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Abirtega, Zytiga

Effective 9.1.2025

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-244323

Guideline Name

Abirtega, Zytiga

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:

02/19/2021 ; 05/21/2021 ; 09/15/2021 ; 05/20/2022 ; 09/21/2022 ;
05/25/2023 ; 05/17/2024 ; 04/16/2025 ; 5/16/2025

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:Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

Prostate cancer

Page 11
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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
AND

2.1.2 If the request is for BRAND Zytiga, ONE of the following:
2.1.2.1 History of failure, contraindication or intolerance to TWO of the following:
e Erleada (apalutamide)

e Nubega (darolutamide)
e Xtandi (enzalutamide)

OR

2.1.2.2 Provider attests that the patient is not an appropriate candidate for ALL of the
following:

e Erleada (apalutamide)

e Nubega (darolutamide)
e Xtandi (enzalutamide)

OR

Page 12
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2.2 Disease is regional node positive (Any T, N1, MO0)

OR

2.3 Patient is in a very-high-risk group receiving external beam radiation therapy (EBRT)

OR

2.4 Positive pelvic persistence/recurrence after prostatectomy

AND

3 - Used in combination with prednisone or dexamethasone

AND

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)]
e 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
e criteria. Other policies and utilization management programs may ap

ply.

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

Diagnosis Prostate 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 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: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:Abirtega, Brand Zytiga, generic abiraterone [a]

Diagnosis

Salivary Gland Tumors

Page 14
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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 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: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:Abirtega, Brand Zytiga, generic abiraterone [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 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.

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 acetate or should
have had bilateral orchiectomy. The National Comprehensive Cancer Network (NCCN) also
recommends the use of abiraterone acetate in combination with prednisone and androgen
deprivation therapy as initial therapy for patients without metastases yet with regional node
positive disease in combination with androgen deprivation therapy (ADT) and external bean
radiation therapy (EBRT) as initial therapy in patients with very-high-risk, node negative
prostate cancer, and in combination with prednisone and ADT in patients with positive pelvic
persistence/recurrence after prostatectomy. The NCCN also recommends the use of
abiraterone acetate 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.; August 2021.
2. Abirtega [package insert]. Lehi, UT: CivicaScript, LLC. October 2024.
3. The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at

http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
March 25, 2025.

5. Revision History

Date Notes
4/28/2025 Updated language for prostate cancer to require brand Zytiga to step
through two of the following: Erleada, Nubeqa or Xtandi.
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Abuse Deterrent Opioid Medications State Mandate Non-Formulary

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-157071

Guideline Name

Abuse Deterrent Opioid Medications State Mandate Non-Formulary

Formulary

¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

1/1/2025

P&T Approval Date:

1/17/2024

P&T Revision Date:

1. Criteria

Product Name:Non-Formulary Abuse Deterrent Opioids [a]*

Approval Length

12 month(s)

Guideline Type

Non Formulary

Approval Criteria

1 - ONE of the following:

1.1 BOTH of the following:
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1.1.1 Requested drug is FDA-approved for the condition being treated

AND

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

OR

1.2 Meets Off-Label Administrative guideline criteria

AND

2 - The use is not excluded as documented in the limitations and exclusions section of
certificate of coverage (refer to the Exclusions and Limitations Grid found in the link in the
Background section)

Notes [a] Formulary: 2025 UnitedHealthcare Government Programs Exchan
ge Formulary. If approved, the non-formulary drug will be covered at ti
er 5 for 6-tiered formularies, at tier 4 for 5-tiered formularies, or tier 3 f
or 4-tiered formularies.

*Abuse deterrent opioids include: Oxycontin (oxycodone ER tablets),
Hysingla ER (hydrocodone ER tablets), Xtampza ER, Roxybond

2 . Background

Benefit/Coverage/Program Information

Link to 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%2F CST%2F CSDM%2F shared%20Documents%2F
UHCGP%20Exchange
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Background:

Program is designed to comply with state mandates which prohibit step therapy for abuse
deterrent opioid medications. Non-formulary medications will have a Tier 8 status on the
RxWeb Formulary Lookup tool. If a medication has a Tier 8 status and a PA flag of yes, apply
the criteria within the drug-specific guideline as well as the non-formulary criteria in this
guideline.

