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[bookmark: _Toc225178462]Statement
[bookmark: b950953b-64cf-4462-b690-642aea4b88a0][bookmark: _Toc225178463]General Information
· [bookmark: f1c331b7-8c82-4b38-9267-dbf3a2971174]It is the policy of the Health Plan to maintain a prior authorization process that promotes appropriate utilization of specific drugs with potential for misuse or limited indications. This process involves a review using Food and Drug Administration (FDA) criteria to make a determination of Medical Necessity and approval by the Medical Policy Committee. 
· If the established criteria are not met, the request is referred to a Medical Director for review, if required for the plan and level of request. 
[bookmark: _Toc225178464]Purpose
[bookmark: 2516b3cf-d6fd-4050-8fd6-c17305a92c00]The purpose of this guideline is to define the prior authorization process for the following drug: Cimzia (certolizumab pegol).
[bookmark: _Toc225178465]Scope
[bookmark: 572d1d8c-e048-4c2c-827d-a8db7b225e7c]This guideline applies to all practitioners who are involved in providing the requested drug.  This guideline is specific to the Health Plan’s medical benefit. 
[bookmark: _Toc225178466]Special Note 
[bookmark: 9ce5fd17-6328-4692-a9ff-ca93e447be2b]Additional uses are included in this policy based on being supported by one or more compendia (e.g., Merative Micromedex®, UpToDate® Lexidrug™, Elsevier Clinical Pharmacology). 
[bookmark: _Toc225178467]INITIAL REVIEW CRITERIA
The request must meet all of the criteria listed under the General Criteria and diagnosis-specific sections below. 
[bookmark: _Toc225178468][bookmark: 59e66837-f347-4cba-ad06-9c8898541074]General Criteria 
· Must have a negative tuberculosis skin test collected within the last six months 
· Acceptable testing includes the Tuberculin PPD (purified protein derivative) test or Interferon-Gamma Release Assay (IGRA) whole-blood test [such as QuantiFERON®-TB Gold In-Tube test (QFT-GIT) or T-SPOT®.TB test (T-Spot)] 
· Must not be used in combination with a biologic DMARD or a targeted synthetic DMARD [such as Xeljanz (tofacitinib), Olumiant (baricitinib), or Otezla (apremilast)]
· Must be prescribed at a dose within the manufacturer’s dosing guidelines (based on diagnosis, weight, etc.) listed in the FDA-approved labeling
[bookmark: _Toc225178469]Rheumatoid arthritis (RA)
· Must be age 18 or older
· Must have documentation of moderately-to-severely active RA  
· Must be prescribed by, or in consultation with, a rheumatologist  
· Must have documentation of testing of the following:  
· Rheumatoid factor (RF) 
· Anti-cyclic citrullinated peptide (anti-CCP) 
· C-reactive protein (CRP) and/or erythrocyte sedimentation rate (ESR) – not required if RF and anti-CCP are positive 
· Must have documentation showing ONE of the following:  
· Member has had an inadequate response to at least a three-month trial of methotrexate despite adequate dosing (i.e., titrated to at least 15 mg/week) 
· Member has an intolerance or contraindication to methotrexate (see Appendix 1) 
[bookmark: _Toc225178470]Plaque Psoriasis  
· Must be prescribed by, or in consultation with, a dermatologist  
· Must be age 18 or older
· Must have a diagnosis of moderate-to-severe chronic plaque psoriasis  
· Must have documentation of ONE of the following:  
· Affected area(s) include hands, feet, face, neck, scalp, genitals/groin, intertriginous areas 
· Minimum body surface area (BSA) involvement of >10%  
· At least 3% of BSA affected AND the member has had an inadequate response or intolerance to either phototherapy (e.g., UVB, PUVA) OR pharmacologic treatment with methotrexate, cyclosporine, or acitretin (unless there is a clinical reason to not take pharmacologic treatment – see Appendix 1) 
[bookmark: _Toc225178471]Psoriatic arthritis (PsA) 
· Must be age 18 or older 
· Must have a diagnosis of moderate-to-severe chronic plaque psoriasis  
· Must have a diagnosis of active psoriatic arthritis with the severity of disease documented   
· Must be prescribed by, or in consultation with, a dermatologist or rheumatologist 
· For mild-to-moderate disease only, must have ONE of the following:  
· Must have had an inadequate response to methotrexate, leflunomide, or another conventional synthetic drug (e.g., sulfasalazine) or have a contraindication or intolerance to all drugs (see Appendix 1) 
· Must have enthesitis or predominantly axial disease 
[bookmark: _Toc225178472]Ankylosing spondylitis (AS) and non-radiographic axial spondyloarthritis (nr-axSpA) 
· Must be age 18 or older 
· Must have documentation of active ankylosing spondylitis (AS) or non-radiographic axial spondylarthritis (nr-axSpA) 
· Must be prescribed by, or in consultation with, a rheumatologist 
· Must have an adequate trial with at least TWO non-steroidal anti-inflammatory drugs (NSAIDs) at anti-inflammatory dose with an inadequate response, significant side effects/toxicity, or have a contraindication to these therapies  
[bookmark: _Toc225178473]Crohn’s disease (CD) 
· Must be age 18 or older 
· Must be prescribed by, or in consultation with, a gastroenterologist 
· Must have a diagnosis of moderately-to-severely active Crohn’s disease or fistulizing Crohn’s disease, as described in the 2018 American College of Gastroenterology (ACG) guidelines (see Appendix 2) 
