
Please see additional Important Safety Information on the 
following pages. Click here for full Prescribing Information, 
including Medication Guide.

INDICATION
KESIMPTA is indicated for the treatment of relapsing forms of multiple sclerosis (MS), to include clinically 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.

   I want to live in the present.  
But I’m wary of the continued 
possibility of another relapse.
Kristin: actual KESIMPTA® patient since 2020*

Are your patients ready to try 
something different? 

Make a different 
choice with RMS 
treatment

    RMS=relapsing multiple sclerosis.
*Individual results may vary. Kristin was compensated for her time.

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf
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IMPORTANT SAFETY INFORMATION (cont)

8 out of 10 patients 
with RMS reported that 
their relapse lasted one 

week or more1*

Only 1 in 4 patients 
with RMS are started 

on high efficacy 
therapies at diagnosis2†

Nearly 1 in 2 patients with 
early-stage RMS starting 

platform therapy or dimethyl 
fumarate experience 

treatment failure in the first 
year of treatment3,4‡

   DMT=disease-modifying therapy; MS=multiple sclerosis. 

*       Results from the MS in America Study, an online survey conducted in 2013 and completed by 2562 adult MS patients who were US residents or citizens living abroad.1

† Analysis of US Symphony Anonymous Patient Level Data from November 2019-October 2020 pertaining to patients with MS. High efficacy therapies included ocrelizumab, natalizumab, alemtuzumab, fingolimod, siponimod, 
cladribine, and ozanimod.2

‡ A retrospective analysis of outcomes in newly diagnosed adult patients (N=1661) with ≥1 DMT claims of interferon, glatiramer acetate, or dimethyl fumarate from January 2016-March 2018 who were identified using a large US 
administrative claims database.3

RMS patients experiencing relapses while 
on treatment may be ready for a change

Infections (cont): 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.

How can you help reduce relapses in patients like Kristin?

  I missed my son’s soccer game because of a relapse. 
There may be a different treatment that’s right for me. 

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf
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IMPORTANT SAFETY INFORMATION (cont)

KESIMPTA—Different for a Reason

The Only SC delivered B-cell RMS treatment5

Powerful efficacy  
in reducing RMS 
disease activity 

in Phase 3 trials7* 

Established safety profile  
in pivotal trials which 

included treatment-naïve 
patients7

Start treatment 
today in office  

or at home

1

INTENTIONALLY DESIGNED AS SC TO OFFER6

 CDP=confirmed disability progression; Gd+=gadolinium-enhancing; MRI=magnetic resonance imaging; SC=subcutaneous. 

*As evidenced by annualized relapse rate, MRI (Gd+ T1 and T2 lesions) and 3- and 6-month CDP.
† As per stability technical specification data, when the patient is ready to inject, it typically takes less than 1 minute a month to administer. Once-monthly dosing begins after the initial dosing period, which consists 

of 20 mg subcutaneous doses at weeks 0, 1, and 2. Please see Instructions for Use for more detailed instructions on preparation and administration of KESIMPTA®.7,8

When the patient is  
ready to administer,

1 minute a 
month7,8†

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.

TAKE A DIFFERENT APPROACH TO RMS. MAKE KESIMPTA 
YOUR 1ST CHOICE B-CELL TREATMENT TODAY!

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf


  I started experiencing relapses with my previous 
treatment. So my doctor recommended KESIMPTA®. 

Experience with KESIMPTA keeps growing

* Based on new-to-brand Rx growth rolling 13 weeks ending February 4, 2022 vs the comparable period a year before as measured by IQVIA National Prescription Audit (108% KESIMPTA NBRx growth).
† Based on new-to-brand Rx’s as measured by IQVIA National Prescription Audit as of February 4, 2022 (8,438 total, unadjusted NBRx’s).
‡ Based on patient Start Forms completed through February 4, 2022 as reported by Novartis patient specialty services and new-to-brand Rx’s reported by contracted specialty pharmacies.
 § Based on Symphony Health Physician prescribing data through November 2021. 
 ||Based on Symphony Health Anonymized Patient Level Data representing 7,951 KESIMPTA patients through November 2021.
 ¶ Treatment naïve: 34%, first DMT: 28%.

