathyroid hormones (e.g., Bonsity, Teriparatide injection, Forteo, Tymlos)

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:

Bonsity (teriparatide), Forteo (teriparatide) and Teriparatide Injection (teriparatide) are
recombinant human parathyroid hormone with three FDA approved indications:'5

Treatment of postmenopausal patients with osteoporosis at high risk of fracture

Bonsity, Forteo and Teriparatide Injection are indicated for the treatment of postmenopausal
patients with osteoporosis who are at high risk for fracture, defined as a history of
osteoporotic fracture, multiple risk factors for fracture, or patients who have failed or are
intolerant to other available osteoporosis therapy.

Increase of bone mass in men with primary or hypogonadal osteoporosis at high risk
for fracture:

Bonsity, Forteo and Teriparatide Injection are indicated to increase bone mass in patients
with primary or hypogonadal osteoporosis at high risk for fracture, defined as a history of
osteoporotic fracture, multiple risk factors for fracture, or patients who have failed or are
intolerant to other available osteoporosis therapy.

Treatment of patients with glucocorticoid-induced osteoporosis at high risk for
fracture:
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Bonsity, Forteo and Teriparatide Injection are indicated for the treatment of patients with
osteoporosis associated with sustained systemic glucocorticoid therapy (daily dosage
equivalent to 5 mg or greater of prednisone) at high risk for fracture, defined as a history of
osteoporotic fracture, multiple risk factors for fracture, or patients who have failed or are
intolerant to other available osteoporosis therapy.

Bonsity, Forteo and Teriparatide Injection for more than 2 years during a patient’s lifetime
should only be considered if a patient remains at or has returned to having a high risk for
fracture.’-25

The American Association of Clinical Endocrinologists/American College of Endocrinology
(AACE/ACE) recommend the use of teriparatide be considered for patients unable to use
oral therapy and as initial therapy for patients at very high fracture risk defined as the
following: patients with a recent fracture (e.g., within the past 12 months), fractures while on
approved osteoporosis therapy, multiple fractures, fractures while on drugs causing skeletal
harm (e.g., long-term glucocorticoids), very low T-score (e.g., less than —3.0), high risk for
falls or history of injurious falls, and very high fracture probability by FRAX® (fracture risk
assessment tool) (e.g., major osteoporosis fracture >30%, hip fracture >4.5%) or other
validated fracture risk algorithm to be at very high fracture risk.2 Additionally, the AACE/ACE
and Endocrine Society both recommend to limit treatment with teriparatide to 2 years.34

Coverage will be provided for members who meet the above criteria.

Additional Clinical Rules:

o 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.

4 . References

1. Forteo [package insert]. Indianapolis, IN: Eli Lilly, Inc.; July 2024.

2. Teriparatide Injection [package insert]. Morristown, NJ: Alvogen, Inc.; November 2023.

3. American Association of Clinical Endocrinologists/American College of Endocrinology
Clinical Practice Guidelines for the Diagnosis and Treatment of Postmenopausal
Osteoporosis — 2020 Update. Endocr Pract. 2020;26(Supp1): 1-46. doi:10.4158/GL-
2020-0524SUPPL

4. Shoback D, Rosen CJ, Black DM, Cheung AM, Murad MH, Eastell R. Pharmacological
Management of Osteoporosis in Postmenopausal Women: An Endocrine Society
Guideline Update. J Clin Endocrinol Metab. 2020 Mar 1;105(3):dgaa048.

5. Bonsity [package insert]. Morristown, NJ: Alvogen, Inc.; December 2024.
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5. Revision History

Date Notes

6/27/2025 Added Bonsity to policy.
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Bosulif

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164966

Guideline Name Bosulif

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 4/1/2025

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

P&T Revision Date:  [02/19/2021 ; 09/15/2021 ; 02/18/2022 ; 02/17/2023 ; 02/16/2024 ;
2/20/2025

1. Indications
Drug Name: Bosulif (bosutinib)

Philadelphia-positive chronic myelogenous leukemia (Ph+CML) Inhibitor indicated for the
treatment of adult and pediatric patients 1 year of age and older with chronic phase
Philadelphia-positive chronic myelogenous leukemia (Ph+ CML), newly diagnosed or resistant
or intolerant to prior therapy. Bosulif is also indicated for the treatment of adult patients with
accelerated, or blast phase Ph+ CML with resistance or intolerance to prior therapy.

2 . Criteria

Product Name:Bosulif [a]
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Diagnosis Chronic Myelogenous/Myeloid Leukemia
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic myeloid leukemia

AND

2 - ONE of the following:

2.1 Patient is not a candidate for imatinib as attested by physician

OR

2.2 Patient is currently on Bosulif 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:Bosulif [a]

Diagnosis Chronic Myelogenous/Myeloid Leukemia
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 Bosulif 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.

Product Name:Bosulif [a]

Diagnosis

Philadelphia Chromosome-Positive Acute Lymphoblastic Leukemia

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Philadelphia chromosome-positive acute lymphoblastic leukemia

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:Bosulif [a]

Diagnosis

Philadelphia Chromosome-Positive Acute Lymphoblastic Leukemia

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 Bosulif 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:Bosulif [a]
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Diagnosis

Myeloid/Lymphoid Neoplasms

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis myeloid/lymphoid neoplasms with eosinophilia

2 - Presence of ABL1 rearrangement

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:Bosulif [a]

Diagnosis

Myeloid/Lymphoid 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 Bosulif 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:Bosulif [a]

Diagnosis

NCCN Recommended Regimens
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Bosulif 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:Bosulif [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 Bosulif 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:
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Bosulif (bosutinib) is a kinase inhibitor indicated for the treatment of adult and pediatric
patients 1 year of age and older with chronic phase Philadelphia-positive chronic
myelogenous leukemia (Ph+ CML), newly diagnosed or resistant or intolerant to prior
therapy. Bosulif is also indicated for the treatment of adult patients with accelerated, or blast
phase Ph+ CML with resistance or intolerance to prior therapy. [1]

The National Comprehensive Cancer Network (NCCN) recommends use of Bosulif in follow-
up therapy in CML after primary treatment with asciminib, imatinib, dasatinib, or nilotinib.
NCCN also recommends Bosulif as primary treatment of CML in accelerated phase as a
single agent, in combination with induction chemotherapy for lymphoid blast phase or
myeloid blast phase, in combination with steroids for CML in lymphoid blast phase if not a
candidate for induction chemotherapy, for CML in myeloid blast phase as a single agent if not
a candidate for induction chemotherapy, as maintenance therapy with consolidation
chemotherapy for non-candidates for allogeneic hematopoietic stem cell transplant (HCT) in
remission for BP-CML, for CML patients that are post-transplant experiencing a cytogenic or
molecular relapse, for Philadelphia-positive acute lymphoblastic leukemia, and for treatment
of myeloid/lymphoid neoplasms with eosinophilia and tyrosine kinase fusion genes. [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.

e Supply limits may be in place.

4 . References

1. Bosulif [package insert]. New York, NY: Pfizer, Inc. December 2024.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
https://www.nccn.org. Accessed on December 20, 2024.

5. Revision History

Date Notes
2/10/2025 Annual review with no changes to coverage criteria. Updated backgr
ound and references.
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Brexafemme

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-121105
Guideline Name Brexafemme
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 4/1/2023

P&T Approval Date: |8/19/2022
P&T Revision Date: 2/17/2023

1. Indications
Drug Name: Brexafemme (ibrexafungerp)

Vulvovaginal candidiasis Indicated for the treatment of adult and post-menarchal pediatric
females with vulvovaginal candidiasis (VVC).

2 . Criteria

Product Name:Brexafemme [a]

Diagnosis Treatment of Vulvovaginal candidiasis (VVC)
Approval Length 3 month(s)

Guideline Type Non Formulary
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Approval Criteria

1 - Diagnosis of vulvovaginal candidiasis (VVC)

AND

2 - One of the following:

2.1 Confirmed azole resistance demonstrated by culture and susceptibility testing

OR

2.2 Both of the following:

e Other causes (including but not limited to bacterial vaginosis or trichomoniasis) have
been ruled out

e Failure of a 7-day course of oral fluconazole therapy defined as 100-mg, 150-mg, or
200-mg taken orally every third day for a total of 3 doses [days 1, 4, and 7] for the
current episode of VVC

AND

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

e Infectious disease physician
e Obstetrician/Gynecologist

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:Brexafemme [a]

Diagnosis Recurrent vulvovaginal candidiasis (RVVC)
Approval Length 6 month(s)
Guideline Type Non Formulary

Page 188



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Approval Criteria

1 - Diagnosis of recurrent vulvovaginal candidiasis (RVVC)

AND

2 - One of the following:

2.1 Confirmed azole resistance demonstrated by culture and susceptibility testing

OR

2.2 Both of the following:
e Other causes (including but not limited to bacterial vaginosis or trichomoniasis) have
been ruled out

e Failure of a maintenance course of oral fluconazole defined as 100-mg, 150-mg, or
200-mg taken weekly for 6 months

AND

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

e Infectious disease physician
o Obstetrician/Gynecologist

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
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Background:

Brexafemme (ibrexafungerp) is indicated for the treatment of adult and post-menarchal
pediatric females with vulvovaginal candidiasis (VVC).

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.

e Supply limits may be in place

4 . References

Brexafemme [package insert]. Jersey City, NJ: Scynexis, Inc; November 2022.

2. Sexually Transmitted Infections Treatment Guidelines, 2021. Vulvovaginal Candidiasis
(VVC). Centers for Disease Control and Prevention. https://www.cdc.gov/std/treatment-
guidelines/candidiasis.htm. Accessed September 2021.

BN

5. Revision History

Date Notes

2/22/2023 Annual review. Added the new indication for RVVC.
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Brukinsa

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-412188

Guideline Name Brukinsa

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/15/2025

P&T Approval Date: [5/16/2025
P&T Revision Date: 07/16/2025

1. Indications
Drug Name: Brukinsa (zanubrutinib)

Mantle Cell Lymphoma Indicated for the treatment of adult patients with mantle cell
lymphoma (MCL) who have received at least one prior therapy.

Waldenstrom's Macroglobulinemia Indicated for the treatment of adult patients with
Waldenstrom's macroglobulinemia (WM)

Marginal Zone Lymphoma Indicated for the treatment of adult patients with relapsed or
refractory marginal zone lymphoma (MZL) who have received at least one anti-CD20-based
regimen.

Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma Indicated for the
treatment of adult patients with chronic lymphocytic leukemia (CLL) or small lymphocytic
lymphoma (SLL)

Follicular Lymphoma Indicated for the treatment of adult patients with relapsed or refractory
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follicular lymphoma (FL), in combination with obinutuzumab, after two or more lines of
systemic therapy.

2 . Criteria

Product Name:Brukinsa [a]

Diagnosis B-Cell Lymphomas
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - ALL of the following:

Diagnosis of follicular lymphoma (FL)

Disease is relapsed or refractory

Patient has received at least two or more lines of systemic therapy
Brukinsa will be used in combination with obinutuzumab

OR

2 - ALL of the following:
2.1 Diagnosis of ONE of the following:
e Extranodal marginal zone lymphoma (EMZL) of the stomach

o Extranodal marginal zone lymphoma of nongastric sites (noncutaneous)
e Nodal marginal zone lymphoma

AND

2.2 Disease is relapsed, refractory, or progressive

Page 192




2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

AND

2.3 Patient has received at least one anti-CD20-based regimen (e.g., rituximab,
obinutuzumab)

OR

3 - ALL of the following:

e Diagnosis of splenic marginal zone lymphoma

e Disease is relapsed or refractory

o Patient has received at least one anti-CD20-based regimen (e.g., rituximab,
obinutuzumab)

OR

4 - Diagnosis of mantle cell ymphoma (MCL)

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:Brukinsa [a]

Diagnosis B-Cell 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 Brukinsa 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.
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Product Name:Brukinsa [a]

Diagnosis

Waldenstrom’s Macroglobulinemia (WM)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Waldenstrdm’s macroglobulinemia (WM)

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:Brukinsa [a]

Diagnosis

Waldenstrom’s Macroglobulinemia (WM)

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 Brukinsa 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:Brukinsa [a]

Diagnosis

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma
(CLL/SLL)

Approval Length

12 month(s)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma (CLL/SLL)

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:Brukinsa [a]

Diagnosis

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma
(CLL/SLL)

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 Brukinsa 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:Brukinsa [a]

Diagnosis

Hairy Cell Leukemia

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Diagnosis of hairy cell leukemia

2 - Disease is relapsed, refractory, or progressive

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:Brukinsa [a]

Diagnosis

Hairy Cell Leukemia

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 Brukinsa 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:Brukinsa [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Brukinsa 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:Brukinsa [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 Brukinsa 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:

Brukinsa (zanubrutinib) is a kinase inhibitor indicated for the treatment of patients
with mantle cell ymphoma (MCL) who have received at least one prior therapy,
relapsed or refractory marginal zone lymphoma (MZL) who have received at least
one anti-CD20-based regimen, and relapsed or refractory follicular lymphoma (FL), in
combination with obinutuzumab, after two or more lines of systemic therapy. These
indications are approved under accelerated approval based on overall response rate.
Continued approval for these indications may be contingent upon verification and
description of clinical benefit in a confirmatory trial. Brukinsa is also indicated for the
treatment of Waldenstrdm’s macroglobulinemia (WM) and chronic lymphocytic
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leukemia (CLL) or small lymphocytic lymphoma (SLL).

NCCN recommends Brukinsa for relapsed/refractory hairy cell leukemia and as
second-line and subsequent therapy for extranodal marginal zone lymphoma (EMZL)
of the stomach, extranodal marginal zone lymphoma of nongastric sites
(noncutaneous), nodal marginal zone, and splenic marginal zone lymphoma
lymphomas.

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. Brukinsa® [package insert]. Pennington, NJ: BeOne Medicines USA, Inc; June 2025.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium ®). Available at
NCCN Drugs and Biologics Compendium®. Accessed June 3, 2025.

5. Revision History

Date Notes

10/5/2025 Added new strength of Brukinsa
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Buphenyl, Olpruva, Pheburane

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164967

Guideline Name Buphenyl, Olpruva, Pheburane

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 4/1/2025

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

P&T Revision Date:  [09/15/2021 ; 10/19/2022 ; 12/14/2022 ; 12/13/2023 ; 02/16/2024 ;
2/20/2025

1. Indications
Drug Name: Sodium Phenylbutyrate

Urea cycle disorders Indicated as adjunctive therapy in the chronic management of patients
with urea cycle disorders involving deficiencies of carbamylphosphate synthetase (CPS),
ornithine transcarbamylase (OTC), or argininosuccinic acid synthetase (AS).

Neonatal-onset deficiency Indicated in all patients with neonatal-onset deficiency (complete
enzymatic deficiency, presenting within the first 28 days of life).

Late-onset disease (partial enzymatic deficiency, presenting after the first month of life)
Indicated in patients with late-onset disease (partial enzymatic deficiency, presenting after the
first month of life) who have a history of hyperammonemic encephalopathy.
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2 . Criteria

Product Name:Brand Buphenyl, generic sodium phenylbutyrate, Olpruva, Pheburane [a]

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

Approval Criteria

1 - Diagnosis of urea cycle disorders (UCDs)

AND

2 - Will be used concomitantly with dietary protein restriction and, in some cases, dietary
supplements (e.g., essential amino acids, arginine, citrulline, protein-free calorie supplements)

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 Buphenyl, generic sodium phenylbutyrate, Olpruva, Pheburane [a]

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

Approval Criteria

1 - Documentation of positive clinical response to sodium phenylbutyrate therapy

AND

2 - Patient is actively on dietary protein restriction and, in some cases, dietary supplements
(e.g., essential amino acids, arginine, citrulline, protein-free calorie supplements)
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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:

Sodium phenylbutyrate (Buphenyl) is indicated as adjunctive therapy in the chronic
management of patients with urea cycle disorders involving deficiencies of
carbamylphosphate synthetase (CPS), ornithine transcarbamylase (OTC), or
argininosuccinic acid synthetase (AS). It is indicated in all patients with neonatal-onset
deficiency (complete enzymatic deficiency, presenting within the first 28 days of life). It is also
indicated in patients with late-onset disease (partial enzymatic deficiency, presenting after
the first month of life) who have a history of hyperammonemic encephalopathy. Sodium
phenylbutyrate must be used with dietary protein restriction and, in some cases, dietary
supplements (e.g., essential amino acids, arginine, citrulline, protein-free calorie
supplements).

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. Buphenyl [package insert], Lake Forest, IL: Horizon Therapeutics, Inc.; March 2023.
2. Pheburane [package insert]. Bryn Mawr, PA: Medunik USA, Inc.; August 2023.
3. Olpruva™ [package insert]. Newton, MA: Acer Therapeutics, Inc.; December 2022.

5. Revision History
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Date

Notes

2/10/2025

Annual review. Updated background. No changes to clinical coverag
e criteria.
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Bylvay

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-355210

Guideline Name Bylvay

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/1/2025

P&T Approval Date: |6/15/2022

P&T Revision Date:  [08/19/2022 ; 12/14/2022 ; 08/18/2023 ; 10/18/2023 ; 08/16/2024 ;
8/22/2025

1. Indications
Drug Name: Bylvay (odevixibat)

Progressive Familial Intrahepatic Cholestasis (PFIC) Indicated for the treatment of pruritus
in patients aged 3 months or older with progressive familial intrahepatic cholestasis (PFIC).

Alagille syndrome (ALGS) Indicated for the treatment of pruritis in patients 12 months of age
and older with Alagille syndrome (ALGS).

2 . Criteria

Product Name:Bylvay [a]
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Diagnosis Progressive Familial Intrahepatic Cholestasis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Confirmed molecular diagnosis of progressive familial intrahepatic cholestasis (PFIC)

AND

2 - Patient does not have an ABCB11 variant resulting in non-functional or complete absence
of bile salt export pump protein (BSEP-3)

AND

3 - Patient is experiencing moderate to severe pruritus associated with PFIC

AND

4 - Patient has a serum bile acid concentration above the upper limit of the normal reference
range for the reporting laboratory

AND

5 - Patient has had an inadequate response to at least two other conventional treatments for
the symptomatic relief of pruritus (e.g., uroseoxycholic acid, diphenhydramine,
cholestyramine, rifampin, naltrexone, and sertraline)

AND

6 - Prescribed by a gastroenterologist or hepatologist

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:Bylvay [a]

Diagnosis

Progressive Familial Intrahepatic Cholestasis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Bylvay therapy (e.g., reduced serum bile
acids, improved pruritus and less sleep disturbance)

2 - Prescribed by a gastroenterologist or hepatologist

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:Bylvay [a]

Diagnosis

Alagille Syndrome

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Non Formulary

Approval Criteria

1 - Diagnosis of Alagille syndrome (ALGS)
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AND

2 - Confirmation of diagnosis by presence of the JAG1 or Notch2 gene mutation

AND

3 - Patient has a serum bile acid concentration above the upper limit of the normal reference
range for the reporting laboratory.

AND

4 - Patient is experiencing moderate to severe pruritis associated with ALGS

AND

5 - Patient has had an inadequate response to at least two other conventional treatments for
the symptomatic relief of pruritus (e.g., uroseoxycholic acid, diphenhydramine,
cholestyramine, rifampin, naltrexone, and sertraline).

AND

6 - Prescribed by a gastroenterologist or hepatologist.

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:Bylvay [a]

Diagnosis Alagille Syndrome
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary
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Approval Criteria
1 - Documentation of positive clinical response to Bylvay therapy (e.g., reduced serum bile
acids, improved pruritis)

AND

2 - Prescribed by a gastroenterologist or hepatologist

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

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.

e Supply limits may be in place.

Background:

Bylvay® (odevixibat) is an ileal bile acid transporter inhibitor indicated for the treatment of
pruritis in patients aged 3 months or older with progressive familial intrahepatic cholestasis
(PFIC). Bylvay is also indicated for the treatment of pruritis in patients 12 months of age and
older with Alagille syndrome (ALGS).

PFIC is a heterogeneous group of liver disorders of autosomal recessive inheritance,
characterized by an early onset of cholestasis (usually during infancy) with pruritus and
malabsorption, which rapidly progresses and ends up as liver failure. Pruritus is the most
obvious and the most unbearable symptom in cholestasis. It has been proposed that it is
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induced by the stimulation of nonmyelinated subepidermal free nerve ends because of
increased serum bile acids.

ALGS is a rare genetic disorder caused by a mutation in the JAG1 or Notch2 genes which
are involved in embryonic development in utero. In ALGS patients, multiple organ systems
may be affected by the mutation. In the liver, the mutation causes the bile ducts to
abnormally narrow, malform and reduce in number, leading to bile acid accumulation,
cholestasis, and ultimately progressive liver disease. The cholestatic pruritus experienced by
patients with ALGS is among the most severe in any chronic liver disease and is present in
most affected children by the third year of life.

Conventional treatments for pruritis associated with PFIC or Alagille syndrome include
uroseoxycholic acid (UCDA), antihistamines (e,g., diphenhydramine), bile acid sequestrants
(e.g., cholestyramine), rifampin, naltrexone and sertraline.

Limitation of Use:

Bylvay may not be effective in a subgroup of PFIC type 2 patients with specific ABCB11
variants resulting in non-functional or complete absence of bile salt export pump protein
(BSEP-3).

4 . References

1. Bylvay [package insert]. Cambridge, MA: Ipsen Biopharmaceuticals, Inc.; March 2025.
Thompson RJ, Arnell H, Artan R, et al. Odevixibat treatment in progressive familial
intrahepatic cholestasis: a randomised, placebo-controlled, phase 3 trial. Lancet
Gastroenterol Hepatol. 2022;7(9):830-842.

3. Ovchinsky N, Aumar M, Baker A, et al. Efficacy and safety of odevixibat in patients with
Alagille syndrome (ASSERT): a phase 3, double-blind, randomised, placebo-controlled
trial. Lancet Gastroenterol Hepatol. 2024;9(7):632-645.

4. Chowdhury JR, Chowdhury NR. Inherited disorders associated with conjugated
hyperbilirubinemia in adults. In: Post TW, ed. UpToDate. UpToDate, 2025. Accessed
June 23, 2025. Inherited disorders associated with conjugated hyperbilirubinemia in
adults - UpToDate

5. Kohut TJ, Loomes KM. Alaglle syndrome. In: Post TW, ed. UpToDate. UpToDate, 2025.
Accessed June 23, 2025. Alagille syndrome - UpToDate

5. Revision History
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Date Notes

8/1/2025 Annual review with no changes to criteria. Updated references.
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Cablivi

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232246

Guideline Name Cablivi

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |7/17/2024
P&T Revision Date: 4/16/2025

1. Indications
Drug Name: Cablivi (caplacizumab-yhdp)

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

2 . Criteria

Product Name:Cablivi [a]

Diagnosis Acquired thrombotic thrombocytopenic purpura (aTTP)

Approval Length 2 month(s)
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Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of acquired thrombotic thrombocytopenic purpura (aTTP)

AND

2 - Cablivi was initiated as a bolus intravenous injection administered by a healthcare provider
in combination with plasma exchange therapy.

AND

3 - Cablivi will be used in combination with immunosuppressive therapy (e.g., corticosteroids)

AND

4 - Total treatment duration will be limited to 58 days beyond the last therapeutic plasma
exchange

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:Cablivi [a]

Diagnosis Acquired thrombotic thrombocytopenic purpura (aTTP)
Approval Length 2 months for a new episode of aTTP

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria
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1 - Request is for a new (different) episode requiring the re-initiation of plasma exchange for
the treatment of aTTP. (Documentation of date of prior episode and documentation date of
new episode required)

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:

Cablivi (caplacizumab-yhdp) is a von Willebrand factor (vVWF)-directed antibody fragment
indicated for the treatment of adult patients with acquired thrombotic thrombocytopenic
purpura (aTTP), in combination with plasma exchange and immunosuppressive therapy.

Additional Clinical Programs:

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. Cablivi [package insert]. Cambridge, MA: Genzyme Corporation; April 2024.

5. Revision History

Date Notes

4/4/2025 Annual review with no change to clinical criteria. Updated reference.
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Cabometyx

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-375638

Guideline Name Cabometyx

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 11/1/2025

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

P&T Revision Date:  [03/17/2021 ; 11/19/2021 ; 08/19/2022 ; 11/18/2022 ; 08/18/2023 ;
11/17/2023 ; 10/01/2024 ; 11/22/2024 ; 9/25/2025

1. Indications
Drug Name: Cabometyx (cabozantinib)

Renal cell carcinoma (RCC) Indicated for the treatment of patients with advanced renal cell
carcinoma. Cabometyx is also indicated for the treatment of patients with advanced renal cell
carcinoma as a first-line treatment in combination with Opdivo (nivolumab). [1]

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

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

Neuroendocrine Tumors Indicated for the treatment of adult and pediatric patients 12 years
of age and older with previously treated, unresectable, locally advanced or metastatic, well-
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differentiated pancreatic neuroendocrine tumors (pNET). Indicated for the treatment of adult
and pediatric patients 12 years of age and older with previously treated, unresectable, locally
advanced or metastatic, well-differentiated extra-pancreatic neuroendocrine tumors (epNET).

2 . Criteria

Product Name:Cabometyx [a]

Diagnosis

Kidney Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:

e Advanced renal cell carcinoma (RCC)
e Relapsed renal cell carcinoma (RCC)
e Hereditary leiomyomatosis and RCC (HLRCC)

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:Cabometyx [a]

Diagnosis

Kidney Cancer

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 Cabometyx 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:Cabometyx [a]

Diagnosis Non-Small Cell Lung Cancer (NSCLC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

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

AND
2 - Positive for RET gene rearrangements
AND
3 - Disease is ONE of the following:
e Recurrent
e Advanced
o Metastatic
AND

4 - Used as subsequent therapy following progression on ONE of the following”:

o Gavreto (pralsetinib)
o Retevmo (selpercatinib)
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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.

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

Product Name:Cabometyx [a]

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Cabometyx 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:Cabometyx [a]

Diagnosis

Hepatocellular Carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hepatocellular carcinoma

2 - Used as subsequent-line systemic therapy

AND
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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:Cabometyx [a]

Diagnosis

Hepatocellular 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 Cabometyx 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:Cabometyx [a]

Diagnosis

Bone Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - ONE of the following diagnoses:

Dedifferentiated
Ewing Sarcoma

Osteosarcoma

High-Grade undifferentiated pleomorphic sarcoma (UPS)
Mesenchymal chondrosarcoma

Primary round cell tumor of the bone (e.g., CIC::DUX4, BCOR::CCNB3)

chondrosarcoma

Page 217



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

AND
2 - Disease is ONE of the following:
o Relapsed/refractory
o Metastatic
AND
3 - Used as second line 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:Cabometyx [a]

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

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Cabometyx 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:Cabometyx [a]

Diagnosis Gastrointestinal Stromal Tumors (GIST)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of GIST

AND

2 - Patient has ONE of the following:

Gross residual disease (R2 resection)
Unresectable primary disease

Tumor rupture

Recurrent/metastatic disease

AND

3 - Disease has progressed on ALL of the following”:

e imatinib (generic Gleevec)
e sunitinib (generic Sutent)
e Stivarga (regorafenib)
e Standard dose Qinlock (ripretinib)
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:Cabometyx [a]

Diagnosis Gastrointestinal Stromal Tumors
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 Cabometyx 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:Cabometyx [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 as second-line or subsequent 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:Cabometyx [a]

Diagnosis

Endometrial Carcinoma

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Patient does not show evidence of progressive disease while on Cabometyx 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:Cabometyx [a]

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

Approval Criteria

1 - Diagnosis of differentiated thyroid cancer (DTC)

AND

2 - Disease is locally advanced or metastatic

AND

3 - Disease has progressed following prior VEGFR-targeted therapy

AND

4 - Disease is radioactive iodine-refractory or ineligible

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:Cabometyx [a]
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Diagnosis

Thyroid Cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Cabometyx 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:Cabometyx [a]

Diagnosis

Soft Tissue Sarcoma

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 soft tissue sarcoma subtypes:

Head/neck

1.2 Disease is advanced/metastatic

Extremity/body wall

Pleomorphic Rhabdomyosarcoma (RMS)
Retroperitoneal/intraabdominal

AND

Page 222



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

1.3 Used as subsequent line of therapy

2 - Diagnosis of ONE of the following soft tissue sarcoma subtypes:

e Alveolar soft part sarcoma (ASPS)
o Epithelioid hemangioendothelioma
o Extraskeletal myxoid chondrosarcoma

AND

OR

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:Cabometyx [a]

Diagnosis

Soft Tissue Sarcoma

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 Cabometyx 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:Cabometyx [a]

Diagnosis

Neuroendocrine and Adrenal Tumors

Approval Length

12 month(s)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following neuroendocrine tumors:

o Well-differentiated pancreatic neuroendocrine tumor (pNET)
o Well-differentiated extra-pancreatic neuroendocrine tumor (epNET)

2 - Disease is ONE of the following:

e Locally advanced

e Metastatic
e Unresectable

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:Cabometyx [a]

Diagnosis

Neuroendocrine and Adrenal Tumors

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Cabometyx 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.
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Product Name:Cabometyx [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Cabometyx 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:Cabometyx [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 Cabometyx 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
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Benefit/Coverage/Program Information

Background:

Cabometyx® (cabozantinib) is a kinase inhibitor indicated for the treatment of patients with
advanced renal cell carcinoma (RCC); patients with advanced RCC as a first-line treatment
in combination with Opdivo (nivolumab); patients with hepatocellular carcinoma (HCC) who
have been previously treated with Nexavar (sorafenib tosylate); adult and pediatric patients
12 years of age and older with locally advanced or metastatic differentiated thyroid cancer
(DTC) that has progressed following prior VEGFR-targeted therapy and who are radioactive
iodine-refractory or ineligible; adult and pediatric patients 12 years of age and older with
previously treated, unresectable, locally advanced or metastatic, well-differentiated
pancreatic neuroendocrine tumors (pNET); and adult and pediatric patients 12 years of age
and older with previously treated, unresectable, locally advanced or metastatic, well-
differentiated extra-pancreatic neuroendocrine tumors (epNET).

The National Cancer Comprehensive Network (NCCN) recommends Cabometyx for the
treatment of non-small cell lung cancer (NSCLC) with RET gene rearrangement and HCC as
a single agent for progressive disease. Cabometyx is also recommended in NCCN
guidelines for bone cancer, gastrointestinal stromal tumors (GIST), kidney cancer, soft tissue
sarcoma and endometrial carcinoma.

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. Cabometyx [package insert]. South San Francisco, CA: Exelixis, Inc.; March 2025.

2. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
July 31, 2025.

5. Revision History

Date Notes
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8/30/2025

Annual review. Added new section for neuroendocrine and adrenal tu
mors based on updated FDA label and NCCN guidelines. Updated cr
iteria for kidney cancer, non-small cell lung cancer, hepatocellular car
cinoma, bone cancer, and soft tissue sarcoma based on NCCN upda
tes. Updated background and references.
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Calquence

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-207301

Guideline Name Calquence

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 5/1/2025

P&T Approval Date: (9/15/2021
P&T Revision Date:  [05/20/2022 ; 05/25/2023 ; 05/17/2024 ; 3/19/2025

1. Indications
Drug Name: Calquence (acalabrutinib)

Mantle cell lymphoma Indicated in combination with bendamustine and rituximab for the
treatment of adult patients with previously untreated mantle cell ymphoma (MCL) who are
ineligible for autologous hematopoietic stem cell transplantation (HSCT)

Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma Indicated for the
treatment of adult patients with chronic lymphocytic leukemia (CLL) or small lymphocytic
lymphoma (SLL).

2 . Criteria
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Product Name:Calquence [a]

Diagnosis Mantle Cell Lymphoma (MCL)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of mantle cell lymphoma (MCL)

AND

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

o Patient has not received prior therapy (e.g., bortezomib, rituximab) for MCL
o Patient is ineligible for autologous hematopoietic stem cell transplantation (HSCT)
e Used in combination with bendamustine and rituximab

OR

2.2 Patient has received at least one prior therapy for MCL (e.g., bortezomib, rituximab)*

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:Calquence [a]

Diagnosis Mantle Cell Lymphoma (MCL)
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 Calquence 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:Calquence [a]

Diagnosis

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of chronic lymphocytic leukemia/small lymphocytic lymphoma

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:Calquence [a]

Diagnosis

Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

Product Name:Calquence [a]

Diagnosis

B-Cell Lymphomas

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of ONE of the following:

2 - Disease is recurrent, relapsed, refractory, or progressive

Nodal Marginal Zone Lymphoma

Extranodal Marginal Zone Lymphoma (EMZL) of the stomach

Splenic Marginal Zone Lymphoma

Extranodal Marginal Zone Lymphoma of Nongastric Sites (Non-cutaneous)

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. * Tried/failed alternative(s) are supported by FDA labeling and/or
NCCN guidelines.

Product Name:Calquence [a]

Diagnosis

B-Cell Lymphomas

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 Calquence 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:Calquence [a]

Diagnosis Waldenstrom Macroglobulinemia / Lymphoplasmacytic Lymphoma
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - BOTH of the following:

1.1 Diagnosis of Waldenstrom Macroglobulinemia / Lymphoplasmacytic Lymphoma

AND

1.2 ONE of the following:

e Patient did not respond to primary therapy
o Disease is relapsed or progressive

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:Calquence [a]

Diagnosis Waldenstrdém Macroglobulinemia / Lymphoplasmacytic Lymphoma
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Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Calquence 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:Calquence [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Calquence 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:Calquence [a]

Diagnosis

NCCN Recommended Regimens

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 Calquence 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
Calquence® (acalabrutinib) is a kinase inhibitor indicated:

¢ In combination with bendamustine and rituximab for the treatment of adult patients
with previously untreated mantle cell lymphoma (MCL) who are ineligible for
autologous hematopoietic stem cell transplantation (HSCT).

e For the treatment of adult patients with MCL who have received at least one prior

therapy.
o For the treatment of adult patients with chronic lymphocytic leukemia (CLL) or small
lymphocytic lymphoma (SLL).

The National Comprehensive Cancer Network (NCCN) recommends the use of Calquence
for the treatment of B-cell ymphomas, including splenic and nodal marginal zone
lymphoma, extranodal marginal zone lymphoma (EMZL) of the stomach, extranodal
marginal zone lymphoma of nongastric sites (noncutaneous), and Waldenstrom
macroglobulinemia/lymphoplasmacytic lymphoma.

Additional Clinical Programs:

» 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
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4 . References

1. Calquence [package insert]. Wilmington, DE: AstraZeneca Pharmaceuticals LP. January
2025.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at

http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
February 12, 2025.

5. Revision History

Date Notes

Updated criteria to reflect FDA indication for patients with previously
3/4/2025 untreated MCL who are ineligible for HSCT. Updated background an
d references.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-347195

Guideline Name

Camzyos

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 10/1/2025

P&T Approval Date: |7/20/2022

P&T Revision Date:

11/18/2022 ; 08/18/2023 ; 08/16/2024 ; 8/22/2025

1. Indications

Drug Name: Camzyos (mavacamten)

Obstructive hypertrophic cardiomyopathy (HCM) Indicated for the treatment of adults with
symptomatic New York Heart Association (NYHA) class II-lll obstructive hypertrophic
cardiomyopathy (HCM) to improve functional capacity and symptoms.

