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Authorization and appeals kit
Resources for healthcare providers

ILARIS®

Still’s Disease, including Adult-Onset Still’s Disease (AOSD)  
and Systemic Juvenile Idiopathic Arthritis (SJIA) in patients  
aged 2 years and older

INDICATIONS
ILARIS® (canakinumab) is an interleukin-1b blocker indicated for the treatment of the following autoinflammatory  
Periodic Fever Syndromes:
•  Cryopyrin-Associated Periodic Syndromes (CAPS), in adults and children aged 4 years and older, including:
 — Familial Cold Autoinflammatory Syndrome (FCAS)
 — Muckle-Wells Syndrome (MWS)
•  Tumor Necrosis Factor Receptor Associated Periodic Syndrome (TRAPS) in adults and pediatric patients
•  Hyperimmunoglobulin D Syndrome (HIDS)/Mevalonate Kinase Deficiency (MKD) in adults and pediatric patients
•  Familial Mediterranean Fever (FMF) in adults and pediatric patients

ILARIS® (canakinumab) is indicated for the treatment of active Still’s disease, including Adult-Onset Still’s Disease
(AOSD) and Systemic Juvenile Idiopathic Arthritis (SJIA) in patients aged 2 years and older.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATION
ILARIS is contraindicated in patients with confirmed hypersensitivity to the active substance or to any of the excipients.

The information herein is provided for educational purposes only. Novartis 
cannot guarantee insurance coverage or reimbursement. Coverage and 
reimbursement may vary significantly by payer, plan, patient, and setting 
of care. It is the sole responsibility of the healthcare provider to select the 
proper codes and ensure the accuracy of all statements used in seeking 
coverage and reimbursement for an individual patient.

https://www.novartis.us/sites/www.novartis.us/files/ilaris.pdf
https://www.novartis.us/sites/www.novartis.us/files/ilaris_ppi.pdf


Navigating prior authorizations (PAs) and appeals can be complex and time-consuming. On the following 
pages, you will see examples of the kinds of restrictions that you can anticipate along with checklists 
and suggested letter templates to help ensure your communications with health plans are as complete as 
possible. You can adapt these templates for most types of prior authorizations, reauthorizations, and appeals. 

How to use this kit

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Coordination with ILARIS Companion 
  If you engage support from ILARIS Companion, review tips for coordination 

of submissions and appeals.

Examples of formulary criteria 
Review examples of typical types of formulary restrictions.

Checklists and sample letter templates 
  Select the type of letter that’s appropriate for your patient. Each type of letter is 

preceded by a checklist and is provided in 2 versions — 1 for patients who are 
new to therapy with ILARIS, and 1 for patients who are already on therapy.

Examples of relevant ICD-10 codes

Glossary

Indications and Important Safety Information

Table of Contents

 Click on the title to jump to that section.
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Submit the SRF to enroll your patient in ILARIS Companion

•   The  service request form (SRF) is available at www.ilaris-support.com, from your Account Manager, 
or from your Field Reimbursement Manager (FRM)

•   Print and fax the completed SRF, signed by you and your patient, to 866-972-8316. Patients can also 
provide consent at hipaaconsent.com

Prior authorizations

•   If you choose to have support from ILARIS Companion, consider notifying them when a prior 
authorization is approved, so they can activate the reauthorization process before the period expires. 
Provide them with the start and end dates of the authorization

Denials

•   If a prior authorization request is denied, please fax the denial letter to ILARIS Companion at  
866-972-8316 so that they are aware of the latest information from that plan. Then submit the appeal  
to the plan using the templates for the appeal letter and the letter of medical necessity. Plans may 
request that appeals be submitted by fax or email

•  If you would like assistance with appeals, your ILARIS Companion Nurse is available to help

Reauthorizations

•   Reach out to ILARIS Companion 30 days prior to the authorization expiring. They can assist with  
the reauthorization process and help avoid gaps in therapy

Coordination with ILARIS Companion

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide.  

IlarisSupportProgram@ubc.com

866-972-8315 Monday to Friday
9:00 AM to 6:00 PM ET

Phone

866-972-8316
Fax

Email
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While not exhaustive, the criteria in the the table below can help you anticipate the kinds of restrictions 
that have been put in place based on whether a plan is less restrictive or more restrictive. The criteria in 
the tables are examples of those you may encounter; they will vary from plan to plan. 

Examples of formulary criteria

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide.  

Example criteria More restrictive criteria

TB test1 Documentation of results2

Age ≥2 years (for SJIA)3

Diagnosed by, or in consultation with, a rheumatologist or 
immunologist with expertise in the condition4

Prescribed by a rheumatologist5

Consultation notes, if applicable6 

Dosing per label4 

Patient is not receiving ILARIS in combination with  
another biologic4

Clinical documentation supporting the diagnosis1 

Letter of medical necessity with supporting evidence6

Documented active systemic features7

Features of poor prognosis, such as8:
•  arthritis of the hip 
•  radiographic damage
•  6-month duration of active systemic disease

Clinical

Step-edit

Example criteria More restrictive criteria

Inadequate response at optimal doses or an inability to tolerate 
with documentation of dates and duration of therapy (required 
timeframe for trial can vary by plan)3:
•   Methotrexate or leflunomide  

or
•   Both nonsteroidal anti-inflammatory drugs (NSAIDs) and 

corticosteroids

Some plans may also require trial of anakinra.9

In addition to drugs listed on the left, some plans may require 
trial of one or more indicated biologics.8

Plans may also require longer duration of trial of each step.3

These criteria are based primarily on health plan criteria for SJIA. SJIA=systemic juvenile idiopathic arthritis.

