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ALITHIOS Phase IIIb open-label extension study data based on ~3.5 years of exposure demonstrated
that mean immunoglobulin G (IgG) levels in patients treated with Kesimpta remained stable, and there

was no apparent association between decreased IgG levels and the risk of serious infections1

ALITHIOS Phase IIIb open-label extension study data also showed mean immunoglobulin M (IgM) levels
declined over time but remained within the reference range for the majority of patients; the overall

incidence of serious infections was low1

Additional ALITHIOS data showed 94% (n=139) of COVID-19 cases were mild or moderate in severity in

adults treated with the B-cell targeting therapy2

Kesimpta is a targeted B-cell therapy that delivers superior efficacy with a similar safety profile compared

with teriflunomide, a first-line treatment in multiple sclerosis (MS)3

East Hanover, October 14, 2021 — Today, Novartis announced data demonstrating the safety of Kesimpta®

(ofatumumab) over extended exposure (~3.5 years) in patients with relapsing forms of multiple sclerosis

(RMS).1 These data—presented at the 37th Congress of the European Committee for Treatment and
Research in Multiple Sclerosis (ECTRIMS) taking place virtually, October 13–15, 2021—further support
Kesimpta as a potential first-choice treatment option for adults with active RMS, including newly diagnosed

patients.1

“Antibodies, also known as immunoglobulins, function as part of the healthy immune system, and reduced

serum immunoglobulin levels have been previously linked to an apparent increased risk of infection.4-7 We are
therefore encouraged by the results demonstrating that these levels remained within the reference range for
patients taking Kesimpta,” said Lykke Hinsch Gylvin, Neuroscience Global Medical Franchise Head, Novartis
Pharmaceuticals. “Providing safe and well-tolerated treatments with superior efficacy is of the utmost
importance to Novartis in our continued efforts to reimagine MS care and improve the lives of people living
with MS.”

These data build on previous efficacy and safety findings including the Phase III ASCLEPIOS I and II studies,
in which Kesimpta demonstrated superiority versus teriflunomide in significantly reducing the annualized
relapse rate (ARR, primary endpoint), 3-month confirmed disability progression (CDP), and the number of

gadolinium-enhancing (Gd+) T1 and new or enlarging T2 lesions.3

KESIMPTA

INDICATION

KESIMPTA is indicated for the treatment of relapsing forms of multiple sclerosis (MS), to include clinically1/4



isolated syndrome, relapsing-remitting disease, and active secondary progressive disease, in adults.

IMPORTANT SAFETY INFORMATION

Contraindication: KESIMPTA is contraindicated in patients with active hepatitis B virus infection.

Warnings and Precautions

Infections: An increased risk of infections has been observed with other anti-CD20 B-cell depleting therapies.
KESIMPTA has the potential for an increased risk of infections including serious bacterial, fungal, and new or
reactivated viral infections; some have been fatal in patients treated with other anti-CD20 antibodies. The
overall rate of infections and serious infections in KESIMPTA-treated patients was similar to teriflunomide-
treated patients (51.6% vs 52.7%, and 2.5% vs 1.8%, respectively). The most common infections reported by
KESIMPTA-treated patients in relapsing MS (RMS) trials included upper respiratory tract infection (39%) and
urinary tract infection (10%). Delay KESIMPTA administration in patients with an active infection until resolved.

Consider the potential increased immunosuppressive effects when initiating KESIMPTA after an
immunosuppressive therapy or initiating an immunosuppressive therapy after KESIMPTA.

Hepatitis B Virus: Reactivation: No reports of hepatitis B virus (HBV) reactivation in patients with MS treated
with KESIMPTA. However, HBV reactivation, in some cases resulting in fulminant hepatitis, hepatic failure,
and death, has occurred in patients treated with ofatumumab at higher intravenous doses for chronic
lymphocytic leukemia (CLL) than the recommended dose in MS and in patients treated with other anti-CD20
antibodies.