Abuse deterrent opioids include: Oxycontin (oxycodone ER tablets), Hysingla ER
(hydrocodone ER tablets), Xtampza ER, Roxybond

3. References

1. U.S. Food and Drug Administration. Abuse-Deterrent Opioids. Available at:
https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-
providers/abuse-deterrent-opioid-analgesics. Accessed September 5, 2024.

4 . Revision History

Date Notes

Annual review. Updated references and background. No criteria chan
ges.

10/4/2024
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Actemra, Tyenne

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*

AND

4 - Prescribed by or in consultation with a rheumatologist

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

*Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from 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

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
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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

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

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

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

5. Revision History

Date Notes

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

Page 38




2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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
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Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND

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

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

ply.

Product Name:Adalimumab [a]

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

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of active psoriatic arthritis

AND

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

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

OR

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
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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).
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« 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
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Rheumatology/Spondylitis Association of America/Spondyloarthritis Research and
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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.
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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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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

AND

2 - ONE of the following:

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

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

e Topical calcineurin inhibitor [e.g., 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., Cibingo (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 (document
drug, date, and duration of trial):

e Dupixent (dupilumab)
e Rinvoq (upadacitinib)
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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

Page 67



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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 - Maryland Copay Adjustment for Prescription Drug List Changes

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-109556

Guideline Name

Administrative - Maryland Copay Adjustment for Prescription Drug List
Changes

Formulary

e UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:

Effective Date:

9/1/2022

1. Criteria

Prescription Drug List

Product Name:A prescription drug or device moved to a higher tier or removed from the

Approval Length

12 Months *

Guideline Type

Administrative — Copay Adjustment

Approval Criteria

1 - No more than 1 year has passed since the prescription drug or device was moved to a
higher tier or removed from the Prescription Drug List
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AND

2 - There is at least one claim for the prescription drug or device in the 3 months preceding
the change to the Prescription Drug List

AND

3 - The provider attests the prescription drug or device meets one of the following criteria:

3.1 There is no equivalent prescription drug or device on the Prescription Drug List in a lower
tier

OR

3.2 An equivalent prescription drug or device on the Prescription Drug List in a lower tier:
e Has been ineffective in treating the disease or condition of the member
e Has caused or is likely to cause an adverse reaction or other harm to the member

OR

3.3 For a contraceptive prescription drug or device, the prescription drug or device that is not
on the formulary is medically necessary for the member to adhere to the appropriate use of
the prescription drug or device

Notes * Authorization will be issued for 12 months at the cost-share prior to t
he Prescription Drug List change taking effect when the exception req
uest has been made within 1 year of the effective date of the Prescript
ion Drug List change

2 . Background

Benefit/Coverage/Program Information

Additional Clinical Programs:
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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.
e Supply limitations may be in place

Background

This program is designed to meet regulatory requirements for the State of Maryland which
require the ability of members to request an exemption from certain Prescription Drug List
changes, allowing members to continue receiving the same cost sharing requirements when
a prescription drug or device is moved to a higher tier or removed from the Prescription Drug

List.

3 . Revision History

Date Notes

7/19/2022 New Program.
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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.

3 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 83



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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
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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:

Page 88



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

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

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

AND

5 - ONE of the following:

5.1 Patient is a postmenopausal woman

OR

5.2 BOTH of the following

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

OR

5.3 Patient is male

AND

6 - Used in combination with one of the following:

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

e Fulvestrant

o 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
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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

2 - ONE of the following:

e Unresectable locoregional recurrent disease
e Persistent disease
¢ Metastatic disease

3 - ONE of the following:

o Patient has symptomatic disease
e Patient has progressive 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 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

Page 98



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

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
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Approval Criteria

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

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

ply.

3. Background

Benefit/Coverage/Program Information

Background:

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

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

Additional Clinical Rules:

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

e Supply limits may be in place

4 . References
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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Optum Rxc

Prior Authorization Guideline

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

Guideline Note:

Effective Date: 10/1/2024

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

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

1. Indications

Drug Name: Albendazole

Parenchymal neurocysticercosis Indicated for the treatment of parenchymal

solium.

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

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

2 . Criteria

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

Approval Criteria

1 - Diagnosis of Enterobius vermicularis (pinworm)

Notes

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

ply.