References: 1. Carefirst. CVS/caremark: Ilaris Prior Authorization Request. Accessed December 12, 2020. https://member.carefirst.com/carefirst-resources/provider/pdf/drug/Ilaris-SGM.pdf   
2. CareSource. Humana Pharmacy Policy Statement: Kentucky Medicaid. Accessed December 12, 2020. https://www.caresource.com/documents/ilaris-canakinumab-sept-2017/   
3. Aetna. Canakinumab (Ilaris) Clinical Policy Bulletins-Medical Policy Bulletins. Accessed December 12, 2020. http://www.aetna.com/cpb/medical/data/800_899/0881.html  4. UnitedHealthcare.  
UnitedHealthcare Commercial Medical Benefit Policy – Ilaris (Canakinumab). Accessed December 12, 2020. https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-
medical-drug/ilaris-canakinumab.pdf  5. Tufts Health Plan. Pharmacy Medical Necessity Guidelines: Ilaris (canakinumab). Accessed December 12, 2020. https://tuftshealthplan.com/documents/
providers/guidelines/pharmacy-medical-necessity-guidelines/ilaris-canakinumab  6. Molina Healthcare website. Ilaris (canakinumab) for Idiopathic Arthritis (SJIA). Accessed December 12, 
2020. https://www.molinahealthcare.com/~/media/Molina/PublicWebsite/PDF/providers/wa/medicaid/resource/ilaris-canakinumab-mcp246.pdf  7. Prime Therapeutics. Prime Therapeutics 
Medicare 2019 Prior Authorization Criteria. MyPrime website. Accessed December 12, 2020. https://www.myprime.com/content/dam/prime/memberportal/forms/2019/FullyQualified/Other/ALL/
HBCBSNJ/MEDICARE_D/NJSNPHMO/Prior_Authorization_Criteria.pdf  8. Express Scripts. Express Scripts Medicare (PDP)-Choice:  
Drugs That Require Prior Authorization (PA) Before Being Approved for Coverage. Accessed December 12, 2020. https://www.express-scripts.
com/art/medicare16/pdf/prior_authorization_choice.pdf  9. OptumRx. Ilaris Prior Authorization Request Form. Accessed December 12, 2020.  
https://professionals.optumrx.com/content/dam/optum3/professional-optumrx/resources/pdfs/ORxCommForms/Ilaris_Commercial.pdf
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1 Suggestions for writing a Prior Authorization (PA) Request Letter (p 6) 
 Many plans require prior authorization for biologics and will have PA forms available on their websites.

 If a prior authorization or formulary exception request is denied, you can submit an appeal.

2 Suggestions for writing a Prior Authorization Appeals Letter (p 9) 
 This type of letter may be used when a prior authorization request has been denied.

3 Suggestions for writing a Letter of Medical Necessity (p 12) 
 Some plans require that a Letter of Medical Necessity be submitted along with a PA appeal.

4 Suggestions for writing a Formulary Exception Letter (p 15) 
 This type of letter may be used when ILARIS is not listed on a formulary or when it has an NDC block. 

5 Suggestions for writing a Tiering Exception Letter (p 18) 
 This type of letter may be used when ILARIS is on formulary, but on a tier with a high co-pay. 

These 5 types of letters will provide you with the flexibility to meet most types of communications about prior 
authorizations (PAs) and appeals. You can refer to the checklist on the first page of each section as you 
develop and complete your letter. The more completely and accurately that you meet a plan’s requirements for 
prescribing ILARIS®, the more quickly you may be able to help your patients receive therapy.

Click the  icon at the bottom of each sample letter to open an editable Word version of the letter. 

Checklists and sample letter templates

Physician Letters

Patient Letters

If an initial appeal is rejected: There can be multiple levels of appeal. Each of the appeal letters can be adapted for 
higher level appeals. After a second-level appeal, additional adjudication may include review by an independent non-
insurance affiliated external board review or hearing. Please refer to the plan’s specific appeal guidelines, which are  
available on their website.

If there is a denial after multiple levels of appeal: In line with your standard office practice, you may refer the patient 
to charitable foundation programs to explore eligibility for financial assistance.

ICD-10=International Classification of Diseases, Tenth Revision; NDC=National Drug Code.

  Click on the title to jump to that section.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide.  
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 Tips

 • All ILARIS® prior authorization forms should be completed and submitted to the plan by your office 

 •  Benefits verifications performed by ILARIS Companion and specialty pharmacies can identify prior 
authorization requirements, step therapies, and form requirements

 • Fax the prior authorization request to the health plan 

 • Fax the service request form (SRF) to ILARIS Companion at [866-972-8316]

 • Many specialty pharmacies have the ability to submit a test claim to a payer to confirm coverage of ILARIS

 •  If the physician anticipates that a step therapy specified by the plan will not be well tolerated by the 
patient, an appeal to bypass that requirement may be submitted to the payer. That appeal should generally 
include a Letter of Medical Necessity.

  Click here for a sample Letter of Medical Necessity.

 •  Many payers will allow up to three levels of appeal of prior authorization denials. The third level of appeal 
may include review by an independent noninsurance-affiliated external review board or hearing 

  Click here for a sample Prior Authorization Appeals Letter.    

 Checklist

 Include the patient’s name, policy number, and date of birth

 Confirm and document that all PA requirements of the plan have been met

 Confirm and document that the patient has satisfied any step-therapy requirements 

 Review suggested letter formats that follow for additional guidance

  Refer to the health plan’s website to locate their PA form. Some plans and PBMs encourage the use of 
electronic submissions on sites such as CoverMyMeds®. Your FRM may also be able to assist you in 
identifying the payer’s PA form

Many plans require prior authorization (PA) for biologics and will have their own prior authorization 
(PA) forms available on their websites. This section provides general guidance on submitting a PA 
form and provides sample letters.

Note: Some plans may require the use of their own letter templates for prior authorization requests.

Physician Letter

Suggestions for writing a Prior Authorization Request Letter* 

6
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* The information herein is provided for educational purposes only. Novartis cannot guarantee 
insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by 
payer, plan, patient, and setting of care. It is the sole responsibility of the healthcare provider to 
select the proper codes and ensure the accuracy of all statements used in seeking coverage  
and reimbursement for an individual patient.
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  Click this icon at the bottom of each sample letter to open an editable Word version of the letter.

See sample letters on following pages.

Click 
to return to
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To whom it may concern:

This letter is being submitted for the prior authorization (PA) of ILARIS® (canakinumab) for [patient name, ID, and group number], 
whom I have diagnosed with [insert either SJIA or AOSD], [ICD-10 code].

