SARCLISA® (isatuximab-irfc) Coding Guide
National Drug Code (NDC)1
10-digit NDC

11-digit NDCa

Description

0024-0654-01

00024-0654-01

One 100 mg/5 mL, single-dose vial

0024-0656-01

00024-0656-01

One 500 mg/25 mL, single-dose vial

Payer requirements for 10- or 11-digit NDC code use and format may vary. Please verify requirements prior to use.

a

HCPCS code2b,c
Effective October 1, 2020, the SARCLISA HCPCS Level II code J9227 should be used for professional and institutional claimsb
Code

Description

HCPCS code dosage (billing units)

J9227

Injection, isatuximab-irfc, 10 mg

10 mg = 1 unit

Example
100-mg vial = 10 units
500-mg vial = 50 units

 he HCPCS Level II code J9227 is effective for Medicare Part B patients starting on October 1, 2020. Please check with commercial and Medicaid resources for the effective date.
T
c
The fact that a HCPCS code exists does not imply coverage, only that the product may be reimbursed if covered.
b

JW modifier: Providers and suppliers are required to report the JW modifier on Part B drug claims for discarded drugs and biologicals. Also, providers and suppliers must
document the amount of discarded drugs or biologicals in Medicare beneficiaries’ medical records.

ICD-10-CM diagnosis codes3
Code

Description

C90.0X

Multiple myeloma

C90.00

Multiple myeloma not having achieved remission

C90.01

Multiple myeloma in remission

C90.02

Multiple myeloma in relapse

CPT® codes4
Code

Description

96413

Chemotherapy administration, intravenous infusion technique; up to 1 hour, single or initial substance/drug

96415

Chemotherapy administration, intravenous infusion technique; each additional hour (list separately in addition to code
for primary procedure)

Revenue codes (for hospital outpatient departments)5
Code

Description

0260

IV therapy

0636

Drugs requiring detailed coding

CPT=Current Procedural Terminology; HCPCS=Healthcare Common Procedure Coding System.
This document is provided for informational purposes only and does not constitute legal or reimbursement advice, nor does it promise or guarantee coverage, levels of
reimbursement, payment, or charge. It is not intended to substitute for the physician's independent diagnosis or treatment of each patient. The information contained
herein is gathered from various resources and is subject to change. Providers are solely responsible for the accuracy of all coding and claims submitted for reimbursement
to any third-party payer. Sanofi Genzyme provides no guarantee that codes will be appropriate or that reimbursement will be made. Please consult the payer
organization for reimbursement, billing, and coding guidance.
These codes are not intended to encourage or suggest a use of drug that is inconsistent with FDA-approved use. The codes are not intended to be exhaustive and
additional codes may apply.