Product Name:generic albendazole [a]

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

Approval Length 6 month(s)

Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Taeniasis or Cysticercosis/ Neurocysticercosis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Echinococcosis (Tapeworm)
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria
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1 - Diagnosis of Hydatid Disease [Echinococcosis (Tapeworm)]

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Ancylostoma/Necatoriasis (Hookworm)
Approval Length 6 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Ancylostoma/Necatoriasis (Hookworm)

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis

Ascariasis (Roundworm)

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Ascariasis (Roundworm)

Notes

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

ply.

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

Approval Criteria

1 - Diagnosis of Toxocariasis (Roundworm)

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Trichinellosis
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Trichinellosis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis

Trichuriasis (Whipworm)

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Trichuriasis (Whipworm)
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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:generic albendazole [a]

Diagnosis Capillariasis
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Capillariasis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Baylisascaris
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Baylisascaris

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis

Clonorchiasis (Liver flukes)

Approval Length

1 month(s)
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Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Clonorchiasis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Gnathostomiasis
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Gnathostomiasis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Strongyloidiasis
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Strongyloidiasis

Notes

[a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag

Page 115



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

e criteria. Other policies and utilization management programs may ap
ply.

Product Name:generic albendazole [a]

Diagnosis Loiasis
Approval Length 1 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Loiasis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis

Opisthorchiasis

Approval Length

1 month(s)

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of Opisthorchiasis

Notes

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

ply.

Product Name:generic albendazole [a]

Diagnosis Anisakiasis
Approval Length 1 month(s)
Guideline Type Prior Authorization
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Approval Criteria

1 - Diagnosis of Anisakiasis

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

ply.

Product Name:generic albendazole [a]

Diagnosis Microsporidiosis
Approval Length 12 month(s)
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of Microsporidiosis not caused by Enterocytozoon bieneusi or Vittaforma
corneae.

Notes [a] State mandates may apply. Any federal regulatory 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:

Albendazole is indicated for the treatment of parenchymal neurocysticercosis due to active
lesions caused by larval forms of the pork tapeworm, Taenia solium. Albendazole is also
indicated for the treatment of cystic hydatid disease of the liver, lung, and peritoneum,
caused by the larval form of the dog tapeworm, Echinococcus granulosus.
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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. Albendazole [package insert]. Piscataway, NJ: Camber Pharmaceuticals Inc; November
2022.

CDC treatment guidelines. http://www.cdc.gov./parasites (accessed 5/4/2023).
Guidelines for the Prevention and Treatment of Opportunistic Infections in Adults and
Adolescents with HIV. https://clinicalinfo.hiv.gov/en/guidelines/hiv-clinical-guidelines-
adult-and-adolescent-opportunistic-infections/microsporidiosis. Accessed May 4, 2023.

w N

5. Revision History

Date Notes

Renamed policy to generic name; Albenza no longer available. Annu
7/30/2024 ) o . . o

al review. Clarified spelling of Opisthorchiasis
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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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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:

1.2 BOTH of the following:

2 - For continuation of prior therapy for a seizure disorder

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

Diagnosis of refractory partial onset seizures (four or more uncontrolled seizures per
month after an adequate trial of at least two antiepileptic drugs)

Diagnosis of Dravet syndrome

AND

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

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 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

2 - Diagnosis of infantile spasms

3 - 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.

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)
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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
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Attruby

Optum Rxc

Prior Authorization Guideline

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)

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
hospitalization.

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:

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

Attruby [package insert]. BridgeBio Pharma, Inc: Palo Alto, CA; November 2024.
Fontana, M. Cardiac amyloidosis: Epidemiology, clinical manifestations, and diagnosis.
UpToDate. Dardas, T: UpToDate Inc. https://www.uptodate.com (Accessed on December
2, 2024).

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

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

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-161975
Guideline Name Belbuca_Butrans
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 2/1/2025

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

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), 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).

Notes [a] State mandates may apply. Any federal regulatory 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]
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Diagnosis No_n-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
e 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
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
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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.

Butrans [package insert]. Stamford, CT: Purdue Pharma L.P.; December 2023.

Franklin GM. Opioids for chronic noncancer pain. A position paper of the American

Academy of Neurology. Neurology. 2014;83:1277-1284.

4. 4. 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=3

5. Argoff 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.

6. Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids for Chronic
Pain - United States, 2016. JAMA. Published online March 15, 2016.

wn
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7. Spatar, SB. Standardizing the use of mental health screening instruments in patients
with pain. Fed Pract. 2019 Oct; 36 (Suppl 6): S28-S30.