The plan currently requires a trial of the following therapies before ILARIS is prescribed: [insert required step therapies]. 
Included please find a statement explaining why these step therapies are not feasible. We request that the step therapy 
requirement be eliminated.

This patient meets the prior authorization criteria for the use of ILARIS to treat [insert SJIA or AOSD]. [Alternate text if the PA 
criteria for AOSD have not been published: describe why ILARIS is the appropriate choice to treat AOSD in this patient.]

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include:

• Tuberculosis test and results

•  Describe the clinical features, eg, daily spiking fever, rash, arthritis or arthralgia, leukocytosis, involvement of other organ systems

•  Test results such as ESR, CRP, WBC, and serum ferritin

• Disease duration since onset of symptoms _____________ Time since diagnosis ___________

• Previous therapies:

Duration of use  Reason for discontinuation 
 Corticosteroids: 

   _ ___________________ ____________________ __________________________________________________

   NSAIDs: 
   _ ___________________ ____________________ __________________________________________________

   Conventional DMARDs:  
   _ ___________________ ____________________ __________________________________________________

   Biologics: 
   _ ___________________ ____________________ __________________________________________________

   Other agents: 
   _ ___________________ ____________________ __________________________________________________

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded

• Impact on quality of life

• Rationale for selecting ILARIS and summary of recommendation.]

Supporting references: (Provide clinical support for your recommendation. This can be clinical trial data from the ILARIS 
package insert.) 

The prior authorization decision may be faxed to [fax #] or mailed to [physician business office address]. 
Please also send a copy of the coverage determination decision to [patient name].

Sincerely, 

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB]

Double-click to 
open a Word 
version of this 
letter.

If appealing 
a step edit 
requirement, 
consider 
inserting an 
explanation 
like that shown 
in the blue 
shaded box to 
detail why step 
therapies are not 
appropriate for 
this patient.

Physician Letter

Sample Prior Authorization Request Letter patient has not yet started on ILARIS® (canakinumab) 11

AOSD=adult-onset Still’s disease; CRP=C-reactive protein; DMARD=disease-modifying 
antirheumatic drug; ESR=erythrocyte sedimentation rate; NSAID=nonsteroidal 
antiinflammatory agent; SJIA=systemic juvenile idiopathic arthritis; WBC=white blood cell. 

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to

 Table of
Contents
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To whom it may concern:

This letter is being submitted for the prior authorization of ILARIS® (canakinumab) for [patient name, ID, and group number],  
whom I have diagnosed with [insert enter SJIA or AOSD], [ICD-10 code]. This patient is currently controlled and stable on ILARIS. 
(Include information outlining the severity of the patient’s symptoms at the time of ILARIS prescription. Historical medical records 
may need to be pulled to capture the information relevant to ILARIS treatment at an earlier date.)

The plan currently requires a trial of the following therapies before ILARIS is prescribed: [insert required step therapies]. 
Included please find a statement explaining why these step therapies are not feasible. We request that the step therapy 
requirement be eliminated.

This patient meets the prior authorization criteria for the use of ILARIS to treat [insert SJIA or AOSD]. [Alternate text if the PA criteria 
have not been published for AOSD: describe why ILARIS is the appropriate choice to treat AOSD in this patient.]

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include:

• Rationale for continuation of ILARIS, documenting clinical benefits

• Length of time that the patient has been on ILARIS

• Tuberculosis test and results

• Describe the clinical features, eg, daily spiking fever, rash, arthritis or arthralgia, leukocytosis, involvement of other organ systems

•  Test results such as ESR, CRP, WBC, and serum ferritin

• Previous therapies:

Duration of use  Reason for discontinuation 
   Corticosteroids: 
   _ ___________________ ____________________ __________________________________________________

   NSAIDs: 
   _ ___________________ ____________________ __________________________________________________

   Conventional DMARDs:  
   _ ___________________ ____________________ __________________________________________________

   Biologics: 
   _ ___________________ ____________________ __________________________________________________

   Other agents: 
   _ ___________________ ____________________ __________________________________________________

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded]

Supporting references: (Provide clinical support for your recommendation. This can be clinical trial data from the ILARIS 
package insert.) 

The prior authorization decision may be faxed to [fax #] or mailed to [physician business office address]. 
Please also send a copy of the coverage determination decision to [patient name].

Sincerely, 

______________________________________________
[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data 

Physician Letter

Sample Prior Authorization Request Letter patient is already on ILARIS® (canakinumab)11

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB]

Double-click to 
open a Word 
version of this 
letter.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to

 Table of
Contents

If appealing 
a step edit 
requirement, 
consider 
inserting an 
explanation 
like that shown 
in the blue 
shaded box to 
detail why step 
therapies are not 
appropriate for 
this patient.
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 Checklist

  Include the patient’s name, policy number, date of birth, PA denial reference number, and date of denial

 Acknowledge that you are familiar with the company’s policy and state the reason for the denial

 Patient’s medical records (patient history, diagnosis, current condition, and symptoms)
  Include copies of relevant medical records (payers may want to see if any infections, allergies,  

or comorbidities are present)

 Describe severity of condition

 List previous therapies

 Explain why each therapy was discontinued, and specify the duration of therapy for each agent

  Explain why formulary preferred agents are not appropriate
 (if they have not already been listed as previous therapies)

  Provide clinical support for your recommendation 
 This can be clinical trial data    from the ILARIS® package insert. 

 If required, attach a Letter of Medical Necessity

  Click here for a sample Letter of Medical Necessity.

This type of letter can be used when a prior authorization (PA) request has been denied. There can be 
multiple levels of appeal. Please refer to the plan’s specific appeals guidelines.

This letter comes from the physician. It should be submitted along with a copy of the patient’s relevant 
medical records and a Letter of Medical Necessity.

Note: At each stage of appeal, health plans may require that their own forms (or the universal forms that 
are required by some states) be submitted along with your letter.