Since launch, KESIMPTA has become the fastest growing 
RMS DMT in the country*

>8,000
patients

>2,700
HCPs

>260
neurology 
centers

2    3
patients

were prescribed 
KESIMPTA to treat 
their RMS9†

have already prescribed
KESIMPTA for their
patients with RMS10‡ with patients who were

prescribed KESIMPTA 
to treat their RMS10§

starting KESIMPTA are 
either treatment-naïve 
or on their first DMT10*||¶

out 
    of

IMPORTANT SAFETY INFORMATION (cont)
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. 

Please see additional Important Safety Information on the previous  
and following pages. Click here for full Prescribing Information,  
including Medication Guide.
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IMPORTANT SAFETY INFORMATION (cont)

KESIMPTA® was studied in 2 identical, randomized, double-blind, double-dummy, active 
comparator-controlled, parallel-group, multicenter, Phase 3 studies in patients with RMS.7

 Study design: ASCLEPIOS I and II were 2 identical, double-blind Phase 3 studies in patients with RMS, approximately 40% of 
whom were DMT treatment-naïve. Patients were randomized to double-dummy subcutaneous KESIMPTA (20 mg every 4 weeks) 
or oral Aubagio (14 mg daily) for up to 30 months. Primary end point was ARR. Key MRI end points were number of Gd+ T1 lesions 
and annualized rate of new or enlarging T2 lesions. A key clinical end point was reduction in risk of 3-month CDP. Treatment 
duration was variable based on end of study criteria. Maximum duration 120 weeks, median duration 85 weeks.7

ARR=annualized relapse rate.

ARR
(Primary end point)

LESION ACTIVITY 
(Key MRI end point)

DISABILITY PROGRESSION 
(Key clinical end point)

reduction in ARR 
(P<0.001)7,11

ASCLEPIOS I: 51% 
relative reduction  
(0.11 vs 0.22);  
ASCLEPIOS II: 58% 
relative reduction  
(0.10 vs 0.25).

reduction in mean 
number of Gd+ T1 
lesions per scan 
(P<0.001)7,11

ASCLEPIOS I: 98% 
relative reduction  
(0.01 vs 0.46); 
ASCLEPIOS II: 94% 
relative reduction  
(0.03 vs 0.52).

ASCLEPIOS I: 82% 
relative reduction  
(0.72 vs 4.00); 
ASCLEPIOS II: 85% 
relative reduction  
(0.64 vs 4.16).

reduction in mean 
number of new or 
enlarging T2 lesions 
per year (P<0.001)7,11

risk reduction in 
3-month CDP
(10.9% vs 15%)
(P=0.003)7,11,18

risk reduction in 
6-month CDP
(8.1% vs 12%)
(P=0.01)7,11,18

up to

98%
up to nearly

60%
up to

85% 34% 32%

Powerful efficacy with significant reductions in 
disease activity vs Aubagio® (teriflunomide)

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.

Prospective pooled analysis

Disability progression was defined as an increase 
in Expanded Disability Status Scale (EDSS) of at 
least 1.5, 1, or 0.5 points in patients with a baseline 
EDSS of 0, 1 to 5, or 5.5 or greater, respectively.

KESIMPTA demonstrated the following vs Aubagio: 

RMS PATIENTS WITH DISEASE ACTIVITY MAY EXPECT A CHANGE IN 
THEIR TREATMENT. OFFER KESIMPTA FOR POWERFUL EFFICACY

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf


Patients studied in the ASCLEPIOS trials likely reflect the kind of patients 
you see in practice11

Trust an established safety profile...