INDICATION
SARCLISA (isatuximab-irfc) is indicated, in combination with pomalidomide and dexamethasone, for the treatment of adult patients with
multiple myeloma who have received at least 2 prior therapies including lenalidomide and a proteasome inhibitor.
SARCLISA is indicated, in combination with carfilzomib and dexamethasone, for the treatment of adult patients
with relapsed or refractory multiple myeloma who have received 1 to 3 prior lines of therapy.
IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
SARCLISA is contraindicated in patients with severe hypersensitivity to isatuximab-irfc or to any of its excipients.
Please see additional Important Safety Information
on the next page and accompanying full Prescribing Information.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS
Infusion-Related Reactions
Serious infusion-related reactions (IRRs), including life-threatening
anaphylactic reactions, have occurred with SARCLISA treatment. Severe
signs and symptoms include cardiac arrest, hypertension, hypotension,
bronchospasm, dyspnea, angioedema, and swelling.
Based on ICARIA-MM, IRRs occurred in 38% of patients treated with
SARCLISA, pomalidomide, and dexamethasone (Isa-Pd). All IRRs started
during the first SARCLISA infusion and resolved on the same day in 98%
of the cases.
In IKEMA, infusion-related reactions occurred in 46% of patients treated
with SARCLISA, carfilzomib, and dexamethasone (Isa-Kd). In the Isa-Kd
arm, the infusion-related reactions occurred on the infusion day in 99%
of episodes. In patients treated with Isa-Kd, 95% of those experiencing
an infusion-related reaction experienced it during the first cycle of
treatment. All infusion-related reactions resolved: within the same day
in 74% of episodes, and the day after in 24% of episodes.
The most common symptoms (≥5%) of an infusion-related reaction
in ICARIA-MM and IKEMA (N=329) included dyspnea, cough, nasal
congestion, and nausea. Anaphylactic reactions occurred in less than
1% of patients. To decrease the risk and severity of IRRs, premedicate
patients prior to SARCLISA infusion with acetaminophen, H2 antagonists,
diphenhydramine or equivalent, and dexamethasone.
Monitor vital signs frequently during the entire SARCLISA infusion. For
patients with grade ≥2 reactions, interrupt SARCLISA infusion and
provide appropriate medical management. For patients with grade 2
or grade 3 reactions, if symptoms improve to grade ≤1, restart SARCLISA
infusion at half of the initial infusion rate, with supportive care as
needed, and closely monitor patients. If symptoms do not recur after 30
minutes, the infusion rate may be increased to the initial rate, and then
increased incrementally. In case symptoms do not improve to grade
≤1 after interruption of SARCLISA infusion, persist or worsen despite
appropriate medications, or require hospitalization, permanently
discontinue SARCLISA and institute appropriate management.
Permanently discontinue SARCLISA if an anaphylactic reaction
or life-threatening (grade 4) IRR occurs and institute appropriate
management.
Neutropenia
SARCLISA may cause neutropenia.
In patients treated with Isa-Pd, neutropenia occurred in 96% of patients
and grade 3-4 neutropenia occurred in 85% of patients. Neutropenic
complications occurred in 30% of patients, including febrile neutropenia
(12%) and neutropenic infections (25%), defined as infection with
concurrent grade ≥3 neutropenia. The most frequent neutropenic
infections included infections of the upper respiratory tract (10%), lower
respiratory tract (9%), and urinary tract (3%).
In patients treated with Isa-Kd, neutropenia occurred in 55% of patients,
with grade 3-4 neutropenia in 19% of patients (grade 3 in 18% and
grade 4 in 1.7%). Neutropenic complications occurred in 2.8% of patients,
including febrile neutropenia (1.1%) and neutropenic infections (1.7%).
Monitor complete blood cell counts periodically during treatment.
Consider the use of antibiotics and antiviral prophylaxis during
treatment. Monitor patients with neutropenia for signs of infection.
In case of grade 4 neutropenia, delay SARCLISA dose until neutrophil
count recovery to at least 1.0 x 109/L, and provide supportive care with
growth factors, according to institutional guidelines. No dose reductions
of SARCLISA are recommended.
Second Primary Malignancies
The incidence of second primary malignancies is increased in patients
treated with SARCLISA-containing regimens. The overall incidence of
second primary malignancies in all the SARCLISA-exposed patients
was 3.6%.
In ICARIA-MM, second primary malignancies occurred in 3.9% of
patients in the Isa-Pd arm and in 0.7% of patients in the Pd arm.
In IKEMA, second primary malignancies occurred in 7% of patients in
the Isa-Kd arm and in 4.9% of patients in the Kd arm.
The most common (≥1%) second primary malignancies in ICARIA-MM
and IKEMA (N=329) included skin cancers (4% with SARCLISA-containing
regimens and 1.5% with comparative regimens) and solid tumors other
than skin cancer (1.8% with SARCLISA-containing regimens and 1.5%
with comparative regimens). All patients with skin cancer continued
treatment after resection of the skin cancer.
Monitor patients for the development of second primary malignancies.