* The information herein is provided for educational purposes only. Novartis cannot guarantee 
insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by 
payer, plan, patient, and setting of care. It is the sole responsibility of the healthcare provider to 
select the proper codes and ensure the accuracy of all statements used in seeking coverage 
and reimbursement for an individual patient.

Physician Letter

Suggestions for writing a Prior Authorization Appeals Letter* 12

  Click this icon at the bottom of each sample letter to open an editable Word version of the letter.

See sample letters on following pages.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide.  

  Click here for a sample Letter of Medical Necessity.

Click 
to return to

 Table of
Contents
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To whom it may concern:

I have read and acknowledge your policy for the responsible management of drugs in this category.

This is a [insert level of appeal] prior authorization appeal. A copy of the most recent denial letter is included along with medical 
notes in response to the denial.

I am writing to request that you reconsider your denial of coverage of ILARIS® (canakinumab) for the treatment of [insert either 
SJIA or AOSD], [ICD-10 code]. The reason given for the denial was [state reason from the insurer’s letter]. After reviewing the 
denial letter, I maintain that ILARIS [dose, frequency] is the appropriate therapy for my patient. This is supported by the clinical 
history described below.

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include: 

• Tuberculosis test and results

• Describe the clinical features, eg, daily spiking fever, rash, arthritis or arthralgia, leukocytosis, involvement of other organ systems

•  Test results such as ESR, CRP, WBC, and serum ferritin

• Disease duration since onset of symptoms _____________ Time since diagnosis ___________

•  History of febrile acute flares within the past _____________ days or months

• Hospitalizations/ER visits due to flares ________

• Previous therapies:

Duration of use Reason for discontinuation
   Corticosteroids: ____________________ ___________________ ___________________________________________

   NSAIDs: __________________________ ___________________ ___________________________________________

   Conventional DMARDs: _ _____________ ___________________ ___________________________________________

   Biologics: _ ________________________ ___________________ ___________________________________________

   Other agents: _ _____________________ ___________________ ___________________________________________

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded

• Impact on quality of life

• Rationale for selecting ILARIS and summary of recommendation]

Please contact my office by calling [insert phone number] for any additional information you may require in support of this appeal. 
I look forward to your timely approval.

Sincerely, 

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data, Letter of denial, Letter of medical necessity 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[PA Denial Reference # and Date]

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one in 
the shaded blue 
box.

Physician Letter

Sample Prior Authorization Appeals Letter patient has not yet started on ILARIS® (canakinumab)12

Double-click to 
open a Word 
version of this 
letter.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to

 Table of
Contents
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To whom it may concern:

I have read and acknowledge your policy for the responsible management of drugs in this category.

This is a [insert level of appeal] prior authorization appeal. A copy of the most recent denial letter is included along with medical 
notes in response to the denial.

I am writing to request that you reconsider your denial of coverage of ILARIS® (canakinumab) for the treatment of [insert either 
SJIA or AOSD], [ICD-10 code]. The reason given for the denial was [state reason from the insurer’s letter]. After reviewing the denial 
letter, I maintain that ILARIS [dose, frequency] is the appropriate therapy for my patient. This is supported by the clinical history 
described below. (Include information outlining the severity of the patient’s symptoms at the time of ILARIS prescription. Historical 
medical records may need to be pulled to capture the information relevant to ILARIS treatment at an earlier date.)

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include: 

• Rationale for continuation of ILARIS, documenting clinical benefits

• Length of time that the patient has been on ILARIS

• Tuberculosis test and results

• Describe the clinical features, eg, daily spiking fever, rash, arthritis or arthralgia, leukocytosis, involvement of other organ systems

•  Test results such as ESR, CRP, WBC, and serum ferritin

•  History of febrile acute flares within the past _____________ days or months

•  Hospitalizations/ER visits due to flares ________

• List previous therapies:

Duration of use Reason for discontinuation
   Corticosteroids: ____________________ ___________________ ___________________________________________

   NSAIDs: _ _________________________ ___________________ ___________________________________________

   Conventional DMARDs:  ______________ ___________________ ___________________________________________

   Biologics: _ ________________________ ___________________ ___________________________________________

   Other agents: _ _____________________ ___________________ ___________________________________________

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded]

Please contact my office by calling [insert phone number] for any additional information you may require in support of this appeal. 
I look forward to your timely approval.

Sincerely, 

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data, Letter of denial, Letter of medical necessity 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[PA Denial Reference # and Date]

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one in 
the shaded blue 
box.

Physician Letter

Sample Prior Authorization Appeals Letter patient is already on ILARIS® (canakinumab)12

Double-click to 
open a Word 
version of this 
letter.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to

 Table of
Contents
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 Checklist

  Include the patient’s name, policy number, date of birth, and, if appropriate, the PA denial reference number 
and date of denial

 Support your recommendation with the following:

 Patient history, diagnosis, current condition, and symptoms

  Include copies of relevant medical records (payers may want to see if any infections, allergies, or 
comorbidities are present)

 Describe severity of condition

 List previous therapies

 Explain why each therapy was discontinued, and specify the duration of therapy for each agent

  Explain why formulary preferred agents are not appropriate  
(if they have not already been listed as previous therapies)

  Provide clinical support for your recommendation 
 This can be clinical trial data    from the ILARIS package insert. 

  To close the letter, summarize your recommendation and provide a phone number should any additional 
information be required

Some plans may require that a Letter of Medical Necessity be submitted along with a Prior 
Authorization (PA) Appeal to support the choice of ILARIS® over agents that are on formulary. 

* The information herein is provided for educational purposes only. Novartis cannot guarantee 
insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by 
payer, plan, patient, and setting of care. It is the sole responsibility of the healthcare provider to 
select the proper codes and ensure the accuracy of all statements used in seeking coverage 
and reimbursement for an individual patient.

See sample letters on following pages.

  Click here for a sample Prior Authorization Appeals Letter.

  Click this icon at the bottom of each sample letter to open an editable Word version of the letter.

You may find that this checklist and the sample letters that follow are a helpful guide to preparing that letter. 
A Letter of Medical Necessity should also accompany a Formulary Exception Request Letter as well as a 
Tiering Exception Request Letter.

