brand new (lay @ CENTRAL HEALTH
PLAN

HEALTHCARE YOU CAN FEEL GOOD ABOUT

Medical Policy

llaris® (canakinumab)
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CURRENT VERSION EFFECTIVE DATE | January 1, 2024
Individual Family Plan: All Plans

APPLICABLE PRODUCT AND MARKET | Small Group: All Plans
Medicare Advantage: All Plans

Brand New Day/Central Health Medicare Plan develops policies and makes coverage determinations using credible scientific
evidence including but not limited to MCG™ Health Guidelines, the ASAM Criteria™, and other third party sources, such as peer-
reviewed medical literature generally recognized by the relevant medical community, physician specialty society recommendations,
and expert opinion as relevant to supplement those sources. Brand New Day/Central Health Medicare Plan Medical Policies, MCG™
Guidelines, and the ASAM Criteria™ are not intended to be used without the independent clinical judgment of a qualified health care
provider considering the individual circumstances of each member’s case. The treating health care providers are solely responsible
for diagnosis, treatment, and medical advice. Members may contact Brand New Day/Central Health Medicare Plan Customer Service
at the phone number listed on their member identification card to discuss their benefits more specifically. Providers with questions
about this Brand New Day/Central Health Medicare Plan Medical Policy may contact the Health Plan. Brand New Day/Central Health
Medicare Plan policies and practices are compliant with federal and state requirements, including mental health parity laws.

If there is a difference between this policy and the member specific plan document, the member benefit plan document will govern.
For Medicare Advantage members, Medicare National Coverage Determinations (NCD) and Local Coverage Determinations (LCD),
govern. Refer to the CMS website at http://www.cms.gov for additional information.

Brand New Day/Central Health Medicare Plan medical policies address technology assessment of new and emerging treatments,
devices, drugs, etc. They are developed to assist in administering plan benefits and do not constitute an offer of coverage nor medical
advice. Brand New Day/Central Health Medicare Plan medical policies contain only a partial, general description of plan or program
benefits and do not constitute a contract. Brand New Day/Central Health Medicare Plan does not provide health care services and,
therefore, cannot guarantee any results or outcomes. Treating providers are solely responsible for medical advice and treatment of
members. Our medical policies are updated based on changes in the evidence and healthcare coding and therefore are subject to
change without notice. CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). MCG™
and Care Guidelines® are trademarks of MCG Health, LLC (MCG).

PURPOSE

The purpose of this policy is to establish the clinical review criteria that support the
determination of medical necessity for llaris® (canakinumab) therapy.

POLICY
Prior Authorization and Medical Review is required.
Coverage for llaris will be provided for 12 months and may be renewed.

A. Patient has been evaluated and screened for the presence of latent TB infection prior to
initiating treatment; AND

Autoinflammatory Periodic Fever Syndromes:

Cryopyrin-Associated Periodic Syndromes (CAPS)
A. Patient is over the age of 4; AND
B. Must be used as a single agent; AND
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C. Patient has documented baseline serum levels of inflammatory proteins (C-Reactive
Protein [CRP] and/or Serum Amyloid A [SAA]; AND
D. Patient has documented laboratory evidence of a genetic mutation in the Cold-Induced
Auto-inflammatory Syndrome 1 (CIAS1), also known as NLRP3; AND
a. Diagnosis of Familial Cold Autoinflammatory Syndrome (FCAS); OR
b. Diagnosis of Muckle-Wells Syndrome (MWS); AND
E. Patient has two or more of any of the CAPS-typical symptoms:
a. Urticaria-like rash
b. Cold-triggered episodes
c. Sensorineural hearing loss
d. Musculoskeletal symptoms
e. Chronic aseptic meningitis
f. Skeletal abnormalities

Tumor Necrosis Factor Receptor (TNF) Associated Periodic Syndrome (TRAPS)
A. Patient is over the age of 2; AND
B. Patient has chronic or recurrent disease (defined as 6 or more flares per year); AND
C. Patient has documented baseline serum levels of C-Reactive Protein (CRP).