2 . Criteria

Product Name:Camzyos [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of obstructive hypertrophic cardiomyopathy (HCM)
AND
2 - Heart failure is classified as ONE of the following:
o New York Heart Association (NYHA) class Il heart failure
e New York Heart Association (NYHA) class Ill heart failure
AND
3 - Patient has a left ventricular ejection fraction of greater than or equal to 55%

AND

4 - Patient has a Valsalva left ventricular outflow tract (LVOT) peak gradient greater than or
equal to 50 mmHg at rest or with provocation

AND

5 - History of inadequate response, intolerance, failure, or contraindication to ONE of the
following at a maximally tolerated dose:

e Non-vasodilating beta blocker (e.g., atenolol, bisoprolol, metoprolol, nadolol,
propranolol)
e Nondihydropyridine calcium channel blocker (i.e., diltiazem, verapamil)

AND

6 - Prescribed by or in consultation with a cardiologist
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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:Camzyos [a]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to therapy (e.g., reduction in NYHA class, no
worsening in NYHA class)

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

3 - Prescribed by or in consultation with a cardiologist

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.

3. Background

Benefit/Coverage/Program Information

Background:
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Camzyos (mavacamten) is a cardiac myosin inhibitor indicated for the treatment of adults
with symptomatic New York Heart Association (NYHA) class llI-1ll obstructive hypertrophic
cardiomyopathy (HCM) to improve functional capacity and symptoms.

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. Camzyos [package insert]. Brisbane, CA: Bristol Myers Squibb; April 2024.

2. Wasfy JH, Walton SM, Beinfeld M, Nhan E, Sarker J, Whittington MD, Pearson SD, Rind
DM. Mavacamten for Hypertrophic Cardiomyopathy: Effectiveness and Value; Final
Evidence Report and Meeting Summary. Institute for Clinical and Economic Review,
November 16, 2021. https://icer.org/hypertrophic-cardiomyopathy-2021/.

3. Ommen SR, Ho CY, Asif IM, et al. 2024 AHA/ACC/AMSSM/HRS/PACES/SCMR
Guideline for the Management of Hypertrophic Cardiomyopathy: A Report of the
American Heart Association/American College of Cardiology Joint Committee on Clinical
Practice Guidelines [published correction appears in Circulation. 2024 Aug
20;150(8):e198. doi: 10.1161/CIR.0000000000001277.]. Circulation.
2024;149(23):€1239-e1311. doi:10.1161/CIR.0000000000001250

5. Revision History

Date Notes

Annual review. Revised step therapy requirement to include either on
e non-vasodilating beta blocker or one nondihydropyridine calcium ¢
hannel blocker. Simplified criteria for documentation of positive clinic
al response. Updated references.

7/29/2025
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Caprelsa

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-156382

Guideline Name Caprelsa

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 12/1/2024

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

P&T Revision Date:  [09/18/2019 ; 02/19/2021 ; 10/20/2021 ; 10/19/2022 ; 10/18/2023 ;
10/16/2024

1. Indications
Drug Name: Caprelsa (vandetanib)

Medullary thyroid cancer Indicated for the treatment of symptomatic or progressive
medullary thyroid cancer in patients with unresectable locally advanced or metastatic disease.
[1] Caprelsa may be used in patients with indolent, asymptomatic or slowly progressing
disease after careful consideration of the treatment related risks. [1]

Off Label Uses: Follicular, Hurthle cell, Papillary carcinoma The National Cancer
Comprehensive Network (NCCN) recommends use of Caprelsa for the treatment of follicular,
oncocytic, and papillary carcinomas.

2 . Criteria

Page 240



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

Product Name:Caprelsa [a]

Diagnosis

Thyroid Carcinoma

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - ALL of the following criteria:

1.1 Diagnosis of medullary thyroid cancer (MTC)

AND

1.2 ONE of the following

e Unresectable locoregional disease that is symptomatic or progressing

o Asymptomatic recurrent or persistent distant metastatic disease if unresectable and
progressing
e Recurrent or persistent distant metastases if symptomatic disease or progression

2 - ALL of the following:

OR

2.1 ONE of the following diagnoses:

e Follicular Carcinoma
e Oncocytic Carcinoma
e Papillary Carcinoma

AND

2.2 ONE of the following:

e Unresectable recurrent
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e Persistent locoregional disease
o Metastatic disease

2.3 ONE of the following:

e Patient has symptomatic disease
e Patient has progressive disease

2.4 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:Caprelsa [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 Caprelsa 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:Caprelsa [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Caprelsa 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:Caprelsa [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 Caprelsa 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:

Caprelsa (vandetanib) is a kinase inhibitor indicated for the treatment of symptomatic or
progressive medullary thyroid cancer in patients with unresectable locally advanced or
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metastatic disease.! The National Cancer Comprehensive Network (NCCN) recommends
use of Caprelsa for the treatment of medullary, follicular, oncocytic, and papillary carcinomas.

Caprelsa may be used in patients with indolent, asymptomatic or slowly progressing disease
after careful consideration of the treatment related risks.

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.

Caprelsa [package insert]. Wilmington, DE: AstraZeneca Pharmaceuticals LP; April

2024.
The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at

http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
August 28, 2024.

5. Revision History

Date Notes
9/27/2024 Annual review. Updated criteria for medullary thyroid carcinoma. Upd
ated references.
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Carbaglu

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-149903

Guideline Name Carbaglu

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 9/1/2024

P&T Approval Date: |8/14/2020
P&T Revision Date:  [02/19/2021 ; 07/21/2021 ; 07/20/2022 ; 07/14/2023 ; 7/17/2024

1. Indications
Drug Name: Carbaglu (carglumic acid)

Chronic Hyperammonemia Indicated for maintenance therapy in pediatric and adult patients
for the treatment of chronic hyperammonemia due to N-acetylglutamate synthase (NAGS)
deficiency.

Acute Hyperammonemia Indicated as an adjunctive therapy to standard of care in pediatric
and adult patients for the treatment of acute hyperammonemia due to NAGS deficiency, and
adjunctive therapy to standard of care for the treatment of acute hyperammonemia due to
propionic acidemia (PA) or methylmalonic acidemia (MMA).

2 . Criteria
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Product Name:Brand Carbaglu, carglumic (generic Carbaglu) [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of hyperammonemia due to ONE of the following:

o N-acetylglutamate synthase (NAGS) deficiency
e Propionic acidemia (PA)
e Methylmalonic acidemia (MMA)

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 Carbaglu, carglumic (generic Carbaglu) [a]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Carbaglu 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
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Background:

Carbaglu (carglumic acid) is a Carbamoyl Phosphate Synthetase 1 (CPS 1) activator
indicated in pediatric and adult patients as maintenance therapy for the treatment of
chronic hyperammonemia due to N-acetylglutamate synthase (NAGS) deficiency,
adjunctive therapy to standard of care for the treatment of acute hyperammonemia
due to NAGS deficiency, and adjunctive therapy to standard of care for the treatment
of acute hyperammonemia due to propionic acidemia (PA) or methylmalonic acidemia
(MMA).

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. Carbaglu® [package insert]. Lebanon, NJ: Recordati Rare Diseases Inc.; January 2024.

5. Revision History

Date Notes

Annual review with no changes to coverage criteria. Updated referen

7/16/2024
ce.
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CGRP Antagonist

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164970
Guideline Name CGRP Antagonist
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 4/1/2025

P&T Approval Date: 10/1/2024
P&T Revision Date: 2/20/2025

1. Indications

Drug Name: Aimovig (erenumab), Ajovy (fremanezumab), Emgality 120mg
(galcanezumab)

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

Drug Name: Emgality 100mg (galcanezumab)

Treatment of episodic cluster headache Indicated for the treatment of episodic cluster
headache in adults.

2 . Criteria
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Product Name:Aimovig, Emgality 120mg [a]

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

Approval Criteria
1 - Diagnosis of migraine consistent with The International Classification of Headache
Disorders, 3rd edition

AND

2 - ONE of the following:
2.1 4 to 7 migraine days per month and at least ONE of the following:

e Less than 15 headache days per month
e Provider attests this is the member’s predominant headache diagnosis (i.e., primary
driver of headaches is not a different, non-migrainous condition)

OR

2.2 Greater than or equal to 8 migraine days per month

AND

3 - Failure (after a trial of at least two months), contraindication or intolerance to TWO of the
following prophylactic therapies (document name and date tried):

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

o Divalproex sodium (Depakote/Depakote ER)

e OnabotulinumtoxinA (Botox) [Note: Coverage of onabotulinumtoxinA (Botox) may be
subject to additional benefit and coverage review requirements]

e A serotonin-norepinephrine reuptake inhibitor [i.e., duloxetine (Cymbalta), venlafaxine
(Effexor/Effexor XR)]

e Topiramate (Topamax)
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e Atricyclic antidepressant [i.e., amitriptyline (Elavil), nortriptyline (Pamelor)]

AND

4 - Medication will not be used in combination with another CGRP antagonist or inhibitor used
for the preventive treatment of migraines [e.g. Ajovy, Nurtec ODT, Qulipta, Vyepti
(eptinezumab-jjmr)]

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:Ajovy [a]

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

Approval Criteria

1 - Diagnosis of migraine consistent with The International Classification of Headache
Disorders, 3rd edition

AND

2 - ONE of the following:
2.1 4 to 7 migraine days per month and at least ONE of the following:
e Less than 15 headache days per month

e Provider attests this is the member’s predominant headache diagnosis (i.e., primary
driver of headaches is not a different, non-migrainous condition)

OR

2.2 Greater than or equal to 8 migraine days per month
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AND

3 - Failure (after a trial of at least two months), contraindication or intolerance to TWO of the
following prophylactic therapies from the list below (document name and date tried):

o Abeta-blocker (i.e., atenolol, metoprolol, nadolol, propranolol, or timolol)

e Divalproex sodium (Depakote/Depakote ER)

e OnabotulinumtoxinA (Botox) [Note: Coverage of onabotulinumtoxinA (Botox) may be
subject to additional benefit and coverage review requirements]

e Aserotonin-norepinephrine reuptake inhibitor [i.e., duloxetine (Cymbalta), venlafaxine
(Effexor/Effexor XR)]

e Topiramate (Topamax)

e Atricyclic antidepressant [i.e., amitriptyline (Elavil), nortriptyline (Pamelor)]

AND

4 - Failure (after a trial of at least three months), contraindication or intolerance to BOTH of
the following (document date tried):

e Aimovig
o Emgality 120mg

AND

5 - Medication will not be used in combination with another CGRP antagonist or inhibitor used
for the preventive treatment of migraines (e.g., Aimovig, Emgality, Nurtec ODT, Qulipta,
Vyepti)

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:Aimovig, Ajovy, Emgality 120mg [a]

Diagnosis Migraines
Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Prior Authorization
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Approval Criteria
1 - Patient has experienced a positive response to therapy, demonstrated by a reduction in
headache frequency and/or intensity

AND

2 - Medication will not be used in combination with another CGRP antagonist or inhibitor used
for the preventive treatment of migraines (e.g., Nurtec ODT, Qulipta, Vyepti)

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:Emgality 100mg

Diagnosis Episodic Cluster Headache
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of episodic cluster headache

AND

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

AND

3 - Medication will not be used in combination with another CGRP antagonist or inhibitor used
for the preventive treatment of migraines (e.g., Aimovig, Ajovy, Nurtec ODT, Qulipta, Vyepti)
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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:Emgality 100mg

Diagnosis Episodic Cluster Headache
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Patient has experienced a positive response to therapy, demonstrated by a reduction in
headache frequency and/or intensity

AND

2 - Medication will not be used in combination with another CGRP antagonist or inhibitor used
for the preventive treatment of migraines (e.g., Aimovig, Ajovy, Nurtec ODT, Qulipta, Vyepti)

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:

Aimovig, Ajovy and Emgality 120 mg are calcitonin gene-related peptide receptor (CGRP)
antagonists indicated for the preventive treatment of migraine in adults. The 100 mg strength
of Emgality is indicated for the treatment of episodic cluster headache in adults.

Page 253



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

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

e

Aimovig [package insert]. Thousand Oaks, CA: Amgen Inc; August 2024.

Ajovy [package insert]. North Wales, PA: Teva Pharmaceuticals USA, Inc; October 2022.
Emgality [package insert]. Indianapolis, IN: Eli Lilly and Company; March 2021.
International Headache Society (IHS); Headache Classification Committee. The
International Classification of Headache Disorders, 3rd edition. Cephalalgia 2018; 38:1-
211.

Calcitonin gene-related peptide-targeting therapies are a first-line option for the
prevention of migraine: An American Headache Society position statement update. AHS
Consensus Statement. Headache. 2024; 64:333-41.

Simpson DM, Hallett M, Ashman EJ, et al. Practice guideline update summary:
Botulinum neurotoxin for the treatment of blepharospasm, cervical dystonia, adult
spasticity, and headache: Report of the Guideline Development Subcommittee of the
American Academy of Neurology. Neurology. 2016 May 10;86(19):1818-26.

5. Revision History

Date Notes

Updated list of potential prophylactic therapies to align with Nurtec, U
2/10/2025 .

brelvy, Qulipta, Zavzpret. Updated references.
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Cholbam

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-259203

Guideline Name Cholbam

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

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

P&T Revision Date:  [03/17/2021 ; 03/16/2022 ; 05/20/2022 ; 05/25/2023 ; 08/18/2023 ;
05/17/2024 ; 5/16/2025

1. Indications
Drug Name: Cholbam (cholic acid)

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

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

Product Name:Cholbam [a]

Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Non Formulary

Approval Criteria
1 - BOTH of the following:
o Diagnosis of a bile acid synthesis disorder
o Bile acid synthesis disorder is due to single enzyme defects (SEDs)

OR

2 - ALL of the following:

e Diagnosis of a peroxisomal disorder including Zellweger spectrum disorders

o Patient exhibits manifestations of liver disease, steatorrhea or complications from
decreased fat soluble vitamin absorption

e Cholbam is being used as adjunctive treatment

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:Cholbam [a]

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

Approval Criteria
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1 - Documentation of positive clinical response to Cholbam therapy as evidenced by BOTH of
the following:

o Improvement in liver function (e.g., aspartate aminotransferase [AST], alanine
aminotransferase [ALT])
o Absence of complete biliary obstruction

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

Cholbam (cholic acid) is a bile acid indicated for the treatment of bile acid synthesis
disorders due to single enzyme defects (SEDs) and as an adjunctive treatment of
peroxisomal disorders (PDs) including Zellweger spectrum disorders in patients who exhibit
manifestations of liver disease, steatorrhea or complications from decreased fat soluble
vitamin absorption.

Cholbam should be discontinued if liver function does not improve within 3 months of
starting treatment, if complete biliary obstruction develops, or if there are persistent clinical or
laboratory indicators of worsening liver function or cholestasis.

Limitation of use:

The safety and effectiveness of Cholbam on extrahepatic manifestations of bile acid
synthesis disorders due to SEDs or PDs including Zellweger spectrum disorders have not
been established.

Additional Clinical Programs:

» 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.

e Supply limitations may be in place
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4 . References

1. Cholbam [package insert]. Foster City, CA: Mirum Pharmaceuticals, Inc.; June 2024

5. Revision History

Date Notes

Annual review with no change to coverage criteria. Updated referenc
e.

5/14/2025
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Cibinqo

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232218

Guideline Name Cibinqo

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |4/20/2022

P&T Revision Date:  [07/20/2022 ; 10/19/2022 ; 03/15/2023 ; 09/20/2023 ; 03/20/2024 ;
4/16/2025

1. Indications
Drug Name: Cibinqgo (abrocitinib)

Atopic Dermatitis Indicated for the treatment of adults and pediatric patients 12 years of age
and older with refractory, moderate to severe atopic dermatitis whose disease is not
adequately controlled with other systemic drug products, including biologics, or when use of
those therapies is inadvisable.

2 . Criteria

Product Name:Cibingo [a]
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Diagnosis Atopic Dermatitis
Approval Length 12 month(s)
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 BOTH of the following:

2.1.1 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)]

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

AND

2.1.2 ONE of the following”:

2.1.2.1 BOTH of the following:

e Submission of medical records (e.g., chart notes, laboratory values) documenting a 3
month trial of a systemic drug product for the treatment of atopic dermatitis [examples
include, but are not limited to, Adbry (tralokinumab-ldrm), Dupixent (dupilumab),
Ebglyss (lebrikizumab-Ibkz), Nemluvio (nemolizumab-ilto), etc.] (prescription claims
history may be used in conjunction as documentation of medication use, dose, and
duration)

e Physician attests that the patient was not adequately controlled with the documented
systemic drug product
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OR

2.1.2.2 Physician attests that systemic treatment with ALL of the following, FDA-approved
chronic atopic dermatitis therapies is inadvisable (Document drug and contraindication
rationale)*

Adbry (tralokinumab-ldrm)
Dupixent (dupilumab)
Ebglyss (lebrikizumab-Ibkz)
Nemluvio (nemolizumab-ilto)

OR

2.1.2.3 Patient has a documented needle-phobia to the degree that the patient has
previously refused any injectable therapy or medical procedure (refer to DSM-V-TR 300.29 for
specific phobia diagnostic criteria) [5]

OR

2.2 BOTH of the following:

2.2.1 Patient is currently on Cibinqo 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 Pfizer 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 Cibinqo*

AND

3 - Patient is NOT receiving Cibinqo in combination with any of the following:

e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm), Dupixent (dupilumab),
Ebglyss (lebrikizumab-Ibkz), Nemluvio (nemolizumab-ilto)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz (tofacitinib)]
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e Potent immunosuppressant (e.g., azathioprine, cyclosporine, mycophenolate mofetil)

AND

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

o Dermatologist
e 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 Pfizer der
matology patient access program shall be required to meet initial auth
orization criteria as if patient were new to therapy. *Tried/failed alterna
tive(s) are supported by FDA labeling.

Product Name:Cibingo [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 Cibinqo therapy

AND

2 - Patient is not receiving Cibinqo in combination with any of the following:

e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm), Dupixent (dupilumab),
Ebglyss (lebrikizumab-Ibkz), Nemluvio (nemolizumab-ilto)]

e Janus kinase inhibitor [e.g., Olumiant (baricitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz (tofacitinib)]
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e Potent immunosuppressant (e.g., azathioprine, cyclosporine, mycophenolate mofetil)

AND

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

o Dermatologist
e 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:

Cibinqo is a Janus kinase (JAK) inhibitor indicated for the treatment of adults and pediatric
patients 12 years of age and older with refractory, moderate to severe atopic dermatitis
whose disease is not adequately controlled with other systemic drug products, including
biologics, or when use of those therapies is inadvisable.

Limitation of Use: Cibinqo is not recommended in combination with other JAK inhibitors,
biologic immunomodulators, or with other immunosuppressants.

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
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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.

e Supply limits may be in place.

4 . References

1. Cibinqo [package insert]. New York, NY: Pfizer 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.

3. 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.

4. 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. American Psychiatric Association: Diagnostic and Statistical Manual of Mental Disorders,
Fifth Edition, Arlington, VA: American Psychiatric Publishing. 2013.

5. Revision History

Date Notes
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4/1/2025

Annual review. Added Ebglyss and Nemluvio as an example of syste
mic drug product. Updated examples with no change to clinical intent

Page 266



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Cimzia

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-163303

Guideline Name Cimzia

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 3/1/2025

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

P&T Revision Date:  [02/19/2021 ; 05/21/2021 ; 05/20/2022 ; 09/21/2022 ; 05/25/2023 ;
06/17/2024 ; 10/16/2024 ; 11/22/2024 ; 12/18/2024 ; 1/15/2025

1. Indications
Drug Name: Cimzia (certolizumab)

Crohn's disease (CD) Indicated for reducing signs and symptoms of Crohn's disease (CD)
and maintaining clinical response in adult patients with moderately to severely active disease
who have had an inadequate response to conventional therapy.

Rheumatoid Arthritis (RA) Indicated for the treatment of adults with moderately to severely
active rheumatoid arthritis.

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

Active Ankylosing Spondylitis (SpA) Indicated for the treatment of adults with active
ankylosing spondyflitis.

Plaque Psoriasis (PS) Indicated for the treatment of adults with moderate-to-severe plaque
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psoriasis who are candidates for systemic therapy or phototherapy.

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

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

2 . Criteria

Product Name:Cimzia [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 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
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2.2 Patient has been previously treated with a targeted immunomodulator 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., adalimumab, ustekinumab,
Skyrizi (risankizumab)]

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):

One of the preferred adalimumab products [b]
Skyrizi (risankizumab)
Rinvoq (upadacitinib)
One of the preferred ustekinumab products [c]

OR

3.2 BOTH of the following:

o Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

AND

4 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, Xeljanz
(tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), 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
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e criteria. Other policies and utilization management programs may ap
ply.

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

[c] For a list of preferred ustekinumab products please reference drug
coverage tools.

* 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 UCB sponsored
CIMplicity® program SHALL BE REQUIRED to meet initial authorizati
on criteria as if patient were new to therapy.

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

Product Name:Cimzia [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 Cimzia therapy

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

Product Name:Cimzia [a]

Diagnosis

Rheumatoid Arthritis (RA)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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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
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 targeted immunomodulator 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., Enbrel (etanercept),
Simponi (golimumab), Orencia (abatacept), adalimumab, Xeljanz (tofacitinib), Olumiant
(baricitinib), Rinvoq (upadacitinib)]

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):

Actemra (tocilizumab)

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

Olumiant (baricitinib)

Rinvoq (upadacitinib)

Xeljanz/Xeljanz XR (tofacitinib)

OR
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3.2 BOTH of the following:

e Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

4 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, 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.

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

*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 UCB sponsored
CIMplicity® program SHALL BE REQUIRED to meet initial authorizati
on criteria as if patient were new to therapy.

Product Name:Cimzia [a]

Diagnosis

Rheumatoid Arthritis (RA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Documentation of positive clinical response to Cimzia therapy

AND

2 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, 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:Cimzia [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 maximally indicated dose, unless
contraindicated or clinically significant adverse effects are experienced (document date and
duration of trial)

OR

2.2 Patient has been previously treated with a targeted immunomodulator 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., Enbrel (etanercept),
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adalimumab, Simponi (golimumab), Orencia (abatacept), ustekinumab, Skyrizi
(risankizumab), Tremfya (guselkumab), Cosentyx (secukinumab), Taltz (ixekizumab), Xeljanz
(tofacitinib), Olumiant (baricitinib), Rinvoq (upadacitinib), Otezla (apremilast)]

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):

One of the preferred adalimumab products [b]
Rinvoq (upadacitinib)

Simponi (golimumab)

Skyrizi (risankizumab)

Taltz (ixekizumab)

One of the preferred ustekinumab products [c]
Xeljanz/Xeljanz XR (tofacitinib)

OR

3.2 BOTH of the following:

e Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

AND

4 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), adalimumab, Simponi (golimumab), Orencia (abatacept),
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:
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e Rheumatologist
e 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.

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

[c] For a list of preferred ustekinumab products please reference drug
coverage tools.

*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 UCB sponsored
CIMplicity® program SHALL BE REQUIRED to meet initial authorizati
on criteria as if patient were new to therapy.

Product Name:Cimzia [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 Cimzia therapy

AND

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

Diagnosis Ankylosing Spondylitis (AS)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
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 targeted immunomodulator 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., adalimumab, Simponi
(golimumab), Xeljanz/Xeljanz XR (tofacitinib), Rinvoq (upadacitinib)]

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):

One of the preferred adalimumab products [b]
Rinvoq (upadacitinib)

Simponi (golimumab)

Taltz (ixekizumab)

Xeljanz/Xeljanz XR (tofacitinib)
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OR

3.2 BOTH of the following:

o Patient is currently on Cimzia 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 the UCB sponsored CIMplicity®
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 Cimzia*

AND

4 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, 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
e criteria. Other policies and utilization management programs may ap
ply.

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

* 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 UCB sponsored
CIMplicity® program SHALL BE REQUIRED to meet initial authorizati
on criteria as if patient were new to therapy.

Product Name:Cimzia [a]

Diagnosis Ankylosing Spondylitis (AS)
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 Cimzia therapy

AND

2 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, 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:Cimzia [a]

Diagnosis Plaque Psoriasis (PS)
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe plaque psoriasis

AND

2 - ONE of the following:
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
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AND

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):

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

Tazarotene

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

Coal tar

AND

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

OR

2.2 Patient has been previously treated with a targeted immunomodulator 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., adalimumab, Otezla
(apremilast), Skyrizi (risankizumab-rzaa), ustekinumab, Tremfya (guselkumab)]

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):

One of the preferred adalimumab products [b]
Skyrizi (risankizumab)

Taltz (ixekizumab)

One of the preferred ustekinumab products [c]

OR
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3.2 BOTH of the following:

e Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

AND

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

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

[c] For a list of preferred ustekinumab products please reference drug
coverage tools.

*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 UCB sponsored
CIMplicity® program SHALL BE REQUIRED to meet initial authorizati
on criteria as if patient were new to therapy.

Product Name:Cimzia [a]

Diagnosis Plaque Psoriasis (PS)
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 Cimzia therapy

AND

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

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis active polyarticular juvenile idiopathic arthritis

AND

2 - ONE of the following:

2.1 History of failure, contraindication, or intolerance to TWO of the following preferred
products (document drug, date, and duration of trial):

e Actemra (tocilizumab)
e One of the preferred adalimumab products [b]
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e Rinvoq (upadacitinib)
o Xeljanz/Xeljanz XR (tofacitinib)

OR

2.2 BOTH of the following:

e Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

AND

3 - Patient is NOT receiving Cimzia in combination with another targeted immunomodulator
[e.g., adalimumab, 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.

* 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 UCB sponsored
CIMplicity® program shall be required to meet initial authorization crit
eria as if patient were new to therapy.

Product Name:Cimzia [a]

Diagnosis Polyarticular Juvenile Idiopathic Arthritis (pJIA)
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 Cimzia therapy

AND

2 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., adalimumab, 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:Cimzia [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of non-radiographic axial spondyloarthritis

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)
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OR

2.2 Patient has been previously treated with a targeted immunomodulator 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., adalimumab, Simponi
(golimumab), Xeljanz/Xeljanz XR (tofacitinib), Rinvoq (upadacitinib)].

AND

3 - ONE of the following:

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

e Rinvoq (upadacitinib)
o Taltz (ixekizumab)

OR

3.2 BOTH of the following:

e Patient is currently on Cimzia 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 UCB sponsored CIMplicity®
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 Cimzia*

AND

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

AND

5 - Prescribed by or in consultation with a 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 the UCB sponsored
CIMplicity® program shall be required to meet initial authorization crit
eria as if patient were new to therapy.

Product Name:Cimzia [a]

Diagnosis

Non-radiographic Axial Spondyloarthritis (nr-axSpA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cimzia therapy

2 - Patient is not receiving Cimzia in combination with another targeted immunomodulator
[e.g., Enbrel (etanercept), Simponi (golimumab), Orencia (abatacept), adalimumab, 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.

3. Background

Benefit/Coverage/Program Information

Background:
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Cimzia (certolizumab) is a tumor necrosis factor (TNF) blocker indicated for
reducing signs and symptoms of Crohn's disease (CD) and maintaining clinical
response in adult patients with moderately to severely active disease who have
had an inadequate response to conventional therapy. Cimzia is also indicated for
the treatment of adults with moderately to severely active rheumatoid arthritis
(RA), treatment of adult patients with active psoriatic arthritis (PsA), treatment of
adults with active ankylosing spondylitis (SpA), treatment of adults with moderate

to severe plaque psoriasis (PS) who are candidates for systemic therapy or
phototherapy, for the treatment of adults with active non-radiographic axial
spondyloarthritis (nr-axSpA), with objective signs of inflammation, and for
treatment of active polyarticular juvenile idiopathic arthritis (pJIA) in patients 2
years of age and older.

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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5. Revision History

Date Notes
Replaced Stelara with ustekinumab throughout program in advance
1/8/2025 of biosimilar availability. Updated step therapy language for preferred
ustekinumab.
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Cinryze

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-219306

Guideline Name Cinryze

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 5/1/2025

P&T Approval Date: |8/18/2023
P&T Revision Date:  [03/20/2024 ; 3/19/2025

1. Indications
Drug Name: Cinryze (C1 esterase inhibitor, human)

Hereditary angioedema (HAE) Cinryze is a plasma-derived C1 esterase inhibitor (human)
indicated for routine prophylaxis against angioedema attacks in adults, adolescents, and
pediatric patients (6 years of age and older) with hereditary angioedema (HAE).

2 . Criteria

Product Name:Cinryze [a]

Approval Length 12 month(s)

Therapy Stage Initial Authorization
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Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:

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

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

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

o Confirmed presence of variant(s) in the gene(s) for factor XIl, angiopoietin-1,
plasminogen-1, kininogen-1, myoferlin, and heparan sulfate-glucosamine 3-O-
sulfotransferase 6

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

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
unknown background de-novo mutation(s) (i.e., no family history) (HAE-unknown)

AND

2 - ALL of the following:

e Prescribed for the prophylaxis of HAE attacks

e Not used in combination with other products indicated for prophylaxis against HAE
attacks (e.g., Haegarda, Orladeyo, Takhzyro)

e Prescriber attests that patient has experienced attacks of a severity and/or frequency
such that they would clinically benefit from prophylactic therapy with Cinryze

AND

3 - Submission of medical records documenting a history of failure, contraindication, or
intolerance to Haegarda (C1 esterase inhibitor, human)
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AND
4 - Prescribed by ONE of the following:
e Immunologist
o Allergist
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:Cinryze [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Cinryze therapy

AND

2 - Reduction in the utilization of on-demand therapies used for acute attacks (e.g., Berinert,
Firazyr, Ruconest) as determined by claims information, while on Cinryze therapy

AND

3 - BOTH of the following:

e Prescribed for the prophylaxis of HAE attacks
e Not used in combination with other products indicated for prophylaxis against HAE
attacks (e.g., Haegarda, Orladeyo, Takhzyro)
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AND
4 - Prescribed by ONE of the following:
e Immunologist
o Allergist
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:

Cinryze is a plasma-derived C1 esterase inhibitor (human) indicated for routine prophylaxis
against angioedema attacks in adults, adolescents, and pediatric patients (6 years of age
and older) with hereditary angioedema (HAE).[1]

Additional Clinical Programs:

* 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

-_—
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management of hereditary angioedema-The 2017 revision and update. Allergy. 2018 Jan
10.
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UpToDate, Waltham, MA, 2023.

4. Busse, P, Christiansen, S., Riedl, M., et. al. “US HAEA Medical Advisory Board 2020
Guidelines for the Management of Hereditary Angioedema.” The Journal of Allergy and
Clinical Immunology. 2020 September 05.

5. Maurer M, Magerl M, Betschel S, et al. The international WAO/EAACI guideline for the
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5. Revision History

Date Notes

3/20/2025 Annual review. Updated reference.
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Clomid

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-162109
Guideline Name Clomid
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 2/1/2025

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

P&T Revision Date: 10/20/2021 ; 08/19/2022 ; 12/14/2022 ; 08/18/2023 ; 04/17/2024 ;
10/01/2024 ; 12/18/2024

1. Indications
Drug Name: Clomid (clomiphene citrate)

Ovulatory dysfunction Indicated for the treatment of ovulatory dysfunction in women
desiring pregnancy. Impediments to achieving pregnancy must be excluded or adequately
treated before beginning clomiphene therapy. Those patients most likely to achieve success
with clomiphene therapy include patients with polycystic ovary syndrome, amenorrhea-
galactorrhea syndrome, psychogenic amenorrhea, certain cases of secondary amenorrhea of
undetermined etiology, and post-oral contraceptive amenorrhea.

2 . Criteria

Product Name:Brand Clomid, generic clomiphene [a]
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Diagnosis Ovulation Induction
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of ovulatory dysfunction

AND
2 - ONE of the following exists:
e Anovulation
e Oligo-ovulation
e Amenorrhea
AND

3 - Other specific causative factors (e.g., thyroid disease, hyperprolactinemia) have been
excluded or treated

AND

4 - Infertility is not due to primary ovarian failure

AND

5 - For induction of ovulation

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 Clomid, generic clomiphene [a]

Diagnosis Controlled Ovarian Stimulation**
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Approval Length

2 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of infertility

2 - ONE of the following exists:

Unexplained infertility
Endometriosis

Male factor infertility
Diminished ovarian reserve
Unilateral tubal factor infertility

3 - For the development of one or more follicles (controlled ovarian stimulation)

4 - Will be used in conjunction with intrauterine insemination (1UI)

AND

AND

AND

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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 Clomid, generic clomiphene [a]

Diagnosis

Clomiphene Challenge Test**

Approval Length

1 month(s)

Guideline Type

Prior Authorization
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Approval Criteria

1 - To be used to conduct a clomiphene challenge test

Notes **Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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 Clomid, generic clomiphene [a]

Diagnosis Male Factor Infertility/Oligospermia [off-label]**
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of ONE of the following:

e Mild, moderate, or severe male factor infertility

e Oligospermia

AND

2 - At least ONE of the following exists on at least 2 separate semen analyses obtained at
least 4 weeks apart:

e Sperm concentration is < 15 million/mL (milliliter)

e Progressive motility < 40%

e Sperm preparation techniques result in a sperm concentration of < 1 million motile
sperm/mL

AND

3 - Patient condition has not improved despite an adequate trial (two to three months) of
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positive lifestyle changes (e.g., weight loss, healthy diet, smoking cessation, reduction of
alcohol intake)

Notes **Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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:

This program is designed to provide coverage for these medications to be used in
conjunction with Assisted Reproductive Technologies (ART, i.e., in vitro fertilization).

Clomiphene citrate is a nonsteroidal fertility agent used to induce ovulation in infrequently
ovulating or anovulatory women, including patients with polycystic ovary syndrome (PCOS).
It is also used for controlled ovarian stimulation in ovulatory women. The drug is effective at
producing ovulation in patients with an intact hypothalamic-pituitary-ovarian axis and with
ovaries that are capable of functioning normally. Clomiphene therapy is not effective in
patients with primary pituitary or ovarian failure. Dosage should generally not exceed 100 mg
daily for 5 days. If ovulation has not occurred after 3 courses of therapy, the patient should
be reevaluated. If pregnancy does not occur within a total of 6 cycles, clomiphene should be
discontinued as prolonged administration is not recommended. [1-5]

Clomiphene citrate is indicated for the treatment of ovulatory dysfunction in women desiring
pregnancy. Impediments to achieving pregnancy must be excluded or adequately treated
before beginning CLOMIPHENE therapy. Those patients most likely to achieve success with
clomiphene therapy include patients with polycystic ovary syndrome, amenorrhea-
galactorrhea syndrome, psychogenic amenorrhea, certain cases of secondary amenorrhea
of undetermined etiology, and post-oral contraceptive amenorrhea. [6]

Clomiphene may be used to evaluate a woman’s ovulation and egg quality in what is
referred to as the Clomiphene Challenge Test. [8,9] When given early in a woman’s
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menstrual cycle for 5 days, clomiphene elevates a woman'’s follicle-stimulating hormone
(FSH) level. On the next day, an FSH blood level that has dropped back to normal is a sign
of a normal ovarian reserve and ovulation. An elevated FSH is a sign of low ovarian reserve.
Women who have a diminished ovarian reserve can use donor eggs, which greatly improves
their chances of giving birth to a healthy child.

