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Abuse Deterrent Opioid Medications State Mandate Non-Formulary

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-133842
Guideline Name Abuse Deterrent Opioid Medications State Mandate Non-Formulary
Formulary UnitedHealthcare Government Programs Exchange Formulary

Guideline Note:
Effective Date: 1/1/2024

1. Criteria

Product Name: Xtampza ER, Brand Hysingla ER, Oxycontin, Brand Oxycodone ER, generic
hydrocodone ER [a]

Approval Length 12 month(s)

Guideline Type Non Formulary

Approval Criteria
1 - One of the following:

1.1 Both of the following:

1.1.1 Requested drug is FDA-approved for the condition being treated
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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: 2024 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.

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=%2Fsites%2FCST%2FCSDM%2Fshared%20Documents%2F
UHCGP%20Exchange

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
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the criteria within the drug-specific guideline as well as the non-formulary criteria in this
guideline.

Abuse deterrent opioids include: Oxycontin, Hysingla ER, Xtampza ER, Roxybond

3. Revision History

Date Notes

9/26/2023 New guideline.
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Actemra

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-132948
Guideline Name Actemra
Formulary UnitedHealthcare Government Programs Exchange Formulary SP

Guideline Note:
Effective Date: 11/1/2023

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

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

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

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

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

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

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

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

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of giant cell arteritis
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]
Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

3 - Prescribed by or in consultation with a rheumatologist

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

ply.

Product Name: Actemra or Actemra ACTPen [a]
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Diagnosis Giant Cell Arteritis (GCA)
Approval Length 12 month(s)

Therapy Stage Reauthorization
Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

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

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

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

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis
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AND

2 - One of the following:

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

OR

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

AND

3 - One of the following:

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

Cimzia (certolizumab)

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

Olumiant (baricitinib)

Rinvoq (upadacitinib)

Xeljanz/Xeljanz XR (tofacitinib)

OR

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

AND

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

AND

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

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

Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]
Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

5 - Prescribed by or in consultation with a rheumatologist

Notes *Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber's office or any form of assistance from the Genentech spon
sored Actemra Access Solutions program shall be required to meet ini
tial authorization criteria as if patient were new to therapy.

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

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

Product Name: Actemra or Actemra ACTPen [a]
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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 Actemra ACTPen therapy
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

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

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

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

ply.

Product Name: Actemra or Actemra ACTPen [a]

Diagnosis 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
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AND

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

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

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

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

AND

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

OR

3.2 Both of the following:

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

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

AND

4 - Prescribed by or in consultation with a rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
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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 the Genentech spon
sored Actemra Access Solutions program shall be required to meet ini
tial authorization criteria as if patient were new to therapy.

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

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

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

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

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

ply.

Product Name: Actemra or Actemra ACTPen [a]
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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 Actemra ACTPen in combination with any of the
following:

Biologic DMARD [e.g., Cimzia (certolizumab), adalimumab, Simponi (golimumab), Skyrizi

(risankizumab-rzaa), Stelara (ustekinumab)]

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

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

AND

3 - Prescribed by or in consultation with a rheumatologist

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

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization
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Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

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

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

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

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

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

1.1 One of the following:

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

1.1.2 At least two of the following:
Skin thickening of the fingers (e.g., puffy fingers, sclerodactyly of the fingers)
Fingertip lesions (e.g., digital tip ulcers, fingertip pitting scars)
Telangiectasia
Abnormal nailfold capillaries
Pulmonary arterial hypertension
Raynaud’s phenomenon

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

AND

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

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

following:

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

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

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

AND
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3 - Prescribed by or in consultation with a pulmonologist

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

ply.

Product Name: Actemra or Actemra ACTPen [a]

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

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actemra or Actemra ACTPen therapy
AND
2 - Patient is not receiving Actemra or Actemra ACTPen in combination with any of the

following:

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

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

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

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

ply.