Hyperimmunoglobulin D Syndrome (HIDS)/Mevalonate Kinase Deficiency (MKD)
A. Patient is over the age of 2; AND
B. Patient has a confirmed diagnosis based on genetic/enzymatic laboratory findings; AND
C. Patient has a documented prior history of greater than or equal to 3 febrile acute flares
within a 6-month period.

Familial Mediterranean Fever (FMF)
A. Patient is over the age of 2; AND
B. Patient has failed on colchicine therapy or has a documented allergy or intolerance;
AND
C. Patient has active disease defined as at least one flare per month.

Active Still’s disease
A. Patientis 2 years of age or older; AND
B. Patient has adult onset OR systemic juvenile idiopathic arthritis; AND
C. Patient has had at least a 1-month trial and failure (unless contraindicated or intolerant)
of previous therapy with either oral non-steroidal anti-inflammatory drugs (NSAIDs) OR a
systemic glucocorticoid (prednisone, methylprednisolone, etc.).

LIMITATIONS/EXCLUSIONS
1. Any indication other than those listed above due to insufficient evidence of therapeutic
value
2. Patients with active infections requiring medical intervention/Patient develops a serious
infection while receiving llaris.
3. Concurrently administration with live vaccines
4. Concurrent therapy with other IL-1 blocking agents (e.g., anakinra, rilonacept, etc.)
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5. Concurrent treatment with another TNF inhibitor, biologic response modifier or other
non-biologic immunomodulating agent (i.e., apremilast, tofacitinib, baricitinib).

BACKGROUND

llaris is a recombinant, human anti-human interleukin-1 beta (IL-1B) monoclonal antibody
of the IgG1/kappa isotype. By binding to human IL-1B, llaris blocks the IL-1 receptor
interaction and neutralizes overactive IL-1B activity.

DEFINITIONS
1. ILARIS (canakinumab) injection, for subcutaneous use. Initial U.S. Approval: 2009
a. Each single-dose vial of ILARIS (canakinumab) Injection delivers 150 mg/mL
sterile, preservative-free, clear to slightly opalescent, colorless to a slight
brownish to yellow solution.

CODING

Applicable NDC Codes
00078-0734-61 | ILARIS, canakinumabfor injection vial of 150 mg/1 mli

Applicable Procedure Code

J0638 Injection, canakinumab, 1 mg

Applicable ICD-10 Codes

M04.1 Periodic fever syndromes
M04.2 Cryopyrin-associated periodic syndromes
M04.9 Autoinflammatory syndrome, unspecified
M06.1 Adult-onset Still’s disease
M08.00 Unspecified juvenile rheumatoid arthritis of unspecified site
M08.011 Unspecified juvenile rheumatoid arthritis, right shoulder
M08.012 Unspecified juvenile rheumatoid arthritis, left shoulder
M08.019 Unspecified juvenile rheumatoid arthritis, unspecified shoulder
M08.021 Unspecified juvenile rheumatoid arthritis, right elbow
MO08.022 Unspecified juvenile rheumatoid arthritis, left elbow
MO08.029 Unspecified juvenile rheumatoid arthritis, unspecified elbow
M08.031 Unspecified juvenile rheumatoid arthritis, right wrist
MO08.032 Unspecified juvenile rheumatoid arthritis, left wrist
M08.039 Unspecified juvenile rheumatoid arthritis, unspecified wrist
M08.041 Unspecified juvenile rheumatoid arthritis, right hand
MO08.042 Unspecified juvenile rheumatoid arthritis, left hand
M08.049 Unspecified juvenile rheumatoid arthritis, unspecified hand
M08.051 Unspecified juvenile rheumatoid arthritis, right hip
M08.052 Unspecified juvenile rheumatoid arthritis, left hip
M08.059 Unspecified juvenile rheumatoid arthritis, unspecified hip
M08.061 Unspecified juvenile rheumatoid arthritis, right knee
MO08.062 Unspecified juvenile rheumatoid arthritis, left knee

llaris

Med_Clin_Ops_083

Page 3 of 6
Brand New Day/Central Health Medicare Plan |
Proprietary + Confidential | 2022©