  Click here for a sample Formulary Exception Request Letter.

  Click here for a sample Tiering Exception Request Letter.

Physician Letter

Suggestions for writing a Letter of Medical Necessity*13

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide.  
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To whom it may concern:

I am writing on behalf of my patient, [patient name], to support the coverage of ILARIS® (canakinumab) for the treatment 
of [insert either SJIA or AOSD], [ICD-10 code]. I have read and acknowledge your policy for the responsible management 
of drugs in this category. In this letter, I provide my rationale for the use of ILARIS [dose, frequency] and explain why, in 
my clinical judgment, it is required for the appropriate management of this patient. I have also included a description of 
the patient’s medical history and a review of previous therapies.

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include:

• Disease duration since onset of symptoms: ________________     Time since diagnosis: _____________________________

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded

• Clinical support for your diagnosis and choice of ILARIS]

Please contact my office by calling [insert phone number] for any additional information you may require in support of this 
appeal. I look forward to your timely approval.

Sincerely, 

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional: PA Denial Reference # and Date]

•  Tuberculosis test and results

•  Test results such as ESR, CRP, WBC, and serum ferritin

Describe clinical and laboratory features, such as:

____ Daily spiking fever 

____ Rash

____ Arthritis or arthralgia

____ Leukocytosis 

____ Pharyngitis

____ Elevated hepatic aminotransferases 

____ Lymphadenopathy

____ Involvement of other organ systems

•  Describe other symptoms and complications, such as
macrophage activation syndrome (MAS)

•  History of febrile acute flares within the past ______ days
or months

•  Hospitalizations/ER visits due to flares
________________

• Impact of condition on activities of daily living

• Patient’s pain assessment

• Physician’s global assessment of disease activity

List previous therapies, their duration, and reason for 
discontinuation

Corticosteroids: _________________________________

NSAIDs: _______________________________________

Conventional DMARDs: ___________________________

Biologics: ______________________________________

Other: _________________________________________

Physician Letter

Sample Letter of Medical Necessity  patient has not yet started on ILARIS® (canakinumab)13

Double-click to 
open a Word 
version of this 
letter.
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To whom it may concern:

I am writing on behalf of my patient, [patient name], to support the coverage of ILARIS® (canakinumab) for the treatment 
of [insert either SJIA or AOSD], [ICD-10 code]. I have read and acknowledge your policy for the responsible management 
of drugs in this category. In this letter, I provide my rationale for the use of ILARIS [dose, frequency] and explain why, in my 
clinical judgment, it is required for the appropriate management of this patient. I have also included a description of the 
patient’s medical history and a review of previous therapies.

(Include information outlining the severity of the patient’s symptoms at the time of the initial ILARIS prescription. Historical 
medical records may need to be pulled to capture the information relevant to ILARIS treatment started at an earlier date.)

Patient’s history, diagnosis, current condition, and symptoms:
[Include relevant medical information to support your diagnosis and reason for treatment with ILARIS. 

While not exhaustive, the following list of topics are examples of information that you may want to include: 

• Confirm that ILARIS is the only biologic your patient will be receiving

• Documentation that other diagnoses have been excluded

•  Additional clinical support for the appeal, including patient response to ILARIS if the patient is already on drug]

Please contact my office by calling [insert phone number] for any additional information you may require in support of 
this appeal. I look forward to your timely approval.

Sincerely, 

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Encl: Medical records, ILARIS clinical trial data 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional: PA Denial Reference # and Date]

Physician Letter

Sample Letter of Medical Necessity  patient is already on ILARIS® (canakinumab)13

Double-click to 
open a Word 
version of this 
letter.

•  Rationale for continuation of ILARIS, documenting
clinical benefits

• Length of time that the patient has been on ILARIS

•  Tuberculosis test and results

•  Test results such as ESR, CRP, WBC, and serum ferritin

Describe clinical and laboratory features, such as:

____ Daily spiking fever 

____ Rash

____ Arthritis or arthralgia

____ Leukocytosis 

____ Pharyngitis

____ Elevated hepatic aminotransferases 

____ Lymphadenopathy

____ Involvement of other organ systems

•  Describe other symptoms and complications, such as
macrophage activation syndrome (MAS)

•  History of febrile acute flares within the past ______ days
or months

•  Hospitalizations/ER visits due to flares________________

• Impact of condition on activities of daily living

• Patient’s pain assessment

• Physician’s global assessment of disease activity

List previous therapies, their duration, and reason for 
discontinuation

Corticosteroids: _________________________________

NSAIDs: _______________________________________

Conventional DMARDs: ___________________________

Biologics: ______________________________________

Other: _________________________________________

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to
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 Checklist

  Include your name, policy number, date of birth, and, if appropriate, the denial 
reference number from a previous appeal and the date of the denial

 Your diagnosis

 List your previous therapies

  The main reasons that support your request for a formulary exception for ILARIS 

  Relevant medical records

  If this is a 2nd-level or 3rd-level formulary exception appeal, include the letter of 
denial and your physician’s medical notes in response to the denials 

 If required, attach a Letter of Medical Necessity from your physician 

Note: At each stage of appeal, health plans may require that their own forms (or the universal forms that are required 
by some states) be submitted along with your letter.

NDC = National Drug Code.

* The information herein is provided for educational purposes only. Novartis cannot guarantee 
insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by 
payer, plan, patient, and setting of care. It is the sole responsibility of the healthcare provider to 
select the proper codes and ensure the accuracy of all statements used in seeking coverage 
and reimbursement for an individual patient.

Patient Letter

Suggestions for writing a Formulary Exception Letter* 14

See sample letters on following pages.

This type of letter can be used when ILARIS® is not listed on a formulary or if it has an NDC block. 
While the plan may provide a form on its website that can be used to apply for an exception, you can 
refer to the sample provided in this kit to see the type of information that may typically be required.

  Click this icon at the bottom of each sample letter to open an editable Word version of the letter.

This letter comes from the patient and is also signed by the physician. It should be submitted along with a 
copy of your relevant medical records and a Letter of Medical Necessity, which your physician can provide.

  Click here for a sample Letter of Medical Necessity.