3. Background
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Benefit/Coverage/Program Information

Background:

Additional Clinical Rules:

Actemra (tocilizumab) or Actemra ACTPen (tocilizumab) is an interleukin-6 (IL-6)
receptor antagonist, available in both an intravenous and a subcutaneous
formulation. Both formulations of Actemra are indicated for the treatment of adult
patients with moderately to severely active rheumatoid arthritis who have had an
inadequate response to one or more disease-modifying anti-rheumatic drugs
(DMARD:S). [1,2] Examples of DMARDs commonly used in the treatment of
rheumatoid arthritis include methotrexate, leflunomide, and sulfasalazine. [3,4] Both
formulations are also indicated for giant cell arteritis in adult patients. Both
formulations are also indicated for the treatment of active polyarticular juvenile
idiopathic arthritis (PJIA) and active systemic juvenile idiopathic arthritis (SJIA), in
patients 2 years of age and older. The intravenous formulation is also indicated for
the treatment of adults and pediatric patients 2 years of age and older with chimeric
antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release
syndrome. The subcutaneous formulation is also indicated for slowing the rate of
decline in pulmonary function in adult patients with systemic sclerosis-associated
interstitial lung disease (SSc-ILD). [1]

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

Supply limits may be in place.

4 . References

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

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

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

Singh JA, Saag KG, Bridges SL, et al. 2015 American College of Rheumatology Guideline

for the Treatment of Rheumatoid Arthritis. Arthritis Care & Research. Arthritis Rheum.
2016;68(1):1-26.
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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 step therapy requirement to match adalimumab policy langu

9/20/2023 . .
age in selecting formulary agent.
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Actimmune

Optum Rxc

Prior Authorization Guideline

Guideline ID

GL-126556

Guideline Name

Actimmune

Formulary

UnitedHealthcare Government Programs Exchange Formulary SP

Guideline Note:

Effective Date:

8/1/2023

P&T Approval Date:

8/14/2020

P&T Revision Date:

06/17/2020 ; 02/19/2021 ; 06/16/2021 ; 06/15/2022 ; 6/21/2023

1. Indications

Drug Name: Actimmune (interferon gamma-1b)

to progression.

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

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

2 . Criteria

Product Name: Actimmune [a]
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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

Guideline Type

Prior Authorization
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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:
Mycosis fungoides (MF)

Sezary syndrome (SS)
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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: 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
e criteria. Other policies and utilization management programs may ap

ply.

Product Name: Actimmune [a]
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Diagnosis NCCN Recommended Regimens
Approval Length 12 month(s)

Therapy Stage Reauthorization

Guideline Type Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to Actimmune therapy

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

ply.

3. Background

Benefit/Coverage/Program Information

Background:

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

Additional Clinical Rules:

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

Supply limits may apply.

4 . References

Actimmune [Package Insert]. Deerfield, IL: Horizon Therapeutics USA Inc.; March 2021.
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The NCCN Drugs and Biologics Compendium (NCCN Compendium™). Available at
www.nccn.org. Accessed May 3, 2023.

5. Revision History

Date Notes

6/21/2023 Annual review. No changes to coverage criteria. Updated references.

Annual review. No changes to coverage criteria. Added state mandat
6/21/2023
e footnote. Updated reference.
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Adalimumab

Optum Rxc

Prior Authorization Guideline

Guideline ID GL-137312
Guideline Name Adalimumab
Formulary UnitedHealthcare Government Programs Exchange Formulary SP

Guideline Note:
Effective Date: 2/1/2024
P&T Approval Date: |8/14/2020

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

1. Indications
Drug Name: Adalimumab

Rheumatoid Arthritis Indicated for reducing signs and symptoms, inducing major clinical
response, inhibiting the progression of structural damage, and improving physical function in
adult patients with moderately to severely active rheumatoid arthritis. [1]

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

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

Ankylosing Spondylitis Indicated for reducing signs and symptoms in adult patients with
active ankylosing spondylitis. [1]

Crohn’s Disease Indicated for the treatment of moderately to severely active Crohn’s disease
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in adults and pediatric patients 6 years and older. [1]

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

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

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

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

2 . Criteria

Product Name: Adalimumab [a]

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

Therapy Stage Initial Authorization
Guideline Type Prior Authorization

Approval Criteria

1 - Diagnosis of moderately to severely active rheumatoid arthritis

AND

2 - One of the following:

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

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

OR

2.3 Both of the following:
2.3.1 Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

AND

2.3.2 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 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 any of the following:

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

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

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.

* 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 spon
sored program shall be required to meet initial authorization criteria as
if patient were new to therapy.

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

Product Name: Adalimumab [a]

Diagnosis

Rheumatoid Arthritis (RA)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

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

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

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

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

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

ply.

