
Health Canada approves Kesimpta®, the first and
only self-administered targeted B-cell therapy for
relapsing remitting multiple sclerosis (RRMS)
Mar 23, 2021

Kesimpta® (ofatumumab) delivers superior efficacy with a favourable safety profile and can be self-
administered at home, addressing a significant unmet need for people living with relapsing remitting
multiple sclerosis (RRMS)1 

Approval is based on two Phase III studies (ASCLEPIOS I & II) demonstrating significant reductions in
risk of relapses, confirmed disability worsening and MRI lesions1

With Kesimpta®, people with RRMS have a novel treatment option that has a favourable safety profile, is
effective and convenient

Dorval, Quebec, March 23, 2021 — Novartis Pharmaceuticals Canada Inc. is pleased to announce that
Health Canada has approved Kesimpta® (ofatumumab) for the treatment of adults with relapsing remitting
multiple sclerosis (RRMS) with active disease defined by clinical and imaging features. Kesimpta® is the first
and only targeted B-cell therapy that can be self-administered subcutaneously once a month via the
Sensoready® autoinjector pen2. 

Multiple sclerosis (MS), typically diagnosed in a person’s prime of life (age 20 to 40 years), substantially
impacts their health, quality of life, productivity, and employment over many years2. A key goal of managing
RRMS is to preserve neurological function to slow down the worsening of disability3. Early initiation of high-
efficacy treatment can help improve long-term outcomes for people with RRMS3.

“MS is a disease that can easily run away and produce significant impairment if not kept in check as early as
possible,” says Dr. Mark S. Freedman, Professor of Medicine, Department of Medicine, University of Ottawa.
“Having a highly effective treatment option with a favorable safety profile available like Kesimpta® for treating
more aggressive disease up front, offers MS patients a better chance at leading a more normal life, for a
longer time.”

B-cell treatments, which bind to CD20 and deplete circulating B-cells, including those associated with disease
activity in MS have only been available in hospitals or infusion treatment centres2,3. This mode of
administration can be inconvenient for some people with MS and adds costs to the healthcare system7.
Kesimpta® provides the flexibility of self-administration, eliminating the need to travel for treatment to an
infusion centre.

“This approval represents another advancement in available treatment options for people living with MS," says
Dr. Pamela Valentine, President and CEO, MS Society of Canada. "This means that there is now an option of
a B-cell therapy that can be self-administered at home, allowing for flexibility and convenience, which is
especially meaningful now, more than ever. We are hopeful that this will provide increased access to effective
treatments for all Canadians living with MS, no matter where they live."

“From the introduction of the first oral treatment for RRMS, Novartis continues to be a global leader in
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neuroscience by providing renewed hope and advancing care for the MS Community so they can live their
lives as fully as possible,” says Andrea Marazzi, Country Pharma Organization (CPO) Head, Novartis
Pharmaceuticals Canada. “The development and approval of Kesimpta® is an important example of our
commitment to supporting and meeting the needs of those who live with MS by offering a targeted treatment
that can significantly improve patient outcomes and increase the convenience of self-managing the disease at
home, eliminating the need to travel for treatment.”

The approval of Kesimpta® is based on results from 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 lesions1. 

Kesimpta® has received a positive recommendation by the Canadian Agency for Drugs and Technologies in
Health (CADTH) and by the Institut national d'excellence en santé et en services sociaux (INESSS). CADTH
and INESSS are both recommending that Kesimpta® should be reimbursed by public drug plans for the
treatment of adult patients with RRMS with active disease defined by clinical and imaging features , . Novartis
is ready to work collaboratively with the Pan-Canadian Pharmaceutical Alliance (pCPA) to ensure patients
have access to Kesimpta as soon as possible.

About Kesimpta®

Kesimpta® is a targeted, precisely dosed and delivered B-cell therapy that provides the flexibility of self-
administration for adults with RRMS. It is a recombinant and fully human monoclonal antibody (mAb) self-
administered by a once-monthly injection, delivered subcutaneously1,6. Initial loading doses of Kesimpta® are
given at Weeks 0, 1 and 2, with the first injection performed under the guidance of an experienced healthcare
professional. Kesimpta® is thought to work by binding to distinct epitopes–the parts of an antigen where an
antibody binds–on the CD20 molecule1. This binding induces B-cell lysis (cell membrane breakdown) and
depletion7. The selective mechanism of action and subcutaneous (under the skin) administration of Kesimpta®

allows precise delivery to the lymph nodes, where B-cell depletion in MS is needed, and preclinical studies
have shown that it may preserve the B-cells in the spleen8. Once-monthly dosing of Kesimpta® also allows
faster repletion of B-cells and offers more flexibility9. Ofatumumab was originally developed by Genmab and
licensed to GlaxoSmithKline. Novartis obtained rights for ofatumumab from GlaxoSmithKline in all indications,
including RRMS, in December 201510.