brand new (la_\< @ CENTRAL HEALTH
S PLAN

HEALTHCARE YO

U CAN FEEL GOOD ABOU

Medical Policy

M08.069 Unspecified juvenile rheumatoid arthritis, unspecified knee
M08.071 Unspecified juvenile rheumatoid arthritis, right ankle and foot
MO08.072 Unspecified juvenile rheumatoid arthritis, left ankle and foot
M08.079 Unspecified juvenile rheumatoid arthritis, unspecified ankle and foot
M08.08 Unspecified juvenile rheumatoid arthritis, vertebrae
M08.09 Unspecified juvenile rheumatoid arthritis, multiple sites
M08.20 Juvenile rheumatoid arthritis with systemic onset, unspecified site
M08.211 Juvenile rheumatoid arthritis with systemic onset, right shoulder
M08.212 Juvenile rheumatoid arthritis with systemic onset, left shoulder
M08.219 Juvenile rheumatoid arthritis with systemic onset, unspecified shoulder
M08.221 Juvenile rheumatoid arthritis with systemic onset, right elbow
MO08.222 Juvenile rheumatoid arthritis with systemic onset, left elbow
M08.229 Juvenile rheumatoid arthritis with systemic onset, unspecified elbow
M08.231 Juvenile rheumatoid arthritis with systemic onset, right wrist
MO08.232 Juvenile rheumatoid arthritis with systemic onset, left wrist
M08.239 Juvenile rheumatoid arthritis with systemic onset, unspecified wrist
M08.241 Juvenile rheumatoid arthritis with systemic onset, right hand
M08.242 Juvenile rheumatoid arthritis with systemic onset, left hand
MO08.249 Juvenile rheumatoid arthritis with systemic onset, unspecified hand
M08.251 Juvenile rheumatoid arthritis with systemic onset, right hip
M08.252 Juvenile rheumatoid arthritis with systemic onset, left hip
M08.259 Juvenile rheumatoid arthritis with systemic onset, unspecified hip
M08.261 Juvenile rheumatoid arthritis with systemic onset, right knee
MO08.262 Juvenile rheumatoid arthritis with systemic onset, left knee
M08.269 Juvenile rheumatoid arthritis with systemic onset, unspecified knee
M08.271 Juvenile rheumatoid arthritis with systemic onset, right ankle and foot
MO08.272 Juvenile rheumatoid arthritis with systemic onset, left ankle and foot
MO08.279 Juvenile rheumatoid arthritis with systemic onset, unspecified ankle and foot
M08.28 Juvenile rheumatoid arthritis with systemic onset, vertebrae
MO08.29 Juvenile rheumatoid arthritis with systemic onset, multiple sites
M08.3 Juvenile rheumatoid polyarthritis (seronegative)
MO08.40 Pauciarticular juvenile rheumatoid arthritis, unspecified site
M08.411 Pauciarticular juvenile rheumatoid arthritis, right shoulder
M08.412 Pauciarticular juvenile rheumatoid arthritis, left shoulder
MO08.419 Pauciarticular juvenile rheumatoid arthritis, unspecified shoulder
M08.421 Pauciarticular juvenile rheumatoid arthritis, right elbow
MO08.422 Pauciarticular juvenile rheumatoid arthritis, left elbow
M08.429 Pauciarticular juvenile rheumatoid arthritis, unspecified elbow
M08.431 Pauciarticular juvenile rheumatoid arthritis, right wrist
M08.432 Pauciarticular juvenile rheumatoid arthritis, left wrist
M08.439 Pauciarticular juvenile rheumatoid arthritis, unspecified wrist
M08.441 Pauciarticular juvenile rheumatoid arthritis, right hand
MO08.442 Pauciarticular juvenile rheumatoid arthritis, left hand
M08.449 Pauciarticular juvenile rheumatoid arthritis, unspecified hand
M08.451 Pauciarticular juvenile rheumatoid arthritis, right hip
M08.452 Pauciarticular juvenile rheumatoid arthritis, left hip
M08.459 Pauciarticular juvenile rheumatoid arthritis, unspecified hip
M08.461 Pauciarticular juvenile rheumatoid arthritis, right knee
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MO08.462 Pauciarticular juvenile rheumatoid arthritis, left knee