Additional Clinical Programs:

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
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12/16/2024

Off-cycle review to update reference.
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CNS Stimulants

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-412187
Guideline Name CNS Stimulants
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

P&T Approval Date: |8/15/2020

P&T Revision Date:  [02/19/2021 ; 10/06/2021 ; 10/20/2021 ; 10/20/2021 ; 05/20/2022 ;
12/14/2022 ; 02/16/2024 ; 10/01/2024 ; 08/22/2025

1. Indications
Drug Name: CNS stimulants

Attention Deficit Hyperactivity Disorder (ADHD) FDA approved indication for Attention
Deficit Hyperactivity Disorder (ADHD)

Attention Deficit Disorder (ADD) FDA approved indication for Attention Deficit Disorder
(ADD)

Narcolepsy FDA approved indication for narcolepsy

Off Label Uses: Idiopathic hypersomnolence There is evidence for off label use for
idiopathic hypersomnolence.

Fatigue associated with multiple sclerosis There is evidence for off label use for fatigue
associated with multiple sclerosis.

Mental fatigue secondary to traumatic brain injury There is evidence for off label use for
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mental fatigue secondary to traumatic brain injury.
Depression There is evidence for off label use for depression.

Weight Loss (Not Covered Benefit) The potential use of these agents for weight loss is not
a covered benefit.

Drug Name: Vyvanse (lisdexamfetamine)

Moderate to Severe Binge Eating Disorder (BED) Indicated for Moderate to Severe Binge
Eating Disorder (BED).

Attention Deficit Hyperactivity Disorder (ADHD) Indicated for the treatment of Attention
Deficit Hyperactivity Disorder (ADHD) in adults and pediatric patients 6 years and older.

2 . Criteria

Product Name:CNS Stimulants (Includes both brand and generic versions of the listed
products unless otherwise noted: Products containing amphetamine, dexmethylphenidate,
dextroamphetamine, methamphetamine, methylphenidate, serdexmethylphenidate or any
combinations of the mentioned products) [a]

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The patient is less than 18 years of age

OR

2 - BOTH of the following:

2.1 The patient is greater than or equal to 18 years of age

AND
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2.2 The patient has ONE of the following diagnoses:

o Attention-deficit hyperactivity disorder (ADHD) or attention-deficit disorder (ADD)
e Depression
e Narcolepsy
e Other hypersomnia of central origin
e Autism Spectrum Disorder
e Mental fatigue secondary to traumatic brain injury (e.g. post-concussion syndrome)
e Fatigue associated with medical iliness in patients in palliative or end of life care
e Fatigue associated with multiple sclerosis
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 Vyvanse, generic lisdexamfetamine [a]

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - The patient is less than 18 years of age

OR

2 - BOTH of the following:

2.1 The patient is greater than or equal to 18 years of age

AND

2.2 ONE of the following:
2.2.1 BOTH of the following:

2.2.1.1 The patient has ONE of the following diagnoses:
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Attention-deficit hyperactivity disorder (ADHD) or attention-deficit disorder (ADD)
Depression

Narcolepsy

Other hypersomnia of central origin

Autism Spectrum Disorder

Mental fatigue secondary to traumatic brain injury (e.g. post-concussion syndrome)
Fatigue associated with medical illness in patients in palliative or end of life care
Fatigue associated with multiple sclerosis

AND

2.2.1.2 ONE of the following:
2.2.1.2.1 History of failure, contraindication or intolerance to ONE of the following:

e amphetamine/dextroamphetamine salts extended-release (generic Adderall XR)

o methylphenidate extended-release tablet or capsule (e.g., generic Concerta or
Metadate CD)

o dexmethylphenidate ER capsule (generic Focalin XR)

OR

2.2.1.2.2 History of, or potential for, a substance abuse disorder

OR

2.2.2 Diagnosis of Binge Eating Disorder (BED)

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:
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This program will allow coverage for diagnoses supported by FDA labeling and clinical
evidence. The CNS stimulants have a variety of FDA approved labeled indications, such as
Attention Deficit Hyperactivity Disorder (ADHD), Attention Deficit Disorder (ADD), and
narcolepsy. There is evidence for off label use for the stimulants in idiopathic
hypersomnolence, fatigue associated with multiple sclerosis, mental fatigue secondary to
traumatic brain injury, and depression. The potential use of these agents for weight loss is
not a covered benefit. Because of the high abuse potential for this class of medications, their
use should be closely monitored in certain age groups. In addition, if the member is less
than 18 years of age, the prescription will automatically process without a coverage review.

Additional Clinical Programs:

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 also be in place

4 . References
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13. Concerta [package insert]. Titusville, NJ. Janssen Pharmaceuticals. October 2023.
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NJ: Tris Pharma, Inc.; October 2023.

Dyanavel XR [package insert]. Monmouth Junction, NJ. Tris Pharma, Inc. October 2023.
Adzenys XR-ODT [package insert]. Grand Prairie, TX: Neos Therapeutics; October
2023.
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5. Revision History

Date Notes

10/5/2025 Added GPI for AG of Adzenys
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COC Oncology Hepatitis C Administrative

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-133876

Guideline Name COC Oncology Hepatitis C Administrative

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: |1/20/2022
P&T Revision Date:

1. Criteria

Product Name:Hepatitis C Medications*®

Approval Length 12 month(s)

Guideline Type Administrative

Approval Criteria

1 - Member is new to plan (within first 120 days of eligibility with the plan)
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AND

2 - Diagnosis of hepatitis C**

AND

3 - Previous use of the requested medication within the past 120 days

AND

4 - The patient requires continuation of therapy to complete the course of treatment

Notes *Applicable drugs will have a Clinical Program of Continuity of Care.
**This policy applies to requests for hepatitis C only. Requests for dia
gnoses other than hepatitis C should not reviewed using this policy.
Policy is to be applied if drug specific criteria are not met.

Product Name:Drugs and Biological Used in An Anti-Cancer Chemotherapeutic Regimen*

Approval Length 12 month(s)

Guideline Type Administrative

Approval Criteria

1 - Member is new to plan (within first 120 days of eligibility with the plan)

AND

2 - Meets Off-Label Administrative guideline criteria

AND

3 - Previous use of the requested medication within the past 120 days
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AND

4 - The patient requires continuation of therapy to complete the course of treatment

*Applicable drugs will have a Clinical Program of Continuity of Care.
Policy is to be applied if drug specific criteria are not met.

Notes

2 . Background

Benefit/Coverage/Program Information

Background:

This program is to be administered to members who are new to plan (within the past 120
days) and who have started an oncology or hepatitis C regimen prior to starting with the plan
to allow continuation of therapy.

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.

e Supply limits may be in place.

3 . Revision History

Date Notes

9/27/2023 New guideline.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-285259

Guideline Name

Cometriq

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 8/1/2025

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

P&T Revision Date:

02/19/2021 ; 06/16/2021 ; 09/15/2021 ; 06/15/2022 ; 06/21/2023 ;
08/18/2023 ; 06/17/2024 ; 6/18/2025

1. Indications

Drug Name: Cometriq (cabozantinib)

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

2 . Criteria

Product Name:Cometriq [a]

Diagnosis

Thyroid Carcinoma

Approval Length

12 month(s)

Page 310



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - ONE of the following:

1.1 Diagnosis of medullary carcinoma

OR
1.2 ALL of the following:
1.2.1 Diagnosis of ONE of the following:
e Follicular carcinoma
e Oncocytic cell carcinoma
e Papillary carcinoma
AND

1.2.2 Disease is progressive after treatment with ONE of the following”:

Lenvima (lenvatinib)
sorafenib (generic Nexavar)

AND

1.2.3 Disease is at least ONE of the following:

Symptomatic iodine-refractory
Unresectable locoregional recurrent or persistent disease
Distant metastatic 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.
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ATried/failed alternative(s) are supported by FDA labeling and/or treat
ment guidelines.

Product Name:Cometriq [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 Cometriq 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:Cometriq [a]

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

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

2 - Positive for RET gene rearrangements

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:Cometriq [a]

Diagnosis

Non-Small Cell Lung Cancer (NSCLC)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Cometriq 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:Cometriq [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Cometriq 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:Cometriq [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Cometriq 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:

Cometriq (cabozantinib) is a kinase inhibitor indicated for the treatment of patients with
progressive, metastatic medullary thyroid cancer (MTC).

In addition, the National Cancer Comprehensive Network (NCCN) recommends Cometriq
for the treatment of medullary, follicular, oncocytic, and papillary thyroid carcinomas. NCCN
also recommends Cometriq for the treatment of non-small cell lung cancer (NSCLC) with
RET gene rearrangement.

Additional Clinical Rules:

o 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. Cometriq [package insert]. Alameda, CA: Exelixis, Inc.; August 2023.
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2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
https://www.nccn.org/login/?ReturnURL=/professionals/drug_compendium/content.
Accessed May 5, 2025.

5. Revision History

Date Notes

6/3/2025 Annual review. Updated references.
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Compounded Drugs Administrative

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-134204
Guideline Name Compounded Drugs Administrative
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 1/1/2024

P&T Approval Date: 10/20/2021
P&T Revision Date: 10/20/2021

1. Criteria

Product Name:Compound Drugs

Approval Length 12 month(s)

Guideline Type Administrative

Approval Criteria

1 - The compound route of administration is NOT an intravenous injectable
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AND

2 - One of the following:

2.1 Each active ingredient in the compound is/are FDA-approved for the requested indication

OR

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

AND

3 - If a drug included in the compound requires prior authorization and/or step therapy, all
drug specific clinical criteria must also be met

AND

4 - If the drug component is no longer available commercially it must not have been withdrawn
for safety reasons

AND

5 - One of the following:

5.1 A unique vehicle is required

OR

5.2 A unique dosage form is required for a commercially available product due to patient's
age, weight, or inability to take a solid dosage form

OR
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5.3 A unique formulation is required for a commercially available product due to an allergy or
intolerance to an inactive ingredient in the commercially available product

OR

5.4 There is a shortage of the commercially available product per the FDA Drug Shortage
database or the ASHP Current Drug Shortages tracking log

AND

6 - Coverage for compounds and bulk powders will NOT be approved for any of the following:

6.1 For topical compound preparations (e.g., creams, ointments, lotions, or gels to be applied
to the skin for transdermal, transcutaneous, or any other topical route), if the requested
compound contains any FDA approved ingredient that is not FDA approved for TOPICAL use

OR

6.2 Requested compound contains topical fluticasone. Topical fluticasone will NOT be
approved unless:

6.2.1 Topical fluticasone is intended to treat a dermatologic condition. Scar treatments are
considered cosmetic and will not be covered

AND

6.2.2 Patient has a contraindication to all commercially available topically fluticasone
formulations

OR

6.3 Requested compound is for cosmetic use or contains any ingredients when used for
cosmetic purposes (see Appendix for examples)

OR
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6.4 Requested compound does NOT contain any ingredients which are on the FDA’s Do Not
Compound List
(https://lwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=216.24)

AND

7 - The use is not excluded as documented in the limitations and exclusions section of the
certificate of coverage (see technician note in Background for the Exclusions and Limitations
Grid URL)

AND
8 - One of the following:
8.1 If the request has one or more ACA/HCR ingredients, ACA/HCR criteria within the
ACA/HCR Administrative guideline are met for ALL ingredients*®

OR

8.2 The request does not contain any ACA/HCR ingredients”®

Notes Only ingredients that are available on formulary in one of the formular
y tiers, or has a non-formulary status are approvable and should be in
cluded in the effectuation. If an approved compound contains an exclu
ded drug such as OTC products, excipients, inactive ingredient that is
a BULK chemical, injectable drugs covered under the medical benefit,
etc. these ingredients should not be included in the effectuation. If the
compound request includes an active ingredient that is a BULK chemi
cal, the request should be denied as benefit exclusion. Injectable prod
ucts (such as |V antibiotics, infusions, etc.) may be covered under the
medical benefit and are excluded from the pharmacy benefit. These s
hould be denied as benefit exclusion.

*If compound and ACA/HCR criteria are met, approve the compound
at $0 cost share. If only compound criteria are met and not ACA/HCR
criteria, deny the request for not meeting ACA/HCR and approve the c
ompound at regular cost share.

Alf all compound criteria are met, approve the compound at regular co
st share.

2 . Background
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Benefit/Coverage/Program Information

Background:

Compounded drugs that exceed $50 in cost or contain an ingredient that is commercially
available but is never supported by the standard references to be compounded will reject at
point of sale as product service not covered. These compounds may be approved if criteria
are met.

Appendix:

Example topical compound preparations (e.g., creams, ointments, lotions or gels to be applied
to the skin for transdermal, transcutaneous or any other topical route) that contain any FDA
approved ingredient that are not FDA approved for TOPICAL use, including but NOT LIMITED
TO the following:

(1) Ketamine

(2) Gabapentin

(3) Flurbiprofen (topical ophthalmic use not included)
(4) Ketoprofen

(5) Morphine

(6) Nabumetone

(7) Oxycodone

(8) Cyclobenzaprine
(9) Baclofen

(10) Tramadol

(11) Hydrocodone
(12) Meloxicam

(13) Amitriptyline
(14) Pentoxifylline
(15) Orphenadrine

(16) Piroxicam
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(17) Levocetirizine
(18) Amantadine
(19) Oxytocin

(21) Chorionic gonadotropin (human)

)

)
(20) Sumatriptan

)
(22) Clomipramine
(23) Dexamethasone
(24) Hydromorphone
(25) Methadone
(26) Papaverine
(27) Mefenamic acid
(28) Promethazine
(29) Succimer DMSA
(30) Tizanidine
(31) Apomorphine
(32) Carbamazepine
(33) Ketorolac
(34) Dimercaptopropane-sulfonate
(35) Dimercaptosuccinic acid
(36) Duloxetine
(37) Fluoxetine

(38) Bromfenac (topical ophthalmic use not included)

(39) Nepafenac (topical ophthalmic use not included)

Example compounds that contain ingredients for cosmetic purposes:
(1) Hydroquinone

(2) Acetyl hexapeptide-8

(3) Tocopheryl Acid Succinate
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(4) PracaSil TM-Plus

(5) Chrysaderm Day Cream
(6) Chrysaderm Night Cream
(7) PCCA Spira-Wash

(8) Lipopen Ultra

(9) Versapro

(10) Fluticasone

(11) Mometasone

(12) Halobetasol

(13) Betamethasone

(14) Clobetasol

(15) Triamcinolone

(17) Tretinoin
(18
(19

)
)
)
(16) Minoxidil
)
) Dexamethasone
) Spironolactone
(20) Cycloserine
(21) Tamoxifen
(22) Sermorelin
(23) Mederma Cream
(24) PCCA Cosmetic HRT Base
(25) Sanare Scar Therapy Cream
(26) Scarcin Cream
(27) Apothederm
(28) Stera Cream
(29) Copasil
(30) Collagenase
(31) Arbutin Alpha
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(32) Nouirisil
(33) Freedom Cepapro
(34) Freedom Silomac Andydrous
(35) Retinaldehyde
)

(36) Apothederm

Example ingredients on the FDA's Do Not Compound List:

(1) 3,3',4',5-tetrachlorosalicylanilide
(2) Adenosine phosphate

(3) Adrenal cortex

(4) Alatrofloxacin mesylate

(5) Aminopyrine

(6) Astemizole

(7) Azaribine

(8) Benoxaprofen

(9) Bithionol

(10) Camphorated oil

(11) Carbetapentane citrate

(12) Casein, iodinated

(13) Cerivastatin sodium

(14) Chlormadinone acetate

(15) Chloroform

(16) Cisapride

(17) Defenfluramine hydrochloride
(18) Diamthazole dihydrochloride
(19) Dibromsalan

(20) Dihydrostreptomycin sulfate
(21) Dipyrone
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(22) Encainide hydrochloride

(23) Etretinate

(24) Fenfluramine hydrochloride

(26

)
)

(25) Flosequinan
) Glycerol, iodinated
)

(27) Grepafloxacin
(28) Mepazine
(29) Metabromsalan
(30

(31

Methapyrilene
Methopholine
(32) Methoxyflurane
(34) Nomifensine maleate
(35) Novobiocin sodium
(36

(37

)

)

)

)

)

(33) Mibefradil dihydrochloride
)

)

) Oxyphenisatin acetate

) Oxyphenisatin

(38) Pemoline

(39) Pergolide mesylate

(40) Phenacetin

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

(44) Potassium arsenite

(45) Propoxyphene

(46) Rapacuronium bromide
(47) Rofecoxib

(48) Sibutramine hydrochloride

(49) Sparteine sulfate
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(50) Sulfadimethoxine

(51) Sweet spirits of nitre

(52) Tegaserod maleate

Terfenadine

)
)
(563) Temafloxacin hydrochloride
(54)
)

(55) Ticrynafen
(56) Tribromsalan
(57) Trichloroethane

(58) Troglitazone

(60) Urethane

(61

)
)
)
(59) Trovafloxacin mesylate:
)
) Valdecoxib
)

(62) Zomepirac sodium

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.

Technician Note:

Link of Exclusions and Limitations Grid:
https://uhgazure.sharepoint.com/sites/CST/CSDM/Shared%20Documents/Forms/Allltems.asp
x?FolderCTID=0x01200027C80175A8369D44AC45A99A99328B80&View=%7B4B6D25AD %
2D6A95%2D496D%2D9937%2D65CECD43AFE7%7D&viewid=c2ad0afa%2D814c%2D499%e
%2Dbf25%2D3411fac9171f&id=%2F sites%2FCST%2FCSDM%2F Shared%20Documents%2F
UHCGP%Z20Exchange

3. References
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Food and Drug Administration (2014, July 02). Additions and Modifications to the List of
Drug Products That Have Been Withdrawn or Removed From the Market for Reasons of
Safety and Effectiveness. Retrieved from http://federalregister.gov/a/2014-15371.
Accessed July 23, 2023.

FDA Drug Shortages. Current and Resolved Drug Shortages and Discontinuations
Reported to the FDA. Available at:
https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm

Current Drug Shortages. Available at: https://www.ashp.org/Drug-Shortages/Current-
Shortages

CFR - code of federal Regulations Title 21. accessdata.fda.gov.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/fCFRSearch.cfm?fr=216.24.
Published November 10, 2020. Accessed July 23, 2023.

4 . Revision History

Date

Notes

10/3/2023 Updated all criteria and notes.
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Continuous Glucose System (PA, QL)

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-374425
Guideline Name Continuous Glucose System (PA, QL)
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

P&T Approval Date: 10/1/2024
P&T Revision Date: 11/22/2024 ; 02/20/2025 ; 03/19/2025 ; 9/25/2025

1. Indications
Drug Name: Continuous Glucose System

Diabetes Indicated for use by patients with diabetes who require glucose monitoring beyond
what can be achieved with a standard blood glucose monitor.

2 . Criteria

Product Name:Continuous Glucose System [a]
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of diabetes

AND

2 - ALL of the following:
o Patient is motivated and knowledgeable about use of continuous glucose monitoring

o Patient is adherent to diabetic treatment plan
o Patient participates in ongoing education and support

AND

3 - ONE of the following:

3.1 Patient is on an intensive insulin regimen (3 or more insulin injections per day or uses
continuous subcutaneous insulin infusion pump)

OR

3.2 ONE of the following:

o Patient has a history of a level 3 hypoglycemic event [glucose <564mg/dL (3.0mmol/L)]
characterized by altered mental and/or physical state requiring third-party assistance
for treatment of hypoglycemia

o Patient has a history of more than one level 2 hypoglycemia events [(glucose
<54mg/dL (3.0mmol/L)] that persist despite multiple attempts to adjust medication(s) or
modify diabetes treatment plan

AND

4 - Patient regularly monitors blood glucose 4 or more times per day

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:Continuous Glucose System [a]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response

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:Continuous Glucose System monitors (receivers) or transmitters [a]

Approval Length

7 Day(s)

Guideline Type

Quantity Limit

Approval Criteria

1 - Quantity requests for monitors (receivers) or transmitters exceeding the limited amount will
be approved if the current monitor/receiver or transmitter is out of warranty and no longer

functionally operating.

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:Continuous Glucose System sensors [a]

Approval Length

12 months

Guideline Type

Quantity Limit

Approval Criteria
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1 - Quantity requests for system sensors exceeding the limited amount will be approved if the
member requires additional sensors due to increased frequency of change (e.g. adhesive no
longer functional due to physical activity).

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

Continuous glucose systems may be used by patients with diabetes who require glucose
monitoring beyond what can be achieved with a standard blood glucose monitor.

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.

e Supply limits may be in place.

4 . References

1. American Diabetes Association. (2024). 7. Diabetes technology: Standards of care in
diabetes—2024. Diabetes Care, 47(Supplement_1), S126-S144.
https://doi.org/10.2337/dc24-S007

2. Lane AS, Mlynarczyk MA, de Veciana M, et al. Real-time continuous glucose monitoring
in gestational diabetes: a randomized controlled trial. Am J Perinatol. 2019
Jul;36(9):891-897.

3. LeRoith D, Biessels GJ, Braithwaite SS, et al. Treatment of diabetes in older adults: an
Endocrine Society clinical practice guideline. J Clin Endocrinol Metab. 2019 May
1;104(5):1520-1574.

5. Revision History
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Date

Notes

9/16/2025

Added definitions to hypoglycemia criteria.
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Corlanor

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-402271
Guideline Name Corlanor
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

P&T Approval Date: |8/18/2020

P&T Revision Date:  [02/19/2021 ; 11/19/2021 ; 08/19/2022 ; 10/19/2022 ; 08/18/2023 ;
09/18/2024 ; 9/25/2025

1. Indications
Drug Name: Corlanor (ivabradine)

Heart failure in adult patients Indicated to reduce the risk of hospitalization for worsening of
heart failure in adult patients with stable, symptomatic chronic heart failure with left ventricular
ejection fraction less than or equal to 35%, who are in sinus rhythm with resting heart rate
greater than or equal to 70 beats per minute and either are on maximally tolerated doses of
beta-blockers or have a contraindication to beta-blocker use.

Heart failure in pediatric patients Indicated for the treatment of stable symptomatic heart
failure due to dilated cardiomyopathy (DCM) in pediatric patients aged 6 months and older,
who are in sinus rhythm with an elevated heart rate.

2 . Criteria
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Product Name:Brand Corlanor, generic ivabradine [a]

Diagnosis Symptomatic Chronic Heart Failure
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - ALL of the following:

1.1 Worsening heart failure in a diagnosis of stable, symptomatic chronic [e.g. New York

Heart Association (NYHA) class I, 11l or IV] heart failure

AND

1.2 Patient has a left ventricular ejection fraction (EF) less than or equal to 35%

AND

1.3 The patient is in sinus rhythm

AND

1.4 Patient has a resting heart rate greater than or equal to 70 beats per minute

AND

1.5 ONE of the following:

o Patient is on a stabilized dose and receiving concomitant therapy with a maximum

tolerated beta blocker (e.g., carvedilol, metoprolol succinate, bisoprolol)
o Patient has a contraindication or intolerance to beta-blocker therapy
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AND

1.6 ONE of the following:

o Patient is on a stabilized dose and receiving concomitant therapy with Jardiance,
Farxiga, or Inpefa (includes combination products containing empagliflozin and
dapagliflozin)

o Patient has a contraindication or intolerance to SGLT2 inhibitor therapy

AND

1.7 ONE of the following:

1.7.1 Patient is on a stabilized dose and receiving concomitant therapy with one of the
following:

e angiotensin-converting enzyme (ACE) inhibitor (e.g. captopril, enalapril)
e angiotensin Il receptor blocker (ARB) (e.g. candesartan, valsartan)
e angiotensin receptor-neprilysin inhibitor (ARNI) (e.g. Entresto)

OR

1.7.2 Patient has a contraindication or intolerance to ACE inhibitors, ARBs, and ARNIs

AND

1.8 ONE of the following:

o Patient is on a stabilized dose and receiving concomitant therapy with a maximally

tolerated aldosterone antagonist (e.g. eplerenone, spironolactone)
o Patient has a contraindication or intolerance to aldosterone antagonist therapy

AND

1.9 Prescribed by or in consultation with a cardiologist

OR
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2 - ALL of the following:

Diagnosis of stable symptomatic heart failure due to dilated cardiomyopathy (DCM)
Patient is in sinus rhythm

Patient has an elevated heart rate

Prescribed by or in consultation with a cardiologist

OR

3 - ALL of the following:

3.1 Diagnosis of inappropriate sinus tachycardia (IST)
AND
3.2 Patient is in sinus rhythm
AND
3.3 ONE of the following:
o Patient has tried and failed or had an inadequate response to a beta blocker (e.g.,

carvedilol, metoprolol succinate, bisoprolol)
o Patient has a contraindication or intolerance to beta-blocker therapy

AND

3.4 Prescribed by or in consultation with a cardiologist

OR

4 - Patient is currently established on Corlanor 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.
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Product Name:Brand Corlanor, generic ivabradine [a]

Diagnosis Symptomatic Chronic Heart Failure
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Corlanor 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:

Corlanor (ivabradine) is a hyperpolarization-activated cycle nucleotide-gated channel
blocker indicated to reduce the risk of hospitalization for worsening of heart failure in patients
with stable, symptomatic chronic heart failure with left ventricular ejection fraction < 35%,
who are in sinus rhythm with resting heart rate > 70 beats per minute and either are on
maximally tolerated doses of beta-blockers or have a contraindication to beta-blocker use. It
is also indicated to treat stable symptomatic heart failure due to dilated cardiomyopathy
(DCM) in pediatric patients aged 6 months and older, who are in sinus rhythm with an
elevated heart rate. Also, although not an FDA-approved indication, Corlanor has also shown
to have efficacy in treating inappropriate sinus tachycardia (IST).

Additional Clinical Rules:

o 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 be in place.

4 . References

1. Corlanor [package insert]. Thousand Oaks, CA: Amgen Inc.; August 2021.

2. Heidenreich, P. A., Bozkurt, B., Aguilar, D., et al. 2022 ACC/AHA/HFSA guideline for the
management of heart failure. Journal of Cardiac Failure, 2022 28(5), e1-e167.

3. Sheldon, R.S., Grubb, B.P,, et al. 2015 Heart Rhythm Society Expert Consensus
Statement on the Diagnosis and Treatment of Postural Tachycardia Syndrome,

Inappropriate Sinus Tachycardia, and Vasovagal Syncope. Heart Rhythm, 2015, 12(6),
e41-e63.

5. Revision History

Date Notes

10/1/2025 Annual review. Added Inpefa as option for SGLT2 requirement.
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Cotellic

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-162528

Guideline Name Cotellic

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 1/1/2025

P&T Approval Date:  [11/17/2023

P&T Revision Date:  [02/19/2021 ; 11/19/2021 ; 11/18/2022 ; 11/17/2023 ; 11/22/2024

1. Indications
Drug Name: Cotellic (cobimetinib)

Melanoma Indicated for the treatment of patients with unresectable or metastatic melanoma
with a BRAF V600E or V600K mutation, in combination with Zelboraf (vemurafenib) and as a
single agent for the treatment of patients with histiocytic neoplasms. [1]

NCCN recommendations Indicated in combination with Zelboraf (vemurafenib) as treatment
for Central Nervous System (CNS) Cancers.

2 . Criteria

Product Name:Cotellic [a]
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Diagnosis Melanoma
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of melanoma

AND

2 - ONE of the following:

2.1 Patient has unacceptable toxicities to Tafinlar (dabrafenib)/Mekinist (trametinib) on the
basis of agent side-effect profile

OR

2.2 Disease is ONE of the following:

e Relapsed > 3 months after treatment discontinuation
e Unresectable
o Metastatic

AND
3 - Disease is positive for ONE of the following mutations:
e« BRAF V600E
e BRAF V600K

AND

4 - Used in combination with Zelboraf (vemurafenib)

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:Cotellic [a]

Diagnosis Melanoma
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 Cotellic therapy

AND

2 - Used in combination with Zelboraf (vemurafenib)

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:Cotellic [a]

Diagnosis Central Nervous System (CNS) Cancers
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Diagnosis of ONE of the following:
o Circumscribed glioma

e Glioblastoma
¢ Limited brain metastases
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e Extensive brain metastases

2 - Disease is BRAF V600E positive

3 - Used in combination with Zelboraf (vemurafenib)

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:Cotellic [a]

Diagnosis

Central Nervous System (CNS) Cancers

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 Cotellic therapy

2 - Used in combination with Zelboraf (vemurafenib)

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:Cotellic [a]

Diagnosis

Histiocytic Neoplasms
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
1 - Diagnosis of ONE of the following histiocytic neoplasms:

e Langerhans cell histiocytosis
o Erdheim-Chester 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:Cotellic [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 Cotellic 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:Cotellic [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type

Prior Authorization

Approval Criteria

1 - Cotellic 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:Cotellic [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 Cotellic 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:

Cotellic (cobimetinib) is a kinase inhibitor indicated for the treatment of patients with
unresectable or metastatic melanoma with a BRAF V600E or V600K mutation, in
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combination with Zelboraf (vemurafenib) and as a single agent for the treatment of patients
with histiocytic neoplasms. [1]

The National Cancer Comprehensive Network (NCCN) also recommends the use of Cotellic
in combination with Zelboraf® (vemurafenib) as treatment for Central Nervous System (CNS)
Cancers.

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.

e Supply limits may be in place.

4 . References

1. Cotellic [package insert]. Genentech USA, Inc.: South San Francisco, CA; May 2023.
2. The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http://www.nccn.org. Accessed September 25, 2024.

5. Revision History

Date Notes

12/27/2024 Updated criteria
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Cough and Cold

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-270219
Guideline Name Cough and Cold
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: 12/16/2020

P&T Revision Date:  [02/19/2021 ; 08/20/2021 ; 09/15/2021 ; 03/15/2023 ; 03/20/2024 ;
5/16/2025

1. Criteria

Product Name:Opioid Containing Cough and Cold Products for Patients Younger than 18
Years™ [a]

Approval Length 1 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Prescriber attests they are aware of FDA labeled contraindications regarding use of opioid
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containing cough and cold products in patients less than 18 years of age and feels the
treatment with the requested product is medically necessary (Document rationale for use).

2 - Patient does not have a comorbid condition that may impact respiratory depression (e.g.,

AND

asthma or other chronic lung disease, sleep apnea, body mass index greater than 30)

3 - Patient has tried and failed at least one non-opioid containing cough and cold remedy

AND

Notes

*Includes both brand and generic versions of the listed products unles

s otherwise noted:

Products containing codeine or hydrocodone in combinations with one

or more of the following: homatropine, chlorpheniramine, guai
pyrilamine, brompheniramine, phenylephrine, triprolidine, dex
eniramine, promethazine, pseudoephedrine.

[a] State mandates may apply. Any federal regulatory requirements an

d the member specific benefit plan coverage may also impact

e criteria. Other policies and utilization management programs may ap

ply.

fenesin,
chlorph

coverag

Product Name:Opioid Containing Cough and Cold Products*

Approval Length

Authorization will be issued for up to 30 days. The authorization

should be entered for the quantity requested.

Guideline Type

Quantity Limit

Approval Criteria
1 - Requests exceeding the quantity limit will be approved based on BOTH of the following:

1.1 Doses exceeding the quantity limit will be approved up to the requested amount if the

prescriber attests that a larger quantity is medically necessary

AND
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1.2 The requested dose is within FDA maximum dose per day, where an FDA maximum
dose per day exists

Notes *Includes both brand and generic versions of the listed products unles
s otherwise noted:

Products containing codeine or hydrocodone in combinations with one
or more of the following: homatropine, chlorpheniramine, guaifenesin,
pyrilamine, brompheniramine, phenylephrine, triprolidine, dexchlorph

eniramine, promethazine, pseudoephedrine.

2 . Background

Benefit/Coverage/Program Information

Background

Opioid (codeine or hydrocodone) containing cough and cold products are FDA labeled for
use in adults 18 years of age and older. Use of prescription opioid cough and cold medicines
containing codeine or hydrocodone should be limited in children younger than 18 years old
due to serious risks associated with use. Coverage for patients age 18 or greater will process
automatically.

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

3. References

1. Approach to Chronic Cough in Children. UpToDate. October 2024. Accessed March 25,
2025.

2. FDA Drug Safety Communication (2018a). FDA requires labeling changes for
prescription opioid cough and cold medicines to limit their use to adults 18 years and
older. US Food and Drug Administration website. https://www.fda.gov/drugs/drug-safety-
and-availability/fda-drug-safety-communication-fda-requires-labeling-changes-
prescription-opioid-cough-and-cold. Published January 11, 2018. Accessed March 25,
2025.
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4 . Revision History

Date Notes

5/19/2025 Annual review, updated references.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-259208

Guideline Name

Crenessity

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 7/1/2025

P&T Approval Date: [3/19/2025

P&T Revision Date:  [5/16/2025

1. Indications

Drug Name: Crenessity (crinecerfont)

Classic congenital adrenal hyperplasia Indicated as adjunctive treatment to glucocorticoid
replacement to control androgens in adults and pediatric patients 4 years of age and older
with classic congenital adrenal hyperplasia (CAH).

2 . Criteria

Product Name:Crenessity oral capsule and oral suspension [a]

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of classic congenital adrenal hyperplasia (CAH) due to 21-hydroxylase
deficiency

AND

2 - Diagnosis confirmed by ONE of the following:

e Pretreatment serum 17-hydroxyprogesterone (17-OHP) level > 3,000 ng/dL
e Cosyntropin stimulation 170HP level > 10,000 ng/dL
e Genetic variant in CYP21A2 gene

AND

3 - Patient is 4 years of age or older

AND

4 - Chronic treatment with a supraphysiologic glucocorticoid (GC) regimen (e.g.,

dexamethasone, hydrocortisone, methylprednisolone, prednisone, prednisolone) defined as
ONE of the following:

4.1 BOTH of the following:

o Patientis 4 to 17 years old
o Daily glucocorticoid dose > 12 mg/m2 in hydrocortisone dose equivalents

OR

4.2 BOTH of the following:

o Patientis = 18 years old
o Daily glucocorticoid dose > 13 mg/m2/day in hydrocortisone dose equivalents
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AND

5 - Prescribed by an endocrinologist

AND

6 - If the request is for Crenessity oral suspension, ONE of the following:

6.1 Patient is unable to ingest a solid dosage form (e.g., an oral tablet or capsule) due to
ONE of the following:

e Age
e oral-motor difficulties
e dysphagia

OR

6.2 Patient utilizes a feeding tube for medication administration

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:Crenessity oral capsule and oral suspension [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Crenessity therapy (e.g., reduction in total
glucocorticoid daily dose, decreased androstenedione levels)

AND
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2 - Patient will continue to receive concomitant glucocorticoid replacement (e.g.,
dexamethasone, hydrocortisone, methylprednisolone, prednisone, prednisolone)

AND

3 - Prescribed by an endocrinologist

AND

4 - If the request is for Crenessity oral suspension, ONE of the following:

4.1 Patient is unable to ingest a solid dosage form (e.g., an oral tablet or capsule) due to
ONE of the following:

e Age
e oral-motor difficulties
e dysphagia

OR

4.2 Patient utilizes a feeding tube for medication administration

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:

Crenessity (crinecerfont) is a corticotropin-releasing factor type 1 receptor
antagonist indicated as adjunctive treatment to glucocorticoid replacement to control
androgens in adults and pediatric patients 4 years of age and older with classic
congenital adrenal hyperplasia (CAH).
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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.

e Supply limits may be in place.