[bookmark: _Toc225178474]Articular Juvenile Idiopathic Arthritis without systemic symptoms, includes polyarticular juvenile idiopathic arthritis (PJIA)  
· Must be prescribed by, or in consultation with, a rheumatologist   
· Must be age 2 or older  
· Must have a diagnosis of moderately-to-severely active juvenile idiopathic arthritis   
· Must meet the following in EACH section:   
· At least ONE of the following:   
· High-risk joints are involved (e.g., cervical spine, wrist, hip)  
· High disease activity  
· Is judged to be at high risk for disabling joint disease  
· At least ONE risk factor for articular juvenile idiopathic arthritis: 
· Positive rheumatoid factor  
· Positive anti-cyclic citrullinated peptide antibodies  
· Pre-existing joint damage  
· At least ONE risk factor for poor outcomes:   
· Involvement of ankle, wrist, hip, sacroiliac joint, and/or temporomandibular joint (TMJ)  
· Presence of erosive disease or enthesitis  
· Delay in diagnosis  
· Elevated levels of inflammation markers  
· Symmetric disease  
· Must have had a trial and failure of scheduled NSAIDs OR intra-articular glucocorticoids (e.g., triamcinolone hexacetonide)  
· Must have documentation showing ONE of the following:   
· Member has had an inadequate response to at least a three-month trial of methotrexate, leflunomide, sulfasalazine, or hydroxychloroquine  
· Member has an intolerance or contraindication to conventional DMARDs (see Appendix 1) 
[bookmark: _Toc225178475]Immune checkpoint inhibitor-related toxicity (off-label supported indication) 
· Must be prescribed by, or in consultation with, an oncologist, hematologist, or rheumatologist 
· Must have a diagnosis of severe immunotherapy-related inflammatory arthritis 
· Must have had an inadequate response to corticosteroids OR a conventional synthetic drug (e.g., methotrexate, sulfasalazine, leflunomide, hydroxychloroquine) OR has an intolerance/contraindication to these therapies 
[bookmark: _Toc225178476]Reauthorization Criteria
[bookmark: bf411eb6-39fd-4766-b04d-3f0de901e5e4]All prior authorization renewals are reviewed on an annual basis to determine the Medical Necessity for continuation of therapy. The request must meet all of the criteria listed under the General Criteria and diagnosis-specific sections below. 
[bookmark: _Toc225178477]General Criteria 
· Member must be prescribed a dose within the manufacturer’s dosing guidelines (based on diagnosis, weight, etc.) listed in the FDA-approved labeling
· Must not be used in combination with a biologic DMARD or a targeted synthetic DMARD [such as Xeljanz (tofacitinib), Olumiant (baricitinib), or Otezla (apremilast)]
[bookmark: _Toc225178478]Rheumatoid Arthritis 
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by disease activity improvement of at least 20% from baseline in tender joint count, swollen joint count, pain, or disability. 
[bookmark: _Toc225178479]Plaque Psoriasis
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by low disease activity OR improvement in at least ONE of the following from baseline:  
· Body surface area (BSA) 
· Signs and symptoms (e.g., itching, redness, flaking, scaling, burning, cracking, pain) 
[bookmark: _Toc225178480]Psoriatic Arthritis 
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by low disease activity OR improvement in at least ONE of the following from baseline:  
· Number of swollen joints  
· Number of tender joints  
· Dactylitis  
· Axial disease  
· Enthesitis  
· Skin and/or nail involvement  
[bookmark: _Toc225178481]Ankylosing Spondylitis (AS) and non-radiographic axial spondyloarthritis (nr-axSpA)
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by low disease activity OR improvement in at least ONE of the following from baseline:  
· Functional status 
· Total spinal pain 
· Inflammation (e.g., morning stiffness) 
· Swollen joints 
· Tender joints 
· C-reactive protein (CRP) 
[bookmark: _Toc225178482]Crohn’s disease
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by improvement in any of the following from baseline:  
· Abdominal pain or tenderness  
· Diarrhea  
· Body weight  
· Abdominal mass  
· Hematocrit  
· Appearance of the mucosa on endoscopy, computed tomography enterography (CTE), magnetic resonance enterography (MRE), or intestinal ultrasound  
· Improvement on a disease activity scoring tool (e.g., Crohn’s Disease Activity Index [CDAI] score)  
[bookmark: _Toc225178483]Articular Juvenile Idiopathic Arthritis, includes polyarticular juvenile idiopathic arthritis (PJIA)
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by low disease activity OR improvement in at least ONE of the following from baseline:  
· Number of joints with active arthritis (e.g., swelling, pain, limitation of motion) 
· Number of joints with limitation of movement 
· Functional ability 
[bookmark: _Toc225178484]Immune checkpoint inhibitor-related toxicity (off-label supported indication)
· Must have recent chart note documentation showing achievement or maintenance of a positive clinical response as evidenced by low disease activity or improvement in signs and symptoms 
[bookmark: _Toc189906977][bookmark: _Toc225178485]Approval Durations
	Initial Authorization 
	Up to one year