Click here for Important Safety Information.  
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To whom it may concern:

I am a member of [enter name of health plan]. Currently, ILARIS® (canakinumab) is not listed on my formulary, and according to my 
doctor, my medical condition requires the use of this drug. 

This is my [Insert level of request] formulary exception appeal. A copy of the original denial letter is included along with medical 
notes in response to the denial.

I am requesting an exception to your formulary so that I am able to fill my prescription for ILARIS. I request that it be available 
to me as a preferred drug and that any applicable NDC blocks be removed.

I have been diagnosed with [insert either SJIA or AOSD] and my doctor has prescribed ILARIS [strength]. Dr. [insert physician 
name], [insert medical specialty], practices at [insert physician address]. My past treatments have included [list previous 
treatments and drugs]. I have enclosed my medical records and a letter of medical necessity from my physician supporting  
my request for the formulary exception approval of ILARIS. 

The main reasons that I am requesting this exception are:

[Insert main medical necessity points]

These reasons are supported by the information that I have included. My physician can be contacted at [insert phone number] 
to answer any additional questions or to participate in a peer-to-peer review discussing the necessity of providing a formulary 
exception for the use of ILARIS in the treatment of my medical condition. 

Sincerely, 

_______________________________________________

[Name of patient. Signature of patient, parent, or guardian.]

Encl: Medical records, Letter of medical necessity 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional:  Denial Reference # and Date]

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one 
in the shaded 
green box.

Be sure to 
include a copy 
of the original 
letter of denial 
along with your 
doctor’s specific 
medical notes in 
response to the 
denial.

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Be sure to have 
your physician 
sign the letter.

Enclose your 
medical records 
along with a 
letter of medical 
necessity from 
your physician.

Patient Letter

Sample Formulary Exception Letter patient has not yet started on ILARIS® (canakinumab)14

Double-click to 
open a Word 
version of this 
letter.
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[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional:  Denial Reference # and Date]

Patient Letter

Sample Formulary Exception Letter patient is already on ILARIS® (canakinumab)14

To whom it may concern:

I am a member of [enter name of health plan]. Currently, ILARIS® (canakinumab) is not listed on my formulary, and according to 
my doctor, my medical condition requires the use of this drug. 

This is my [Insert level of request] formulary exception appeal. A copy of the original denial letter is included along with 
medical notes in response to the denial.

I am requesting an exception to your formulary so that I am able to fill my prescription for ILARIS. I request that it be available 
to me as a preferred drug and that any applicable NDC blocks be removed.

I have been diagnosed with [insert either SJIA or AOSD] and my doctor has prescribed ILARIS [strength]. Dr. [insert physician 
name], [insert medical specialty], practices at [insert physician address]. My past treatments have included [list previous 
treatments and drugs]. I have enclosed my medical records and a letter of medical necessity from my physician supporting  
my request for the formulary exception approval of ILARIS. (Note: medical records should include the records from the  
date ILARIS was first prescribed to you and should also include disease severity indicators.) 

The main reasons that I am requesting this exception are:

[Consider including points that address the following:

• Have you responded to ILARIS?

• How long have you been on ILARIS?

• The desire to avoid starting a new therapy

• A preference to avoid additional physician visits]

These reasons are supported by the information that I have included. My physician can be contacted at [insert phone number] 
to answer any additional questions or to participate in a peer-to-peer review discussing the necessity of providing a formulary 
exception for the use of ILARIS in the treatment of my medical condition. 

Sincerely, 

_______________________________________________

[Name of patient. Signature of patient, parent, or guardian.]

Encl: Medical records, Letter of medical necessity 

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one 
in the shaded 
green box.

Be sure to 
include a copy 
of the original 
letter of denial 
along with your 
doctor’s specific 
medical notes in 
response to the 
denial.

Be sure to have 
your physician 
sign the letter.

Enclose your 
medical records 
along with a 
letter of medical 
necessity from 
your physician.

Click here for Important Safety Information.  
Click here for full Prescribing Information, including Medication Guide. 

Click 
to return to

 Table of
Contents

Double-click to 
open a Word 
version of this 
letter.
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 Checklist

  Include your name, policy number, date of birth, and, if appropriate, the denial reference 
number from a previous appeal and the date of the denial

 Your diagnosis

  Include a statement of financial hardship

 List your previous therapies

  Relevant medical records

  If this is a 2nd-level or 3rd-level appeal, include the letter of denial and your physician’s 
medical notes in response to the earlier denial 

  If required, attach a Letter of Medical Necessity from your physician

This type of letter can be used when ILARIS® is on formulary but is on a tier with a high co-pay. Based 
on medical necessity, you can appeal to the plan to consider the drug as if it were a preferred branded 
agent in order to reduce the out-of-pocket expense and help alleviate the financial burden. This may 
be most useful for patients on plans that require coinsurance. This letter comes from the patient and is 
also signed by the physician. 

   Click this icon at the bottom of each sample letter to open an editable Word version of the letter.

Note: At each stage of appeal, health plans may require that their own forms (or the universal forms that are required 
by some states) be submitted along with your letter.

* The information herein is provided for educational purposes only. Novartis cannot guarantee 
insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by 
payer, plan, patient, and setting of care. It is the sole responsibility of the healthcare provider to 
select the proper codes and ensure the accuracy of all statements used in seeking coverage  
and reimbursement for an individual patient.

See sample letters on following pages.

  Click here for a sample Letter of Medical Necessity.

Patient Letter

Suggestions for writing a Tiering Exception Letter* 15
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To whom it may concern:

I am requesting a tier exception for the drug ILARIS® (canakinumab) prescribed to me by [insert physician name and specialty] 
for the diagnosis of [insert either SJIA or AOSD]. 

This is my [insert level of request] tier exception appeal. A copy of the original tier exception denial letter is included along with 
medical notes in response to the denial.

The initial requested length of tier exception approval is for [insert requested length of initial approval]. 

I have attached medical records and a letter of medical necessity from my physician outlining why ILARIS is needed for my 
medical care. Past treatments and drugs that have been unsuccessful in achieving control of my symptoms include  
[insert list of past treatments and drugs]. 