4 . References

Crenessity [package insert]. San Diego, CA: Neurocrine Biosciences, Inc.; December
2024.

Sarafoglou K, Kim MS, Lodish M, et al. Phase 3 Trial of Crinecerfont in Pediatric
Congenital Adrenal Hyperplasia. N Engl J Med. 2024;391(6):493-503.

Auchus RJ, Hamidi O, Pivonello R, et al. Phase 3 Trial of Crinecerfont in Adult
Congenital Adrenal Hyperplasia. N Engl J Med. 2024;391(6):504-514.

New MI, Lorenzen F, Lerner AJ, et al. Genotyping steroid 21-hydroxylase deficiency:
hormonal reference data. J Clin Endocrinol Metab. 1983;57(2):320-326.

Speiser PW, Arlt W, Auchus RJ, et al. Congenital Adrenal Hyperplasia Due to Steroid 21-
Hydroxylase Deficiency: An Endocrine Society Clinical Practice Guideline [published
correction appears in J Clin Endocrinol Metab. 2019 Jan 1;104(1):39-40. J Clin
Endocrinol Metab. 2018;103(11):4043-4088.

5. Revision History

Date

Notes

5/14/2025 Added non-solid dosage form criteria for Crenessity oral suspension.
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Ctexli

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-312209

Guideline Name Ctexli

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 9/1/2025

P&T Approval Date: |7/24/2025
P&T Revision Date:

1. Indications
Drug Name: Ctexli (chenodiol)

Cerebrotendinous xanthomatosis Indicated for treatment of cerebrotendinous
xanthomatosis (CTX) in adults.

2 . Criteria

Product Name:Ctexli [a]

Approval Length 12 month(s)

Therapy Stage Initial Authorization
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Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of cerebrotendinous xanthomatosis (cholestanol storage disease)
AND
2 - Disease is confirmed by the presence of pathogenic variant(s) in the CYP27A1 gene
AND
3 - Prescribed by or in consultation with ONE of the following:
e Endocrinologist

e Geneticist
e Neurologist

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:Ctexli [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Ctexli therapy

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

Endocrinologist
Geneticist
Neurologist

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:

Additional Clinical Rules:

Ctexli (chenodiol) is a bile acid indicated for treatment of cerebrotendinous
xanthomatosis (CTX) in adults.

o 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.
2.

Ctexli [package insert]. Foster City, CA: Mirum Pharmaceuticals, Inc.; July 2024.

Stelten BML, Dotti MT, Verrips A, Elibol B, Falik-Zaccai TC, Hanman K, Mignarri A,
Sithole B, Steiner RD, Verma S, Yahalom G, Zubarioglu T, Mochel F, Federico A. Expert
opinion on diagnosing, treating and managing patients with cerebrotendinous
xanthomatosis (CTX): a modified Delphi study. Orphanet J Rare Dis. 2021;16(1):353.
doi:10.1186/s13023-021-01980-5.

DeBarber A, Kisanuki Y, Nobrega P, Himes R, Jayadev S, Bernat J, Prakash V, Gibson J,
Larson A, Sgobbi P, Murphy E, Fedor B, Wong Po Foo C, Dutta R, Imperiale M, Garner
W, Vig P, Perez S, Ramdhani R, Saute J, Duell PB. Evaluation of Chenodeoxycholic Acid
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Treatment in Adult Patients with Cerebrotendinous Xanthomatosis: A Randomized,
Placebo-Controlled Phase 3 Study [abstract].

5. Revision History

Date Notes

6/27/2025 New program.
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Cuvrior

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164985
Guideline Name Cuvrior
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 4/1/2025

P&T Approval Date: [1/1/2023

P&T Revision Date: 2/20/2025

1. Indications

Drug Name: Cuvrior (trientine tetrahydrochloride)

Wilson’s Disease Indicated for the treatment of adult patients with Wilson’s disease who are
de-coppered and tolerant to penicillamine.

2 . Criteria

Product Name:Cuvrior [a]

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

Approval Criteria

1 - Diagnosis of Wilson’s disease

AND

2 - Patient is de-coppered [i.e., serum non-ceruloplasmin copper (NCC) level greater than or
equal to 25 and less than or equal to 150 mcg/L]

AND

3 - Patient is tolerant to penicillamine

AND

4 - Prescriber provides a reason or special circumstance why the patient cannot use
penicillamine

AND

5 - Patient will not use penicillamine in conjunction with Cuvrior

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:Cuvrior [a]

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary
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Approval Criteria

1 - Documentation of positive clinical response to Cuvrior 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:

Cuvrior (trientine tetrahydrochloride) is a copper chelator indicated for the treatment of adult
patients with Wilson’s disease who are de-coppered and tolerant to penicillamine.

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

e Supply limits may be in place

4 . References

1. Cuvrior [package insert]. Chicago, IL: Orphalan; April 2022.

5. Revision History

Date Notes
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2/11/2025

Annual review. Updated authorization durations to 12 months. Added
SML.
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Cystaran

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-116148

Guideline Name Cystaran

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 2/1/2023

P&T Approval Date: |8/14/2020
P&T Revision Date: 11/18/2022

1. Indications

Drug Name: Cystaran (cysteamine) ophthalmic solution

Cystinosis Indicated for the treatment of corneal cystine crystal accumulation in patients with
cystinosis.

2 . Criteria

Product Name:Cystaran

Approval Length 12 month(s)

Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of cystinosis

AND

2 - Treatment of corneal cystine crystal accumulation

Product Name:Cystaran

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

Approval Criteria

1 - Documentation of positive clinical response to Cystaran therapy

3. Background

Benefit/Coverage/Program Information

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.

e Supply limits may be in place.

4 . References
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1. Cystaran [package insert]. Gaithersburg, MD: Leadiant Biosciences, Inc.; February
2022.

5. Revision History

Date Notes

11/2/2022 Annual review, updated reference.
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Daraprim

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-259210

Guideline Name Daraprim

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date:  [11/13/2020

P&T Revision Date:  [05/21/2021 ; 09/15/2021 ; 05/20/2022 ; 05/25/2023 ; 05/17/2024 ;
10/01/2024 ; 03/19/2025 ; 5/16/2025

1. Indications
Drug Name: Daraprim (pyrimethamine)

Toxoplasmosis Indicated for the treatment of toxoplasmosis when used conjointly with a
sulfonamide, since synergism exists with this combination.

2 . Criteria

Product Name:Brand Daraprim, generic pyrimethamine [a]

Approval Length 12 months*

Guideline Type Prior Authorization
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Approval Criteria

1 - Daraprim will be approved based on submission of medical record (e.g., chart notes)
documenting ONE of the following criteria:

1.1 Treatment of severe acquired toxoplasmosis, including toxoplasmic encephalitis

OR

1.2 Treatment of congenital toxoplasmosis

OR

1.3 Secondary prophylaxis of toxoplasmic encephalitis

OR

1.4 ALL of the following:

1.4.1 Primary Pneumocystis pneumonia (PCP) prophylaxis in HIV-infected patients or as

secondary prophylaxis in HIV-infected patients who have been treated for an acute episode of
Pneumocystis pneumonia

AND

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

AND

1.4.3 ONE of the following:

o Patient has been re-challenged with trimethoprim-sulfamethoxazole (TMP-SMX)*
using a desensitization protocol and is still unable to tolerate
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o Evidence of moderately severe or life threatening-reaction to trimethoprim-
sulfamethoxazole (TMP-SMX)? in the past (e.g., toxic epidermal necrolysis (TEN),
Stevens-Johnson syndrome)

OR

1.5 ALL of the following:

1.5.1 Primary prophylaxis of toxoplasmic encephalitis

AND

1.5.2 Toxoplasma IgG positive

AND

1.5.3 CD4 count is less than or equal to 100 cells/mma3 if initiating prophylaxis or CD4 count
is less than 100-200 cells/mma3 if reinstituting prophylaxis

AND

1.5.4 Will be used in combination with dapsone or atovaquone

AND

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

AND

1.5.6 ONE of the following:

o Patient has been re-challenged with trimethoprim-sulfamethoxazole (TMP-SMX)*
using a desensitization protocol and is still unable to tolerate
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o Evidence of moderately severe or life threatening-reaction to trimethoprim-
sulfamethoxazole (TMP-SMX)? in the past (e.g., toxic epidermal necrolysis (TEN),
Stevens-Johnson syndrome)

Notes * Consider discontinuation of primary prophylaxis if CD4 count is great
er than 200 cells/mm3 for greater than 3 months after institution of co
mbination antiretroviral 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.

A Tried/failed alternative(s) are supported by clinical guidelines.

3. Background

Benefit/Coverage/Program Information

Background:

Daraprim (pyrimethamine) is indicated for the treatment of toxoplasmosis when used
conjointly with a sulfonamide, since synergism exists with this combination.

The use of pyrimethamine for the treatment or prophylaxis of malaria is no longer
recommended in the CDC Guidelines for the Treatment of Malaria in the United States. For
the treatment of malaria, contact the CDC Malaria Hotline: (770) 488-7788 or (855) 856-4713
toll-free Monday-Friday 9 am to 5 pm EST - (770) 488-7100 after hours, weekends and
federal holidays.

Limitations of Use:
Outpatient medication access to Daraprim is available exclusively through the Daraprim
Direct program in partnership with Optime Care, Inc.

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.

e Supply limits may be in place
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4 . References

-_—

Daraprim [Package Insert]. Jersey City, NJ: Tilde Sciences LLC: October 2023.

Centers for Disease Control and Prevention. Treatment of Uncomplicated Malaria.
Clinical guidance: Malaria diagnosis and treatment in the U.S. Accessed January 31,
2025: Treatment of Uncomplicated Malaria | Malaria | CDC

Centers for Disease Control and Prevention. CDC Yellow Book: Health Information for
International Travel 2020. New York: Oxford University Press; 2024. Accessed April 10,
2025: https://wwwnc.cdc.gov/travel/yellowbook/2024/infections-diseases/malaria
Daraprim Accessing Daraprim. Accessed April 10, 2025: Welcome to DARAPRIM®
Direct - For Healthcare Providers | DARAPRIM® (pyrimethamine) 25mg tablets
Department of Health and Human Services. Guidelines for the Prevention and Treatment
of Opportunistic Infections in HIV-Infected Adults and Adolescents. Accessed April
10,2025: What's New: Adult and Adolescent Ols HIV Clinical Guidelines | NIH
Department of Health and Human Services. Guidelines for the Prevention and Treatment
of Opportunistic Infections in HIV-Exposed and HIV-Infected Children. Accessed April 10,
2025: Toxoplasmosis | Pediatric Opportunistic Infection | Clinicallnfo (hiv.gov)

5. Revision History

Date Notes
5/14/2025 :Qnual review without change to coverage criteria. Updated referenc
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Daybue

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-259211
Guideline Name Daybue
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: |5/25/2023

P&T Revision Date:  [04/17/2024 ; 5/16/2025

1. Indications
Drug Name: Daybue (trofinetide)

Rett syndrome (RTT) Indicated for the treatment of Rett syndrome (RTT) in adults and
pediatric patients aged 2 years and older.

2 . Criteria

Product Name:Daybue [a]

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

Approval Criteria
1 - Diagnosis of Rett Syndrome (RTT) confirmed by ONE of the following:
1.1 ALL of the following clinical signs and symptoms:

e A pattern of development, regression, then recovery or stabilization

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

o Partial or complete loss of spoken language

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

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

OR

1.2 Confirmed genetic mutation in the MECP2 gene

AND

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

e Geneticist

o Pediatrician who specializes in childhood neurological or developmental disorders
e Neurologist

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:Daybue [a]

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 Daybue 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:

Daybue is a synthetic analog of the amino-terminal tripeptide of insulin-like growth factor-1
(IGF-1) indicated for the treatment of Rett syndrome (RTT) in adults and pediatric patients
aged 2 years and older.

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. Daybue [package insert]. San Diego, CA: Acadia Pharmaceuticals, Inc.; September
2024.

5. Revision History
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Date

Notes

5/14/2025

Annual review. No changes to clinical criteria.
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Diabetic Meters and Test Strips - PA, NF, QL

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-347191

Guideline Name

Diabetic Meters and Test Strips - PA, NF, QL

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date: 8/1/2025
P&T Approval Date: 1/20/2021
P&T Revision Date: 09/15/2021

Note:

NOTE: Continuous Glucose Monitoring (CGM) and components (reader, sensor) should be
reviewed using the Continuous Glucose Monitor guideline.

1. Criteria

Product Name:Test Strips and Glucose Meters (preferred and non-preferred)

Approval Length

12 month(s)

Guideline Type

Prior Authorization, Non-Formulary

Approval Criteria
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1 - One of the following reasons that a preferred Test Strip/Glucometer (Accu-Chek, Contour,
or OneTouch strip/meter) cannot be used:

The member has a vision problem/blindness that requires the use of a special
glucometer/test strip

The member is currently on an insulin pump or an insulin delivery device (e.g.,
OmniPod) that requires a specific glucometer/test strip

There is a medically necessary justification (e.g., an impairment of manual dexterity)
requiring use of a special monitoring system and/or test strip

Notes

NOTE: a) Before approving/denying a product, please check for a pre
vious approval on file for the member for a non-preferred product. If a
n approval is on file, an automatic approval is appropriate. b) If a non-
preferred test strip/meter is approved for a member, future requests fo
r non-preferred test strip/meter products should also be approved.
NOTE: Continuous Glucose Monitoring (CGM) and components (read
er, sensor) should be reviewed using the Continuous Glucose Monitor
guideline.

Product Name:Test Strips (preferred and non-preferred)

Approval Length 12 month(s)

Guideline Type Quantity Limit

Approval Criteria

1 - Quantities exceeding the plan's limit of 100 test strips per 30 days are approved for one of
the following:

The patient is insulin dependent or pregnant and the physician confirms the patient
requires a greater quantity because of more frequent blood glucose testing (e.qg.,
patients on intravenous insulin infusions)

The patient is experiencing or is prone to hypoglycemia or hyperglycemia and requires
additional testing to achieve glycemic control

The patient’s physician is adjusting medications and the patient requires additional
blood glucose testing during this time

The patient’s physician is adjusting MNT (medical nutrition therapy) and the patient
requires additional blood glucose testing during this time

The patient requires additional testing due to fluctuations in blood glucose due to
physical activity/exercise

Other circumstances where prescribing physician confirms that the patient requires a
greater quantity because of more frequent blood glucose testing (clinical review
required by UnitedHealthcare reviewing pharmacist and/or medical director)
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Notes NOTE: Effectuate approvals with quantity limit that corresponds to the
approved MDD (max daily dose) for test strips to the requested quant

ity.

2 . Background

Benefit/Coverage/Program Information

Background:

This program is to be administered for diabetic meters and test strips with a prior
authorization or quantity limit requirement. It is also to be administered for members
requesting an exception for non-preferred diabetic meters and test strips.

Preferred test strips and meters are Accu-Chek, Contour, and OneTouch. All other brands
are non-preferred. All preferred and non-preferred test strips have a quantity limit of 100
strips per 30 days. In addition, all preferred and non-preferred meters have a quantity limit of
one per 365 days.

3. Revision History

Date Notes

7/25/2025 Added Contour to the list of preferred products.
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Dojolvi

Effective 11.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-267189

Guideline Name

Dojolvi

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 7/1/2025

P&T Approval Date:  [12/16/2020

P&T Revision Date:

02/19/2021 ; 05/20/2022 ; 5/16/2025

1. Indications

Drug Name: Dojolvi (triheptanoin)

FAOD).

Long-chain fatty acid oxidation disorders (LC-FAOD) Dojolvi (triheptanoin) is a medium-
chain triglyceride indicated as a source of calories and fatty acids for the treatment of pediatric
and adult patients with molecularly confirmed long-chain fatty acid oxidation disorders (LC-

2 . Criteria

Product Name:Dojolvi [a]

Approval Length

12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records confirming the diagnosis of long-chain fatty acid oxidation
disorders (LC-FAOD) with at least TWO of the following diagnostic criteria:

o Disease specific elevation of acylcarnitines on a newborn blood spot or in plasma

e Low enzyme activity in cultured fibroblasts

e Genetic testing demonstrating one or more pathogenic mutations in a gene associated
with long-chain fatty acid oxidation disorders (e.g., CPT2, ACADVL, HADHA, or
HADHB)

AND

2 - Patient is not receiving Dojolvi in combination with any other medium-chain triglyceride
(MCT) products

AND

3 - Prescribed by a board certified medical geneticist experienced in the treatment of long-
chain fatty acid oxidation disorders (LC-FAQOD)

AND

4 - Target recommended daily dosage does not exceed 35% of the patient’s total prescribed
daily caloric intake (DCI)

AND

5 - Patient is receiving disease related dietary management

AND
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6 - If not diagnosed by newborn screening, patient has a history of clinical manifestations of
long-chain fatty acid oxidation disorders LC-FAOD (e.g., rhabdomyolysis)

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:Dojolvi [a]

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

Approval Criteria
1 - Documentation of positive clinical response to Dojolvi therapy (e.g., increased cardiac
efficiency, decreased left ventricular wall mass, decreased incidence of rhabdomyolysis, etc.)

AND

2 - Patient is not receiving Dojolvi in combination with any other medium-chain triglyceride
(MCT) products

AND

3 - Prescribed by a board certified medical geneticist experienced in the treatment of long-
chain fatty acid oxidation disorders (LC-FAQOD)

AND

4 - Target recommended daily dosage does not exceed 35% of the patient’s total prescribed
daily caloric intake (DCI)

AND
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5 - Patient is receiving disease related dietary management

Notes [a] State mandates may apply. Any federal regulatory requirements an

ply.

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

3. Background

Benefit/Coverage/Program Information

Background

Dojolvi (triheptanoin) is a medium-chain triglyceride indicated as a source of calories and
fatty acids for the treatment of pediatric and adult patients with molecularly confirmed long-
chain fatty acid oxidation disorders (LC-FAOD).

Additional Clinical Rules:
e Supply limits may be in place

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.

4 . References

1. Dojolvi [package insert]. Novato, CA: Ultragenyx Pharmaceutical, Inc.; October 2023.
Merritt JL 2nd, Norris M, Kanungo S. Fatty acid oxidation disorders. Ann Transl Med.
2018;6(24):473. doi:10.21037/atm.2018.10.57

3. Knottnerus SJG, Bleeker JC, Wiist RCI, et al. Disorders of mitochondrial long-chain fatty

acid oxidation and the carnitine shuttle. Rev Endocr Metab Disord. 2018;19(1):93-106.
doi:10.1007/s11154-018-9448-1

5. Revision History

Date Notes
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5/14/2025

Annual review. Revised listing of genes associated with long-chain fa
tty acid disorders. Revised initial authorization to 12 months. Update
d references. Added state mandate note.

Page 381



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Dry Eye Disease

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-374426
Guideline Name Dry Eye Disease
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

P&T Approval Date: |8/18/2023
P&T Revision Date: 03/20/2024 ; 07/17/2024 ; 10/01/2024 ; 07/24/2025 ; 9/25/2025

1. Indications

Drug Name: Cequa (cyclosporine 0.09% ophthalmic solution), Restasis (cyclosporine
0.05% ophthalmic emulsion), Restasis Multidose (cyclosporine 0.05% ophthalmic
emulsion)

Keratoconjunctivitis sicca Indicated to increase tear production in patients whose tear
production is presumed to be suppressed due to ocular inflammation associated with
keratoconjunctivitis sicca.

Drug Name: Miebo (perfluorohexyloctane ophthalmic solution), Tryptyr (acoltremon
ophthalmic solution), Tyrvaya (varenicline nasal spray), Vevye (cyclosporine 0.1%) ,
Xiidra (lifitegrast 5% ophthalmic solution)

Dry eye disease Indicated for the treatment of the signs and symptoms of dry eye disease.
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2 . Criteria

Product Name:Cequa, Miebo, Restasis Multidose, Brand Restasis, Tryptyr, Tyrvaya, Vevye,
Xiidra [a]

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

Approval Criteria
1 - Diagnosis of ONE of the following:

e Moderate to severe keratoconjunctivitis sicca
e Moderate to severe dry eye disease

AND
2 - Not prescribed to manage dry eyes peri-operative elective eye surgery (e.g., LASIK)
AND
3 - Prescribed by or in consultation with ONE of the following:
e Ophthalmologist

e Optometrist
e Rheumatologist

AND

4 - Medication will not be used in combination with another prescription product for dry eye
disease or keratoconjunctivitis sicca (e.g., Miebo, Restasis single dose-vials, Tyrvaya, Xiidra)

AND
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5 - The patient has a history of failure, contraindication, or intolerance to a trial of cyclosporine
0.05% ophthalmic emulsion (generic Restasis or generic Restasis Multidose)

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:Cequa, Miebo, Restasis Multidose, Brand Restasis, Tryptyr, Tyrvaya, Vevye,
Xiidra [a]

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

Approval Criteria

1 - Patient has demonstrated clinically significant improvement with therapy

AND

2 - Medication will not be used in combination with another prescription product for dry eye
disease or keratoconjunctivitis sicca (e.g., Miebo, Restasis single dose-vials, Tyrvaya, Xiidra)

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:cyclosporine 0.05% ophthalmic emulsion (generic Restasis) [a]

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

Approval Criteria

1 - Diagnosis of ONE of the following:
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e Moderate to severe keratoconjunctivitis sicca
e Moderate to severe dry eye disease

AND

2 - Not prescribed to manage dry eyes peri-operative elective eye surgery (e.g., LASIK)

AND

3 - Medication will not be used in combination with another prescription product for dry eye
disease or keratoconjunctivitis sicca (e.g., Cequa, Miebo, Restasis, Vevye, Xiidra)

AND

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

e Ophthalmologist
e Optometrist
e 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:cyclosporine 0.05% ophthalmic emulsion (generic Restasis) [a]

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

Approval Criteria

1 - Patient has demonstrated clinically significant improvement with therapy
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AND

2 - Medication will not be used in combination with another prescription product for dry eye
disease or keratoconjunctivitis sicca (e.g., Cequa, Miebo, Restasis, Vevye Xiidra)

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:

Cequa™ (cyclosporine 0.09% ophthalmic solution), Restasis® (cyclosporine 0.05%
ophthalmic emulsion) and Restasis Multidose (cyclosporine 0.05% ophthalmic emulsion) are
indicated to increase tear production in patients whose tear production is presumed to be
suppressed due to ocular inflammation associated with keratoconjunctivitis sicca.

Miebo (perfluorohexyloctane ophthalmic solution), Tryptyr (acoltremon ophthalmic solution),
Tyrvaya (varenicline nasal spray), Vevye (cyclosporine 0.1%) and Xiidra™ (lifitegrast 5%
ophthalmic solution) are indicated for the treatment of the signs and symptoms of dry eye
disease.

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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4 . References

-_—

Cequa [package insert]. Cranbury, NJ: Sun Pharmaceutical Industries, Inc; December
2022.

Restasis [package insert]. North Chicago, IL: AbbVie Inc.; September 2024

Restasis MultiDose [package insert]. North Chicago, IL: AbbVie Inc.; September 2024
Tyrvaya [package insert]. Princeton NJ: Oyster Point Pharma, Inc; February 2024.
Xiidra [package insert]. Bridgewater, NJ: Bausch & Lomb Americas Inc;: December
2023.

Miebo [package insert]. Bridgewater, NJ: Bausch & Lomb Americas Inc; June 2023.
American Academy of Ophthalmology. Dry Eye Syndrome Preferred Practice Pattern
2023.

8. Vevye [package insert]. Nashville, TN: Harrow Eye, LLC; November 2023

9. Tryptyr [package insert]. Fort Worth, TX: Alcon Laboratories, Inc.; May 2025.

akrown

No

5. Revision History

Date Notes

Added Tryptyr to policy. Removed requirement for OTC artificial tear

9/3/2025
product use.
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Duopa

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-355215
Guideline Name Duopa
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 10/1/2025

P&T Approval Date: |8/14/2020
P&T Revision Date: 02/19/2021 ; 09/21/2022 ; 08/18/2023 ; 8/22/2025

1. Indications
Drug Name: Duopa (carbidopa/levodopa)

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

2 . Criteria

Product Name:Duopa [a]

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

1 - Diagnosis of advanced Parkinson's Disease

2 - Patient experiences a wearing "off" phenomenon that cannot be managed by increasing
the dose of oral levodopa

3 - Has undergone or has planned placement of a procedurally-placed tube

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:Duopa [a]

Approval Length 12 Months
Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Duopa 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
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Benefit/Coverage/Program Information

Background:

Duopa (carbidopa/levodopa) enteral suspension is indicated for the treatment of motor
fluctuations in patients with advanced Parkinson’s disease.

Duopa should be administered continuously via an infusion pump over 16 hours through a
procedurally-placed tube. Duopa may be administered through a naso-jejunal (NJ) tube for a
short period of time until a gastrostomy tube can be placed.'?3

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.

e Supply limits may be in place

4 . References

1. Duopa [package insert]. North Chicago, IL: AbbVie, Inc.; May 2025.
International Parkinson and Movement Disorder Society Evidence-Based Medicine
Review: Update on Treatments for the Motor Symptoms of Parkinson’s Disease.

Movement Disorders. 2018.

5. Revision History

Date Notes

8/1/2025 Annual review. Updated references.
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Dupixent

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-356193

Guideline Name Dupixent

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/1/2025

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

P&T Revision Date:  [06/16/2021 ; 08/20/2021 ; 10/20/2021 ; 12/15/2021 ; 01/19/2022 ;
02/18/2022 ; 04/20/2022 ; 07/20/2022 ; 11/18/2022 ; 03/15/2023 ;
07/19/2023 ; 08/18/2023 ; 03/20/2024 ; 11/22/2024 ; 03/19/2025 ;
06/18/2025 ; 8/22/2025

1. Indications
Drug Name: Dupixent (dupilumab)

Atopic Dermatitis Indicated for the treatment of adult and pediatric patients aged 6 months
and older with moderate-to-severe atopic dermatitis (AD) whose disease is not adequately
controlled with topical prescription therapies or when those therapies are not advisable.
DUPIXENT can be used with or without topical corticosteroids.

Asthma Indicated as an add-on maintenance treatment of adult and pediatric patients aged 6
years and older with moderate-to-severe asthma characterized by an eosinophilic phenotype
or with oral corticosteroid dependent asthma

Chronic Rhinosinusitis with Nasal Polyps Indicated as an add-on maintenance treatment
in adult and pediatric patients aged 12 years and older with inadequately controlled chronic
rhinosinusitis with nasal polyps (CRSwNP).
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Eosinophilic Esophagitis Indicated for treatment of adult and pediatric patients aged 1 year
and older, weighing at least 15 kg, with eosinophilic esophagitis (EoE).

Prurigo nodularis (PN) Indicated for the treatment of adult patients with prurigo nodularis
(PN).

Chronic Obstructive Pulmonary Disorder (COPD) Indicated for add-on maintenance
treatment of adult patients with inadequately controlled chronic obstructive pulmonary disease
(COPD) and an eosinophilic phenotype.

Chronic Spontaneous Urticaria Indicated for the treatment of adult and pediatric patients
aged 12 years and older with chronic spontaneous urticaria (CSU) who remain symptomatic
despite H1 antihistamine treatment.

Bullous Pemphigoid Indicated for the treatment of adult patients with bullous pemphigoid.

2 . Criteria

Product Name:Dupixent [a]

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

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)?:
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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:

e Patient is currently on Dupixent 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 the Sanofi and Regeneron Pharmaceuticals
sponsored Dupixent MyWay 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
Dupixent*

AND
3 - Patient is not receiving Dupixent in combination with EITHER of the following for treatment
of the same indication:
e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm), Nemluvio (nemolizumab-
ilto)]

e Janus kinase inhibitor [e.g., Rinvoq (upadacitinib), Xeljanz/XR (tofacitinib), Opzelura
(topical ruxolitinib), Cibingo (abrocitinib)]

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 ther
apy via the receipt of a manufacturer supplied sample at no cost in the
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prescriber’s office or any form of assistance from the Sanofi and Reg
eneron Pharmaceuticals sponsored Dupixent MyWay program shall b
e required to meet initial authorization criteria as if patient were new to
therapy.

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

Product Name:Dupixent [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy

AND

2 - Patient is not receiving Dupixent in combination with EITHER of the following for treatment
of the same indication:

e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm), Nemluvio (nemolizumab-
ilto)]

e Janus kinase inhibitor [e.g., Rinvoq (upadacitinib), Xeljanz/XR (tofacitinib), Opzelura
(topical ruxolitinib), Cibingo (abrocitinib)]

AND

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

e Dermatologist
e 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.
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Product Name:Dupixent [a]

Diagnosis Asthma

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

Approval Criteria

1 - Diagnosis of moderate-to-severe asthma

AND

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

2.1.1 Classification of asthma as uncontrolled or inadequately controlled as defined by at
least ONE of the following:

e Poor symptom control (e.g., Asthma Control Questionnaire [ACQ] score consistently
greater than 1.5 or Asthma Control Test [ACT] score consistently less than 20)

e Two or more bursts of systemic corticosteroids for at least 3 days each in the previous
12 months

o Asthma-related emergency treatment (e.g., emergency room visit, hospital admission,
or unscheduled physician's office visit for nebulizer or other urgent treatment)

» Airflow limitation (e.g., after appropriate bronchodilator withhold forced expiratory
volume in 1 second [FEV1] less than 80% predicted [in the face of reduced
FEV1/forced vital capacity [FVC] defined as less than the lower limit of normal])

o Patient is currently dependent on oral corticosteroids for the treatment of asthma

AND

2.1.2 Dupixent will be used in combination with ONE of the following:

2.1.2.1 ONE maximally dosed (appropriately adjusted for age) combination inhaled
corticosteroid (ICS)/long-acting beta2 agonist (LABA) [e.g., fluticasone propionate/salmeterol,
Symbicort (budesonide/formoterol), Breo Ellipta (fluticasone furoate/vilanterol)]
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OR

2.1.2.2 Combination therapy including BOTH of the following:

e ONE maximally dosed (appropriately adjusted for age) ICS product [e.g., ciclesonide
(Alvesco), mometasone furoate (Asmanex), beclomethasone dipropionate (QVAR)]

e ONE additional asthma controller medication [e.g., LABA - olodaterol (Striverdi) or
salmeterol (Serevent); leukotriene receptor antagonist — montelukast (Singulair);
theophylline]

AND

2.1.3 ONE of the following:

e Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting
that asthma is an eosinophilic phenotype as defined by a baseline (pre-dupilumab
treatment) peripheral blood eosinophil level greater than or equal to 150 cells/uL
(microliter)

o Patient is currently dependent on oral corticosteroids for the treatment of asthma

OR

2.2 BOTH of the following:

o Patient is currently on Dupixent therapy

o Patient has not received a manufacturer supplied sample at no cost in prescriber
office, or any form of assistance from the Sanofi and Regeneron Pharmaceuticals
sponsored Dupixent MyWay 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
Dupixent*

AND
3 - Patient is not receiving Dupixent in combination with ANY of the following for treatment of
the same indication:
e Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala

(mepolizumab)]
e Anti-IgE therapy [e.g., Xolair (omalizumab)]
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e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

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

o Allergist
e Immunologist
e 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.

*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 Sanofi and Reg
eneron Pharmaceuticals sponsored Dupixent MyWay program shall b
e required to meet initial authorization criteria as if patient were new to

therapy.

Product Name:Dupixent [a]

Diagnosis Asthma

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

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy as demonstrated by at
least ONE of the following:

Reduction in the frequency of exacerbations

Decreased utilization of rescue medications

Increase in percent predicted FEV1 from pretreatment baseline

Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing,
shortness of breath, coughing, etc.)

e Reduction in oral corticosteroid requirements
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AND

2 - Dupixent is being used in combination with an ICS-containing maintenance medication
[e.g., Advair/AirDuo (fluticasone/salmeterol), Breo Ellipta (fluticasone furoate/vilanterol),
Symbicort (budesonide/ formoterol), Trelegy Ellipta (fluticasone
furoate/umeclidinium/vilanterol)]

AND

3 - Patient is not receiving Dupixent in combination with any of the following for treatment of
the same indication:

e Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala
(mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]

e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

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

o Allergist
e Immunologist
e 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:Dupixent [a]

Diagnosis Chronic Rhinosinusitis with Nasal Polyposis
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria
1 - ONE of the following:

1.1 Diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwWNP) defined by ALL of the
following:

1.1.1 TWO OR MORE of the following symptoms for longer than 12 weeks duration:

Nasal mucopurulent discharge

Nasal obstruction, blockage, or congestion
Facial pain, pressure, and/or fullness
Reduction or loss of sense of smell

AND

1.1.2 ONE of the following findings using nasal endoscopy and/or sinus computed
tomography (CT):

e Purulent mucus or edema in the middle meatus or ethmoid regions

e Polyps in the nasal cavity or the middle meatus

¢ Radiographic imaging demonstrating mucosal thickening or partial or complete
opacification of paranasal sinuses

AND

1.1.3 ONE of the following:
e Presence of bilateral nasal polyposis
o Patient has previously required surgical removal of bilateral nasal polyps

AND

1.1.4 ONE of the following:

1.1.4.1 Patient has required prior sinus surgery

OR

1.1.4.2 Patient has required systemic corticosteroids (e.g., prednisone, methylprednisolone)
for CRSwNP in the previous 2 years
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OR

1.1.4.3 Patient has been unable to obtain symptom relief after trial of TWO of the following
classes of agents:

o Nasal saline irrigations
e Intranasal corticosteroids (e.g., fluticasone, mometasone, triamcinolone)
e Antileukotriene agents (e.g., montelukast, zafirlukast, zileuton)

OR

1.2 ALL of the following:

o Diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwWNP)

e Patient is currently on Dupixent therapy

o Patient has not received a manufacturer supplied sample at no cost in prescriber
office, or any form of assistance from the Sanofi and Regeneron Pharmaceuticals
sponsored Dupixent MyWay 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
Dupixent*

AND

2 - Patient will receive Dupixent as add-on maintenance therapy in combination with
intranasal corticosteroids (e.g., fluticasone, mometasone, triamcinolone)

AND
3 - Patient is NOT receiving Dupixent in combination with any of the following for treatment of

the same indication:

e Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala
(mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]

o Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

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

o Allergist
e Immunologist
e Otolaryngologist
e 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.

