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This document addresses the use of Sarclisa (isatuximab-irfc). Sarclisa is the second human anti-CD38 monoclonal antibody Formatted

approved by the FDA for treatment of multiple myeloma (MM), following Darzalex (daratumumab).
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Sarclisa is approved for the treatment of adult patients with multiple myeloma who have received at least two prior therapies
including lenalidomide and a proteasome inhibitor; and is approved for use in combination with pomalidomide and
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dexamethasone. Darzalex is also approved for this use, in addition to other indications in refractory and newly diagnosed MM.
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The National Comprehensive Cancer Network® (NCCN) recommendations for Sarclisa reflect its FDA approved use. The ormatte

pivotal trial leading to FDA approval excluded patients who were refractory to previous therapy with an anti-CD38 monoclonal Formatted

antibody, such as Darzalex.
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Line of Therapy:

Formatted

e First-line therapy: The first or primary treatment for the diagnosis, which may include surgery, chemotherapy
radiation therapy or a combination of these therapies.
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e Second-line therapy: Treatment given when initial treatment (first-line therapy) is not effective or there is disease Formatted

rogression.

e Third-line therapy: Treatment given when both initial (first-line therapy) and subsequent treatment (second-line Formatted

therapy) are not effective or there is disease progression.
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Multiple myeloma: A type of cancer that begins in plasma cells (white blood cells that produce antibodies). Formatted

Proteasome inhibitors: A class of drugs used to treat multiple myeloma that work by blocking the action of proteasomes Formatted

which are cellular complexes that break down proteins. Examples include bortezomib, carfilzomib and ixazomib.
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Refractory Disease: lliness or disease that does not respond to treatment. Formatted

Relapse or recurrence: After a period of improvement, during which time a disease (for example, cancer) could not be Formatted

detected, the return of signs and symptoms of illness or disease. For cancer, it may come back to the same place as the
original (primary) tumor or to another place in the body.
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Clinical Criteria
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(including prior authorization), the following criteria will be used to determine whether the drug meets any applicable medical
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When a drug is being reviewed for coverage under a member’s medical benefit plan or is otherwise subject to clinical review Formatted
necessity requirements for the intended/prescribed purpose. Formatted
N
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Requests for Sarclisa (isatuximab-irfc) may be approved if the following criteria are met;,
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. Individual has a diagnosis of multiple myeloma; AND,
1. Individual has not received treatment with isatuximab or another anti-CD38 agent (such as daratumumab); AND,
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lenalidomide and a proteasome inhibitor (for example, bortezomib, carfilzomib, or ixazomib); AND,
V. Sarclisa is used in combination with pomalidomide and dexamethasone.
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Requests for Sarclisa (isatuximab-irfc) may not be approved when the above criteria are not met and for all other indications.
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. Individual has relapsed or refractory disease following treatment with at least two prior lines of therapy including § Formatted:
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The following codes for treatments and procedures applicable to this document are included below for informational
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purposes. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply member coverage
or provider reimbursement policy. Please refer to the member's contract benefits in effect at the time of service to determine
coverage or non-coverage of these services as it applies to an individual member.

HCPCS
Unclassified drugs or biologicals when specified as (isatuximab-irfc) [Sarclisa] Hospital outpatient onl Formatted: Underline
J3490 Unclassified drugs when specified as (isatuximab-irfc) [Sarclisa] Formatted: Font: Bold, Underline
23590 Unclassified biologics when specified as (isatuximab-irfc) [Sarclisa
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J9999 Not otherwise classified, antineoplastic drugs when specified as (isatuximab-irfc) [Sarclisa
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