Laboratory Test Interference
Interference with Serological Testing (Indirect Antiglobulin Test)
SARCLISA binds to CD38 on red blood cells (RBCs) and may result in
a false-positive indirect antiglobulin test (indirect Coombs test). The
indirect antiglobulin test was positive during Isa-Pd treatment in 68%
of the tested patients, and during Isa-Kd treatment in 63% of patients.
In patients with a positive indirect antiglobulin test, blood transfusions
were administered without evidence of hemolysis. ABO/RhD typing
was not affected by SARCLISA treatment.
Before the first SARCLISA infusion, conduct blood type and screen tests
on SARCLISA-treated patients. Consider phenotyping prior to starting
SARCLISA treatment. If treatment with SARCLISA has already started,
inform the blood bank that the patient is receiving SARCLISA and that
SARCLISA interference with blood compatibility testing can be resolved
using dithiothreitol-treated RBCs. If an emergency transfusion is
required, non–cross-matched ABO/RhD-compatible RBCs can be given
as per local blood bank practices.
Interference with Serum Protein Electrophoresis and Immunofixation
Tests
SARCLISA is an IgG kappa monoclonal antibody that can be
incidentally detected on both serum protein electrophoresis and
immunofixation assays used for the clinical monitoring of endogenous
M-protein. This interference can impact the accuracy of the
determination of complete response in some patients with IgG kappa
myeloma protein.
Embryo-Fetal Toxicity
Based on the mechanism of action, SARCLISA can cause fetal harm
when administered to a pregnant woman. SARCLISA may cause
fetal immune cell depletion and decreased bone density. Advise
pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use an effective method of contraception
during treatment with SARCLISA and for at least 5 months after
the last dose. The combination of SARCLISA with pomalidomide is
contraindicated in pregnant women because pomalidomide may
cause birth defects and death of the unborn child. Refer to the
pomalidomide prescribing information on use during pregnancy.
ADVERSE REACTIONS
In combination with pomalidomide and dexamethasone: The most
common adverse reactions (≥20%) were upper respiratory tract
infection, infusion-related reactions, pneumonia, and diarrhea. The most
common hematology laboratory abnormalities (≥80%) were decreased
hemoglobin, decreased neutrophils, decreased lymphocytes, and
decreased platelets.
In combination with carfilzomib and dexamethasone: The most
common adverse reactions (≥20%) were upper respiratory tract
infection, infusion-related reactions, fatigue, hypertension, diarrhea,
pneumonia, dyspnea, insomnia, bronchitis, cough, and back pain. The
most common hematology laboratory abnormalities (≥80%) were
decreased hemoglobin, decreased lymphocytes, and decreased
platelets.
Serious adverse reactions occurred in 62% of patients receiving Isa-Pd.
Serious adverse reactions in >5% of patients who received Isa-Pd
included pneumonia (26%), upper respiratory tract infections (7%),
and febrile neutropenia (7%). Fatal adverse reactions occurred in 11%
of patients (those that occurred in more than 1% of patients were
pneumonia and other infections [3%]).
Serious adverse reactions occurred in 59% of patients receiving Isa-Kd.
The most frequent serious adverse reactions in >5% of patients who
received
Isa-Kd were pneumonia (25%) and upper respiratory tract infections
(9%). Adverse reactions with a fatal outcome during treatment were
reported in 3.4% of patients in the Isa-Kd group (those occurring in
more than 1% of patients were pneumonia occurring in 1.7% and cardiac
failure in 1.1% of patients).
USE IN SPECIAL POPULATIONS
Because of the potential for serious adverse reactions in the breastfed
child from isatuximab-irfc administered in combination with Pd, advise
lactating women not to breastfeed during treatment with SARCLISA.
Please see full Prescribing Information.

References: 1. SARCLISA [package insert]. Bridgewater, NJ: sanofi-aventis U.S. LLC. 2. Centers for Medicare & Medicaid Services. HCPCS Release & Code Sets: 2021.
https://www.cms.gov/Medicare/Coding/HCPCSReleaseCodeSets/HCPCS-Quarterly-Update. Accessed March 30, 2021. 3. Centers for Medicare & Medicaid Services. 2021
ICD-10-CM. https://www.cms.gov/medicare/icd-10/2021-icd-10-cm. Accessed March 30, 2021. 4. American Medical Association (AMA). CPT® 2020 Professional Edition
(Current Procedural Terminology). Chicago, IL: American Medical Association; 2020. 5. Noridian Healthcare Solutions. Revenue codes.
https://med.noridianmedicare.com/web/jea/topics/claim-submission/revenue-codes. Accessed March 30, 2021.
CPT® codes and descriptions are copyright 2021 American Medical Association (AMA).
All rights reserved. CPT® is a registered trademark of the AMA.

© 2021 sanoﬁ-aventis U.S. LLC

All rights reserved.

MAT-US-2102122-v1.0-04/2021