8. 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

12/16/2024 Off-cycle review to update reference.
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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

Page 174



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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.

Page 180



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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.

Page 185



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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

Page 186



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

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.3 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

Page 195



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

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.

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
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Approval Criteria

1 - Diagnosis of recurrent vulvovaginal candidiasis (RVVC)

2 - One of the following:

2.1 Confirmed azole resistance demonstrated by culture and susceptibility testing

2.2 Both of the following:

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

AND

OR

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

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

AND

Infectious disease physician
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:

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

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-334188

Guideline Name Brukinsa

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 9/1/2025

P&T Approval Date: [5/16/2025
P&T Revision Date: 7/16/2025

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

obinutuzumab)

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)

4 - Diagnosis of mantle cell ymphoma (MCL)

AND

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.

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

Annual review with no changes to criteria. Updated background and r

7/16/2025
eferences.
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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-150794

Guideline Name Bylvay

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:
Effective Date: 10/1/2024

P&T Approval Date: |6/15/2022
P&T Revision Date:  [08/19/2022 ; 12/14/2022 ; 08/18/2023 ; 10/18/2023 ; 8/16/2024

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.; February
2024.

2. 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, 2024. Accessed July

9, 2024. Inherited disorders associated with conjugated hyperbilirubinemia in adults -
UpToDate

5. Kohut TJ, Loomes KM. Alaglle syndrome. In: Post TW, ed. UpToDate. UpToDate, 2024.
Accessed July 9, 2024. Alagille syndrome - UpToDate

5. Revision History
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Date Notes
8/2/2024 Annual review. Updated examples of conventional treatment and initi
al authorization durations. Updated background and 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-158269

Guideline Name Cabometyx

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:  [03/17/2021 ; 11/19/2021 ; 08/19/2022 ; 11/18/2022 ; 08/18/2023 ;
11/17/2023 ; 10/01/2024 ; 11/22/2024

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.

Other Uses: The National Cancer Comprehensive Network (NCCN) recommends Cabometyx
for the treatment of non-small cell lung cancer (NSCLC) with RET gene rearrangement and
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HCC as a single agent for progressive disease. Cabometyx is also recommended in NCCN as
second line therapy in both osteosarcoma and Ewing sarcoma, as well as gastrointestinal
stromal tumors (GIST), kidney cancer, and endometrial carcinoma.

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:

1.1 Stage IV or relapsed renal cell carcinoma (RCC)

OR

1.2 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
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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 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
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
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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

AND

2 - Used as subsequent-line systemic therapy

AND

3 - ONE of the following:
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o Patient has liver-confined, unresectable disease and is not a transplant candidate
o Patient has extrahepatic/metastatic disease and deemed ineligible for resection,
transplant, or locoregional 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 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:

e Osteosarcoma
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e Ewing Sarcoma (including mesenchymal chondrosarcoma)

2 - Disease is ONE of the following:

o Relapsed/refractory

o Metastatic

3 - Used as second line therapy

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: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
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Guideline Type Prior Authorization

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
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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 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
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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

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 - ONE of the following soft tissue sarcoma subtypes:

Alveolar soft part sarcoma (ASPS)

Atypical lipomatous tumor/well-differentiated liposarcoma (ALT/WDLPS)
Clear cell sarcoma

Extraskeletal myxoid chondrosarcoma

AND
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2 - Used as subsequent line of therapy for advanced/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.

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

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.
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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

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), and in 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. [1]

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 guideline
for bone cancer, gastrointestinal stromal tumors (GIST), kidney cancer, soft tissue
sarcoma and endometrial carcinoma. [2]
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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. Cabometyx [package insert]. South San Francisco, CA: Exelixis, Inc.; September 2023.
The NCCN Drugs and Biologics Compendium (NCCN Compendium). Available at
http://www.nccn.org/professionals/drug_compendium/content/contents.asp. Accessed
September 25, 2024.

5. Revision History

Date Notes

Annual review. Consolidated sections and updated coverage criteria f
or kidney cancer and renal cell carcinoma into kidney cancer. Consoli
dated sections and updated coverage criteria for ewing sarcoma and
osteosarcoma into bone cancer. Added criteria for soft tissue sarcom
a per NCCN guideline. Updated coverage criteria for hepatocellular ¢
arcinoma and endometrial carcinoma. Updated background.