	Reauthorization 
	Same as initial


[bookmark: _Toc225178486]APPENDICES
[bookmark: _Appendix_1: Examples_of][bookmark: _Toc225178487]Appendix 1: Examples of Clinical Reasons to Avoid Pharmacologic Treatment with Methotrexate, Cyclosporine, Acitretin, or Leflunomide  
· Clinical diagnosis of alcohol use disorder, alcoholic liver disease or other chronic liver disease  
· Drug interaction  
· Risk of treatment-related toxicity  
· Pregnancy or currently planning pregnancy  
· Breastfeeding 
· Significant comorbidity prohibits use of systemic agents (e.g., liver or kidney disease, blood dyscrasias, uncontrolled hypertension)  
· Hypersensitivity  
· History of intolerance or adverse event  
[bookmark: _Appendix_2_–][bookmark: _Toc225178488]Appendix 2: 2018 ACG Clinical Guidelines Classification of Moderate-to-Severe Disease 
	Moderate-to-Severe disease 
	Severe-fulminant disease 

	One of the following: 
· CDAI 220-450 
· Have failed treatment for mild-to-moderate disease 
· Prominent symptoms, such as fever, weight loss, abdominal pain and tenderness, intermittent nausea or vomiting, or anemia 
· Moderately-to-severely active endoscopic mucosal disease 
	One of the following:  
· CDAI >450 
· Persistent symptoms despite glucocorticoids or biologic agents 
· Individuals presenting with high fever, persistent vomiting, intestinal obstruction, peritoneal signs, cachexia, or evidence of an abscess 


[bookmark: da639a29-a55e-49c4-8655-0f6eeb953c05][bookmark: _Toc225178489]Coding and Standards
[bookmark: df230bdd-98a3-4ba3-ae44-f9f8a8a15815][bookmark: _Toc225178490][bookmark: _Codes_(Table_below][bookmark: 8fb7bbad-f1f4-459f-87b7-b715a62bbcef]Codes 
	Code 
	Brand 
	Description 

