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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Ilaris® (canakinumab) 
 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1  Next Review: 6/23 

Pharmacy- Formulary 2  Date of Origin: 3/14 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/13, 12/14, 6/15, 6/16, 6/17, 6/18, 6/19, 6/20, 

3/21, 8/22 Pharmacy- Formulary 4/AON  

 

I. Medication Description 
 

Ilaris (canakinumab) is a human monoclonal antibody that targets interleukin-1 beta (IL-1 beta) without binding 
IL-1 alpha or the IL-1 receptor antagonist. In rare autoimmune disorders, unrestricted IL-1 beta production leads 
to inappropriate activation of interleukin-1 causing damage to the body. In general, Ilaris blocks IL-1 beta from 
interacting with the IL-1 receptor and breaks the resultant inflammatory cascade, however, IL-1 beta is a self-
inducing cytokine. In essence, circulating IL-1 beta leads to greater production of IL-1 beta. By binding IL-1 beta, 
Ilaris causes downregulation of this cytokine to levels found in health patients. 
 

II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for all 
requests.   

  
III. Policy 
 

Coverage of Ilaris is provided when the following criteria are met: 

• Therapy is prescribed by a geneticist, rheumatologist, immunologist or other appropriate specialist AND 

• Member is 4 years or older and is being treated for specific Cryopyrin-Associated Periodic Syndromes 
(CAPS) and meets the following criteria: 

o Member has a diagnosis of Familial Cold Autoinflammatory Syndrome (FCAS) OR Muckle-Wells 
Syndrome (MWS) AND 

o Member has elevated baseline inflammatory markers, including: 
▪ Serum C-reactive protein (CRP) AND 
▪ Serum amyloid A (SAA) OR 

• Member is 2 years or older and is being treated for one of the following conditions: 
o Active Still’s Disease including Active Systemic Juvenile Idiopathic Arthritis (SJIA) and Adult-

Onset Still’s Disease (AOSD): 
▪ Member has tried and failed ONE of the following: 

• A 12-week trial with DMARD medication (i.e. methotrexate, leflunomide) OR 

• A 2-week trial with systemic glucocorticoids (oral or IV) OR 

• A 4-week trial with oral non-steroidal anti-inflammatory drugs (NSAIDs) OR 

• A trial with another biologic indicated for the treatment of sJIA or AOSD 
o Familial Mediterranean Fever (FMF) 
o Hyperimmunoglobulin D Syndrome (HIDS)/Mevalonate Kinase Deficiency (MKD) 
o Tumor Necrosis Factor Receptor Associated Periodic Syndrome (TRAPS)  

 
IV. Quantity Limitations 

 
Available in 180mg single use vials (powder for injection).  Coverage is provided for the maximum dose of the 
medication: 
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• CAPS:  3 vials per 6 month period (up to 150mg per dose) 

• AOSD and SJIA:  12 vials per 6 month period (up to 300mg per dose) 

• TRAPS, HIDS/MKD, FMF: 6 vials per 6 month period (up to 150 mg per dose); coverage for additional  
quantities can be provided for members with medical necessity for higher doses (up to 300 mg per 
dose), not to exceed 12 vials per 6 months period 
 

V. Coverage Duration 
 

Coverage is authorized for 6 months and may be renewed.   
 

VI. Coverage Renewal Criteria 
 
 Coverage can be renewed for up to 12 month intervals based upon the following criteria: 

• Stabilization of disease or in absence of disease progression AND 

• Absence of unacceptable toxicity from the drug AND 

• If treating CAPS, reduction in inflammatory markers (serum CRP and SAA) compared to pre-treatment 
baseline. 

 
VII. Billing/Coding Information 
 

• Ilaris 150 mg/ml solution for injection 

• J0638: 1 billable unit = 1mg canakinumab 

• Pertinent indications 
o CAPS: M04.2 
o Still’s Disease, SJIA: M06.1, M08.20 
o TRAPS, HIDS/MKD, FMF: M04.1, E85.0 

 
VIII. Summary of Policy Changes 
 

• 3/15/14: new policy 

• 3/15/15: no policy changes 

• 7/1/15: formulary distinctions made 

• 9/15/15: no policy changes 

• 7/19/16: no policy changes 

• 10/3/16: new indications added: TRAPS, HIDS/MKD, FMF, with appropriate quantity limitations. 

• 6/21/17: updated coding information and available products 

• 8/15/18: updated billing/coding information and available products; removed latent Tb screening from 
coverage criteria 

• 8/15/19: updated coverage and renewal criteria for CAPS; updated billing/coding information 

• 8/1/20: no policy changes 

• 1/1/21: expanded indication for Still’s Disease to include Adult-Onset and added coverage criteria 

• 5/28/21: updated stills criteria to require only one of the following: steroids, NSAID, DMARDs or another 
biologic 

• 10/3/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 
the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 
 
The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 
reviews to assess the medical appropriateness of the above-referenced therapies.  
 
The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