My current treatments are [insert complete list of treatments]. 

I am requesting a tier exception because the current assigned tier for ILARIS is a burden on my finances and would hinder my 
ability to utilize a drug that will assist with the treatment of my diagnosis.

In summary, my physician believes that ILARIS is the best choice for my health and treatment of my condition. My physician may 
be reached to answer any additional questions or to participate in a peer-to-peer review by calling [insert physician’s phone 
number]. 

Sincerely, 

______________________________________________

[Name of patient. Signature of patient, parent, or guardian.]

Encl: Medical records, Letter of medical necessity 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional:  Denial Reference # and Date]

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one 
in the shaded 
green box.

Be sure to 
include a copy 
of the original 
letter of denial 
along with your 
doctor’s specific 
medical notes in 
response to the 
denial.

Be sure to have 
your physician 
sign the letter.

Enclose your 
medical records 
along with a 
letter of medical 
necessity from 
your physician.

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Patient Letter

Sample Tiering Exception Letter patient has not yet started on ILARIS® (canakinumab)15

Double-click to 
open a Word 
version of this 
letter.
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To whom it may concern:

I am requesting a tier exception for the drug ILARIS® (canakinumab) prescribed to me by [insert physician name and specialty] 
for the diagnosis of [insert either SJIA or AOSD].

This is my [Insert level of request] tier exception appeal. A copy of the original tier exception denial letter is included along with 
medical notes in response to the denial.

The initial requested length of tier exception approval is for [insert requested length of initial approval]. 

I have attached medical records and a letter of medical necessity from my physician outlining why ILARIS is needed for my 
medical care. [Insert copies of medical records dating to the initial prescription of ILARIS.] Past treatments and drugs that have 
been unsuccessful in achieving control of my symptoms include [insert list of past treatments and drugs]. 

I am requesting a tier exception because the current assigned tier for ILARIS would be a burden on my finances and would 
hinder my ability to utilize a drug that will assist with the treatment of my diagnosis.

In summary, my physician believes that ILARIS is the best choice for my health and treatment of my condition. My physician 
may be reached to answer any additional questions or to participate in a peer-to-peer review by calling [insert physician’s 
phone number]. 

Sincerely, 

______________________________________________

[Name of patient. Signature of patient, parent, or guardian.]

Encl: Medical records, Letter of medical necessity 

[Today’s Date]
[Medical Director] 
[Policy Number]
[Address] 

Re: [Patient Name]
[Policy Number]

 [DOB] 
[Optional:  Denial Reference # and Date]

If this is a 2nd- 
or 3rd-level 
appeal, consider 
including an 
explanation 
like the one 
in the shaded 
green box.

Be sure to 
include a copy 
of the original 
letter of denial 
along with your 
doctor’s specific 
medical notes in 
response to the 
denial.

Be sure to have 
your physician 
sign the letter.

Enclose your 
medical records 
along with a 
letter of medical 
necessity from 
your physician.

______________________________________________

[Physician name and signature] 
[Name of practice], [Phone #]

Patient Letter

Sample Tiering Exception Letter patient is already on ILARIS® (canakinumab)15

Double-click to 
open a Word 
version of this 
letter.
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Examples of relevant ICD-10 codes for ILARIS® (canakinumab)  
patients with systemic juvenile idiopathic arthritis (SJIA) or  
adult-onset Still’s disease (ASOD) in patients aged 2 years and older

This diagnosis code example is for general informational purposes only. It is not intended to be directive,  
a guarantee of coverage, or a substitute for an independent clinical decision. 

ICD-10-CM=International Classification of Diseases, Tenth Revision, Clinical Modification.

ICD-10-CM Codes

M06.1

M08.2-

Descriptors

AOSD

SJIA (Still’s disease NOS)*

Click here for full Prescribing Information, including Medication Guide.  
Click 

to return to
 Table of
Contents
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* Add a number after M08.2 to specify anatomical site followed by another number to specify laterality of the site 
affected. Numbers coding for anatomical site include unspecified-0, shoulder-1, elbow-2, wrist-3, hand-4, hip-5, 
knee-6, ankle and foot-7, vertebrae-8, and multiple-9. Numbers coding for laterality include right-1, left-2, and 
unspecified-9. For example, M08.261 codes for Still’s disease with the right knee affected.3
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Glossary

ILARIS® (canakinumab) Companion
A personal support program that provides resources to the practice and patient to help patients get 
started on ILARIS.

Formulary
List of prescription drugs that are covered by a health plan.

Formulary Exception Request Letter 
This type of letter can be sent by the patient to request that a drug, not currently included on the 
plan’s formulary, be approved for the patient.

Letter of Medical Necessity
This letter is written by a physician to present his or her clinical judgment supporting the diagnosis 
and the need for a specific therapy.

Prior Authorization (PA) Request Letter 
Plans may require that a practice submit documentation of certain criteria before they agree  
to pay for a drug. A PA request letter shows that the patient meets the plan’s criteria. It is sent  
by the physician.

Prior Authorization Appeals Letter 
When a prior authorization request is not approved, this type of letter can be used to appeal the 
decision. It may include more detailed information than what was included in the original PA request. 
This letter is also sent by the physician.

Tiering Exception Request Letter 
When a drug is included on the plan’s formulary but has a high copay or coinsurance, this type of 
letter can be used to request that they grant an exception for this patient and place the drug on a 
lower tier so that the patient has a lower out-of-pocket expense. This letter should be sent by the 
patient.

National Drug Code (NDC)
Universal product identifier with a unique set of numbers used for human drugs in the United States.

Pharmacy Benefits Manager (PBM)
Organizations that administer prescription drug plans on behalf of health insurers and employers.