M08.469 Pauciarticular juvenile rheumatoid arthritis, unspecified knee

M08.471 Pauciarticular juvenile rheumatoid arthritis, right ankle and foot

M08.472 Pauciarticular juvenile rheumatoid arthritis, left ankle and foot

M08.479 Pauciarticular juvenile rheumatoid arthritis, unspecified ankle and foot

M08.48 Pauciarticular juvenile rheumatoid arthritis, vertebrae

MO08.80 Other juvenile arthritis, unspecified site

M08.811 Other juvenile arthritis, right shoulder

M08.812 Other juvenile arthritis, left shoulder

M08.819 Other juvenile arthritis, unspecified shoulder

M08.821 Other juvenile arthritis, right elbow

M08.822 Other juvenile arthritis, left elbow

M08.829 Other juvenile arthritis, unspecified elbow

M08.831 Other juvenile arthritis, right wrist

MO08.832 Other juvenile arthritis, left wrist

M08.839 Other juvenile arthritis, unspecified wrist

M08.841 Other juvenile arthritis, right hand

M08.842 Other juvenile arthritis, left hand

M08.849 Other juvenile arthritis, unspecified hand

M08.851 Other juvenile arthritis, right hip

MO08.852 Other juvenile arthritis, left hip

M08.859 Other juvenile arthritis, unspecified hip

M08.861 Other juvenile arthritis, right knee

MO08.862 Other juvenile arthritis, left knee

MO08.869 Other juvenile arthritis, unspecified knee

M08.871 Other juvenile arthritis, right ankle and foot

M08.872 Other juvenile arthritis, left ankle and foot

MO08.879 Other juvenile arthritis, unspecified ankle and foot

MO08.88 Other juvenile arthritis, other specified site

MO08.89 Other juvenile arthritis, multiple sites

MO08.90 Juvenile arthritis, unspecified, unspecified site

M08.911 Juvenile arthritis, unspecified, right shoulder

M08.912 Juvenile arthritis, unspecified, left shoulder

M08.919 Juvenile arthritis, unspecified, unspecified shoulder

M08.921 Juvenile arthritis, unspecified, right elbow

M08.922 Juvenile arthritis, unspecified, left elbow

MO08.929 Juvenile arthritis, unspecified, unspecified elbow

M08.931 Juvenile arthritis, unspecified, right wrist

M08.932 Juvenile arthritis, unspecified, left wrist

MO08.939 Juvenile arthritis, unspecified, unspecified wrist

M08.941 Juvenile arthritis, unspecified, right hand

MO08.942 Juvenile arthritis, unspecified, left hand

MO08.949 Juvenile arthritis, unspecified, unspecified hand

M08.951 Juvenile arthritis, unspecified, right hip

M08.952 Juvenile arthritis, unspecified, left hip

M08.959 Juvenile arthritis, unspecified, unspecified hip

M08.961 Juvenile arthritis, unspecified, right knee

MO08.962 Juvenile arthritis, unspecified, left knee
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MO08.969 Juvenile arthritis, unspecified, unspecified knee

M08.971 Juvenile arthritis, unspecified, right ankle and foot

MO08.972 Juvenile arthritis, unspecified, left ankle and foot

M08.979 Juvenile arthritis, unspecified, unspecified ankle and foot

MO08.98 Juvenile arthritis, unspecified, vertebrae

MO08.99 Juvenile arthritis, unspecified, multiple sites

EVIDENCE BASED REFERENCES

1. Product Information: ILARIS(R) subcutaneous injection, canakinumab subcutaneous
injection. Novartis Pharmaceuticals Corporation (per manufacturer), East Hanover, NJ,
2020.

POLICY HISTORY

Original Effective Date January 1, 2021

V2 —November 8, 2022 — Annual Review and approval (no policy
revisions made)

Revised Date V3 — March 01, 2023 — Adopted by MA UMC (no policy revisions
made)

Plan (no policy revisions made)

January 1, 2024 - Updated to Brand New Day/Central Health Medicare

Approved by Pharmacy and Therapeutics Committee on 11/8/2022
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