Infection: KESIMPTA is contraindicated in patients with active hepatitis B disease. Fatal infections caused by
HBV in patients who have not been previously infected have occurred in patients treated with ofatumumab at
higher intravenous doses for CLL than the recommended dose in MS. Perform HBV screening in all patients
before initiation of KESIMPTA. Patients who are negative for HBsAg and positive for HB core antibody
[HBcAb+] or are carriers of HBV [HBsAg+], should consult liver disease experts before starting and during
KESIMPTA treatment.

Progressive Multifocal Leukoencephalopathy: No cases of progressive multifocal leukoencephalopathy
(PML) have been reported for KESIMPTA in RMS clinical studies; however, PML resulting in death has
occurred in patients being treated with ofatumumab at higher intravenous doses for CLL than the
recommended dose in MS. In addition, JC virus infection resulting in PML has also been observed in patients
treated with other anti-CD20 antibodies and other MS therapies. If PML is suspected, withhold KESIMPTA and
perform an appropriate diagnostic evaluation. If PML is confirmed, KESIMPTA should be discontinued.

Vaccinations: Administer all immunizations according to immunization guidelines: for live or live-attenuated
vaccines at least 4 weeks and, whenever possible at least 2 weeks prior to starting KESIMPTA for inactivated
vaccines. The safety of immunization with live or live-attenuated vaccines following KESIMPTA therapy has
not been studied. Vaccination with live or live-attenuated vaccines is not recommended during treatment and
after discontinuation until B-cell repletion.

Vaccination of Infants Born to Mothers Treated with KESIMPTA During Pregnancy. For infants whose mother
was treated with KESIMPTA during pregnancy, assess B-cell counts prior to administration of live or live-
attenuated vaccines. If the B-cell count has not recovered in the infant, do not administer the vaccine as
having depleted B-cells may pose an increased risk in these infants. 

Injection-Related Reactions: Injection-related reactions with systemic symptoms occurred most commonly
within 24 hours of the first injection, but were also observed with later injections. There were no life-threatening2/4



injection reactions in RMS clinical studies. 

The first injection of KESIMPTA should be performed under the guidance of an appropriately trained health
care professional. If injection-related reactions occur, symptomatic treatment is recommended. 

Reduction in Immunoglobulins: As expected with any B-cell depleting therapy, decreased immunoglobulin
levels were observed. Monitor the levels of quantitative serum immunoglobulins during treatment, especially in
patients with opportunistic or recurrent infections and after discontinuation of therapy until B-cell repletion.
Consider discontinuing KESIMPTA therapy if a patient with low immunoglobulins develops a serious
opportunistic infection or recurrent infections, or if prolonged hypogammaglobulinemia requires treatment with
intravenous immunoglobulins.

Fetal Risk: Based on animal data, KESIMPTA can cause fetal harm due to B-cell lymphopenia and reduce
antibody response in offspring exposed to KESIMPTA in utero. Transient peripheral B-cell depletion and
lymphocytopenia have been reported in infants born to mothers exposed to other anti-CD20 B-cell depleting
antibodies during pregnancy. Advise females of reproductive potential to use effective contraception while
receiving KESIMPTA and for at least 6 months after the last dose.

Most common adverse reactions (>10%) are upper respiratory tract infection, headache, injection-related
reactions, and local injection-site reactions. 

Please see full Prescribing Information, including Medication Guide.

About Novartis

Located in East Hanover, NJ Novartis Pharmaceuticals Corporation – an affiliate of Novartis – is reimagining
medicine to improve and extend people’s lives. As a leading global medicines company, we use innovative
science and digital technologies to create transformative treatments in areas of great medical need. In our
quest to find new medicines, we consistently rank among the world’s top companies investing in research and
development. Novartis employs nearly 15,500 people in the United States. For more information, please visit
https://www.novartis.us.

Novartis and Novartis US is on Twitter. Sign up to follow @Novartis at https://twitter.com/novartisnews and
@NovartisUS at https://twitter.com/NovartisUS.

For Novartis multimedia content, please visit https://www.novartis.com/news/media-library.

For questions about the site or required registration, please contact media.relations@novartis.com.
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