About Multiple Sclerosis

MS is a chronic, often disabling immune disease that attacks the central nervous system (CNS), made up of
the brain, spinal cord and optic nerve It affects over 90,000 Canadians – one of the highest prevalence rates in
the world12. MS can be characterized into four main types: clinically isolated syndrome (CIS), relapsing
remitting (RRMS), secondary progressive (SPMS) and primary progressive (PPMS)13. These forms can be
distinguished based on whether someone experiences relapses (clearly defined acute inflammatory attacks of
worsening neurological function), and/or whether they experience progression of neurologic damage and
disability from the onset of the disease17.

About Novartis Pharmaceuticals Canada

Novartis Pharmaceuticals Canada Inc., a leader in the healthcare field, is committed to the discovery,
development and marketing of innovative products to improve the well-being of all Canadians. In 2020, the
company invested $45 million in research and development in Canada. Located in Dorval, Quebec, Novartis
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Pharmaceuticals Canada Inc. employs approximately 1000 people in Canada and is an affiliate of Novartis
AG, which provides innovative healthcare solutions that address the evolving needs of patients and societies.
For further information, please consult https://www.novartis.com/ca-en.

About Novartis

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 products reach more than 800 million people
globally and we are finding innovative ways to expand access to our latest treatments. About 110,000 people
of more than 140 nationalities work at Novartis around the world. Find out more at https://www.novartis.com.

KESIMPTA® is a registered trademark of Novartis Pharmaceuticals Canada Inc.

Novartis Media Relations
Lori Bogdanis
+1 514 226-0735 
E-mail: camlph.communications@novartis.com

References

1. Novartis Pharmaceuticals Canada Inc. Kesimpta® (ofatumumab) Product Monograph. February 19, 2021.
Available at: http://www.ask.novartispharma.ca/download.htm?
res=kesimpta_scrip_e.pdf&resTitleId=1734 Accessed February 26, 2021.

2. Lehmann-Horn K, Kronsbein HC, Weber MS. Targeting B cells in the treatment of multiple sclerosis:
recent advances and remaining challenges. Ther Adv Neurol Disord. 2013;6(3):161-173. Available at:
https://journals.sagepub.com/doi/pdf/10.1177/1756285612474333 Accessed February 26, 2021.

3. Dieguez G, Engel T, Jacobson N. Site of service and cost dispersion of infused drugs. Available at:
https://www.milliman.com/insight/2019/Site-of-Service-and-Cost-Dispersion-of-Infused-Drugs/ Last
accessed January 8, 2021. 

4. CADTH. Available at: https://cadth.ca/ofatumumab Last accessed February 22, 2021.
5. INESSS. Available at: https://www.inesss.qc.ca/en/thematiques/medicaments/medicaments-evaluation-

aux-fins-dinscription/evaluation-en-mode-continu.html Last accessed February 22, 2021.
6. Ancau M, et al., CD20 monoclonal antibodies for the treatment of multiple sclerosis: up-to-date. Expert

Opin Biol Ther. 2019 Aug;19(8):829-843. Available at: https://pubmed.ncbi.nlm.nih.gov/31027436/ Last
accessed March 12, 2021.

7. Smith P, Kakarieka A, Wallstroem E. Ofatumumab is a fully human anti-CD20 antibody achieving potent
B-cell depletion through binding a distinct epitope. Poster presentation at: ECTRIMS; September 2016;
London, UK. Available at : https://onlinelibrary.ectrims-
congress.eu/ectrims/2016/32nd/145827/paul.smith.ofatumumab.is.a.fully.human.anti-
cd20.antibody.achieving.potent.html Last accessed February 22, 2021.

8. Smith P, Huck C, Wegert V, et al. Low-dose, subcutaneous anti-CD20 therapy effectively depletes B-cells
and ameliorates CNS autoimmunity. Poster presentation at: ECTRIMS; September 2016; London, UK.
Available at: https://onlinelibrary.ectrims-congress.eu/ectrims/2016/32nd/146241/paul.smith.low-
dose.subcutaneous.anti-cd20.therapy.effectively.depletes.html Last accessed February 22, 2021.