*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 Sanofi and Reg
eneron Pharmaceuticals sponsored Dupixent MyWay program shall b
e required to meet initial authorization criteria as if patient were new to

therapy.

Product Name:Dupixent [a]

Diagnosis

Chronic Rhinosinusitis with Nasal Polyposis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy

2 - Patient will continue

with intranasal corticosteroids (e.g., fluticasone, mometasone, triamcinolone)

3 - Patient is NOT receiving Dupixent in combination with any of the following for treatment of

the same indication:

AND

to receive Dupixent as add-on maintenance therapy in combination

AND
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o Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala
(mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]

e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

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

e Allergist
e Immunologist
o Otolaryngologist
e 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:Dupixent [a]

Diagnosis Eosinophilic Esophagitis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of eosinophilic esophagitis

AND

2 - Patient is experiencing symptoms related to esophageal dysfunction (e.g., dysphagia, food
impaction, chest pain that is often centrally located and may not respond to antacids,
gastroesophageal reflux disease-like symptoms/refractory heartburn, upper abdominal pain)
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AND

3 - Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting
eosinophil-predominant inflammation on esophageal biopsy, consisting of a peak value of
greater than or equal to 15 intraepithelial eosinophils per high power field (HPF) (or 60
eosinophils per mm”"2)

AND

4 - Secondary causes of esophageal eosinophilia have been ruled out

AND

5 - Mucosal eosinophilia is isolated to the esophagus and symptoms have persisted after an
8-week trial of at least ONE of the following:

e Proton pump inhibitors (e.g., pantoprazole, omeprazole)
o Topical (esophageal) corticosteroids (e.g., budesonide, fluticasone)

AND

6 - Patient is not receiving Dupixent in combination with ANY of the following for treatment of
the same indication:

e Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala
(mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

7 - Prescribed by ONE of the following:

o Allergist
e Gastroenterologist
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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:Dupixent [a]

Diagnosis Eosinophilic Esophagitis
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy as evidenced by
improvement of at least ONE of the following from baseline:

e Symptoms (e.g., dysphagia, chest pain, heartburn)

o Histologic measures (e.g., esophageal intraepithelial eosinophil count)
e Endoscopic measures (e.g., edema, furrows, exudates, rings, strictures)

AND

2 - Patient is not receiving Dupixent in combination with ANY of the following for treatment of
the same indication:

e Anti-interleukin-5 therapy [e.g., Cinqair (resilizumab), Fasenra (benralizumab), Nucala
(mepolizumab)]

e Anti-IgE therapy [e.g., Xolair (omalizumab)]
o Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

3 - Prescribed by or in consultation with a gastroenterologist or allergist

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:Dupixent [a]

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

Approval Criteria

1 - Diagnosis of prurigo nodularis

AND

2 - Patient has greater than or equal to 20 nodular lesions

AND

3 - History of failure, contraindication, or intolerance to at least ONE previous prurigo
nodularis treatment(s) (e.g., topical corticosteroids, topical calcineurin inhibitors, topical
capsaicin)

AND
4 - Patient is not receiving Dupixent in combination with EITHER of the following for treatment
of the same indication:
e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm, Nemluvio (nemolizumab-
ilto)]

e Janus kinase inhibitor [e.g., Rinvoq (upadacitinib), Xeljanz/XR (tofacitinib), Opzelura
(topical ruxolitinib), Cibingo (abrocitinib)]

AND

5 - Prescribed by ONE of the following:

e Dermatologist
o Allergist
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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.

Product Name:Dupixent [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy

AND

2 - Patient is not receiving Dupixent in combination with EITHER of the following for treatment
of the same indication:

e Biologic immunomodulator [e.g., Adbry (tralokinumab-ldrm), Nemluvio (nemolizumab-
ilto)]

e Janus kinase inhibitor [e.g., Rinvoq (upadacitinib), Xeljanz/XR (tofacitinib), Opzelura
(topical ruxolitinib), Cibingo (abrocitinib)]

AND
3 - Prescribed by 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
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e criteria. Other policies and utilization management programs may ap
ply.

Product Name:Dupixent [a]

Diagnosis Chronic Obstructive Pulmonary Disorder (COPD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of COPD

AND

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

e Post-bronchodilator forced expiratory volume (FEV1) / forced vital capacity (FVC) ratio
less than 0.7

e Post-bronchodilator FEV1 % predicted greater than or equal to 30% and less than or
equal to 70%

o Patient has an eosinophilic phenotype defined by a baseline (pre-dupilumab
treatment) peripheral blood eosinophil level greater than or equal to 300 cells/uL

AND

3 - Uncontrolled or inadequately controlled COPD demonstrated by BOTH of the following:

3.1 ONE of the following:

o Two or more COPD exacerbations in the previous year requiring treatment with
systemic corticosteroids and/or antibiotics

e One or more COPD exacerbation(s) that resulted in hospitalization or observation for
over 24 hours in an emergency department or urgent care facility in the past year

AND
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3.2 COPD exacerbation(s) occurred while receiving maintenance therapy with ONE of the
following:

o Triple therapy with a long-acting muscarinic antagonist (LAMA), long-acting beta

agonist (LABA), and inhaled corticosteroid (ICS) (e.g., Breztri Aerosphere, Trelegy
Ellipta)

e Dual therapy with a LAMA and LABA (e.g., Anoro Ellipta, Bevespi Aerosphere, Stiolto

Respimat) and a failure, contraindication, or intolerance to an inhaled corticosteroid
(ICS)

AND
4 - Symptoms of chronic productive cough for at least 3 months in the past year
AND

5 - Dupixent will be used as add-on maintenance therapy with ONE of the following:

e Triple therapy with a long-acting muscarinic antagonist (LAMA), long-acting beta
agonist (LABA), and inhaled corticosteroid (ICS) (e.g., Breztri Aerosphere, Trelegy
Ellipta)

e Dual therapy with a LAMA and LABA (e.g., Anoro Ellipta, Bevespi Aerosphere, Stiolto

Respimat) and a failure, contraindication, or intolerance to an inhaled corticosteroid
(ICS)

AND

6 - Patient is not receiving Dupixent in combination with ANY of the following for treatment of
the same indication:

e Anti-interleukin-5 therapy [e.g., Nucala (mepolizumab), Cingair (resilizumab), Fasenra
(benralizumab)]

o Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

7 - Prescribed by ONE of the following:

o Allergist
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e Immunologist
e 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:Dupixent [a]

Diagnosis Chronic Obstructive Pulmonary Disorder (COPD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of a positive clinical response to Dupixent therapy as demonstrated by at
least ONE of the following:

e Reduction in the frequency of COPD exacerbations

e Increase in percent predicted FEV1 from pretreatment baseline

e Reduction in severity or frequency of COPD-related symptoms (e.g., dyspnea,
wheezing, cough, sputum volume, decrease in sputum purulence)

e Reduction in oral corticosteroid requirements

AND

2 - Dupixent is being used as add-on maintenance therapy with ONE of the following:

o Triple therapy with a long-acting muscarinic antagonist (LAMA), long-acting beta
agonist (LABA), and inhaled corticosteroid (ICS) (e.g., Breztri Aerosphere, Trelegy
Ellipta)

e Dual therapy with a long-acting muscarinic antagonist (LAMA) and long-acting beta
agonist (LABA) (e.g., Anoro Ellipta, Bevespi Aerosphere, Stiolto Respimat) and a
failure, contraindication, or intolerance to an inhaled corticosteroid (ICS)

AND
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3 - Patient is not receiving Dupixent in combination with ANY of the following for treatment of
the same indication:

o Anti-interleukin-5 therapy [e.g., Nucala (mepolizumab), Cingair (resilizumab), Fasenra
(benralizumab)]

o Anti-IgE therapy [e.g., Xolair (omalizumab)]

e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND
4 - Prescribed by ONE of the following:
e Allergist
e Immunologist
¢ 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:Dupixent [a]

Diagnosis Chronic Spontaneous Urticaria
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of chronic spontaneous urticaria

AND

2 - ONE of the following:

2.1 Patient remains symptomatic despite at least a 2-week trial of, or history of
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contraindication or intolerance to, TWO H1-antihistamines [e.g., Allegra (fexofenadine),
Benadryl (diphenhydramine), Claritin (loratadine)]*

OR
2.2 Patient remains symptomatic despite at least a 2-week trial of, or history of
contraindication or intolerance to BOTH of the following taken in combination”;
2.2.1 A second generation H1-antihistamine [e.g., Allegra (fexofenadine), Claritin
(loratadine), Zyrtec (cetirizine)]

AND

2.2.2 ONE of the following:

o Adifferent second generation H1-antihistamine [e.g., Allegra (fexofenadine), Claritin
(loratadine), Zyrtec (cetirizine)]

o Afirst generation H1-antihistamine [e.g., Benadryl (diphenhydramine), Chlor-Trimeton
(chlorpheniramine), Vistaril (hydroxyzine)]

e An H2-antihistamine [e.g., Pepcid (famotidine), Tagamet HB (cimetidine), Zantac
(ranitidine)]

e Aleukotriene modifier [e.g., Singulair (montelukast)]

AND

3 - Patient is not receiving Dupixent in combination with Xolair (omalizumab) for treatment of
the same indication

AND

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

o Allergist
e Dermatologist
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
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ply.
ATried/failed alternative(s) are supported by FDA labeling.

Product Name:Dupixent [a]

Diagnosis Chronic Spontaneous Urticaria
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy (e.g., reduction in
exacerbations, itch severity, hives)

AND

2 - Patient is not receiving Dupixent in combination with Xolair (omalizumab) for treatment of
the same indication

AND

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

o Allergist
e Dermatologist
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.

Product Name:Dupixent [a]

Diagnosis Bullous Pemphigoid

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of bullous pemphigoid

AND
2 - Prescribed by ONE of the following:
o Dermatologist
e 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.

Product Name:Dupixent [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Dupixent therapy

AND

2 - Prescribed by ONE of the following:

e Dermatologist
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e Allergist
e Immunologist

Notes

ply.

[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

3. Background

Clinical Practice Guidelines
Table 1: Relative potencies of topical corticosteroids
Class Drug Dosage Form Strength
(%)
Augmented betamethasone  Ointment, gel 0.05
dipropionate
Very high  Clobetasol propionate Cream, foam, ointment 0.05
potency
Diflorasone diacetate Ointment 0.05
Halobetasol propionate Cream, ointment 0.05
Amcinonide Cream, lotion, ointment 0.1
Augmented betamethasone Cream, lotion 0.05
dipropionate
Betamethasone dipropionate  Cream, foam, ointment, 0.05
solution
High Desoximetasone Cream, ointment 0.25
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
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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
I;A;Zi:; Flurandrenolide Cream, ointment, lotion 0.05
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Hydrocortisone butyrate Cream, ointment, solution 0.1
Lower- Hydrocortisone probutate Cream 0.1
medium
potency Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Alclometasone dipropionate ~ Cream, ointment 0.05
poLtZ\rl1vcy Desonide Cream, gel, foam, ointment 0.05
Fluocinolone acetonide Cream, solution 0.01
Dexamethasone Cream 0.1
Lowest Hydrocortisone Cream, lotion, ointment, 0.25,0.5, 1
potency solution
Hydrocortisone acetate Cream, ointment 0.5-1
Table 2: Low, medium and high daily doses of inhaled corticosteroids
Adults and adolescents (12 years of age and older)
Drug Daily dose (mcg)
Low Medium High
Beclometasone dipropionate (CFC) 200-500 >500-1000 >1000
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Beclometasone dipropionate (HFA) 100-200 >200-400 >400
Budesonide DPI 200-400 >400-800 >800
Ciclesonide (HFA) 80-160 >160-320 >320
Fluticasone furoate (DPI) 100 n.a 200

Fluticasone propionate (DPI) 100-250 >250-500 >500
Fluticasone propionate (HFA) 100-250 >250-500 >500
Mometasone furoate 110-220 >220-440 >440
Triamcinolone acetonide 400-1000 >1000-2000 >2000

Benefit/Coverage/Program Information

Background:

Dupixent® (dupilumab) is an interleukin-4 receptor alpha antagonist indicated
for treatment of patients aged 6 months and older with moderate-to-severe
atopic dermatitis whose disease is not adequately controlled with topical
prescription therapies or when those therapies are not advisable. Dupixent
can be used with or without topical corticosteroids. Dupixent is also indicated
as an add-on maintenance treatment in patients with moderate-to-severe
asthma aged 6 years and older with an eosinophilic phenotype or with oral
corticosteroid dependent asthma, as an add-on maintenance treatment in adult
and pediatric patients aged 12 years and older with inadequately controlled
chronic rhinosinusitis with nasal polyposis (CRSwNP), for the treatment of
adult and pediatric patients aged 1 year and older, weighing at least 15 kg, with
eosinophilic esophagitis (EoE), and for adult patients with prurigo nodularis
(PN), as add-on maintenance treatment of adult patients with inadequately
controlled chronic obstructive pulmonary disease (COPD) and an eosinophilic
phenotype, for the treatment of adult and pediatric patients aged 12 years and
older with chronic spontaneous urticaria (CSU) who remain symptomatic
despite H1 antihistamine treatment, and for the treatment of adult patients with
bullous pemphigoid.

Limitation of Use:

Dupixent is not for the relief of acute bronchospasm or status asthmaticus and is not
indicated for other forms of urticaria.

Additional Clinical Programs:
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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 limitations may be in place.
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Duvyzat

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-334203
Guideline Name Duvyzat
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 9/1/2025

P&T Approval Date: |7/17/2024
P&T Revision Date: 7/16/2025

1. Indications

Drug Name: Duvyzat (givinostat) oral suspension

Duchenne muscular dystrophy (DMD) Indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients 6 years of age and older.

2 . Criteria

Product Name:Duvyzat [a]

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

Approval Criteria

1 - Diagnosis of Duchenne muscular dystrophy (DMD)

AND

2 - Diagnosis confirmed by the presence of a mutation in the DMD gene

AND

3 - Patient is 6 years of age or older

AND

4 - Submission of medical records (e.g., chart notes) confirming that the patient is ambulatory
without needing an assistive device (e.g., without side-by-side assist, cane, walker,
wheelchair, etc.)

AND

5 - Patient has been or will be established on a stable corticosteroid regimen

AND

6 - Prescribed by, or in consultation with, a pediatric neuromuscular specialist with expertise
in the treatment of DMD

AND

7 - Patient has not received gene therapy for DMD [e.g., Elevidys (delandistrogene
moxparvovec-rokl)]
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AND

8 - Patient will not receive Duvyzat in combination with exon-skipping therapies for DMD [e.g.,
Amondys (casimersen), Exondys 51 (eteplirsen), Viltepso (viltolarsen), Vyondys 53
(golodirsen)]

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:Duvyzat [a]

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

Approval Criteria

1 - Physician attestation that patient would benefit from continued administration.

AND

2 - Submission of medical records (e.g., chart notes) confirming that the patient is ambulatory
WITHOUT needing an assistive device (e.g., without side-by-side assist, cane, walker,
wheelchair, etc.)

AND

3 - Patient continues to receive concomitant corticosteroid regimen

AND

4 - Prescribed by, or in consultation with, a pediatric neuromuscular specialist with expertise
in the treatment of DMD
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AND

5 - Patient has not received gene therapy for DMD [e.g., Elevidys (delandistrogene
moxparvovec-rokl)]

AND

6 - Patient will not receive Duvyzat in combination with exon-skipping therapies for DMD [e.g.,
Amondys (casimersen), Exondys 51 (eteplirsen), Viltepso (viltolarsen), Vyondys 53
(golodirsen)]

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:

Duvyzat (givinostat) is a histone deacetylase inhibitor indicated for the treatment of
Duchenne muscular dystrophy (DMD) in patients 6 years of age and older.

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. Duvyzat [package insert]. Concord, MA: ITF Therapeutics, LLC; November 2024.
2. Mercuri E, Vilchez JJ, Boespflug-Tanguy O, et al. Safety and efficacy of givinostat in
boys with Duchenne muscular dystrophy (EPIDYS): a multicentre, randomised, double-
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blind, placebo-controlled, phase 3 trial [published correction appears in Lancet Neurol.
2024 Jun;23(6):e10]. Lancet Neurol. 2024;23(4):393-403.

3. 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

7/16/2025 Annual review with no changes to criteria. Updated references.
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Ebglyss

Optum Rxc

Prior Authorization Guideline

Effective 11.1.2025

Guideline ID

GL-219305

Guideline Name

Ebglyss

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 5/1/2025

P&T Approval Date: [3/19/2025

P&T Revision Date:

1. Indications

Drug Name: Ebglyss (lebrikizumab-lbkz)

Moderate-to-severe chronic atopic dermatitis Indicated for the treatment of adults and
pediatric patients 12 years of age and older who weigh at least 40 kg with moderate to severe
atopic dermatitis whose disease is not adequately controlled with topical prescription
therapies or when those therapies are not advisable.

2 . Criteria

Product Name:Ebglyss [a]

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 inadequate response, contraindication or intolerance to BOTH of the following
therapeutic classes of topical therapies (document drug, date of trial, and/or contraindication
to medication):

e One medium, high or very-high potency topical corticosteroid [e.g., mometasone
furoate (generic Elocon), fluocinolone acetonide (generic Synalar), fluocinonide
(generic Lidex)]

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

OR

2.2 Patient has been previously treated with a targeted immunomodulator FDA-approved for
the treatment of atopic dermatitis as documented by claims history or submission of medical
records (Document drug, date, and duration of therapy) [e.g., Adbry (tralokinumab-ldrm),
Cibinqgo (abrocitinib), Dupixent (dupilumab), Ebglyss (lebrikizumab-lbkz), Opzelura
(ruxolitinib), Rinvoq (upadacitinib)].

AND

3 - ONE of the following:

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

e Dupixent (dupilumab)
e Rinvoq (upadacitinib)
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OR

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

AND

4 - Ebglyss will be used in combination with a topical corticosteroid and/or topical calcineurin
inhibitor

AND

5 - Patient is NOT receiving Ebglyss in combination with either of the following:
e Biologic immmunomodulator [e.g., Adbry (tralokinumab-Idrm), Dupxient (dupilumab)]

e Janus kinase inhibitor [e.g., Cibinqo (abrocitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz/XR (tofacitinib)]

AND

6 - 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.

Product Name:Ebglyss [a]

Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary
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Approval Criteria

1 - Documentation of positive clinical response to Ebglyss therapy
AND

2 - Patient is NOT receiving Ebglyss in combination with either of the following:
e Biologic immunomodulator [e.g., Adbry (tralokinumab-Idrm), Dupxient (dupilumab)]

e Janus kinase inhibitor [e.g., Cibinqo (abrocitinib), Opzelura (topical ruxolitinib), Rinvoq
(upadacitinib), Xeljanz/XR (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

Clinical Practice Guidelines

Table 1: Relative potencies of topical corticosteroids [3]

Class Drug Dosage Form Strength
(%)
Augmented betamethasone Ointment, gel 0.05
Very high ' oo9M¢ g
ofenc dipropionate
P ¥ 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
High Desoximetasone Cream, ointment 0.25
Potency Desoximetasone Gel 0.05
Diflorasone diacetate Cream 0.05
tridifloronide Cream, gel, ointment, solution 0.05
Halcinonide Cream, ointment 0.1
Mometasone furoate Ointment 0.1
Triamcinolone acetonide Cream, ointment 0.5
Betamethasone valerate Cream, foam, lotion, ointment 0.1
Clocortolone pivalate Cream 0.1
Desoximetasone Cream 0.05
_ Fluocinolone acetonide Cream, ointment 0.025
Medium Flurandrenolide Cream, ointment, lotion 0.05
potency
Fluticasone propionate Cream 0.05
Fluticasone propionate Ointment 0.005
Mometasone furoate Cream, lotion 0.1
Triamcinolone acetonide Cream, ointment, lotion 0.1
Hydrocortisone butyrate Cream, ointment, solution 0.1
Low'er- Hydrocortisone probutate Cream 0.1
g‘;il:g Hydrocortisone valerate Cream, ointment 0.2
Prednicarbate Cream 0.1
Alclometasone dipropionate =~ Cream, ointment 0.05
poljc:\r,mvcy Desonide Cream, gel, foam, ointment 0.05
Fluocinolone acetonide Cream, solution 0.01
Dexamethasone Cream 0.1
Lowest Hydrocortisone Cream, lotion, ointment, 0.25,0.5, 1
potency solution
Hydrocortisone acetate Cream, ointment 0.5-1
Table 2: Low, medium and high daily doses of inhaled corticosteroids [6]
Adults and adolescents (12 years of age and older)
Drug Daily dose (mcg)

Page 427



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Low Medium High

Beclometasone dipropionate (CFC) 200-500 >500-1000 >1000
Beclometasone dipropionate (HFA) 100-200 >200-400 >400
Budesonide DPI 200-400 >400-800 >800
Ciclesonide (HFA) 80-160 >160-320 >320
Fluticasone furoate (DPI) 100 N/A 200

Fluticasone propionate (DPI) 100-250 >250-500 >500
Fluticasone propionate (HFA) 100-250 >250-500 >500
Mometasone furoate 110-220 >220-440 >440
Triamcinolone acetonide 400-1000 >1000-2000 >2000

Benefit/Coverage/Program Information

Background:

Ebglyss (lebrikizumab-Ilbkz) is an interleukin-13 antagonist indicated for the treatment of
adults and pediatric patients 12 years of age and older who weigh at least 40 kg with
moderate to severe atopic dermatitis whose disease is not adequately controlled with topical
prescription therapies or when those therapies are not advisable. Ebglyss can be used with
or without topical corticosteroids.

Additional Clinical Programs:

* 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 limitations may be in place

4 . References

1. Ebglyss [package insert]. Indianapolis, IN: Eli Lilly and Company; September 2024.

2. 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.

3. 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.

4. 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.
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5. Revision History

Date Notes

3/20/2025 New program
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-154209

Guideline Name

Egaten

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

11/1/2024

P&T Approval Date:

9/15/2021

P&T Revision Date:

09/21/2022 ; 09/20/2023 ; 9/18/2024

1. Indications

Drug Name: Egaten (triclabendazole)

Fascioliasis Indicated for the treatment of fascioliasis in patients over the age of 6 years.

2 . Criteria

Product Name:Egaten [a]

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Page 430




2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Approval Criteria

1 - Diagnosis of fascioliasis

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

Additional Clinical Programs:

» 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

Background

Egaten (triclabendazole) is an anthelmintic, indicated in the treatment of fascioliasis in
patients over the age of 6 years.

4 . References
1. Egaten [package insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation;

February 2022.
2. Centers for Disease Control and Prevention. Fasciola - https://www.cdc.gov/liver-

flukes/fasciola/index.html Published February 14, 2024. Accessed July 19, 2024.

5. Revision History
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Date Notes

9/3/2024 Annual review, updated reference.
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Egrifta SV

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-164986
Guideline Name Egrifta SV
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 4/1/2025

P&T Approval Date: (9/15/2021
P&T Revision Date:  [02/17/2023 ; 2/20/2025

1. Indications
Drug Name: Egrifta SV (tesamorelin)

Reduction of excess abdominal fat in HIV-infected patients with lipodystrophy Indicated
for the reduction of excess abdominal fat in HIV-infected patients with lipodystrophy.

2 . Criteria

Product Name:Egrifta SV [a]

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

Approval Criteria

1 - Diagnosis of HIV-associated lipodystrophy

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:Egrifta SV [a]

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

Approval Criteria

1 - Documentation of positive clinical response (e.g., improvement in visceral adipose tissue
[VAT], decrease in waist circumference, belly appearance) while on Egrifta SV 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

Additional Clinical Programs:

» 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.
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Background

Egrifta SV (tesamorelin) is a growth hormone releasing factor (GHRF) analog indicated for
the reduction of excess abdominal fat in HIV-infected patients with lipodystrophy.

Limitations of Use:

e Long-term cardiovascular safety of Egrifta SV has not been established.

e Not indicated for weight loss management.

e There are no data to support improved compliance with anti-retroviral therapies in
HIV-positive patients taking Egrifta SV.

4 . References

1. Egrifta SV [prescribing information]. Montreal, Quebec, Canada. Theratechnologies, Inc.
February 2024.

5. Revision History

Date Notes

Annual review. Updated initial authorization to 12 months and update

2/11/2025
d reference.
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Ekterly

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-345291

Guideline Name Ekterly

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/1/2025
P&T Approval Date: [8/22/2025
P&T Revision Date:

1. Indications
Drug Name: Ekterly (sebetralstat)

Hereditary angioedema (HAE) Indicated for the treatment of acute attacks of hereditary
angioedema (HAE) in adult and pediatric patients aged 12 years and older.

2 . Criteria

Product Name:Ekterly [a]

Approval Length 12 month(s)

Therapy Stage Initial Authorization
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Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:

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

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

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

o Confirmed presence of variant(s) in the gene(s) for factor XIl, angiopoietin-1,
plasminogen-1, kininogen-1, myoferlin, or heparan sulfate-glucosamine 3-O-
sulfotransferase 6

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

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
unknown background de-novo mutation(s) (i.e., no family history) (HAE-unknown)

AND

2 - BOTH of the following:

e Prescribed for the acute treatment of HAE attacks
e Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Berinert, Firazyr, icatibant, Kalbitor, Ruconest, Sajazir)

AND

3 - Prescribed by ONE of the following:

e Immunologist
e Allergist
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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:Ekterly [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Ekterly therapy

AND

2 - BOTH of the following:

e Prescribed for the acute treatment of HAE attacks
e Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Berinert, Firazyr, icatibant, Kalbitor, Ruconest, Sajazir)

AND
3 - Prescribed by ONE of the following:
e Immunologist
e Allergist
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
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Benefit/Coverage/Program Information

Background: Ekterly® (sebetralstat) is a plasma kallikrein inhibitor indicated for the
treatment of acute attacks of hereditary angioedema (HAE) in adult and pediatric patients
aged 12 years and older.

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.

o Supply limits may be in place.

4 . References

-_—

Ekterly [package insert]. Cambridge, MA: KalVista Pharmaceuticals, Inc; July 2025.

2. Maurer M, Magerl M, Ansotegui |, et al. The international WAO/EAACI guideline for the
management of hereditary angioedema-The 2017 revision and update. Allergy. 2018 Jan
10.

3. Wu, E. Hereditary angioedema with normal C1 inhibitor. In: UpToDate, Saini, S (Ed),
UpToDate, Waltham, MA, 2025.

4. Busse, P, Christiansen, S., Riedl, M., et. al. “US HAEA Medical Advisory Board 2020
Guidelines for the Management of Hereditary Angioedema.” The Journal of Allergy and
Clinical Immunology. 2020 September 05.

5. Maurer M, Magerl M, Betschel S, et al. The international WAO/EAACI guideline for the

management of hereditary angioedema-The 2021 revision and update. Allergy.

2022;77(7):1961-1990. doi:10.1111/all.15214

5. Revision History

Date Notes

7/29/2025 New program.
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Emflaza

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-156422

Guideline Name Emflaza

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 12/1/2024

P&T Approval Date:  [10/20/2021
P&T Revision Date: 10/18/2023 ; 10/16/2024

1. Indications
Drug Name: Emflaza (deflazacort)

Duchenne muscular dystrophy (DMD) Indicated for the treatment of Duchenne muscular
dystrophy (DMD) in patients 2 years of age and older.

2 . Criteria

Product Name:Brand Emflaza, generic deflazacort [a]

Diagnosis Duchenne Muscular Dystrophy

Guideline Type Prior Authorization
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Approval Criteria

1 - Published clinical evidence shows Emflaza is likely to produce equivalent therapeutic
results as other available corticosteroids (e.g., prednisone); therefore, Emflaza 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

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

In a report from the Guideline Development Subcommittee of the American Academy of
Neurology, regarding selection of prednisone versus deflazacort in the treatment of DMD, the
following statement is made: “prednisone and deflazacort are possibly equally effective for
improving motor function in patients with DMD. [3] Three Class lll studies directly compared
prednisone and deflazacort. In one study, deflazacort and prednisone were shown to have
equally beneficial effects on functional motor outcomes, pulmonary function, and
development of scoliosis over 5.49 years (SD 1.98). [4] In another study, prednisone and
deflazacort were equally effective in improving motor function and functional performance
over a 12- month treatment period. [5] A final study reported equivalent cardiac outcome in
deflazacort- and prednisone-treated groups over a mean follow-up period of 3.0 years (SD
2.5). [6]

Additional Clinical Programs:

» 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
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4 . References

-_—

Emflaza [package insert]. Warren, NJ: PTC Therapeutics Inc.; May 2024.

2. 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.

3. 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.

4. Balaban B, Matthews DJ, Clayton GH, Carry T. Corticosteroid treatment and functional
improvement in Duchenne muscular dystrophy: long-term effect. Am J Phys Med
Rehabil. 2005 Nov;84(11):843-50.

5. Bonifati MD, Ruzza G, Bonometto P, Berardinelli A, Gorni K, Orcesi S, Lanzi G, Angelini
C. A multicenter, double-blind, randomized trial of deflazacort versus prednisone in
Duchenne muscular dystrophy. Muscle Nerve. 2000 Sep;23(9):1344-7.

6. Markham LW, Spicer RL, Khoury PR, Wong BL, Mathews KD, Cripe LH. Steroid therapy

and cardiac function in Duchenne muscular dystrophy.

5. Revision History

Date Notes

Annual review with no changes to coverage criteria. Updated backgr

9/27/2024 ound and references.
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Empaveli

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232247
Guideline Name Empaveli
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |2/18/2022
P&T Revision Date:  [08/18/2023 ; 02/16/2024 ; 04/17/2024 ; 4/16/2025

1. Indications

Drug Name: Empaveli (pegcetacoplan)

Paroxysmal Nocturnal Hemoglobinuria (PNH) Indicated for the treatment of adult patients
with paroxysmal nocturnal hemoglobinuria (PNH).

2 . Criteria

Product Name:Empaveli [a]

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

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting the
diagnosis of paroxysmal nocturnal hemoglobinuria (PNH) as confirmed by BOTH of the
following:

o Flow cytometry analysis confirming presence of PNH clones

e Laboratory results, signs, and/or symptoms attributed to PNH (e.g., abdominal pain,

anemia, dyspnea, extreme fatigue, smooth muscle dystonia, unexplained/unusual
thrombosis, hemolysis/hemoglobinuria, kidney disease, pulmonary hypertension, etc.)

AND

2 - ONE of the following:

2.1 Patient will not be prescribed Empaveli in combination with another complement inhibitor
used for the treatment of PNH (e.g., Bkemv, Fabhalta, PiaSky, Soliris, Ultomiris)

OR

2.2 Patient is currently receiving another complement inhibitor (e.g., Bkemv, Fabhalta,
PiaSky, Soliris, Ultomiris) which will be discontinued and Empaveli will be initiated in
accordance with the United States Food and Drug Administration approved labeling

AND

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

e Hematologist
e Oncologist

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:Empaveli [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Empaveli therapy (e.g., increased or
stabilization of hemoglobin levels, reduction in transfusions, improvement in hemolysis,
decrease in LDH, increased reticulocyte count, etc.)

AND

2 - Patient is not receiving Empaveli in combination with another complement inhibitor used
for the treatment of PNH (e.g., Bkemv, Fabhalta, PiaSky, Soliris, Ultomiris)

AND

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

e Hematologist
e Oncologist

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:
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Empaveli (pegcetacoplan) is a complement inhibitor indicated for the treatment of adult
patients with paroxysmal nocturnal hemoglobinuria (PNH).

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. Empaveli [package insert], Waltham, MA: Apellis Pharmaceuticals, Inc.; September
2023.

2. Parker C, Omine M, Richards S, et al. Diagnosis and management of paroxysmal
nocturnal hemoglobinuria. Blood. 2005 Dec 1; 106(12): 3699-3709.

3. Devalet B, Mullier F, Chatelain B, et al. Pathophysiology, diagnosis, and treatment of
paroxysmal nocturnal hemoglobinuria: a review. Eur J Haematol. 2015 Sep;95(3):190-8.

4. Sutherland DR, Keeney M, lllingworth A. Practical guidelines for the high-sensitivity
detection and monitoring of paroxysmal nocturnal hemoglobinuria clones by flow
cytometry. Cytometry B Clin Cytom. 2012 Jul;82(4):195-208.

5. Réth A, Maciejewski J, Nishimura JI, et al. Screening and diagnostic clinical algorithm for
paroxysmal nocturnal hemoglobinuria: Expert consensus. Eur J Haematol. 2018
Jul;101(1):3-11.

5. Revision History

Date Notes

Annual review. No changes to coverage criteria. Updated examples o

41412025 f alternate complement inhibitors.
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Entresto

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-335242
Guideline Name Entresto
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 8/1/2025

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

P&T Revision Date:  [02/19/2021 ; 04/21/2021 ; 08/19/2022 ; 10/19/2022 ; 11/17/2023 ;
08/16/2024

1. Indications
Drug Name: Entresto (valsartan-sacubitril), Entresto sprinkles (valsartan-sacubitril)

Heart Failure Indicated to reduce the risk of cardiovascular death and hospitalization for heart
failure. Benefits are most clearly evident in patients with left ventricular ejection fraction
(LVEF) below normal. It is also indicated for the treatment of symptomatic heart failure with
systemic left ventricular systolic dysfunction in pediatric patients aged one year and older.

2 . Criteria

Product Name:Brand Entresto, generic sacubitril/valsartan [a]

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - As continuation of therapy initiated during an inpatient stay

OR

2 - ALL of the following:

o Diagnosis of pediatric heart failure with systemic left ventricular systolic dysfunction
which is symptomatic

e Prescribed by or in consultation with a cardiologist

o If the request is for Entresto Sprinkles, the prescriber has given a clinical reason or
special circumstance why the patient is unable to use regular Entresto tablets

OR

3 - ALL of the following:

3.1 Diagnosis of heart failure (with or without hypertension)

AND

3.2 ONE of the following:

3.2.1 Ejection fraction is less than or equal to 40 percent

OR

3.2.2 BOTH of the following:

o Ejection fraction greater than 40 percent

o Patient has structural heart disease (i.e. left atrial enlargement (LAE) or left ventricular

hypertrophy (LVH)
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AND

3.3 Heart failure is classified as ONE of the following:

e New York Heart Association Class Il
e New York Heart Association Class Il
¢ New York Heart Association Class IV

AND

3.4 Patient does not have a history of angioedema

AND

initiation of Entresto

AND

3.6 Patient is not concomitantly on aliskiren therapy

AND

3.5 Patient will discontinue any use of concomitant ACE Inhibitor or ARB before initiating
treatment with Entresto. ACE inhibitors must be discontinued at least 36 hours prior to

3.7 Entresto is prescribed by, or in consultation with, a cardiologist

ply.