11/4/2024
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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-159225

Guideline Name

Camzyos

Formulary e UnitedHealthcare Government Programs Exchange Formulary
SP

Guideline Note:

Effective Date: 11/5/2024

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

P&T Revision Date:

11/18/2022 ; 08/18/2023 ; 08/16/2024

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 two of the
following at a maximally tolerated dose [2,3]:

e Non-vasodilating beta blocker (e.g., atenolol, bisoprolol, metoprolol, nadolol,
propranolol)

e Nondihydropyridine calcium channel blocker (i.e., diltiazem, verapamil)

o Disopyramide

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 as supported by ONE of the
following:

e Reduction in NYHA class
e No worsening in NYHA class
AND
2 - Patient has a left ventricular ejection fraction of greater than or equal to 50%

AND

3 - Prescribed by or in consultation with a cardiologist

Notes [a] State mandates may apply. Any federal regulatory 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:

Camzyos (mavacamten) is a cardiac myosin inhibitor indicated for the treatment of adults
with symptomatic New York Heart Association (NYHA) class IlI-11l obstructive hypertrophic
cardiomyopathy (HCM) to improve functional capacity and symptoms. [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. 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, Mital S, Burke MA, et al. 2020 AHA/ACC Guideline for the Diagnosis and
Treatment of Patients With Hypertrophic Cardiomyopathy: Executive Summary.
Circulation. 2020;142(25):€533-e557.

5. Revision History

Date Notes

11/4/2024 Correct spellings
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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
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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.
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Additional Clinical Rules:

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

Supply limits may be in place.

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

Page 268



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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

Page 274



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland
Effective 9.1.2025

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
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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

-_—

Cinryze [package insert]. Lexington, MA: ViroPharma Biologics LLC; November 2024.

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

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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Notes

12/16/2024

Off-cycle review to update reference.
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CNS Stimulants

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-157423
Guideline Name CNS Stimulants
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 1/1/2025

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 ; 10/1/2024

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:(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:

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 also be in place
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Pharmaceuticals; June 2021.

Evekeo ODT [package insert]. Atlanta, GA: Arbor Pharmaceuticals LLC; October 2023.
Zenzedi [package insert]. Atlanta, GA: Arbor Pharmaceuticals, LLC; October 2023.
Relexxii extended-release tablets [package insert]. Alpharetta, GA: Vertical
Pharmaceuticals, LLC; October 2023.

Azstarys [package insert]. Boston, MA: Corium Inc; October 2023.

Xelstrym [package insert]. Miami, FL: Noven Therapeutics, LLC,; October 2023.

5. Revision History
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Date Notes
Update for plan year 2025 to include step therapy for Vyvanse therap
10/14/2024 y in patients older than 18, for all diagnosis except BED. Bypass allo

wed for patients with history of substance abuse disorder.
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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)

Page 318



2025 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

Effective 9.1.2025

2 - Diagnosis of hepatitis C**

3 - Previous use of the requested medication within the past 120 days

4 - The patient requires continuation of therapy to complete the course of treatment

AND

AND

AND

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)

2 - Meets Off-Label Administrative guideline criteria

3 - Previous use of the requested medication within the past 120 days

AND

AND
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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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Effective 9.1.2025

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)
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Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria
1 - ONE of the following:

1.1 Diagnosis of medullary carcinoma

1.2 ALL of the following:

1.2.1 Diagnosis of ONE of the following:

e Follicular carcinoma
e Oncocytic cell carcinoma
o Papillary carcinoma

1.2.2 Disease is progressive after treatment with ONE of the following”:

e Lenvima (lenvatinib)
e sorafenib (generic Nexavar)

1.2.3 Disease is at least ONE of the following:

e Symptomatic iodine-refractory
e Unresectable locoregional recurrent or persistent disease
o Distant metastatic disease

OR

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.
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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-219307
Guideline Name Continuous Glucose System (PA, QL)
Formulary ¢ UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 5/1/2025

P&T Approval Date: 10/1/2024
P&T Revision Date: 11/22/2024 ; 02/20/2025 ; 3/19/2025

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
o Patient has a history of more than one level 2 hypoglycemia events 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.

Product Name:Continuous Glucose System [a]
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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

1 - Quantity requests for system sensors exceeding the limited amount will be approved if the
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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

e Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-
authorization based solely on previous claim/medi