9. Savelieva M, Kahn J, Bagger M, et al. Comparison of the B-cell recovery time following discontinuation of
anti-CD20 therapies. ePoster presentation at: ECTRIMS; October 2017; Paris, FR. Available at:
https://onlinelibrary.ectrims-congress.eu/ectrims/2017/ACTRIMS-

3/4

file:///ca-en/en/home
https://www.novartis.com/
mailto:camlph.communications@novartis.com
http://www.ask.novartispharma.ca/download.htm?res=kesimpta_scrip_e.pdf&resTitleId=1734
https://journals.sagepub.com/doi/pdf/10.1177/1756285612474333
https://www.milliman.com/insight/2019/Site-of-Service-and-Cost-Dispersion-of-Infused-Drugs/
https://cadth.ca/ofatumumab
https://www.inesss.qc.ca/en/thematiques/medicaments/medicaments-evaluation-aux-fins-dinscription/evaluation-en-mode-continu.html
https://pubmed.ncbi.nlm.nih.gov/31027436/
https://onlinelibrary.ectrims-congress.eu/ectrims/2016/32nd/145827/paul.smith.ofatumumab.is.a.fully.human.anti-cd20.antibody.achieving.potent.html
https://onlinelibrary.ectrims-congress.eu/ectrims/2016/32nd/146241/paul.smith.low-dose.subcutaneous.anti-cd20.therapy.effectively.depletes.html


ECTRIMS2017/199644/david.leppert.comparison.of.the.b-
cell.recovery.time.following.discontinuation.html Last accessed February 22, 2021.

10. Genmab Press Release: Genmab announces completion of agreement to transfer remaining
ofatumumab rights. December 21, 2015. Available at: https://ir.genmab.com/static-files/9d491b72-bb0b-
4e46-a792-dee6c29aaf7d. Last accessed January 8, 2021. 

11. National MS Society. Multiple Sclerosis FAQs. Available at https://www.nationalmssociety.org/What-is-
MS/MS-FAQ-s Last accessed November 13, 2020.

12. MS Society of Canada. Prevalence and incidence of MS in Canada and around the world. Available at:
mssociety.ca/research-news/article/prevalence-and-incidence-of-ms-in canada-and-around-the-world.
Last accessed January 8, 2021. 

13. MS Society of Canada. What is MS – Types. Available at: mssociety.ca/about-ms/types. Last accessed
January 8, 2021.

Source URL: https://prod1.novartis.ca/ca-en/news/media-releases/health-canada-approves-kesimpta-first-
and-only-self-administered-targeted-b-cell-therapy-relapsing-remitting-multiple-sclerosis-rrms 

List of links present in page

1. https://prod1.novartis.ca/ca-en/ca-en/en/news/media-releases/health-canada-approves-kesimpta-first-
and-only-self-administered-targeted-b-cell-therapy-relapsing-remitting-multiple-sclerosis-rrms

2. https://prod1.novartis.ca/ca-en/ca-en/en/home
3. https://www.novartis.com/
4. mailto:camlph.communications@novartis.com
5. http://www.ask.novartispharma.ca/download.htm?res=kesimpta_scrip_e.pdf&resTitleId=1734
6. https://journals.sagepub.com/doi/pdf/10.1177/1756285612474333
7. https://www.milliman.com/insight/2019/Site-of-Service-and-Cost-Dispersion-of-Infused-Drugs/
8. https://cadth.ca/ofatumumab
9. https://www.inesss.qc.ca/en/thematiques/medicaments/medicaments-evaluation-aux-fins-

dinscription/evaluation-en-mode-continu.html
10. https://pubmed.ncbi.nlm.nih.gov/31027436/
11. https://onlinelibrary.ectrims-

congress.eu/ectrims/2016/32nd/145827/paul.smith.ofatumumab.is.a.fully.human.anti-
cd20.antibody.achieving.potent.html

12. https://onlinelibrary.ectrims-congress.eu/ectrims/2016/32nd/146241/paul.smith.low-
dose.subcutaneous.anti-cd20.therapy.effectively.depletes.html

13. https://onlinelibrary.ectrims-congress.eu/ectrims/2017/ACTRIMS-
ECTRIMS2017/199644/david.leppert.comparison.of.the.b-
cell.recovery.time.following.discontinuation.html

14. https://ir.genmab.com/static-files/9d491b72-bb0b-4e46-a792-dee6c29aaf7d
15. https://www.nationalmssociety.org/What-is-MS/MS-FAQ-s

4/4

https://onlinelibrary.ectrims-congress.eu/ectrims/2017/ACTRIMS-ECTRIMS2017/199644/david.leppert.comparison.of.the.b-cell.recovery.time.following.discontinuation.html
https://ir.genmab.com/static-files/9d491b72-bb0b-4e46-a792-dee6c29aaf7d
https://www.nationalmssociety.org/What-is-MS/MS-FAQ-s

	Health Canada approves Kesimpta®, the first and only self-administered targeted B-cell therapy for relapsing remitting multiple sclerosis (RRMS)
	References