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

Product Name:Brand Entresto, generic sacubitril/valsartan [a]

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

1 - The Entresto dose has been titrated to a dose of 97 mg/103 mg twice daily or the
maximum labeled dose for pediatric patients, or to a maximum dose as tolerated by the
patient

AND

2 - Documentation of positive clinical response to 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

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.

e Supply Limits may be in place.

Background:

Entresto (valsartan-sacubitril) is indicated to reduce the risk of cardiovascular death and
hospitalization for heart failure. Benefits are most clearly evident in patients with left
ventricular ejection fraction (LVEF) below normal. It is also indicated for the treatment of
symptomatic heart failure with systemic left ventricular systolic dysfunction in pediatric
patients aged one year and older.

4 . References
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Entresto [package insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation;
April 2024.

McMurray JJ, Desai AS, Gong J. Dual angiotensin receptor and neprilysin inhibition as
an alternative to angiotensin-converting enzyme inhibition in patients with chronic
systolic heart failure: rationale for and design of the prospective comparison of ARNI with
ACEI to determine impact on global mortality and morbidity in heart failure trial
(PARADIGM-HF). European Journal of Heart Failure 2013; 15: 1062-1073.

McMurray JJ, Packer M, Desai AS, et al. Angio-tensin-neprilysin inhibition versus
enalapril in heart failure. N Engl J Med 2014;371:993-1004.

Heidenreich PA, Bozkurt, B, et al. 2022 AHA/ACC/HFSA Guideline for the Management
of Heart Failure: A Report of the American College of Cardiolgy/American Heart
Association Joint Committee on Clinical Practice Guidelines. Circulation.
2022;145(18):e895-e1032.

5. Revision History

Date

Notes

7/22/2025 added generic.
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Eohilia

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-248189
Guideline Name Eohilia
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: |5/17/2024
P&T Revision Date: 5/16/2025

1. Indications

Drug Name: Eohilia (budesonide oral suspension)

Eosinophilic esophagitis (EoE) Indicated for 12 weeks of treatment in adult and pediatric
patients 11 years of age and older with eosinophilic esophagitis (EoE).

2 . Criteria

Product Name:Eohilia [a]

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

Approval Criteria

1 - Diagnosis of eosinophilic esophagitis (EOE)

AND

2 - Patient is experiencing symptoms related to esophageal dysfunction (e.g., dysphagia, food
impaction, chest pain that is often centrally located and may not respond to antacids,
gastroesophageal reflux disease-like symptoms/refractory heartburn, upper abdominal pain)

AND

3 - Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting
eosinophil-predominant inflammation on esophageal biopsy, consisting of a peak value of 215
intraepithelial eosinophils per high power field (HPF)

AND

4 - Secondary causes of esophageal eosinophilia have been ruled out

AND

5 - History of suboptimal response, contraindication or intolerance to an 8-week trial of BOTH
of the following (document name and date tried):

e Proton pump inhibitor (e.g., pantoprazole, omeprazole)

e Inhalational corticosteroid administered orally [e.g., budesonide nebulized solution
(Pulmicort respules), Fluticasone HFA (Flovent HFA authorized generic)]

AND

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

e Allergist/Immunologist
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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

Product Name:Eohilia [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Eohilia therapy as evidenced by a reduction
in intraepithelial eosinophils per high power field (HPF)

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. References

1.

2.

Eohilia [package insert]. Lexington, MA: Takeda Pharmaceuticals America, Inc; May
2024.

Hirano, I, Chan, ES, Rank MA, et. al. AGA Institute and the Joint Task Force on Allergy-
Immunology Practice Parameters Clinical Guidelines for the Management of Eosinophilic
Esophagitis. Gastroenterology. 2020; 158: 1776-86.

Delton, ES, Gonsalves, N, Hirano, |, et al. ACG Clinical Guideline: Evidenced Based
Approach to the Diagnosis and Management of Esophageal Eosinophilia and
Eosinophilic Esophagitis (EoE). Am J Gastroenterol. 2013; 108: 679-92.

4 . Revision History

Date

Notes
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4/29/2025

Annual review. Updated failure language to suboptimal response. Up
dated authorization duration and added reauthorization criteria
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-159407

Guideline Name

Erleada

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 1/1/2025

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

P&T Revision Date:

02/19/2021 ; 11/19/2021 ; 08/19/2022 ; 11/18/2022 ; 11/18/2022 ;
11/17/2023 ; 11/22/2024

1. Indications

Drug Name: Erleada (apalutamide)

Prostate cancer Indicated for the treatment of patients with non-metastatic castration-
resistant prostate cancer. It is also indicated for the treatment of metastatic castration-

sensitive prostate cancer.

2 . Criteria

Product Name:Erleada [a]

Diagnosis

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

Approval Criteria

1 - Diagnosis of prostate cancer

AND

2 - One of the following:

2.1 Both of the following:

¢ Disease is castration-resistant or recurrent
e Disease is non-metastatic
OR
2.2 Both of the following:
e Disease is castration-sensitive or naive
e Disease is metastatic

AND

3 - One of the following:

3.1 Used in combination with a gonadotropin-releasing hormone (GnRH) analog [e.g. Lupron
(leuprolide), Zoladex (goserelin), Trelstar (triptorelin), Vantas (histrelin), Firmagon (degarelix)]

OR

3.2 Patient has had bilateral orchiectomy

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:Erleada [a]

Diagnosis

Prostate Cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Patient does not show evidence of progressive disease while on Erleada 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:Erleada [a]

Diagnosis

NCCN Recommended Regimens

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Erleada 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:Erleada [a]

Diagnosis

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

Approval Criteria

1 - Documentation of positive clinical response to Erleada 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:

Erleada (apalutamide) is an androgen receptor inhibitor indicated for the treatment of
patients with non-metastatic castration-resistant prostate cancer. It is also indicated for the
treatment of metastatic castration-sensitive prostate cancer. Patients should also receive a
gonadotropin-releasing hormone (GnRH) analog concurrently while taking Erleada or should
have had bilateral orchiectomy. [1]

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. Erleada [package insert]. Horsham, PA: Janssen Products LP. August 2024.
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2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
NCCN Drugs and Biologics Compendium. Accessed October 8, 2024.

5. Revision History

Date Notes

Annual review with no change to coverage criteria. Updated referenc
es.

11/7/2024
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Esbriet, Ofev

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-267191

Guideline Name Esbriet, Ofev

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

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

P&T Revision Date:  [04/21/2021 ; 09/15/2021 ; 04/20/2022 ; 09/21/2022 ; 03/15/2023 ;
08/18/2023 ; 03/20/2024 ; 5/16/2025

1. Indications
Drug Name: Esbriet (pirfenidone)

Idiopathic Pulmonary Fibrosis (IPF) Indicated for the treatment of idiopathic pulmonary
fibrosis (IPF).

Drug Name: Ofev (nintedanib)

Idiopathic Pulmonary Fibrosis (IPF) Indicated for in the treatment of idiopathic pulmonary
fibrosis (IPF).

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

Chronic Fibrosing Interstitial Lung Diseases (ILDs) with a Progressive Phenotype

Page 461



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Indicated for the treatment of chronic fibrosing interstitial lung diseases (ILDs) with a
progressive phenotype

2 . Criteria

Product Name:Brand Esbriet, Ofev, generic pirfenidone [a]

Diagnosis Idiopathic pulmonary fibrosis
Approval Length 12 month(s)

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of idiopathic pulmonary fibrosis (IPF) as documented by ALL of the following
criteria:

1.1 Exclusion of other known causes of interstitial lung disease (e.g., domestic and

occupational environmental exposures, connective tissue disease, and drug toxicity), as
documented by the following:

e ICD-10 Code J84.112 (Idiopathic pulmonary fibrosis)

AND

1.2 ONE of the following:

e In patients NOT subjected to surgical lung biopsy, the presence of a usual interstitial
pneumonia (UIP) pattern on high-resolution computed tomography (HRCT) revealing
IPF or probable IPF [5]

e In patients subjected to a lung biopsy, both HRCT and surgical lung biopsy pattern
reveal IPF or probable IPF [5]

AND

2 - ONE of the following:
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o If request is for Esbriet, Esbriet is not being used in combination with Ofev
o If the request is for Ofev, Ofev is not being used in combination with Esbriet.

AND

3 - The prescriber is 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:Brand Esbriet, Ofev, generic pirfenidone, [a]

Diagnosis Idiopathic pulmonary fibrosis
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - ONE of the following:

o If request is for Esbriet, Esbriet is not being used in combination with Ofev
o If the request is for Ofev, Ofev is not being used in combination with Esbriet

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:Ofev [a]

Diagnosis Systemic sclerosis-associated interstitial lung disease
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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:

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:

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

Telangiectasia

Abnormal nailfold capillaries

Pulmonary arterial hypertension

Raynaud’s phenomenon

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

AND

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

AND

2 - Ofev is not being used in combination with Esbriet or pirfenidone

AND
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3 - The prescriber is 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:Ofev [a]

Diagnosis

Systemic sclerosis-associated interstitial lung disease

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Ofev therapy

2 - Ofev is not being used in combination with Esbriet or pirfenidone

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:Ofev [a]

Diagnosis

Chronic fibrosing interstitial lung disease with a progressive
phenotype

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Diagnosis of chronic fibrosing interstitial lung disease (ILD) with a progressive phenotype
as documented by BOTH of the following criteria:

1.1 Presence of fibrotic ILD as determined by finding evidence of pulmonary fibrosis on
HRCT, involving at least 10% of the lungs

AND

1.2 Patient is presenting with clinical signs of progression as defined by ONE of the following
in the previous 24 months:

1.2.1 Forced vital capacity (FVC) decline of greater than 10%

OR

1.2.2 TWO of the following:

e FVC decline of greater than or equal to 5%, but less than 10%
o Patient is experiencing worsening respiratory symptoms
o Patient is exhibiting increasing extent of fibrotic changes on chest imaging

AND

2 - Ofev is not being used in combination with Esbriet or pirfenidone

AND

3 - The prescriber is 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:Ofev [a]

Diagnosis Chronic fibrosing interstitial lung disease with a progressive
phenotype
Approval Length 12 month(s)
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Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Ofev therapy

AND

2 - Ofev is not being used in combination with Esbriet or pirfenidone

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:

Esbriet (pirfenidone) is a pyridone inhibitor and Ofev (nintedanib) is a kinase inhibitor that
are indicated for the treatment of idiopathic pulmonary fibrosis (IPF). Ofev is also indicated
for slowing the rate of decline in pulmonary function in patients with systemic sclerosis-
associated interstitial lung disease (SSc-ILD) and for the treatment of chronic fibrosing
interstitial lung diseases (ILDs) with a progressive phenotype.

Additional Clinical Programs:

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.
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4 . References

Esbriet [Prescribing Information]. South San Francisco, CA. Genentech USA, Inc.
February 2023.

King TE, Bradford WZ, Castro-Benardini S, et al. A phase 3 trial of pirfenidone in patients
with idiopathic pulmonary fibrosis. N Engl J Med. 2014;370:2083-92.

Noble PW, Albera C, Bradford WZ, et al. Pirfenidone in patients with idiopathic
pulmonary fibrosis (CAPACITY): two randomized trials. Lancet. 2011;377:1760-69.
Ofev [Prescribing Information]. Ridgefield, CT. Boehringer Ingelheim Pharmaceuticals.
October 2022.

Richeldi L, du Boise RM, Raghu G, et al. Efficacy and safety of nintedanib in idiopathic
pulmonary fibrosis. N Engl J Med. 2014 May 29;370(22):2071-82.

Richeldi L, Cottin V, Flaherty KR, et al. Design of the INPULSIS trials: two phase 3 trials
of nintedanib in patients with idiopathic pulmonary fibrosis. Resp Med. 2014;108:1023-
1030.

Raghu G, Remy-Jardin M, Richeldi L, et al. Idiopathic Pulmonary Fibrosis (an Update)
and Progressive Pulmonary Fibrosis in Adults: An Official ATS/ERS/JRS/ALAT Clinical
Practice Guideline. Am J Respir Crit Care Med. 2022;205(9):e18-e47.
doi:10.1164/rccm.202202-0399ST

5. Revision History

Date Notes
5/14/2025 A(\:r:i?;;; review. Removed prescriber requirement from reauthorization
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Evrysdi

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-232223
Guideline Name Evrysdi
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |7/20/2022

P&T Revision Date:  [08/19/2022 ; 08/18/2023 ; 07/17/2024 ; 12/18/2024 ; 4/16/2025

1. Indications
Drug Name: Evrysdi (risdiplam)

Spinal muscular atrophy (SMA) Indicated for the treatment of spinal muscular atrophy
(SMA) in pediatric and adult patients.

2 . Criteria

Product Name:Evrysdi [a]

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

Approval Criteria

1 - Diagnosis of spinal muscular atrophy (SMA)

AND

2 - Submission of medical records (e.g., chart notes, laboratory values) confirming the
mutation or deletion of genes in chromosome 5q resulting in ONE of the following:

e Homozygous gene deletion or mutation of SMN1 gene (e.g., homozygous deletion of
exon 7 at locus 5q13)

e Compound heterozygous mutation of SMN1 gene (e.g., deletion of SMN1 exon 7
[allele 1] and mutation of SMN1 [allele 2])

AND
3 - Patient is not dependent on either of the following:
e Invasive ventilation
e Use of non-invasive ventilation beyond use for naps and nighttime sleep

AND

4 - Patient is not receiving concomitant chronic survival motor neuron (SMN) modifying
therapy [e.g., Spinraza (nusinersen)]

AND
5 - ONE of the following:
5.1 Patient has not previously received gene replacement therapy for the treatment of SMA

[e.g., Zolgensma (onasemnogene abeparvovec-xioi)]

OR
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5.2 BOTH of the following:

5.2.1 Patient has previously received gene replacement therapy [e.g., Zolgensma
(onasemnogene abeparvovec-xioi)] for the treatment of SMA

5.2.2 Submission of medical records (e.g., chart notes, laboratory values) documenting a
clinically meaningful functional decline (e.g., loss of motor milestone) since receiving gene
replacement therapy [e.g., Zolgensma (onasemnogene abeparvovec-xioi)]

6 - Submission of medical records (e.g., chart notes, laboratory values) documenting the
baseline assessment of at least ONE of the following exams (based on patient age and motor
ability) to establish baseline motor ability (baseline motor function analysis could include
assessments evaluated prior to receipt of previous chronic SMN modifying therapy if
transitioning therapy)*:

7 - Prescribed by or in consultation with a neurologist with expertise in the treatment of SMA

AND

AND

Children’s Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP
INTEND)

Hammersmith Infant Neurological Exam Part 2 (HINE-2)

Hammersmith Functional Motor Scale Expanded (HFMSE)

Revised Upper Limb Module (RULM) Test

Motor Function Measure 32 (MFM-32) Scale

AND

Notes

* Baseline assessments for patients less than 2 months of age reques
ting Evrysdi are not necessary in order to not delay access to initial th

erapy in recently diagnosed infants. Initial assessments shortly post-th
erapy can serve as baseline with respect to efficacy reauthorization as
sessment.

[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:Evrysdi [a]
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Approval Length 12 month(s)
Therapy Stage Reauthorization
Guideline Type Non Formulary

Approval Criteria

1 - Submission of medical records (e.g., chart notes, laboratory values) with the most recent
results documenting a positive clinical response to Evrysdi compared to pretreatment baseline
status (inclusive of baseline assessments prior to receipt of previous chronic SMN modifying
therapy) as demonstrated by at least one of the following exams:

1.1 CHOP INTEND: ONE of the following:

e Improvement or maintenance of previous improvement of at least a 4 point increase in
score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR

1.2 HINE-2: ONE of the following:

e Improvement or maintenance of previous improvement of at least 2 point (or maximal
score) increase in ability to kick

e Improvement or maintenance of previous improvement of at least 1 point increase in
any other HINE-2 milestone (e.g., head control, rolling, sitting, crawling, etc.),
excluding voluntary grasp

e The patient exhibited improvement, or maintenance of previous improvement in more
HINE motor milestones than worsening, from pretreatment baseline (net positive
improvement)

o Patient has achieved and maintained any new motor milestones when they would
otherwise be unexpected to do so

OR
1.3 HFMSE: ONE of the following

e Improvement or maintenance of previous improvement of at least a 3 point increase in
score from pretreatment baseline
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e Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR

1.4 RULM: ONE of the following:

e Improvement or maintenance of previous improvement of at least a 2 point increase in
score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

OR

1.5 MFM-32: ONE of the following:

e Improvement or maintenance of previous improvement of at least a 3 point increase in
score from pretreatment baseline

o Patient has achieved and maintained any new motor milestone from pretreatment
baseline when they would otherwise be unexpected to do so

AND
2 - Patient is not dependent on either of the following:
e Invasive ventilation
o Use of non-invasive ventilation beyond use for naps and nighttime sleep

AND

3 - Patient is not receiving concomitant chronic survival motor neuron (SMN) modifying
therapy [e.g., Spinraza (nusinersen)]

AND

4 - Prescribed by or in consultation with a neurologist with expertise in the treatment of SMA

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.

3. Background

Benefit/Coverage/Program Information

Background:

Evrysdi is a survival of motor neuron 2 (SMN2) splicing modifier indicated for the treatment
of spinal muscular atrophy (SMA) in pediatric and adult patients.

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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5. Revision History

Date Notes
Revised criteria for patients that have documented decline from pretr
4/1/2025 eatment baseline status following administration of gene replacement
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Fabhalta

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-248190

Guideline Name Fabhalta

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: |2/16/2024
P&T Revision Date:  [04/17/2024 ; 10/16/2024 ; 5/16/2025

1. Indications
Drug Name: Fabhalta (iptacopan)

Paroxysmal Nocturnal Hemoglobinuria Indicated for the treatment of adults with
paroxysmal nocturnal hemoglobinuria (PNH)

Primary immunoglobulin A nephropathy (IgAN) Indicated for the reduction of proteinuria in
adults with primary immunoglobulin A nephropathy (IgAN) at risk of rapid disease
progression, generally a urine protein-to-creatinine ratio (UPCR) 21.5 g/g.

2 . Criteria

Product Name:Fabhalta [a]
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Diagnosis Paroxysmal nocturnal hemoglobinuria (PNH)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - Submission of medical records (e.g., chart notes, laboratory values, etc.) documenting the
diagnosis of paroxysmal nocturnal hemoglobinuria (PNH) as confirmed by BOTH of the
following [2,3,4,5]:

e Flow cytometry analysis confirming presence of PNH clones

e Laboratory results, signs, and/or symptoms attributed to PNH (e.g., abdominal pain,

anemia, dyspnea, extreme fatigue, smooth muscle dystonia, unexplained/unusual
thrombosis, hemolysis/hemoglobinuria, kidney disease, pulmonary hypertension, etc.)

AND

2 - ONE of the following:

2.1 Patient will not be prescribed Fabhalta in combination with another complement inhibitor
used for the treatment of PNH (e.g., Empaveli, PiaSky, eculizumab, Ultomiris)

OR

2.2 Patient is currently receiving another complement inhibitor (e.g., Empaveli, PiaSky,
eculizumab, Ultomiris) which will be discontinued and Fabhalta will be initiated in accordance
with the United States Food and Drug Administration approved labeling

AND

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

e Hematologist
e Oncologist

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:Fabhalta [a]

Diagnosis Paroxysmal nocturnal hemoglobinuria (PNH)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Fabhalta therapy (e.g., increased or
stabilization of hemoglobin levels, reduction in transfusions, improvement in hemolysis,
decrease in LDH, increased reticulocyte count, etc.)

AND

2 - Patient is not receiving Fabhalta in combination with another complement inhibitor used for
the treatment of PNH (e.g., Empaveli, PiaSky, eculizumab, Ultomiris)

AND

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

e Hematologist
e Oncologist

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:Fabhalta [a]

Diagnosis Primary immunoglobulin A nephropathy (IgAN)

Approval Length 12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria

1 - Diagnosis of primary immunoglobulin A nephropathy (IgAN) confirmed by renal biopsy

AND

2 - Patient is at risk of rapid disease progression [e.g., generally a urine protein-to-creatinine
ratio (UPCR) greater than or equal to 1.5 g/g, or by other criteria such as clinical risk scoring
using the International IgAN Prediction Tool]

AND

3 - Used to reduce proteinuria

AND

4 - Estimated glomerular filtration rate (eGFR) is greater than or equal to 30 mL/min/1.73 m2

AND

5 - ONE of the following:

5.1 Patient is on a stabilized dose and receiving concomitant therapy with ONE of the
following:

o Maximally tolerated angiotensin converting enzyme (ACE) inhibitor (e.g., captopril,
enalapril)

e Maximally tolerated angiotensin Il receptor blocker (ARB) (e.g., candesartan,
valsartan)

OR

5.2 Patient has an allergy, contraindication, or intolerance to ACE inhibitors and ARBs
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AND

6 - ONE of the following:

e Patient is on a stabilized dose and receiving concomitant therapy with a maximally
tolerated sodium-glucose cotransporter-2 (SGLT2) inhibitor [e.g., Jardiance
(empagliflozin)]

o Patient has an allergy, contraindication, or intolerance to SGLT2 inhibitors

AND

7 - History of failure, contraindication or intolerance to a 30-day trial of a glucocorticoid (e.g.,
methylprednisolone, prednisone)

AND

8 - Prescribed by or in consultation with a nephrologist

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:Fabhalta [a]

Diagnosis Primary immunoglobulin A nephropathy (IgAN)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Fabhalta therapy demonstrated by a
reduction in proteinuria

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:Fabhalta [a]

Diagnosis Complement 3 glomerulopathy (C3G)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - Diagnosis of complement 3 glomerulopathy (C3G) confirmed by ALL of the following:

1.1 Documentation of a kidney biopsy demonstrating characteristic findings of C3G

AND

1.2 Glomerulonephritis has persisted = 3 months in duration

AND

1.3 ONE of the following:

e Serum complement 3 (C3) protein < 77 mg/dL (alternatively, less than 0.85 x lower
limit of the central laboratory normal range)

e Other complement abnormalities are present [e.g., soluble membrane attack complex
(sC5b-9), serum factor H, serum factor B, factor I, membrane cofactor protein (MCP,
CD46), C3/C4/C5 nephritic factor (NeF)] which are suggestive of a C3 glomerulopathy

AND

1.4 Presence of monoclonal gammopathy of undetermined significance (MGUS) has been
excluded by measurement of serum free light chains or other investigative means based on
standards of care
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AND

2 - Disease is considered to be moderate to severe based on proteinuria = 1.5 g/day and/or
abnormal kidney function

AND

3 - Used to reduce proteinuria

AND

4 - History of failure, contraindication or intolerance to a glucocorticoid (e.g.,
methylprednisolone, prednisone)

AND

5 - ONE of the following:

5.1 Patient is on a stabilized dose and receiving concomitant therapy with ONE of the
following:

o Maximally tolerated angiotensin converting enzyme (ACE) inhibitor (e.g., captopril,
enalapril)

e Maximally tolerated angiotensin Il receptor blocker (ARB) (e.g., candesartan,
valsartan)

OR

5.2 Patient has an allergy, contraindication, or intolerance to ACE inhibitors and ARBs

AND

6 - Patient has not undergone a solid-organ or cell transplant, including kidney transplant
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AND

7 - Prescribed by or in consultation with a nephrologist

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:Fabhalta [a]

Diagnosis Complement 3 glomerulopathy (C3G)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Fabhalta therapy demonstrated by a
reduction in proteinuria

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:

Fabhalta (iptacopan) is a complement factor B inhibitor, indicated for the treatment of adults
with paroxysmal nocturnal hemoglobinuria (PNH) the reduction of proteinuria in adults with
primary immunoglobulin A nephropathy (IgAN) at risk of rapid disease progression, generally
a urine protein-to-creatinine ratio (UPCR) 21.5 g/g; and for the treatment of adults with
complement 3 glomerulopathy (C3G), to reduce proteinuria. [1]
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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
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Corporation; March 2025.
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nocturnal hemoglobinuria. Blood. 2005 Dec 1; 106(12): 3699-3709.

3. Devalet B, Mullier F, Chatelain B, et al. Pathophysiology, diagnosis, and treatment of
paroxysmal nocturnal hemoglobinuria: a review. Eur J Haematol. 2015 Sep;95(3):190-8.
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detection and monitoring of paroxysmal nocturnal hemoglobinuria clones by flow
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5. Roéth A, Maciejewski J, Nishimura JI, et al. Screening and diagnostic clinical algorithm for
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5. Revision History

Date Notes

Added new indication and criteria for C3 glomerulopathy (C3G). Repl
4/29/2025 aced Soliris with eculizumab in list of examples of complement inhibit
ors. Updated background and references.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-312212

Guideline Name

Fasenra

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 9/1/2025

P&T Approval Date: [7/21/2021

P&T Revision Date:

11/19/2021 ; 12/15/2021 ; 02/18/2022 ; 02/17/2023 ; 07/19/2023 ;
07/17/2024 ; 7/16/2025

Note:

This program applies to the prefilled autoinjector formulation.

1. Indications

Drug Name: Fasenra (benralizumab) prefilled auto-injector

Severe Asthma Indicated for the add-on maintenance treatment of patients with severe
asthma aged 6 years and older, and with an eosinophilic phenotype.

Eosinophilic granulomatosis with polyangiitis (EGPA) Indicated for the treatment of adult
patients with eosinophilic granulomatosis with polyangiitis (EGPA)
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2 . Criteria

Product Name:Fasenra (benralizumab) [a]

Diagnosis Severe Asthma
Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Non Formulary

Approval Criteria
1 - ALL of the following:

1.1 Patient has been established on therapy with Fasenra under an active UnitedHealthcare
medical benefit prior authorization for the treatment of severe asthma

AND

1.2 Documentation of positive clinical response to Fasenra therapy as demonstrated by at
least ONE of the following:

Reduction in the frequency of exacerbations

Decreased utilization of rescue medications

Increase in percent predicted FEV1 from pretreatment baseline

Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing,
shortness of breath, coughing, etc.)

e Reduction in oral corticosteroid requirements

AND

1.3 Fasenra is being used in combination with an inhaled corticosteroin (ICS)-containing
maintenance medication [e.g., Advair/AirDuo (fluticasone/salmeterol), Breo Ellipta (fluticasone
furoate/vilanterol), Symbicort (budesonide/ formoterol), Trelegy Ellipta (fluticasone
furoate/umeclidinium/vilanterol)]

AND
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1.4 Patient is not receiving Fasenra in combination with ANY of the following for treatment of
the same indication:

Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
Anti-IgE therapy [e.g., Xolair (omalizumab)]

Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]

Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND
1.5 Prescribed by ONE of the following:
e Pulmonologist
e Allergist
e Immunologist
OR
2 - ALL of the following:
2.1 Diagnosis of severe asthma
AND

2.2 Classification of asthma as uncontrolled or inadequately controlled as defined by at least
ONE of the following:

Poor symptom control ((e.g., Asthma Control Questionnaire [ACQ] score consistently
greater than 1.5 or Asthma Control Test [ACT] score consistently less than 20)

Two or more bursts of systemic corticosteroids for at least 3 days each in the previous
12 months

Asthma-related emergency treatment (e.g., emergency room visit, hospital admission,
or unscheduled physician’s office visit for nebulizer or other urgent treatment)

Airflow limitation (e.g., after appropriate bronchodilator withhold forced expiratory
volume in 1 second [FEV1] less than 80% predicted [in the face of reduced
FEV1/forced vital capacity [FVC] defined as less than the lower limit of normal])
Patient is currently dependent on oral corticosteroids for the treatment of asthma

AND
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2.3 Submission of medical records (e.g., chart notes, laboratory values, etc.) confirming
asthma is an eosinophilic phenotype as defined by a baseline (pre-treatment) peripheral blood
eosinophil level =2 150 cells/pL

AND

2.4 Fasenra will be used in combination with ONE of the following:

2.4.1 ONE maximally dosed (appropriately adjusted for age) combination inhaled
corticosteroid (ICS)/long-acting beta2 agonist (LABA) [e.g., Advair/AirDuo Respiclick
(fluticasone propionate/salmeterol), Symbicort (budesonide/formoterol), Breo Ellipta
(fluticasone furoate/vilanterol)]

OR

2.4.2 Combination therapy including BOTH of the following:

e ONE maximally dosed (appropriately adjusted for age) ICS product [e.g., ciclesonide
(Alvesco), mometasone furoate (Asmanex), beclomethasone dipropionate (QVAR)]

e ONE additional asthma controller medication [e.g., LABA - olodaterol (Striverdi) or
indacaterol (Arcapta); leukotriene receptor antagonist — montelukast (Singulair);
theophylline]

AND

2.5 Patient is not receiving Fasenra in combination with ANY of the following for treatment of
the same indication:

Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
Anti-IgE therapy [e.g., Xolair (omalizumab)]

Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]

Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND

2.6 Prescribed by ONE of the following:

e Pulmonologist
o Allergist
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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.

Product Name:Fasenra (benralizumab) [a]

Diagnosis Severe Asthma
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Non Formulary

Approval Criteria

1 - Documentation of positive clinical response to Fasenra therapy as demonstrated by at
least ONE of the following:

Reduction in the frequency of exacerbations

Decreased utilization of rescue medications

Increase in percent predicted FEV1 from pretreatment baseline

Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing,
shortness of breath, coughing, etc.)

e Reduction in oral corticosteroid requirements

AND

2 - Fasenra is being used in combination with an ICS-containing maintenance medication
[e.g., Advair/AirDuo (fluticasone/salmeterol), Breo Ellipta (fluticasone furoate/vilanterol),
Symbicort (budesonide/ formoterol), Trelegy Ellipta (fluticasone
furoate/umeclidinium/vilanterol)]

AND

3 - Patient is not receiving Fasenra in combination with ANY of the following for treatment of
the same indication::

e Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
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e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]
Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

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:Fasenra (benralizumab) [a]

Diagnosis Eosinophilic granulomatosis with polyangiitis (EGPA)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Non Formulary

Approval Criteria
1 - ALL of the following:

1.1 Patient has been established on therapy with Fasenra under an active UnitedHealthcare
medical benefit prior authorization for the treatment of EGPA

AND

1.2 Documentation of positive clinical response to Fasenra therapy as demonstrated by at
least ONE of the following:

Reduction in the frequency and/or severity of relapses

Reduction or discontinuation of doses of corticosteroids and/or immunosuppressant
Disease remission

Reduction in severity or frequency of EGPA-related symptoms

AND

1.3 Patient is not receiving Fasenra in combination with ANY of the following for treatment of
the same indication:

e Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
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e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]
Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND
1.4 Prescribed by ONE of the following:
e Pulmonologist
e Rheumatologist
o Allergist
e Immunologist
OR

2 - ALL of the following:
2.1 Diagnosis of relapsing or refractory EGPA as defined by ALL of the following:

2.1.1 Diagnosis of EGPA

AND

2.1.2 Past medical history or presence of asthma

AND

2.1.3 Presence of at least TWO of the following characteristics typical of EGPA:

o Histopathological evidence of: Eosinophilic vasculitis, Perivascular eosinophilic
infiltration, Eosinophil-rich granulomatous inflammation

Neuropathy, mono or poly (motor deficit or nerve conduction abnormality)
Pulmonary infiltrates, non-fixed

Sino-nasal abnormality

Cardiomyopathy (established by echocardiography or MRI)

Glomerulonephritis (hematuria, red cell casts, proteinuria)

Alveolar hemorrhage

Palpable purpura

Anti-neutrophil cytoplasmic antibody (ANCA) positive
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AND

2.2 History of relapsing or refractory disease defined as ONE of the following:

o Relapsing disease as defined as a past history (within the past 2 years) of at least one
EGPA relapse (requiring additional or dose escalation of corticosteroids or
immunosuppressant, or hospitalization)

o Refractory disease as defined as failure to attain remission within the prior 6 months
following induction treatment with standard therapy regimens

AND

2.3 Patient is currently taking standard therapy [i.e., systemic glucocorticoids (e.g.,
prednisone, methylprednisolone) with or without immunosuppressive therapy (e.g.,
cyclophosphamide, rituximab)]

AND

2.4 Patient is not receiving Fasenra in combination with ANY of the following for treatment of
the same indication:

Anti-interleukin 5 therapy [e.g., Cinqair (resilizumab), Nucala (mepolizumab)]
Anti-IgE therapy [e.g., Xolair (omalizumab)]

Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]

Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]

AND
2.5 Prescribed by ONE of the following:
e Pulmonologist
e Rheumatologist
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.
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Product Name:Fasenra (benralizumab) [a]

Diagnosis

Eosinophilic granulomatosis with polyangiitis (EGPA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Non Formulary

Approval Criteria

the same indication:

1 - Documentation of positive clinical response to Fasenra therapy as demonstrated by at
least ONE of the following:

Reduction in the frequency and/or severity of relapses
Reduction or discontinuation of doses of corticosteroids and/or immunosuppressant
Disease remission

Reduction in severity or frequency of EGPA-related symptoms

AND

2 - Patient is not receiving Fasenra in combination with ANY of the following for treatment of

e Anti-interleukin 5 therapy [e.g., Cingair (resilizumab), Nucala (mepolizumab)]
e Anti-IgE therapy [e.g., Xolair (omalizumab)]
e Anti-interleukin 4 therapy [e.g., Dupixent (dupilumab)]
e Thymic stromal lymphopoietin (TSLP) inhibitor [e.g., Tezspire (tezepelumab)]
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:
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Fasenra (benralizumab) is an interleukin-5 receptor alpha-directed cytolytic monoclonal
antibody indicated for the add-on maintenance treatment of patients with severe asthma
aged 6 years and older, and with an eosinophilic phenotype; and for the treatment of adult
patients with eosinophilic granulomatosis with polyangiitis (EGPA).

Fasenra is not used for treatment of other eosinophilic conditions or for relief of acute
bronchospasm or status asthmaticus. [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.

e Supply limits may be in place.

e The prefilled syringe is typically covered under the medical benefit. Please refer to
the United Healthcare Medical Benefit Drug Policy: “Respiratory Interleukins
(Cingair®, Fasenra®, and Nucala®)”.

4 . References

1. Fasenra [prescribing information]. Wilmington, DE;: AstraZeneca Pharmaceuticals LP;
September 2024.

2. Chung KF, Wenzel SE, Brozek JL, et al. International ERS/ATS guidelines on definition,
evaluation and treatment of severe asthma. Eur Respir J. 2014 Feb:43(2):343-73.

3. Global Initiative for Asthma. Global Strategy for Asthma Management and Prevention,
2025. Available at http://www.ginasthma.org. Accessed June 3, 2025.

4. Centers for Disease Control and Prevention. Asthma. Available at http://www.cdc.gov.
Accessed June 2025.

5. National Heart, Lung and Blood Institute. Asthma Management Guidelines. Available at
http://www.nhlbi.nih.gov. Accessed June 2025.

6. FitzGerald JM, Bleecker ER, Menzies-Gow A, et al. Predictors of enhanced response
with benralizumab for patients with severe asthma: pooled analysis of the SIROCCO
and CALIMA studies. Lancet Respir Med. 2017 Sep 8.