	J0717
	CIMZIA
	INJECTION, CERTOLIZUMAB PEGOL, 1 MG (code may be used for Medicare when drug administered under the direct supervision of a physician, not for use when drug is self administered) 


[bookmark: _Toc225178491]Applicable Lines of Business
	☐
	CHIP (Children’s Health Insurance Program)

	☐
	Commercial

	☐
	Exchange/Marketplace

	☒
	Medicaid

	☐
	Medicare Advantage


[bookmark: bbdd6af5-83c0-477d-9a0b-290b2e0bb618][bookmark: _Toc225178492]Background
[bookmark: c8f46071-6a85-41b8-910e-ee88343077c4]The purpose of this policy is to define the prior authorization process for Cimzia (certolizumab pegol) for:  
· Reducing signs and symptoms of Crohn’s disease and maintaining clinical response in adult patients with moderately-to-severely active disease who have had an inadequate response to conventional therapy 
· Treatment of adults with moderately-to-severely active rheumatoid arthritis 
· Treatment of adult patients with active psoriatic arthritis 
· Treatment of adults with active ankylosing spondylitis
· Treatment of adults with active non-radiographic axial spondyloarthritis with objective signs of inflammation 
· Treatment of adults with moderate-to-severe plaque psoriasis who are candidates for systemic therapy or phototherapy 
· Treatment of active polyarticular juvenile idiopathic arthritis (pJIA) in patients age 2 or older 
Additional uses are included in this policy based on being supported by one or more compendia (e.g., Merative Micromedex®, UpToDate® LexidrugTM, Elsevier Clinical Pharmacology). 
[bookmark: _Toc189738351][bookmark: _Toc225178493]Definitions
Dactylitis – a painful inflammation of the fingers or toes; a sausage-shaped digit associated with psoriatic arthritis 
DMARDs – Disease-Modifying Anti-Rheumatic Drugs  
Enthesitis – inflammation of sites where tendons or ligaments insert into the bone. It is also called “enthesopathy” or any pathologic condition involving the enthuses. The enthuses are any point of attachment of skeletal muscles to the bone where recurring stress or inflammatory autoimmune disease can cause inflammation or occasionally fibrosis and calcification. 
NSAIDs – Nonsteroidal anti-inflammatory drugs 
[bookmark: _Toc225178494]Policy History
	Date
	Summary

	March 2026
	· Annual review

	October 2024
	· Addition of two new indications: articular PJIA and immune checkpoint inhibitor-related toxicity 
· Addition of six-month limit for TB testing

	January 2024
	· New guideline


[bookmark: 4b512564-b43b-4807-b45a-5748be5b1408][bookmark: _Toc225178495]Legal and Compliance
[bookmark: 04291978-1a0a-4575-ba22-05363952021b][bookmark: _Toc225178496]Guideline Approval
[bookmark: b97fcac7-a717-42a2-b4fe-62c00859e1e4][bookmark: _Toc225178497]Committee
Reviewed / Approved by Evolent Administrative Services Medical Policy Committee
[bookmark: 2aca8366-a793-4f5d-9375-d9ccb446b05d][bookmark: _Toc225178498]Disclaimer
Evolent Clinical Guidelines do not constitute medical advice. Treating health care professionals are solely responsible for diagnosis, treatment, and medical advice. Evolent uses Clinical Guidelines in accordance with its contractual obligations to provide utilization management. Coverage for services varies for individual members according to the terms of their health care coverage or government program. Individual members’ health care coverage may not utilize some Evolent Clinical Guidelines. Evolent clinical guidelines contain guidance that requires prior authorization and service limitations. A list of procedure codes, services or drugs may not be all inclusive and does not imply that a service or drug is a covered or non-covered service or drug. Evolent reserves the right to review and update this Clinical Guideline in its sole discretion. Notice of any changes shall be provided as required by applicable provider agreements and laws or regulations. Members should contact their Plan customer service representative for specific coverage information. 
 
Evolent Clinical Guidelines are comprehensive and inclusive of various procedural applications for each service type. Our guidelines may be used to supplement Medicare criteria when such criteria is not fully established. When Medicare criteria is determined to not be fully established, we only reference the relevant portion of the corresponding Evolent Clinical Guideline that is applicable to the specific service or item requested in order to determine medical necessity.
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