Safety across pooled ASCLEPIOS I and II studies7
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Upper respiratory 
tract infections* 

Injection-related 
reactions (systemic)

Headache Injection-site 
reactions (local)

Urinary tract 
infection

Back pain Blood immunoglobulin 
M decreased

KESIMPTA n=946

Aubagio n=936
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A favorable safety profile comparable to Aubagio®

•  The overall rate of infections and serious infections in patients treated with KESIMPTA
was similar to Aubagio (51.6% vs 52.7%, and 2.5% vs 1.8%, respectively)7

•  Pooled data from both clinical trials show that treatment discontinuation rates due to
adverse events were similar between KESIMPTA (5.7%) and Aubagio (5.2%)12

•  The most common cause of discontinuation in patients treated with KESIMPTA was low
immunoglobulin M (3.3%), defined in trial protocols as IgM at 10% below the lower limit
of normal (LLN)7

(≥5% with KESIMPTA and a greater incidence than Aubagio)

   I felt more comfortable knowing that KESIMPTA® 
safety was studied in RMS patients like me.

of patients enrolled in KESIMPTA pivotal clinical trials were either 
treatment-naïve or previously treated with commonly used first-line 
therapies like interferon and dimethyl fumarate3,11

More than

80%

*  Includes the following: nasopharyngitis, upper respiratory tract infection, influenza, sinusitis, pharyngitis, rhinitis, viral upper respiratory infection, tonsillitis, acute sinusitis, pharyngotonsillitis, laryngitis, pharyngitis 
streptococcal, viral rhinitis, sinusitis bacterial, tonsillitis bacterial, viral pharyngitis, viral tonsillitis, chronic sinusitis, nasal herpes, tracheitis.

IMPORTANT SAFETY INFORMATION (cont)
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 Links to page 3 
as having depleted B-cells may pose an increased risk in these infants.

Please see additional Important Safety Information on the previous 
and following pages. Click here for full Prescribing Information, 
including Medication Guide.
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…that is tried through 3.5 years13

GIVE YOUR PATIENTS CONFIDENCE WITH EVIDENCE 
ON LONG-TERM SAFETY WITH KESIMPTA

• The nature and frequency of the most
common AEs were comparable with
those reported in ASCLEPIOS I and II13

• In the overall population, the
proportion of patients with AEs
leading to discontinuation (5.8%) were
consistent with those observed in the
pivotal trials (5.7%) with KESIMPTA®12,13

• Serious infections occurred in less than
3% of the overall safety population13

• No opportunistic infections
or progressive multifocal
leukoencephalopathy (PML) events
were reported, and the risk of
malignancies did not increase13

• Two deaths were reported, both in
the continuous KESIMPTA group, and
neither were reported as related to
KESIMPTA13

No conclusions of clinical outcomes can
be drawn.

IMPORTANT SAFETY INFORMATION (cont)

Study design: ALITHIOS, an ongoing open-label, umbrella extension Phase 3b, single-arm, multi-center study evaluating long-term (up to 
5 years) safety, tolerability, and effectiveness of KESIMPTA (20 mg SC) in subjects with RMS. The study enrolled 1703 RMS patients from the 
APLIOS, APOLITOS, and ASCLEPIOS I and II trials who continued KESIMPTA treatment. An interim analysis of this study provides up to 3.5 
years of cumulative safety data, from initiation of KESIMPTA treatment in the core/extension studies to the cut-off date of January 29, 2021.13

  AE=adverse event; IgM=immunoglobulin M.

* Incidence of “COVID-19” refers to confirmed SARS-CoV-2 infections, and “COVID-19 pneumonia” refers to cases of COVID-19 pneumonia as reported by the investigator. Investigators may report an AE both as 
“COVID-19” and “COVID-19 pneumonia.”

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-threatening 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.

3.5 year safety profile
AEs occurring in ≥5% of the long-term 

safety population at 3.5 years

Patients with ≥1 event, n (%)
Overall safety 

population 
(N=1969)

Continuous  
KESIMPTA group

(n=1292)

Injection-related reactions

Injection-related  
systemic reaction 489 (24.8) 336 (26.0)

Injection-site reaction 227 (11.5) 171 (13.2)

Infections 

All infections reported as AEs 1070 (54.3) 761 (58.9)

Nasopharyngitis 331 (16.8) 257 (19.9)

Upper respiratory tract infection 203 (10.3) 148 (11.5)