7. Goldman M, Hirsch I, Zangrilli JG, et al. The association between blood eosinophil count
and benralizumab efficacy for patients with severe, uncontrolled asthma: subanalyses of
the Phase Ill SIROCCO and CALIMA studies. Curr Med Res Opin. 2017
Sep;33(9):1605-1613.

8. Holguin F, Cardet JC, Chung KF, et al. Management of severe asthma: a European
Respiratory Society/American Thoracic Society guideline. Eur Respir J. 2020 Jan
2;55(1):1900588. doi: 10.1183/13993003.00588-2019. PMID: 31558662

Page 494



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

5. Revision History

Date Notes

Annual review. Added new indication and criteria for EGPA. Updated
7/14/2025 statement for concomitant use. Updated background and references.
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Fentanyl Transmucosal

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-399218
Guideline Name Fentanyl Transmucosal
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 11/1/2025

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

P&T Revision Date:  [02/19/2021 ; 09/15/2021 ; 02/18/2022 ; 04/19/2023 ; 04/17/2024 ;
05/16/2025 ; 9/25/2025

1. Indications

Drug Name: Fentanyl citrate lozenge, Fentora (fentanyl buccal tablet), fentanyl buccal
tablet (authorized generic of Fentora)

Breakthrough cancer pain Indicated for the management of breakthrough cancer pain in
patients who are already receiving and have developed tolerance to around-the-clock opioid
therapy for their underlying persistent cancer pain.

2 . Criteria

Product Name:Fentanyl citrate lozenge, Brand Fentora, fentanyl buccal tablet (AG of Fentora)

[a]
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Approval Length

12 month(s)

Guideline Type

Prior Authorization

Approval Criteria
1 - Submission of medical records demonstrating ALL of the following:

1.1 Use is for the management of breakthrough pain associated with a cancer diagnosis
(cancer diagnosis must be documented in the medical record).

1.2 Patient must have at least a ONE week history of ONE of the following medications to
demonstrate tolerance to opioids:

1.3 The patient is currently taking a long-acting opioid around the clock for cancer pain.

1.4 ONE of the following:

o The patient is not concurrently receiving an alternative transmucosal fentanyl product.

e The patient is currently receiving an alternative transmucosal fentanyl product AND the
prescriber is requesting the termination of all current authorizations for alternative
transmucosal fentanyl products in order to begin treatment with the requested
medication. Only one transmucosal fentanyl product will be approved at a time. If
previous authorizations cannot be terminated, the PA request will be denied.

Morphine sulfate at a dose of greater than or equal to 60 mg/day

Fentanyl transdermal patch at a dose of greater than or equal to 25 mcg/hr

Oral oxycodone at a dose of greater than or equal to 30 mg/day

Oral hydromorphone at a dose of greater than or equal to 8 mg/day

Oral oxymorphone at a dose of greater than or equal to 25 mg/day

Oral hydrocodone at a dose of greater than or equal to 60 mg/day

An alternative opioid at an equianalgesic dose (e.g., oral methadone greater than or
equal to 20 mg/day)

AND

AND

AND
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OR

2 - The patient is currently taking fentanyl citrate lozenge, Fentora, or fentanyl buccal tablet
(AG of Fentora) and does not meet the prior authorization criteria requirements based on the
FDA-approved indication for breakthrough cancer pain (a one-time fill may be approved for
transition to an alternative treatment).

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:

Fentanyl citrate lozenge, Fentora, and fentanyl buccal tablet (authorized generic of Fentora)
are rapid-acting opioid analgesics indicated for the management of breakthrough cancer pain
in patients who are already receiving and have developed tolerance to around-the-clock
opioid therapy for their underlying persistent cancer pain. Patients considered opioid tolerant
are those who are taking at least 60 mg of oral morphine daily, at least 25 mcg/hour of
transdermal fentanyl, at least 30 mg of oxycodone daily, at least 8 mg of oral hydromorphone
daily, at least 25 mg of oral oxymorphone daily or an equianalgesic dose of another opioid for
a week or longer. Patients must remain on around-the-clock opioids while taking a rapid-
acting fentanyl product. Fentanyl citrate lozenge, Fentora, and fentanyl buccal tablet (generic
Fentora) must not be used in opioid non-tolerant patients because life-threatening
hypoventilation could occur at any dose in patients not on a chronic regimen of opiates.

Additional Clinical Programs:

e Supply limits may be in place.

» 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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4 . References

1. Fentanyl citrate [package insert]. Parsippany, NJ: Teva; January 2024.
2. Fentanyl buccal [package insert]. Raleigh, NC: Mayne Pharma; January 2024.
3. Fentora [package insert]. Parsippany, NJ: Cephalon; December 2023.

5. Revision History

Date Notes

Removed Actiq brand as it is no longer on the market. Updated back

9/17/2025
ground and references.
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Filspari

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-328194
Guideline Name Filspari
Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP
Guideline Note:
Effective Date: 9/1/2025

P&T Approval Date:  |4/19/2023

P&T Revision Date: 10/16/2024 ; 06/18/2025 ; 7/16/2025

1. Indications
Drug Name: Filspari (sparsentan)

immunoglobulin A nephropathy (IgAN) Indicated to slow kidney function decline in adults
with primary immunoglobulin A nephropathy (IgAN) who are at risk for disease progression

2 . Criteria

Product Name:Filspari [a]

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

Approval Criteria

1 - Diagnosis of primary immunoglobulin A nephropathy (IgAN) confirmed by renal biopsy

AND
2 - Patient is at risk of disease progression

AND
3 - Used to slow kidney function decline

AND
4 - Used to reduce proteinuria

AND

5 - Estimated glomerular filtration rate (eGFR) greater than or equal to 30 mL/min/1.73 m2

AND

6 - BOTH of the following:
6.1 Patient is on a maximized stable dose with ONE of the following prior to initiating therapy:
o maximally tolerated angiotensin converting enzyme (ACE) inhibitor (e.g., captopril,
enalapril)

o maximally tolerated angiotensin Il receptor blocker (ARB) (e.g., candesartan,
valsartan)

AND
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6.2 Use of renin-angiotensin-aldosterone system (RAAS) inhibitors (e.g., ACE inhibitors,
ARBs), endothelin receptor antagonists [(ERAS) e.g., Letairis, Opsumit, Tracleer)], and
Tekturna will be discontinued prior to initiating treatment

7 - History of failure (after a 30-day trial), contraindication or intolerance to a glucocorticoid
(e.g., methylprednisolone, prednisone)

8 - History of failure (after a 30-day trial), contraindication or intolerance to a SGLT2 inhibitor

(e.g., Jardiance)

9 - Prescribed by or in consultation with a nephrologist

AND

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:Filspari [a]

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Non Formulary

Approval Criteria

1 - Documentation of positive clinical response demonstrated by a reduction in proteinuria

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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3. Background

Benefit/Coverage/Program Information

Background

Filspari (sparsentan) is indicated to slow kidney function decline in adults with primary
immunoglobulin A nephropathy (IgAN) who are at risk for disease progression.

Additional Clinical Programs:

» 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.

e Supply limitations may be in place

4 . References

1. Filspari [package insert]. San Diego, CA: Traverse Therapeutics, Inc; April 2025.
2. KDIGO 2021 Glomerular Diseases Guideline. October 2021; 100 (4S).

5. Revision History

Date Notes

7/14/2025 Added additional tried failed agent.
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Filsuvez

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-237189
Guideline Name Filsuvez
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |4/17/2024
P&T Revision Date: 4/16/2025

1. Indications
Drug Name: Filsuvez (birch triterpenes)

Epidermolysis bullosa Indicated for the treatment of wounds associated with dystrophic and
junctional epidermolysis bullosa in adult and pediatric patients 6 months of age and older.

2 . Criteria

Product Name:Filsuvez [a]

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

1 - Patient is at least 6 months of age and older

AND

2 - ONE of the following diagnoses:

o Dystrophic epidermolysis bullosa (DEB)
e Junctional epidermolysis bullosa (JEB)

AND

3 - Submission of medical records (e.g., chart notes, laboratory values) confirming a genetic
mutation associated with DEB or JEB (i.e., COL7A1, LAMA3, LAMB3, LAMC2, COL17A1,
ITGAG, ITGB4, ITGA3)

AND

4 - Patient has at least one partial thickness wound that meets ALL of the following criteria:

10-50 cm2 in size

Present for at least 3 weeks

Adequate granulation tissue

Excellent vascularization

No evidence of active wound infection

No evidence or history of basal or squamous cell carcinomas (SCC)

AND

5 - Prescribed by, or in consultation with, a dermatologist with expertise in the treatment of
epidermolysis bullosa (EB)

AND
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6 - Patient is NOT receiving Filsuvez in combination with Vyjuvek (beremagene geperpavec-
svdt) on the same wound(s)

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:Filsuvez [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Filsuvez therapy (e.g., complete wound
closure, reduction in wound size, decrease in procedural pain, less frequent dressing
changes, decreased total body wound burden)

AND

2 - Wound(s) being treated meet all of the following criteria:

Adequate granulation tissue

Excellent vascularization

No evidence of active wound infection

No evidence or history of basal or squamous cell carcinomas (SCC)

AND

3 - Filsuvez is prescribed by, or in consultation with, a dermatologist with expertise in the
treatment of epidermolysis bullosa (EB)

AND

4 - Patient is NOT receiving Filsuvez in combination with Vyjuvek (beremagene geperpavec-
svdt) on the same wound(s)
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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:

Filsuvez (birch triterpenes) topical gel is indicated for the treatment of wounds associated
with dystrophic and junctional epidermolysis bullosa in adult and pediatric patients 6 months

of age and older.

Additional Clinical Programs:

» 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 limitations may be in place.

4 . References

1. Filsuvez [package insert]. Boston, MA: Chiesi Global Rare Diseases; May 2024.
Kern JS, Sprecher E, Fernandez MF, et al. Efficacy and safety of Oleogel-S10 (birch
triterpenes) for epidermolysis bullosa: results from the phase 11l randomized double-blind
phase of the EASE study. Br J Dermatol. 2023;188(1):12-21.

3. Varki R, Sadowski S, Pfendner E, Uitto J. Epidermolysis bullosa. |. Molecular genetics of
the junctional and hemidesmosomal variants. J Med Genet. 2006;43(8):641-652.

5. Revision History

Date Notes

4/7/2025 Annual review with no changes to criteria. Updated references.
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Firazyr, Sajazir

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-237190

Guideline Name Firazyr, Sajazir

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 6/1/2025

P&T Approval Date: |8/19/2022
P&T Revision Date:  [04/19/2023 ; 02/16/2024 ; 04/17/2024 ; 4/16/2025

1. Indications
Drug Name: Firazyr (icatibant)

Hereditary angioedema (HAE) Indicated for the treatment of acute attacks of HAE in adults
18 years of age and older.

Drug Name: Sajazir (icatibant)

Hereditary angioedema (HAE) Indicated for the treatment of acute attacks of HAE in adults
18 years of age and older.

2 . Criteria
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Product Name:Brand Firazyr, generic icatibant, Brand Sajazir [a]

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

Approval Criteria
1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:

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

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

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

o Confirmed presence of variant(s) in the gene(s) for factor XIl, angiopoietin-1,
plasminogen-1, kininogen-1, myoferlin, or heparan sulfate-glucosamine 3-O-
sulfotransferase 6

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

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
unknown background de-novo mutation(s) (i.e., no family history) (HAE-unknown)

AND

2 - BOTH of the following:

2.1 Prescribed for the acute treatment of HAE attacks

AND

2.2 Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Berinert, Kalbitor, or Ruconest)
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AND
3 - Prescribed by ONE of the following:
e Immunologist
o Allergist
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 Firazyr, generic icatibant, Brand Sajazir [a]

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

Approval Criteria

1 - Documentation of positive clinical response to therapy

AND

2 - BOTH of the following:

2.1 Prescribed for the acute treatment of HAE attacks

AND

2.2 Not used in combination with other products indicated for the acute treatment of HAE
attacks (e.g., Berinert, Kalbitor, or Ruconest)

AND
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3 - Prescribed by ONE of the following:

e Immunologist
o Allergist

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:

Firazyr (icatibant) is a bradykinin B2 receptor antagonist indicated for treatment of acute
attacks of hereditary angioedema (HAE) in adults 18 years of age and older. Sajazir
(icatibant) injection is a bradykinin B2 receptor antagonist indicated for treatment of acute
attacks of HAE in adults 18 years of age and older.

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. Firazyr [package insert]. Lexington, MA: Shire Orphan Therapies, LLC; January 2024.
Maurer M, Magerl M, Ansotegui |, et al. The international WAO/EAACI guideline for the
management of hereditary angioedema-The 2017 revision and update. Allergy. 2018 Jan
10.

3. Wu, E. Hereditary angioedema with normal C1 inhibitor. In: UpToDate, Saini, S (Ed),
UpToDate, Waltham, MA, 2024.
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4. Busse, P, Christiansen, S., Riedl., M., et. al. “{US HAEA Medical Advisory Board 2020
Guidelines for the Management of Hereditary Angioedema.” The Journal of Allergy and
Clinical Immunology. 2020 September 05.

5. Maurer M, Magerl M, Betschel S, et al. The international WAO/EAACI guideline for the
management of hereditary angioedema-The 2021 revision and update. Allergy.
2022;77(7):1961-1990. doi:10.1111/all.15214

6. Sajazir [package insert]. Cambridge, CB3 OFA, United Kingdom: Cycle Pharmaceuticals
Ltd; February 2024.

5. Revision History

Date Notes

4/7/2025 Annual review. No changes to coverage criteria. Updated reference.
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FSH

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-305191

Guideline Name FSH

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025

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

P&T Revision Date: 10/20/2021 ; 06/15/2022 ; 09/21/2022 ; 12/14/2022 ; 08/18/2023 ;
08/18/2023 ; 04/17/2024 ; 10/01/2024 ; 06/18/2025 ; 6/18/2015

1. Indications
Drug Name: Follistim AQ (follitropin beta)

Induction of ovulation and pregnancy in anovulatory infertile women Indicated for
induction of ovulation and pregnancy in anovulatory infertile women in whom the cause of
infertility is functional and not due to primary ovarian failure.

Pregnancy in normal ovulatory women Indicated for pregnancy in normal ovulatory women
undergoing controlled ovarian stimulation as part of an in vitro fertilization (IVF) or
intracytoplasmic sperm injection (ICSI) cycle.

Induction of spermatogenesis in men Indicated in males for induction of spermatogenesis
in men with primary and secondary hypogonadotropic hypogonadism (HH) in whom the cause
of infertility is not due to primary testicular failure. [3]

Drug Name: Gonal-f (follitropin alfa)
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Induction of ovulation and pregnancy in oligo-anovulatory infertile women Indicated for
the induction of ovulation and pregnancy in the oligo-anovulatory infertile patient in whom the
cause of infertility is functional and not due to primary ovarian failure.

Development of multiple follicles Indicated for the development of multiple follicles in
ovulatory women participating in an Assisted Reproductive Technology (ART) program.

Induction of spermatogenesis in men Indicated for the induction of spermatogenesis in
men with primary and secondary hypogonadotropic hypogonadism in whom the cause of
infertility is not due to primary testicular failure. [4,5]

Drug Name: Gonal-f RFF (follitropin alfa), Gonal-F RFF Redi-Ject (follitropin alfa)

Induction of ovulation and pregnancy in oligo-anovulatory infertile women Indicated for
the induction of ovulation and pregnancy in the oligo-anovulatory infertile patient in whom the
cause of infertility is functional and not due to primary ovarian failure.

Development of multiple follicles Indicated for the development of multiple follicles in
ovulatory women participating in an Assisted Reproductive Technology (ART) program.

2 . Criteria

Product Name:Follistim AQ, Gonal-F, Gonal-F RFF, Gonal-F RFF Rediject [a]

Diagnosis Ovulation Induction
Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of ovulatory dysfunction

AND

2 - ONE of the following exists:

e Anovulation
e Oligo-ovulation
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e Amenorrhea

AND

3 - Other specific causative factors (e.g., thyroid disease, hyperprolactinemia) have been
excluded or treated

AND

4 - Infertility is not due to primary ovarian failure

AND

5 - For induction of ovulation

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:Follistim AQ, Gonal-F, Gonal-F RFF, Gonal-F RFF Rediject [a]

Diagnosis Controlled Ovarian Stimulation**
Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of infertility

AND

2 - For the development of multiple follicles (controlled ovarian stimulation)
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3 - ONE of the following:
3.1 BOTH of the following:

3.1.1 ONE of the following exists:

3.1.2 Will be used in conjunction with assisted reproductive technology (ART)

3.2 BOTH of the following:

3.2.1 ONE of the following exists:

3.2.2 Will be used in conjunction with intrauterine insemination (1UI)

Diminished ovarian reserve

Endometriosis

Male factor infertility

Tubal factor infertility

Unexplained infertility

Uterine factor infertility

Ovulatory dysfunction

Recurrent pregnancy loss

Failure to achieve conception with other treatment modalities

Diminished ovarian reserve

Mild to moderate male factor infertility
Minimal to mild endometriosis
Unilateral tubal factor infertility
Unexplained infertility

AND

AND

OR

AND

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas, and
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Texas should be denied as a benefit exclusion.

[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:Follistim AQ, Gonal-F [a]

Diagnosis Male Hypogonadotropic Hypogonadism™*
Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Diagnosis of male primary hypogonadotropic hypogonadism

1.2 Diagnosis of male secondary hypogonadotropic hypogonadism

2 - For induction of spermatogenesis

3 - Infertility is not due to primary testicular failure

OR

AND

AND

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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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3. Background

Benefit/Coverage/Program Information

Background:

The body produces two types of gonadotropins, follicle-stimulating hormone (FSH) and
luteinizing hormone (LH), both of which play a role in fertility and human reproduction. After
they are produced by the pituitary gland, gonadotropins trigger production of other sex
hormones which then promote production of egg and sperm. Gonadotropins are used in the
treatment of infertility, a disease of the reproductive system defined as one of the following:

e inability to achieve a successful pregnancy due to an individual’'s medical, sexual, or
reproductive history;

o failure to achieve a pregnancy after 12 months or more of regular unprotected sexual
intercourse when the female partner is less than 35 years;

o failure to achieve a pregnancy after 6 months or more of regular unprotected sexual
intercourse when the female partner is 35 years or older

Follistim AQ (follitropin beta) is indicated for induction of ovulation and pregnancy in
anovulatory infertile women in whom the cause of infertility is functional and not due to
primary ovarian failure. It is also indicated for pregnancy in normal ovulatory women
undergoing controlled ovarian stimulation as part of an in vitro fertilization (IVF) or
intracytoplasmic sperm injection (ICSI) cycle. In males, Follistim AQ is indicated for induction
of spermatogenesis in men with primary and secondary hypogonadotropic hypogonadism
(HH) in whom the cause of infertility is not due to primary testicular failure.

Gonal-f, Gonal-f RFF and Gonal-f RFF Redi-Ject (follitropin alfa) are indicated for the
induction of ovulation and pregnancy in oligo-anovulatory infertile women in whom the cause
of infertility is functional and not due to primary ovarian failure. Gonal-f, Gonal-f RFF, and
Gonal-f RFF Redi-ject are also indicated for the development of multiple follicles in ovulatory
women participating in an Assisted Reproductive Technology (ART) program. Gonal-f is
indicated for the induction of spermatogenesis in men with primary and secondary
hypogonadotropic hypogonadism for whom the cause of infertility is not due to primary
testicular failure.

The clinically appropriate dosing for FSH agents is 450 |U/day or less when used for an ART
cycle, or 225 |U/day or less when used for ovulation induction or controlled ovarian
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stimulation, for not more than 14 days of treatment. Exceeding this daily dose and duration of
treatment has not been proven to be efficacious in terms of pregnancy outcome.

Additional Clinical Programs:

Supply limits may be in place.

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.

4 . References

oukw N

~

10.

11.

12.

13.

14.

World Health Organization web site. https://www.who.int/health-topics/infertility#tab=tab.
Accessed May 5, 2025.

American Society for Reproductive Medicine. Definitions of infertility and recurrent
pregnancy loss: a committee opinion. Fertil Steril 2013;Jan;99(1):63

Follistim AQ [package insert]. Whitehouse Station, NJ: Merck & Co., Inc.; July 2023.
Gonal-f [package insert]. Rockland, MA: EMD Serono, Inc.; December 2020.

Gonal-f RFF [package insert]. Rockland, MA: EMD Serono, Inc.; November 2023.
Muasher SJ. Use of gonadotrophin-releasing hormone agonists in controlled ovarian
hyperstimulation for in vitro fertilization. Clin Ther 1992;14(Suppl A):74-86.

Ferraretti A, Marca A, Fauser B, et al. ESHRE consensus on the definition of ‘poor
response’ to ovarian stimulation for in vitro fertilization: the Bologna criteria. Human
Reprod 2011; 26: 1616-24.

Andoh K, Mizunuma H, Liu X, et al. A comparative study of fixed-dose, stepdown, and
low-dose step-up regimens of human menopausal gonadotropin for patients with
polycystic ovary syndrome. Fertil Steril m1998: 70; 840-846.

Pal L, Jindal S, Witt B, Santoro N. Less is more: increased gonadotropin use for ovarian
stimulation adversely influences clinical pregnancy and live birth after in vitro fertilization.
Fertil Steril 2008;89:1694-701.

Fauser B, Nargund G, Anderson A, et al. Mild ovarian stimulation for IVF: 10 years later.
Human Reprod 2010; 25: 2678-84.

Baart E, Martini E, Eijkemans M, et al. Milder ovarian stimulation for in-vitro fertilization
reduces aneuploidy in the human preimplantation embryo: a randomized controlled trial.
Human Reprod 2007; 22: 980-8.

Sunkara S, Rittenberg V, Raine-Fenning N, et al. Association between the number of
eggs and live birth in IVF treatment: an analysis of 400,135 treatment cycles. Human
Reprod 2011; 26: 1768-74.

The Practice Committee of the American Society for Reproductive Medicine. Use of
exogenous gonadotropins in anovulatory women: a technical bulletin. Fertil Steril
2008;90:S7-12.

Practice Committee of the American Society for Reproductive Medicine. Electronic
address: asrm@asrm.org. Definitions of infertility and recurrent pregnancy loss: a
committee opinion. Fertil Steril. 2020;113(3):533-535.
doi:10.1016/j.fertnstert.2019.11.025
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5. Revision History

Date Notes

6/24/2025 June Off-cycle GPI Reclassification
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-248197

Guideline Name

Furoscix

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

7/1/2025

P&T Approval Date:

3/15/2023

P&T Revision Date:

03/20/2024 ; 10/16/2024 ; 5/16/2025

1. Indications

Drug Name: Furoscix (furosemide injection)

Chronic Heart Failure Indicated for the treatment of edema in adult patients with chronic
heart failure or chronic kidney disease, including the nephrotic syndrome.

2 . Criteria

Product Name:Furoscix [a]

Approval Length

1 month(s)

Guideline Type

Non Formulary
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Approval Criteria
1 - ONE of the following:

e Diagnosis of chronic heart failure
e Diagnosis of chronic kidney disease (CKD)

AND

2 - Submission of medical records confirming that the patient is established on background
loop diuretic therapy (e.g., bumetanide, furosemide, torsemide) for the treatment of edema

AND

3 - BOTH of the following:

o Patient does not require ongoing emergency care or hospitalization
o Patient is currently a candidate for parenteral diuresis outside of the hospital

AND

4 - Furoscix is prescribed by or in consultation with ONE of the following:

e Cardiologist
¢ Nephrologist

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
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Background:

Furoscix (furosemide injection) is a loop diuretic indicated for the treatment of edema in
adult patients with chronic heart failure or chronic kidney disease, including the nephrotic

syndrome.

Additional Clinical Programs:

» 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. Furoscix [package insert]. Burlington, MA: scPharmaceuticals, Inc.; March 2025.

2. Heidenreich PA, Bozkurt, B, et al. 2022 AHA/ACC/HFSA Guideline for the Management
of Heart Failure: A Report of the American College of Cardiology/American Heart
Association Joint Committee on Clinical Practice Guidelines. Circulation.

2022;145(18):895-21032.

5. Revision History

Date Notes

Updated background and added criteria for CKD per updated indicati
5/1/2025 on. Removed creatinine clearance requirements. Updated references
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Gilotrif

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-248205

Guideline Name Gilotrif

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: [5/16/2025
P&T Revision Date:

1. Indications
Drug Name: Gilotrif (afatinib)

Non-Small Cell Lung Cancer (NSCLC) Indicated for the first-line treatment of patients with
metastatic non-small cell lung cancer (NSCLC) whose tumors have non-resistant epidermal
growth factor receptor (EGFR) mutations as detected by an FDA-approved test. Gilotrif is also
indicated for the treatment of patients with metastatic, squamous NSCLC progressing after
platinum-based chemotherapy.

NCCN Recommended The National Cancer Comprehensive Network (NCCN) also
recommends the use of Gilotrif in patients with advanced non-nasopharyngeal head and neck
cancers with progression on or after platinum-containing chemotherapy. Additionally, the
NCCN also recommends use of Gilotrif as a single-agent treatment for brain metastases in
patients with EGFR sensitizing mutation positive NSCLC.
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2 . Criteria

Product Name:Gilotrif [a]

Diagnosis Non-Small Cell Lung Cancer (NSCLC)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

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

AND

2 - ONE of the following:

e Squamous disease progressing after previous platinum-based chemotherapy
e Tumors are positive for non-resistant epidermal growth factor receptor (EGFR)
mutations

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:Gilotrif [a]

Diagnosis Non-Small Cell Lung Cancer (NSCLC)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

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

Product Name:Gilotrif [a]

Diagnosis

Non- Nasopharyngeal Head and Neck Cancer

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of advanced, non-nasopharyngeal head and neck cancer

2 - Disease has progressed on or after platinum-containing chemotherapy

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:Gilotrif [a]

Diagnosis

Non- Nasopharyngeal Head and Neck Cancer

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

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

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:Gilotrif [a]

Diagnosis

Brain Metastases

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of brain metastasis due to EGFR-sensitizing mutation positive non-small cell

lung cancer

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:Gilotrif [a]

Diagnosis

Brain Metastases

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 Gilotrif 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:Gilotrif [a]

Diagnosis

NCCN Recommended Regimens

Page 527



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Gilotrif 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:Gilotrif [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 Gilotrif 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:
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Gilotrif® (afatinib) is a kinase inhibitor indicated for the first-line treatment of patients
with metastatic non-small cell lung cancer (NSCLC) whose tumors have non-resistant
epidermal growth factor receptor (EGFR) mutations as detected by an FDA-approved
test. Gilotrif is also indicated for the treatment of patients with metastatic, squamous
NSCLC progressing after platinum-based chemotherapy. [1] The National Cancer
Comprehensive Network (NCCN) also recommends the use of Gilotrif in patients with
advanced non-nasopharyngeal head and neck cancers with progression on or after
platinum-containing chemotherapy. Additionally, the NCCN also recommends use of
Gilotrif as a single-agent treatment for brain metastases in patients with EGFR
sensitizing mutation positive NSCLC. [2]

Limitations of Use: Safety and efficacy of Gilotrif were not established in patients
whose tumors have resistant EGFR mutations.

Additional Clinical Rules:

o 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.

o Supply limits may be in place.

4 . References

1. Gilotrif [package insert]. Ridgefield, CT: Boehringer Ingelheim Pharmaceuticals, Inc.;
April 2022.

2. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
https://www.nccn.org/professionals/drug_compendium/content/. Accessed April 30,
2024.

5. Revision History

Date Notes
5/2/2025 Policy reviewed and approved for application to UnitedHealthcare Val
ue & Balance Exchange for 7/2025 implementation.
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GLP1 Receptor Agonists

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-248191
Guideline Name GLP1 Receptor Agonists
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 7/1/2025

P&T Approval Date: 12/14/2022

P&T Revision Date:  [08/18/2023 ; 05/17/2024 ; 06/17/2024 ; 10/01/2024 ; 04/16/2025 ;
5/16/2025

1. Indications
Drug Name: Mounjaro (tirzepatide), Rybelsus (semaglutide), Byetta (exenatide)

Type 2 Diabetes Mellitus Indicated as an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus.

Drug Name: Bydureon BCise (exenatide extended-release)

Type 2 Diabetes Mellitus Indicated as an adjunct to diet and exercise to improve glycemic
control in patients 10 years of age and older with type 2 diabetes mellitus.

Drug Name: Trulicity (dulaglutide), and Victoza (liraglutide)

Reduce the risk of major adverse cardiovascular events (cardiovascular death, non-
fatal myocardial infarction, or non-fatal stroke) Indicated to reduce the risk of major
adverse cardiovascular events (cardiovascular death, non-fatal myocardial infarction, or non-
fatal stroke) in adults with type 2 diabetes mellitus and established cardiovascular disease.
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Type 2 Diabetes Mellitus Indicated as an adjunct to diet and exercise to improve glycemic
control in patients 10 years of age and older with type 2 diabetes mellitus.

Drug Name: Ozempic (semaglutide)

Reduce the risk of major adverse cardiovascular events (cardiovascular death, non-
fatal myocardial infarction, or non-fatal stroke) Indicated to reduce the risk of major
adverse cardiovascular events (cardiovascular death, non-fatal myocardial infarction, or non-
fatal stroke) in adults with type 2 diabetes mellitus and established cardiovascular disease.

Type 2 Diabetes Mellitus Indicated as an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus.

Reduce the risk of sustained eGFR decline, end-stage kidney disease, and
cardiovascular death Indicated to reduce the risk of sustained eGFR decline, end-stage
kidney disease, and cardiovascular death in adults with type 2 diabetes mellitus and chronic
kidney disease.

2 . Criteria

Product Name:Byetta, Bydureon BCise, Exenatide (authorized generic of Byetta), Mounjaro,
Ozempic, Rybelsus, Trulicity, Victoza* [a]

Approval Length 12 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records (e.g., chart notes) confirming diagnosis of type 2 diabetes
mellitus as evidenced by ONE of the following laboratory values

e A1C greater than or equal to 6.5%

o Fasting plasma glucose (FPG) greater than or equal to 126 mg/dL

e 2-hour plasma glucose (PG) greater than or equal to 200 mg/dL during oral glucose
tolerance test

e Random plasma glucose greater than or equal to 200 mg/dL in patient with classic
symptoms of hyperglycemia or hyperglycemic crisis

OR
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2 - For patients requiring ongoing treatment for type 2 diabetes mellitus (i.e., diagnosed
greater than 2 years ago), submission of medical records (e.g., chart notes) confirming
diagnosis of type 2 diabetes mellitus

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.

*Medications used for the purposes of weight loss are typically exclud

ed from benefit coverage. Coverage is determined by the member’s pr
escription drug benefit plan.

3. Background

Benefit/Coverage/Program Information

Background:

Byetta (exenatide), Ozempic (semaglutide) and Rybelsus (semaglutide) are indicated as an
adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes
mellitus. Bydureon BCise (exenatide extended-release), Trulicity (dulaglutide) and Victoza
(liraglutide) are indicated as an adjunct to diet and exercise to improve glycemic control in
patients 10 years of age and older with type 2 diabetes mellitus. Ozempic, Trulicity, and
Victoza are also indicated to reduce the risk of major adverse cardiovascular events
(cardiovascular death, non-fatal myocardial infarction, or non-fatal stroke) in adults with type
2 diabetes mellitus and established cardiovascular disease. Finally, Ozempic carries an
additional indication to reduce the risk of sustained eGFR decline, end-stage kidney disease,
and cardiovascular death in adults with type 2 diabetes mellitus and chronic kidney disease.

Mounjaro (tirzepatide) is a glucose-dependent insulinotropic polypeptide (GIP) receptor and
glucagon-like peptide-1 (GLP-1) receptor agonist indicated as an adjunct to diet and exercise
to improve glycemic control in adults with type 2 diabetes mellitus.

Additional Clinical Programs:

o Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and
re-authorization based solely on previous claim/medication history, diagnosis
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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

BN

Noakwn

o

10.

Bydureon BCise [package insert]. Wilmington, DE: AstraZeneca Pharmaceuticals LP;
November 2024.

Mounjaro [package insert] Indianapolis, IN: Eli Lilly and Company; November 2024.
Ozempic [package insert]. Plainsboro, NJ: Novo Nordisk Inc.; January 2025.

Rybelsus [package insert]. Plainsboro, NJ: Novo Nordisk Inc.; December 2024.
Trulicity [package insert]. Indianapolis, IN: Eli Lilly and Company; November 2024.
Victoza [package insert]. Plainsboro, NJ: Novo Nordisk Inc.; February 2025.

American Diabetes Association. Standard of Medical Care in Diabetes - 2025. Diabetes
Care 2025;48 (Supplement 1).

American Association of Clinical Endocrinology Clinical Practice Guideline: Developing a
Diabetes Mellitus Comprehensive Care Plan - 2022 Update. AACE Clinical Practice
Guidelines. Endocr Pract. 2022;28: 923-1049.

Byetta [package insert]. Wilmington, DE: AstraZeneca Pharmaceuticals LP; November
2024.

Exenatide [package insert]. Bridgewater, NJ: Amneal Pharmaceuticals LLC; November
2024.

5. Revision History

Date Notes
Added Byetta and Exenatide (authorized generic of Byetta) to policy.
4/30/2025 : . . .
Removed AG of Victoza from policy, now available as true generic.
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GnRH Antagonists

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-285262

Guideline Name GnRH Antagonists

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025

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

P&T Revision Date: 12/15/2021 ; 09/21/2022 ; 12/14/2022 ; 08/18/2023 ; 08/18/2023 ;
04/17/2024 ; 10/01/2024 ; 6/18/2025

1. Indications
Drug Name: Cetrotide (cetrorelix acetate), Fyremadel (ganirelix acetate)

Ovulation induction, controlled stimulation Indicated to inhibit premature luteinizing
hormone (LH) surges in women undergoing controlled ovarian stimulation followed by
insemination or assisted reproductive technology (ART).

2 . Criteria

Product Name:Brand Cetrotide, generic cetrorelix, Brand Fyremadel, generic ganirelix [a]

Diagnosis Controlled Ovarian Stimulation**
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Approval Length

2 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of infertility

2 - ONE of the following exists:

Unexplained infertility

Endometriosis

Male factor infertility

Tubal factor infertility

Diminished ovarian reserve

Uterine factor infertility

Ovulatory dysfunction

Recurrent pregnancy loss

Failure to achieve conception with other treatment modalities

3 - For the development of one or more follicles (controlled ovarian stimulation)

4 - Documentation of an approved assisted reproductive technology (ART) protocol

AND

AND

AND

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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
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Benefit/Coverage/Program Information

Background:

Cetrotide (cetrorelix acetate) and ganirelix acetate are synthetic decapeptides with
gonadotropin-releasing hormone (GnRH) antagonist activity. These agents are indicated to
inhibit premature luteinizing hormone (LH) surges in women undergoing controlled ovarian
stimulation followed by insemination or assisted reproductive technology (ART).

Additional Clinical Programs:

e Supply limits may be in place.

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.