Click here for full Prescribing Information, including Medication Guide.  
Click 

to return to
 Table of
Contents
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INDICATIONS
ILARIS® (canakinumab) is an interleukin-1β blocker indicated for the treatment of the following 
autoinflammatory Periodic Fever Syndromes:
•  Cryopyrin-Associated Periodic Syndromes (CAPS), in adults and children aged 4 years and

older, including:
— Familial Cold Autoinflammatory Syndrome (FCAS)
— Muckle-Wells Syndrome (MWS)

•  Tumor Necrosis Factor Receptor Associated Periodic Syndrome (TRAPS) in adults and
pediatric patients

•  Hyperimmunoglobulin D Syndrome (HIDS)/Mevalonate Kinase Deficiency (MKD) in adults
and pediatric patients

• Familial Mediterranean Fever (FMF) in adults and pediatric patients

ILARIS® (canakinumab) is indicated for the treatment of active Still’s disease, including Adult-Onset Still’s 
Disease (AOSD) and Systemic Juvenile Idiopathic Arthritis (SJIA) in patients aged 2 years and older.

IMPORTANT SAFETY INFORMATION
CONTRAINDICATION

ILARIS is contraindicated in patients with confirmed hypersensitivity to the active substance or to any of 
the excipients.

WARNINGS AND PRECAUTIONS

Serious Infections
ILARIS has been associated with an increased risk of serious infections. Physicians should exercise 
caution when administering ILARIS to patients with infections, a history of recurring infections or 
underlying conditions, which may predispose them to infections.

ILARIS should not be administered to patients during an active infection requiring medical intervention. 
Administration of ILARIS should be discontinued if a patient develops a serious infection.

Infections, predominantly of the upper respiratory tract, in some instances serious, have been reported 
with ILARIS. Generally, the observed infections responded to standard therapy. Isolated cases of unusual 
or opportunistic infections (eg, aspergillosis, atypical mycobacterial infections, cytomegalovirus, herpes 
zoster) were reported during ILARIS treatment. A causal relationship of ILARIS to these events cannot be 
excluded. In clinical trials, ILARIS has not been administered concomitantly with Tumor Necrosis Factor 
(TNF) inhibitors. An increased incidence of serious infections has been associated with administration of 
another interleukin-1 (IL-1) blocker in combination with TNF inhibitors. Coadministration of ILARIS with 
TNF inhibitors is not recommended because this may increase the risk of serious infections.

Drugs that affect the immune system by blocking TNF have been associated with an increased risk of 
new tuberculosis (TB) and reactivation of latent TB. It is possible that use of IL-1 inhibitors, such as 
ILARIS, increases the risk of reactivation of TB or of opportunistic infections.

Prior to initiating immunomodulatory therapies, including ILARIS, patients should be evaluated for 
active and latent TB infection. Appropriate screening tests should be performed in all patients. ILARIS 
has not been studied in patients with a positive TB screen, and the safety of ILARIS in individuals with 
latent TB infection is unknown. Patients testing positive in TB screening should be treated by standard 
medical practice prior to therapy with ILARIS. All patients should be instructed to seek medical advice 
if signs, symptoms, or high risk exposure suggestive of TB (eg, persistent cough, weight loss, subfebrile 
temperature) appear during or after ILARIS therapy.

Click here for full Prescribing Information, including Medication Guide. 
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Immunosuppression
The impact of treatment with anti-IL-1 therapy on the development of malignancies is not known.
However, treatment with immunosuppressants, including ILARIS® (canakinumab), may result in an 
increase in the risk of malignancies.

Hypersensitivity 
Hypersensitivity reactions have been reported with ILARIS therapy. During clinical trials, no anaphylactic  
reactions attributable to treatment with canakinumab have been reported. It should be recognized that 
symptoms of the underlying disease being treated may be similar to symptoms of hypersensitivity. If a 
severe hypersensitivity reaction occurs, administration of ILARIS should be discontinued and appropriate 
therapy initiated.

Immunizations 
Live vaccines should not be given concurrently with ILARIS. Prior to initiation of therapy with ILARIS, 
patients should receive all recommended vaccinations. In addition, because ILARIS may interfere with 
normal immune response to new antigens, vaccinations may not be effective in patients receiving ILARIS.

Canakinumab, like other monoclonal antibodies, is actively transported across the placenta mainly during 
the third trimester of pregnancy and may cause immunosuppression in the in utero exposed infant. The 
risks and benefits should be considered prior to administering live vaccines to infants who were exposed 
to ILARIS in utero for at least 4 to 12 months following the mother’s last dose of ILARIS.

Macrophage Activation Syndrome 
Macrophage Activation Syndrome (MAS) is a known, life-threatening disorder that may develop in 
patients with rheumatic conditions, in particular Still’s disease, and should be aggressively treated. 
Physicians should be attentive to symptoms of infection or worsening of Still’s disease as these 
are known triggers for MAS. Eleven cases of MAS were observed in 201 SJIA patients treated with 
canakinumab in clinical trials. Based on the clinical trial experience, ILARIS does not appear to increase 
the incidence of MAS in Still’s disease patients, but no definitive conclusion can be made.

ADVERSE REACTIONS 
Serious adverse reactions reported with ILARIS in the CAPS clinical trials included infections and vertigo. 
The most common adverse reactions greater than 10% associated with ILARIS treatment in CAPS 
patients were nasopharyngitis, diarrhea, influenza, rhinitis, headache, nausea, bronchitis, gastroenteritis, 
pharyngitis, weight increased, musculoskeletal pain, and vertigo.

The most common adverse reactions greater than or equal to 10% reported by patients with TRAPS, 
HIDS/MKD, and FMF treated with ILARIS were injection site reactions and nasopharyngitis.

The most common adverse drug reactions greater than 10% associated with ILARIS treatment in SJIA 
patients were infections (nasopharyngitis and upper respiratory tract infections), abdominal pain, and 
injection site reactions.

Please see full Prescribing Information, including Medication Guide, for ILARIS.

Reference: 
Ilaris [prescribing information]. East Hanover, NJ: Novartis Pharmaceuticals Corp; September 2020. 

Click here for full Prescribing Information, including Medication Guide. 
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ILARIS Companion
You or your patient can call
1-866-972-8315
Monday to Friday, 9:00 AM to 6:00 PM ET

Fax
1-866-972-8316

Email
IlarisSupportProgram@ubc.com

For additional information, go to
www.ilaris.com
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