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Arcalyst is an interleukin 1 (IL-1) antagonist indicated for Cryopyrin-Associated Periodic Syndromes (CAPS),
Deficiency of IL-1 Receptor Antagonist (DIRA), and recurrent pericarditis.

CAPS refer to rare genetic syndromes generally caused by mutations in the NLRP-3 [Nucleotide-binding
domain, leucine rich family (NLR), pyrin domain containing 3] gene (also known as Cold-Induced Auto-
inflammatory Syndrome-1 [CIAS1]). Mutations in NLRP-3 result in an overactive inflammasome leading to an
excessive release of activated IL-1b that drives inflammation.

DIRA is an auto-inflammatory, autosomal recessive disorder caused by loss of function mutations in the
ILLRN gene, which encodes IL-1 receptor antagonist (IL-1ra), resulting in unopposed signaling of the
proinflammatory cytokines IL-10 and IL-16 through the IL-1 receptor.

Interleukin-1 (IL-1) is a key cytokine that mediates the pathophysiology of many inflammatory processes, and
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For reauthorization:
1. Chart notes demonstrate positive clinical response including decreased inflammatory marker values
and symptom improvement.

If all the above requirements are met, the medication will be approved for an additional 12 months.

Deficiency of IL-1 Receptor Antagonist
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For reauthorization:
1. Member has a documented clinical response to treatment such as significantly improved chest pain
and normalized inflammatory markers (e.g. CRP).

If all the above requirements are met, the medication will be approved for an additional 12 months.

CareSource considers Arcalyst (Rilonacept) not medically necessary for the
treatment of conditions that are not listed in this document. For any other
indication, please refer to the Off-Label policy.

DATE ’ ACTION/DESCRIPTION
6/11/21 New policy for Arcalyst created.
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