4 . References

1. Cetrotide [package insert]. Rockland, MA: EMD Serono, Inc.; June 2024.

Ganirelix acetate [package insert]. Parsippany, NJ: Ferring Pharmaceuticals Inc.;
November 2024.

3. Sahakyan M, Harlow BL, Hornstein MD. Influence of age, diagnosis, and cycle number
on pregnancy rates with gonadotropin-induced controlled ovarian hyperstimulation and
intrauterine insemination. Fertil Steril 1999; 72: 500-504.

4. Ganirelix acetate [package insert]. Jersey City, NJ: Organon Global Inc.; February 2024.

5. Revision History

Date Notes

6/3/2025 Annual review, updated references.
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Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-399216

Guideline Name

Growth hormone

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 11/1/2025

P&T Approval Date: [2/19/2021

P&T Revision Date:

07/21/2021 ; 09/15/2021 ; 01/19/2022 ; 07/19/2023 ; 09/20/2023 ;
09/20/2023 ; 12/13/2023 ; 09/18/2024 ; 12/18/2024 ; 02/20/2025 ;
9/25/2025

1. Indications

Drug Name: Somatropin

deficiency (GHD)

Pediatric growth hormone deficiency Indicated for the treatment of pediatric patients with
growth failure due to inadequate secretion of endogenous growth hormone

Growth hormone deficiency (GHD) Indicated for the treatment of growth hormone
Turner syndrome or Noonan syndrome Indicated for short stature associated with Turner
syndrome or Noonan syndrome

Idiopathic short stature (ISS) indicated for the treatment of idiopathic short stature (ISS)

Short-stature homeobox (SHOX) gene deficiency Indicated for short-stature or growth
failure in short stature homeobox-containing gene homeobox (SHOX) gene deficiency
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Prader-Willi syndrome Indicated for growth failure due to Prader-Willi syndrome.

Short stature in children small for gestational age Indicated for short stature in children
born small for gestational age (SGA) with no catch-up growth by 2 years to 4 years of age

Growth Failure associated with Chronic Renal Insufficiency Indicated for growth failure in
children with chronic renal insufficiency up to the time of transplant

Replacement of endogenous growth hormone in adults Indicated for replacement of
endogenous growth hormone in adults with confirmed growth hormone deficiency.

Drug Name: Ngenla (somatrogon)

Pediatric Growth Hormone Deficiency (GHD) Indicated for treatment of pediatric patients
aged 3 years and older who have growth failure due to inadequate secretion of endogenous
GH.

Drug Name: Skytrofa (lonapegsomatropin-tcgd)

Pediatric Growth Hormone Deficiency (GHD) Indicated for the treatment of pediatric
patients 1 year and older who weigh at least 11.5 kg and have growth failure due to
inadequate secretion of endogenous growth hormone (GH).

Drug Name: Sogroya (somapacitan)

Pediatric Growth Hormone Deficiency (GHD) Indicated for the treatment of pediatric
patients aged 2.5 years and older who have growth failure due to inadequate secretion of
endogenous growth hormone.

Adult Growth Hormone Deficiency Indicated for the replacement of endogenous GH in
adults with growth hormone deficiency (GHD).

Drug Name: Serostim (somatropin)

Human Immunodeficiency Virus (HIV)-Associated Cachexia Indicated for the treatment of
HIV patients with wasting or cachexia to increase lean body mass and body weight and
improve physical endurance.

Drug Name: Zorbtive (somatropin)

Short Bowel Syndrome Indicated for the treatment of short bowel syndrome in adult patients
receiving specialized nutritional support.

Drug Name: Increlex (mecasermin)

Severe primary insulin-like growth factor-1 (IGF-1) deficiency or growth hormone gene
deletion Indicated for the treatment of growth failure in pediatric patients 2 years of age and
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older with severe primary insulin-like growth factor-1 (IGF-1) deficiency or with GH gene
deletion who have developed neutralizing antibodies to GH.

2 . Criteria

Product Name:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Congenital Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Infant is less than 12 months of age
AND
2 - Submission of medical records documenting evidence of growth failure confirmed by ALL
of the following:
o Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time
o Documentation of length/height and weight for age and gender including percentile

and/or standard deviation scores
e Calculated growth velocity

AND

3 - Submission of medical records documenting ONE of the following:

3.1 BOTH of the following:
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o Hyopothalmic-pituitary defect (e.g., ectopic posterior pituitary, empty sella, hypoplastic
pituitary, major congenital malformation, optic nerve hypoplasia, tumor or irradiation)
o Deficiency of at least one additional pituitary hormone

OR

3.2 ALL of the following:

Neonatal hypoglycemia and/or micropenis

Serum GH concentration less than or equal to 5 pg/L in the first 28 days of life
Deficiency of at least one additional pituitary hormone

Classical imaging triad (i.e., ectopic posterior pituitary and pituitary hypoplasia with
abnormal stalk)

AND
4 - Submission of medical records documenting ONE of the following is below the age and
gender adjusted normal range as provided by the physician’s lab:
e Insulin-like Growth Factor 1 (IGF-1/Somatomedin-C)
e Insulin Growth Factor Binding Protein-3 (IGFBP-3)
AND
5 - Prescribed by an endocrinologist

AND

6 - Request does not exceed a maximum supply limit of 0.3mg/kg/week

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Congenital Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

Previous length/height and date obtained

Current length/height and date obtained
Calculated growth velocity

Growth chart for length/height for age and gender

AND
2 - Submission of medical records documenting BOTH of the following:
o Expected adult height not attained
o Documentation of expected adult height goal (e.g. genetic potential)
AND
3 - Prescribed by an endocrinologist

AND

4 - Request does not exceed a maximum supply limit of 0.3mg/kg/week

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.
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[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim), Ngenla, Skytrofa, Sogroya

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting diagnosis of pediatric GH deficiency

AND

2 - Submission of medical records documenting evidence of growth failure confirmed by ALL
of the following:

o Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time
o Documentation of length/height and weight for age and gender including percentile

and/or standard deviation scores
o Calculated growth velocity

AND

3 - Submission of medical records documenting open epiphyses in the last 12 months

AND

4 - Submission of medical records documenting Tanner stage less than or equal to 4
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AND

5 - Submission of medical records documenting BOTH of the following:
5.1 Patient has undergone TWO of the following provocative GH stimulation tests:

Arginine
Clonidine
Glucagon
Insulin
Levodopa

AND
5.2 Peak GH responses to each agent is less than 10 mcg/L
AND
6 - If patient has a history of malignancy, ONE of the following:
o Patient is in remission
o Patient has been stable for at least 12 months
AND
7 - Prescribed by an endocrinologist
AND
8 - ONE of the following:
8.1 If the request is for Ngenla, request does not exceed a maximum supply limit of 0.66

mg/kg/week

OR
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8.2 If the request is for Somatropin, Skytrofa, or Sogroya, ONE of the following:

8.2.1 Request does not exceed a maximum supply limit of 0.3 mg/kg/week

OR

8.2.2 ALL of the following:

8.2.2.1 ONE of the following:

e Poor catch-up growth while on standard dosing
e IGF-1 less than 2 standard deviations from the mean while on standard dosing
AND
8.2.2.2 Tanner Stage 2 or greater

AND

8.2.2.3 Request does not exceed a maximum supply limit of 0.7 mg/kg/week

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

Note: If patient is a Transition Phase Adolescent or Adult who had chil
dhood onset GH deficiency, utilize criteria for Transition Phase Adoles
cent or Adult GH Deficiency.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim), Ngenla, Skytrofa, Sogroya

Diagnosis Pediatric Growth Hormone Deficiency (GHD)
Approval Length 12 month(s)
Therapy Stage Reauthorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

Previous length/height and date obtained

Current length/height and date obtained
Calculated growth velocity

Growth chart for length/height for age and gender

AND
2 - Submission of medical records documenting BOTH of the following:
o Expected adult height not attained
o Documentation of expected adult height goal (e.g., genetic potential)
AND
3 - Prescribed by an endocrinologist

AND

4 - ONE of the following:
4.1 If the request is for Ngenla, request does not exceed a maximum supply limit of 0.66
mg/kg/week

OR

4.2 If the request is for Somatropin, Skytrofa, or Sogroya, ONE of the following:

4.2.1 Request does not exceed a maximum supply limit of 0.3 mg/kg/week
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4.2.2 ALL of the following:

4.2.2.1 ONE of the following:

e Poor catch-up growth while on standard dosing
e IGF-1 less than 2 standard deviations from the mean while on standard dosing

4.2.2.2 Tanner Stage 2 or greater

4.2.2.3 Request does not exceed a maximum supply limit of 0.7 mg/kg/week

OR

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

Note: If patient is a Transition Phase Adolescent or Adult who had chil
dhood onset GH deficiency, utilize criteria for Transition Phase Adoles
cent or Adult GH Deficiency.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Serostim)

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization
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Approval Criteria
1 - Submission of medical records documenting ONE of the following:

1.1 Genetic mutation

OR

1.2 Deficiency of THREE of the following anterior pituitary hormones:

ACTH
TSH
Prolactin
FSH/LH

OR

1.3 Irreversible structural hypothalamic-pituitary disease

OR

1.4 Panhypopituitarism

AND

2 - Submission of medical records documenting ONE of the following:
2.1 IGF-1 level is below the age and gender adjusted normal range as provided by the
physician’s lab

OR

2.2 BOTH of the following:

2.2.1 Patient has undergone ONE of the following GH stimulation tests after discontinuation
of therapy for at least 1 month:
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Insulin tolerance test (ITT)

GH-releasing hormone-arginine test (GHRH+ARG)
Glucagon stimulation test (GST)

Macimorelin

AND

2.2.2 ONE of the following peak GH values:

ITT less than or equal to 5.1 pg/L
GHRH+ARG less than or equal to 11 pg/L
Glucagon less than or equal to 3 pg/L
Macimorelin less than or equal to 2.8 ng/mL

AND

3 - Prescribed by an endocrinologist

AND

4 - ONE of the following:

4.1 Request does not exceed a maximum supply limit of 0.3mg/kg/week

OR

4.2 ALL of the following:
4.2.1 One of the following:

e Poor catch-up growth while on standard dosing
e |GF-1 less than 2 standard deviations from the mean while on standard dosing

AND

4.2.2 Tanner Stage 2 or greater
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AND

4.2.3 Request does not exceed a maximum supply limit of 0.7 mg/kg/week

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

Note: Use this criteria for patients diagnosed with GHD in childhood d
uring the transition period from puberty to adulthood (the period from
mid to late teens until 6 to 7 years after achievement of adult height)
[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Transition Phase Adolescent Patients
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records documenting positive response to therapy (e.g., increase in
total lean body mass, exercise capacity or IGF-1 and IGFBP-3 levels)

AND

2 - Prescribed by an endocrinologist

AND
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3 - ONE of the following:

3.1 Request does not exceed a maximum supply limit of 0.3mg/kg/week

3.2 ALL of the following:
3.2.1 ONE of the following:

e Poor catch-up growth while on standard dosing
e IGF-1 less than 2 standard deviations from the mean while on standard dosing

3.2.2 Tanner Stage 2 or greater

3.2.3 Request does not exceed a maximum supply limit of 0.7 mg/kg/week

OR

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

Note: Use this criteria for patients diagnosed with GHD in childhood d
uring the transition period from puberty to adulthood (the period from
mid to late teens until 6 to 7 years after achievement of adult height)
[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:Skytrofa, Sogroya, Somatropin**[a] (Genotropin, Genotropin Miniquick,
Humatrope, Norditropin, Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen,
Zomacton, Zorbtive, and Serostim)

Diagnosis

Adult Growth Hormone Deficiency

Approval Length

12 month(s)

Therapy Stage

Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a diagnosis of adult growth hormone
deficiency (GHD) as a result of ONE of the following:

e Known hypothalamic or pituitary disease

e Panhypopituitarism
e History of GHD in childhood

AND

2 - Submission of medical records documenting ONE of the following:

2.1 IGF-1 level is below the age and gender adjusted normal range as provided by the
physician's lab

OR

2.2 ALL of the following:

2.2.1 Patient does not have a low IGF-1

AND

2.2.2 Patient has undergone ONE of the following GH stimulation tests:
e GH-releasing hormone-arginine test (GHRH+ARG)

e Glucagon stimulation test (GST)
e Macimorelin

AND

2.2.3 ONE of the following peak GH values:

e GHRH+ARG less than or equal to 11 pg/L
e Glucagon less than or equal to 3 ng/mL
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e Macimorelin less than or equal to 2.8 ng/mL

3 - ONE of the following:

3.1 Diagnosis of panhypopituitarism

3.2 Other diagnosis AND not used in combination with the following:
e Aromatase inhibitors [e.g., Arimidex (anastrozole), Femara (letrozole)]

e Androgens [e.g., Delatestryl (testosterone enanthate), Depo-Testosterone
(testosterone cypionate)]

4 - Prescribed by an endocrinologist

AND

OR

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Skytrofa, Sogroya, Somatropin**[a] (Genotropin, Genotropin Miniquick,
Humatrope, Norditropin, Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen,
Zomacton, Zorbtive, and Serostim)

Diagnosis

Adult Growth Hormone Deficiency

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization
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Approval Criteria

1 - Submission of medical records documenting an IGF-1level within the past 12 months

2 - ONE of the following:

2.1 Diagnosis of panhypopituitarism

2.2 Other diagnosis AND not used in combination with the following
e Aromatase inhibitors [e.g., Arimidex (anastrazole), Femara (letrazole)]

e Androgens [e.g., Delatestryl (testoseterone enanthate), Depo-Testosterone
(testosterone cypionate)]

3 - Prescribed by an endocrinologist

AND

OR

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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.

Serostim)

Product Name:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Diagnosis

Prader-Willi Syndrome

Approval Length

12 month(s)
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Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records documenting BOTH of the following:

e Diagnosis of Prader-Willi Syndrome
o Diagnosis confirmed by genetic testing

AND
2 - ONE of the following:
2.1 BOTH of the following:
2.1.1 Patient is less than 18 years of age
AND

2.1.2 Submission of medical records documenting evidence of growth failure confirmed by

ALL of the following:

o Growth charts for length/height and weight for age and gender with evidence of growth

velocity deceleration over time

o Documentation of length/height and weight for age and gender including percentile

and/or standard deviation scores
e Calculated growth velocity

OR

2.2 Patient is greater than or equal to 18 years of age

AND

3 - Patient does not have ANY of the following:

e Active malignancy
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e Severe obesity (weight greater than 225 percent of ideal body weight)
e Severe respiratory impairment

AND

4 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Prader-Willi Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

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

1.1.1 Patient is less than 18 years of age

AND

1.1.2 Submission of medical records documenting a height increase of at least 2 cm/year
over the previous year of treatment as documented by ALL of the following:
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Previous length/height and date obtained

Current length/height and date obtained
Calculated growth velocity

Growth charts for length/height for age and gender

AND

1.1.3 Submission of medical records documenting BOTH of the following:

o Expected adult height not attained
o Documentation of expected adult height goal

OR

1.2 BOTH of the following:

o Patient is greater than or equal to 18 years of age

e Submission of medical records documenting a positive response to therapy (e.qg.,
reduction in fat mass, increase in lean body mass, improved strength and exercise
tolerance)

OR

2 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
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Approval Length 12 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria
1 - Submission of medical records documenting a diagnosis of growth failure associated with
SGA
AND

2 - Submission of medical records documenting diagnosis has been confirmed by ALL of the
following:
2.1 BOTH of the following:

e Growth charts for length/height and weight for gestational age and gender at birth

e Documentation that birth length/height and/or weight = 2 SD below mean for
gestational age

AND

2.2 Infant growth charts for length/height and weight for age and gender between birth and
24 to 36 months of age do not show evidence of catch-up growth in length/height and/or
weigh (i.e., length/height or weight remained = 2 SD below mean for age and gender from
birth to age 2 to 3)

AND

2.3 Documentation that current length/height and/or weight remains = 2 SD below mean for
age and gender

AND

2.4 Calculated growth velocity
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AND

3 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Growth Failure in Children Small for Gestational Age (SGA)
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

Previous length/height and date obtained

Current length/height and date obtained
Calculated growth velocity

Growth chart for length/height for age and gender

AND

2 - Submission of medical records documenting BOTH of the following:

o Expected adult height not attained

Page 558



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas

Effective 11.1.2025

e Expected adult height goal

AND

3 - Prescribed by an endocrinologist

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Serostim)

Diagnosis

Turner Syndrome or Noonan Syndrome

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records documenting ONE of the following:

1.1 BOTH of the following:

o Diagnosis of Turner Syndrome
o Diagnosis confirmed by genetic testing

OR

1.2 BOTH of the following:

o Diagnosis of Noonan Syndrome
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2 - Submission of medical records documenting ALL of the following:

3 - Submission of medical records documenting open epiphyses in the last 12 months

4 - Submission of medical records documenting Tanner staging less than equal to 4

5 - Prescribed by an endocrinologist

Diagnosis confirmed by the presence of clinical features consistent with Noonan
Syndrome (e.g., distinct facial features such as high forehead, hypertelorism, down
slanting palpebral fissures with high arched eyebrows, epicanthic folds, full upper lip
with a depressed nasal bridge, low set ears, blue irises, ptosis and neck webbing,
pulmonary valve stenosis, hypertrophic cardiomyopathy, pectus carinatum/excavatum,
mild developmental delay, cryptorchidism, lymphatic dysplasia)

AND
Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time
Documentation of length/height and weight for age and gender including percentile

and/or standard deviation scores
Calculated growth velocity

AND

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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.

Page 560



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

Product Name:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Turner Syndrome or Noonan Syndrome
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

Previous length/height and date obtained
Current length/height and date obtained
Calculated growth velocity

Growth chart for height for age and gender

AND
2 - Submission of medical records documenting BOTH of the following:
o Expected adult height not attained
o Expected adult height goal

AND

3 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and
Serostim)

Diagnosis Short-Stature Homeobox (SHOX) Gene Deficiency
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting BOTH of the following:

e Diagnosis of short-stature homeobox (SHOX) gene deficiency
o Diagnosis confirmed by genetic testing

AND

2 - Submission of medical records documenting ALL of the following:

o Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time

o Documentation of length/height and weight for age and gender including percentile
and/or standard deviation scores

o Calculated growth velocity

AND

3 - Submission of medical records documenting open epiphyses in the last 12 months

AND

4 - Submission of medical records documenting Tanner stage less than or equal to 4

AND

5 - Prescribed by an endocrinologist
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Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Serostim)

Diagnosis

Short-Stature Homeobox (SHOX) Gene Deficiency

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

Previous length/height and date obtained
Current length/height and date obtained
Calculated growth velocity

Growth chart for height for age and gender

AND

2 - Submission of medical records documenting both of the following:

o Expected adult height not attained
e Expected adult height goal

AND

3 - Prescribed by an endocrinologist
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Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin**[a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Serostim)

Diagnosis

Growth Failure associated with Chronic Renal Insufficiency

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records documenting ALL of the following:

1.1 Diagnosis of chronic renal insufficiency

1.2 Documentation of ALL of the following:

o Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time

o Documentation of length/height and weight for age and gender including percentile
and/or standard deviation scores

e Calculated growth velocity

1.3 Documentation of open epiphyses in the last 12 months

AND

AND
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1.4 Tanner stage less than or equal to 4

2 - Patient has not yet had a renal transplant

3 - Prescribed by ONE of the following:

e Endocrinologist
¢ Nephrologist

AND

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Somatropin** [a] (Genotropin, Genotropin Miniquick, Humatrope, Norditropin,
Norditropin Flexpro, Nutropin AQ NuSpin, Omnitrope, Saizen, Zomacton, Zorbtive, and

Serostim)

Diagnosis

Growth Failure associated with Chronic Renal Insufficiency

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria
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1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year confirmed by ALL of the following:

2 - Submission of medical records documenting BOTH of the following:

3 - Patient has not yet had a renal transplant

4 - Prescribed by ONE of the following:

Previous length/height and date obtained
Current length/height and date obtained
Calculated growth velocity

Growth chart for height for age and gender

Expected adult height not attained
Expected adult height goal

Endocrinologist
Nephrologist

AND

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Serostim**[a]

Diagnosis

Human Immunodeficiency Virus (HIV)-Associated Cachexia (Serostim
only)
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Approval Length 3 month(s)
Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Serostim will be approved based on submission of medical records documenting ALL of
the following criteria:

1.1 Diagnosis of HIV-associated wasting syndrome or cachexia

AND

1.2 Involuntary weight loss of greater than or equal to 10%

AND

1.3 ONE of the following:

1.3.1 Chronic diarrhea (2 loose stools daily for more than 30 days)

OR
1.3.2 BOTH of the following:
e Chronic weakness
e Fever
AND

1.4 Symptoms lasting greater than or equal to 30 days (intermittent or constant)

AND

1.5 Absence of a concurrent condition other than HIV infection that may cause these findings
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(e.g., depression, mycobacterium avium complex, chronic infectious diarrhea, or malignancy
except for Kaposi’s sarcoma limited to skin or mucous membranes)

1.6 A nutritional evaluation has been completed since onset of wasting first occurred

1.7 Patient’s anti-retroviral therapy has been optimized to decrease the viral load

AND

AND

Notes

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Serostim** [a]

Diagnosis Human Immunodeficiency Virus (HIV)-Associated Cachexia (Serostim
only)

Approval Length 6 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Serostim will be approved based on submission of medical records documenting BOTH of

the following criteria:

1.1 Documentation of a positive response to therapy (i.e., greater than or equal to 2%
increase in body weight and/or body cell mass)
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AND

1.2 ONE of the following targets or goals has not been achieved:

e Weight
e Body cell mass (BCM)
o Body mass index (BMI)

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Zorbtive**[a]

Diagnosis Short Bowel Syndrome (Zorbtive only)
Approval Length 4 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Zorbtive will be approved based on submission of medical records documenting ALL of the
following criteria:

1.1 Diagnosis of Short Bowel Syndrome

AND

1.2 Patient is currently receiving specialized nutritional support (e.g., intravenous parenteral
nutrition, fluid, and micronutrient supplements

AND
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1.3 Patient has not previously received 4 weeks of treatment with Zorbtive

Notes

Note: Treatment with Zorbtive will not be authorized beyond 4 weeks.
Administration for more than 4 weeks has not been adequately studie
d.

**Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Increlex**[a]

Diagnosis

Severe Primary IGF-1 Deficiency / Growth Hormone Gene Deletion
(Increlex only)

Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Submission of medical records documenting all of the following:

1.1 Diagnosis of severe primary IGF-1 deficiency (PIGFD)

AND

1.2 Documentation of height below -3.0 SD mean for age and gender

AND

1.3 Documentation of IGF-1 below -3.0 SD mean for age and gender
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AND

1.4 Documentation of BOTH of the following:

e Growth charts for length/height and weight for age and gender with evidence of growth
velocity deceleration over time
e Calculated growth velocity

AND

1.5 ONE of the following:

1.5.1 Patient is unresponsive to a trial of growth hormone therapy

OR

1.5.2 Documentation of ONE of the following:

e Very low or undetectable level of GHBP

Very low or undetectable level of GHR mutations known to cause Laron syndrome/GH
insensitivity syndrome

GH1 gene deletion (GHD type 1A)

GH-neutralizing antibodies

STT5b gene mutation

IGF-1 gene deletion or mutation

AND

2 - Other causes of low IGF-I levels have been ruled out (e.g., growth hormone deficiency,
undernutrition, hepatic disease)

AND

3 - Patient will not be treated with concurrent growth hormone therapy

AND
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4 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:Increlex**[a]

Diagnosis Severe Primary IGF-1 Deficiency / Growth Hormone Gene Deletion
(Increlex only)

Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Submission of medical records documenting a height increase of at least 2 cm/year over
the previous year of treatment as confirmed by ALL of the following:

Previous length/height and date obtained
Current length/height and date obtained
Calculated growth velocity

Growth chart for height for age and gender

AND
2 - Submission of medical records documenting BOTH of the following:
o Expected adult height not obtained

o Expected adult height goal

AND
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3 - Patient is not treated with concurrent growth hormone therapy

AND

4 - Prescribed by an endocrinologist

Notes **Please Note: The request for growth hormone (GH) injections to trea
t idiopathic short stature (ISS) is not authorized. There is no consensu
s in current peer-reviewed medical literature regarding the indications,
efficacy, safety, or long-term consequences of GH therapy in children
with ISS who are otherwise healthy.

[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:

Somatropin (Genotropin®, Humatrope®, Norditropin®, Nutropin AQ NuSpin®, Omnitrope®,
Saizen®, Zomacton®) is indicated for the treatment of pediatric patients with growth failure
due to inadequate secretion of endogenous growth hormone (GH), growth hormone
deficiency (GHD), short stature associated with Turner syndrome or Noonan syndrome,
idiopathic short stature (ISS), short-stature or growth failure in short stature homeobox-
containing gene homeobox (SHOX) gene deficiency, growth failure due to Prader-Willi
syndrome, short stature in children born small for gestational age (SGA) with no catch-up
growth by 2 years to 4 years of age, and chronic kidney disease (CKD) up to the time of
renal transplantation., growth failure in children with chronic renal insufficiency up to the time
of transplant, short bowel syndrome in patients receiving specialized nutritional support, and
HIV-associated wasting. Somatropin is also indicated for replacement of endogenous GH in
adults with confirmed GHD.

Ngenla™ (somatrogon-ghla), is indicated for the treatment of pediatric patients aged 3 years
and older who have growth failure due to inadequate secretion of endogenous GH.
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Skytrofa™ (lonapegsomatropin-tcgd) is indicated for the treatment of pediatric patients 1
year and older who weigh at least 11.5 kg and have growth failure due to inadequate
secretion of endogenous GH. It is also indicated for the replacement of endogenous GH in
adults with GHD.

Sogroya® (somapacitan-beco) is indicated for the treatment of pediatric patients aged 2.5
years and older who have growth failure due to inadequate secretion of endogenous GH. Itis
also indicated for the replacement of endogenous GH in adults with GHD.

Serostim® (somatropin) is indicated for the treatment of HIV patients with wasting or
cachexia to increase lean body mass and body weight and improve physical endurance.

Zorbtive® (somatropin) is indicated for the treatment of short bowel syndrome in adult
patients receiving specialized nutritional support.

Increlex® (mecasermin) is indicated for the treatment of growth failure in pediatric patients 2
years of age and older with severe primary insulin-like growth factor-1 (IGF-1) deficiency or
with GH gene deletion who have developed neutralizing antibodies to GH.

*Educational Statement

Documentation of previous height, current height and goal expected adult height will be
required for renewal.

Additional Clinical Rules

e Supply limits may be in place.

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.

4 . References
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5. Revision History

Date Notes
Added levodopa as acceptable GH stimulation test for pediatric GHD
0/22/2025 . Added adult GHD as covered indication for Skytrofa. Updated SGA i

nitial authorization criteria. Removed obsolete Saizenprep. Updated
background and references.
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Haegarda

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-143801

Guideline Name Haegarda

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 5/1/2024

P&T Approval Date: |8/18/2023
P&T Revision Date: 3/20/2024

1. Indications
Drug Name: Haegarda

Prophylaxis of HAE attacks Haegarda is a plasma-derived concentrate of C1 Esterase
Inhibitor (Human) (C1-INH) indicated for routine prophylaxis to prevent hereditary
angioedema (HAE) attacks in patients 6 years of age and older.

2 . Criteria

Product Name:Haegarda [a]

Approval Length 12 month(s)

Therapy Stage Initial Authorization
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Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hereditary angioedema (HAE) as confirmed by ONE of the following:

1.1 C1 inhibitor (C1-INH) deficiency or dysfunction (Type | or Il HAE) as documented by ONE

of the following (per laboratory standard):

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

OR

1.2 HAE with normal C1 inhibitor levels and ONE of the following:

o Confirmed presence of variant(s) in the gene(s) for factor XIl, angiopoietin-1,

plasminogen-1, kininogen-1, myoferlin, and heparan sulfate-glucosamine 3-O-

sulfotransferase 6

e Recurring angioedema attacks that are refractory to high-dose antihistamines with

confirmed family history of angioedema

e Recurring angioedema attacks that are refractory to high-dose antihistamines with
unknown background de-novo mutation(s) (i.e., no family history) (HAE-unknown)

2 - ALL of the following:

AND

e Prescribed for the prophylaxis of HAE attacks

e Not used in combination with other products indicated for prophylaxis against HAE

attacks (e.g., Cinryze, Orladeyo, Takhzyro)

e Prescriber attests that patient has experienced attacks of a severity and/or frequency
such that they would clinically benefit from prophylactic therapy with Haegarda

3 - Prescribed by ONE of the following:

e Immunologist

AND
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e Allergist

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:Haegarda [a]

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

Approval Criteria

1 - Documentation of positive clinical response to Haegarda therapy

AND

2 - Reduction in the utilization of on-demand therapies used for acute attacks (e.g., Berinert,
Firazyr, Ruconest) as determined by claims information, while on Haegarda therapy

AND

3 - BOTH of the following:

e Prescribed for the prophylaxis of HAE attacks
e Not used in combination with other products indicated for prophylaxis against HAE
attacks (e.g., Cinryze, Orladeyo, Takhzyro)

AND

4 - Prescribed by ONE of the following:

e Immunologist
o Allergist

Page 579



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

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:

Haegarda is a plasma-derived concentrate of C1 Esterase Inhibitor (Human) (C1-INH)
indicated for routine prophylaxis to prevent hereditary angioedema (HAE) attacks in patients
6 years of age and older.’

Additional Clinical Programs:

* 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 limitations may be in place.
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5. Revision History

Date Notes

Annual review with update to diagnostic criteria for HAE with normal

3/1/2024 C1 inhibitor levels. Updated language for reauthorization criteria.
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HCG

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-291193

Guideline Name HCG

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 8/1/2025

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

P&T Revision Date: 10/20/2021 ; 11/19/2021 ; 09/21/2022 ; 08/18/2023 ; 11/17/2023 ;
04/17/2024 ; 10/01/2024 ; 12/18/2024 ; 6/18/2025

1. Indications
Drug Name: Novarel (chorionic gonadotropin), Pregnyl (chorionic gonadotropin)

Ovulation Induction Novarel (chorionic gonadotropin) and Pregnyl (chorionic gonadotropin)
are indicated for induction of ovulation and pregnancy in the anovulatory, infertile woman in
whom the cause of anovulation is secondary and not due to primary ovarian failure, and who
has been appropriately pretreated with human menotropins. They are also indicated for
prepubertal cryptorchidism not due to anatomic obstruction and selected cases of
hypogonadotropic hypogonadism (hypogonadism secondary to a pituitary deficiency) in
males. [4-5]

Drug Name: Ovidrel (choriogonadotropin alfa)

Ovulation Induction Ovidrel (choriogonadotropin alfa) is indicated for the induction of final
follicular maturation and early luteinization in infertile women who have undergone pituitary
desensitization and who have been appropriately pretreated with follicle stimulating hormones
as part of an Assisted Reproductive Technology (ART) program such as in vitro fertilization
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and embryo transfer. It is also indicated for the induction of ovulation and pregnancy in
anovulatory infertile patients in whom the cause of infertility is functional and not due to
primary ovarian failure. [6]

Drug Name: Novarel (chorionic gonadotropin), Pregnyl (chorionic gonadotropin),
Ovidrel (choriogonadotropin alfa)

Prepubertal Cryptorchidism hCG may also be used to treat cryptorchidism in boys because
hCG is thought to induce testicular descent in situations when descent would have occurred
at puberty. hCG thus may help to predict whether or not orchiopexy will be needed in the
future. Although, in some cases, descent following hCG administration is permanent, in most
cases the response is temporary. [1-3]

Hypogonadotropic Hypogonadism hCG is also used to induce puberty in boys and to treat
androgen deficiency in hypogonadotropic hypogonadism. However, the major use of hCG
preparations in males is in the initiation and maintenance of spermatogenesis in
hypogonadotropic men who desire fertility. [1-3]

2 . Criteria

Product Name:Novarel,Chorionic Gonadotropin, Ovidrel, Pregnyl [a]

Diagnosis Ovulation Induction
Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of anovulatory infertility

AND

2 - Infertility is not due to primary ovarian failure

AND

3 - For induction of ovulation

Page 583



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Texas
Effective 11.1.2025

AND

4 - Patient has been pre-treated with a follicular stimulating agent (e.g., gonadotropin,
clomiphene citrate, letrozole)

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:Novarel, Chorionic Gonadotropin, Ovidrel, Pregnyl [a]

Diagnosis Controlled Ovarian Hyperstimulation**
Approval Length 2 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of infertility

AND

2 - For the development of multiple follicles (controlled ovarian hyperstimulation)

AND

3 - Patient has been or will be pre-treated with a follicular stimulating agent (e.g.,
gonadotropin, clomiphene citrate, letrozole)

Notes **Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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:Novarel, Chorionic Gonadotropin, Ovidrel, Pregnyl [a]

Diagnosis Prepubertal Cryptorchidism**
Approval Length 6 Week(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of prepubertal cryptorchidism not due to anatomical obstruction

Notes **Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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:Novarel, Chorionic Gonadotropin, Ovidrel, Pregnyl [a]

Diagnosis Hypogonadotropic Hypogonadism**
Approval Length 12 month(s)

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of hypogonadism secondary to pituitary deficiency

AND

2 - Low testosterone (below normal reference level provided by the physician’s laboratory)

AND

3 - ONE of the following:
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e Low LH (below normal reference level provided by the physician’s laboratory)
e Low FSH (below normal reference level provided by the physician’s laboratory)

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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:Novarel, Chorionic Gonadotropin, Ovidrel, Pregnyl [a]

Diagnosis

Hypogonadotropic Hypogonadism™*

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to therapy

Notes

**Requests for an infertility related diagnosis other than ovulation indu
ction for members in lowa, New Jersey, North Carolina, Kansas and T
exas should be denied as a benefit exclusion.

[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:

The body produces two types of gonadotropins, follicle-stimulating hormone (FSH) and

luteinizing hormone (LH), both of which play a role in fertility and human reproduction. After
they are produced by the pituitary gland, gonadotropins trigger production of other sex
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hormones which then promote production of egg and sperm. Produced in pregnant women
by the placenta and extracted from the urine, human chorionic gonadotropin (hCG) is similar
in chemical structure and function to LH.

hCG is routinely used to trigger ovulation in the treatment of infertility, a disease of the
reproductive system defined as one of the following:

e inability to achieve a successful pregnancy due to an individual’'s medical, sexual, or
reproductive history;

o failure to achieve a pregnancy after 12 months or more of regular unprotected sexual
intercourse when the female partner is less than 35 years;

« failure to achieve a pregnancy after 6 months or more of regular unprotected sexual
intercourse when the female partner is 35 years or older

hCG may also be used to treat cryptorchidism in boys because hCG is thought to induce
testicular descent in situations when descent would have occurred at puberty. hCG thus may
help to predict whether or not orchiopexy will be needed in the future. Although, in some
cases, descent following hCG administration is permanent, in most cases the response is
temporary. hCG is also used to induce puberty in boys and to treat androgen deficiency in
hypogonadotropic hypogonadism. However, the major use of hCG preparations in males is in
the initiation and maintenanc