Product Name: Adalimumab [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 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 any of the following:

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

Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]
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Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

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

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

AND

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

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

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

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

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
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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 biologic or targeted synthetic DMARD FDA-
approved for the treatment of psoriatic arthritis as documented by claims history or
submission of medical records (Document drug, date, and duration of therapy) [e.g., Cimzia
(certolizumab), Simponi (golimumab), Stelara (ustekinumab), Tremfya (guselkumab),
Xeljanz/Xeljanz XR (tofacitinib), Otezla (apremilast), Rinvoq (upadacitinib)]

OR

2.3 Both of the following:

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

2.3.2 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 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 any of the following:

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

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

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

AND

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

Rheumatologist

Notes [a] State mandates may apply. Any federal regulatory requirements an
d the member specific benefit plan coverage may also impact coverag
e criteria. Other policies and utilization management programs may ap
ply.
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* 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 spon
sored program shall be required to meet initial authorization criteria 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

AND

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

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

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

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

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

ply.

Product Name: Adalimumab [a]

Diagnosis Plague Psoriasis
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Approval Length

12 month(s)

Therapy Stage

Initial Authorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Diagnosis of moderate to severe chronic plaque psoriasis

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,

AND

genital involvement, or severe scalp psoriasis

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

trial):

AND

Corticosteroids (e.g., betamethasone, clobetasol, desonide)

Vitamin D analogs (e.g., calcitriol, calcipotriene)

Tazarotene

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

Coal tar

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

AND
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OR

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

OR

2.3 Both of the following:
2.3.1 Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

AND

2.3.2 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 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 any of the following:

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

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

5 - Prescribed by or in consultation with a dermatologist

AND

Notes

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

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spon
sored program shall be required to meet initial authorization criteria as
if patient were new to therapy.

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

Product Name: Adalimumab [a]

Diagnosis

Plaque Psoriasis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

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

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

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

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

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

ply.

Product Name: 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

AND

2 - One of the following:

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

OR

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

2.3 Both of the following:

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

AND

2.3.2 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 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 any of the following:

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

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

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

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 a manufacturer spon
sored program shall be required to meet initial authorization criteria as
if patient were new to therapy.

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

Product Name: Adalimumab [a]

Diagnosis

Ankylosing Spondylitis (AS)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

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

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

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

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

AND

Notes

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

ply.

Page 46



2024 UnitedHealthcare Individual and Family Plan Clinical Criteria - Maryland

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

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

AND

experienced (document drug, date, and duration of trial):

Corticosteroids (e.g., prednisone, methylprednisolone, budesonide)

6-mercaptopurine (Purinethol)

Azathioprine (Imuran)

Methotrexate (Rheumatrex, Trexall)

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

(ustekinumb)]

OR

OR

2.3 Both of the following:
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2.3.1 Patient is currently on adalimumab therapy as documented by claims history or
submission of medical records (Document date and duration of therapy)

AND

2.3.2 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 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 any of the following:

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

Janus kinase inhibitor [e.g., Olumiant (baricitinib), Rinvoq (upadacitinib), Xeljanz
(tofacitinib)]
Phosphodiesterase 4 (PDE4) inhibitor [e.g., Otezla (apremilast)]

AND

5 - Prescribed by or in consultation with a gastroenterologist

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

ply.

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

Crohn’s Disease (CD)

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization

Approval Criteria

1 - Documentation of positive clinical response to adalimumab therapy

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

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

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

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

AND

Notes

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

ply.

Product Name: Adalimumab [a]

Diagnosis

Ulcerative Colitis

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 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

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

OR

2.3 Both of the following:

2.3.1 Patient is currently on adalimumab therapy as documented by claims history or

submission of medical records (Document date and duration of therapy)

AND

2.3.2 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 adalimumab*

AND

3 - If the request is for a non-formulary adalimumab product, the patient has a history of
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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 any of the following:

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

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

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

5 - Prescribed by or in consultation with a gastroenterologist

AND

AND

Notes

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

ply.

* Patients requesting initial authorization who were established on ther
apy via the receipt of a manufacturer supplied sample at no cost in the
prescriber’s office or any form of assistance from a manufacturer spon
sored program shall be required to meet initial authorization criteria as
if patient were new to therapy.

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

Product Name: Adalimumab [a]

Diagnosis

Ulcerative Colitis

Approval Length

12 month(s)

Therapy Stage

Reauthorization

Guideline Type

Prior Authorization
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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 any of the following:

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

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

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

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

ply.

Product Name: Adalimumab [a]

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

Therapy Stage Initial Authorization

Guideline Type Prior Authorization

Approval Criteria

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

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)
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OR

2.2 Both of the following:

2.2.1 Patient is currently on adalimumab 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 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 any of the following:

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

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

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

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 cove