Urinary tract infection 192 (9.8) 156 (12.1)

COVID-19* 114 (5.8) 70 (5.4)

Other AEs

Headache 238 (12.1) 197 (15.2)

IgM decreased 215 (10.9) 153 (11.8)

Back pain 161 (8.2) 135 (10.4)

Fatigue 135 (6.9) 112 (8.7)

Arthralgia 133 (6.8) 102 (7.9)

Diarrhea 108 (5.5) 94 (7.3)

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf
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     KESIMPTA® is 1 Minute a Month* when I’m 
ready to take it. I’m free from daily reminders 
to take my RMS treatment.

1 MINUTE A MONTH8*
When the patient is ready to administer,

* As per stability technical specification data, when the patient is ready to inject, it typically takes less than 1 minute a month to administer. 
Once-monthly dosing begins after the initial dosing period, which consists of 20 mg subcutaneous doses at weeks 0, 1, and 2. Please see Instructions for Use for more detailed instructions on preparation and 
administration of KESIMPTA.7,8 

 †See KESIMPTA, Aubagio, and Copaxone Prescribing Information for complete dosing and administration instructions.
 ‡KESIMPTA initial dosing: 20 mg administered at week 0, 1, and 2. Subsequent dosing: 20 mg administered monthly starting at week 4.
 § Copaxone 40 mg/mL is the most prescribed branded platform injectable treatment in the US MS market for January-December 2021 (4.2% of the NBRx market share).15,16

30-day dosing frequency of select DMTs7,14-16

KESIMPTA*†‡ Aubagio®

(teriflunomide)†
Copaxone®

(glatiramer acetate)†§

A B-cell treatment designed  
with patients like Kristin in mind6

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. 

IMPORTANT SAFETY INFORMATION (cont)
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IMPORTANT SAFETY INFORMATION (cont)

PRESCRIBE KESIMPTA WITH CONFIDENCE TODAY

KESIMPTA offers you the flexibility of starting 
a B-cell therapy today, in your practice or at 
the patient’s home

START
Start today with 

samples and 
submit the 1-page 

Start Form*

SHOW
Demonstrate KESIMPTA® 

administration using  
the Sensoready®  

Demo Pen7

SCREEN 
Bloodwork to screen 
patients for HBV and 

test their Ig levels7

of patients with commercial 
insurance are covered17‡

$0 copay available for
eligible commercial patients 
with the KESIMPTA Access Card† 92%

  HBV=hepatitis B virus; Ig=immunoglobulin. 

*Sample program is only available to patients who are determined to be appropriate candidates for treatment with KESIMPTA.
†  Limitations apply. Offer not valid under Medicare, Medicaid, or any other federal or state health insurance program. Patients with commercial insurance coverage for KESIMPTA may receive up to $18,000 in annual 

copay benefits. Patients with commercial insurance and an initial denial of coverage may receive up to 12 months of free product while coverage is pursued. Novartis reserves the right to rescind, revoke, or amend this 
program without notice. See complete Terms & Conditions at start.kesimpta.com.

‡Based on unrestricted or single-step edit coverage from internal formulary tracker data as of September 2021.

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.

https://www.novartis.com/us-en/sites/novartis_us/files/kesimpta.pdf
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 POWERFUL efficacy6*

 ESTABLISHED SAFETY tried through 3.5 years7,13 

   1 MINUTE A MONTH, when the patient is ready 
to administer8† 

 START TODAY, in office or at home

Make KESIMPTA your 1st choice RMS 
treatment for patients like Kristin 

 After starting on KESIMPTA®, I’m excited for what’s next.

* Based on ARR primary end point results.
† As per stability technical specification data, when the patient is ready to inject, it typically takes less than 1 minute a month to administer. Once-monthly dosing begins after the initial dosing period, 

which consists of 20 mg subcutaneous doses at weeks 0, 1, and 2. Please see Instructions for Use for more detailed instructions on preparation and administration of KESIMPTA.7,8

For adults only.

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

KESIMPTA—Different for a Reason
The Only SC delivered B-cell RMS treatment5
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