Today’s RMS disease activity could lead
to tomorrow’s disability progression.
Intervene with a high efficacy treatment now.

SARAH, 29
Small business owner
Early-stage RMS

Would you consider a high efficacy
treatment for Sarah if you knew about its
safety profile with long-term data on Ig
and associated risk of infection?
Learn how KESIMPTA® may be

Not an actual patient.

appropriate for patients like Sarah

Ig=immunoglobulin; RMS=relapsing multiple sclerosis.

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.
Please see Important Safety Information throughout.
Click here for full Prescribing Information, including Medication Guide.

Serum Ig levels can be predictors of infection risk when
treating RMS patients with B-cell therapies
• Immunoglobulins play a critical role in the immune response by working
to destroy pathogens, including bacteria and viruses

Immunoglobulin G (IgG)

Is the main type of antibody found and
protects the body from infection1

Immunoglobulin M (IgM)

Mainly produced in primary response to infection1

• Treatment with B-cell therapies may lead to Ig decline in RMS patients2,3
• Patients with any level of Ig decline may be at risk of infection4

Would you consider KESIMPTA® if you knew more about its safety
profile, including Ig levels and associated risk of serious infections?

IMPORTANT SAFETY INFORMATION (cont)
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.
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 w
 ith 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 Important Safety Information throughout.
Click here for full Prescribing Information, including Medication Guide.

In 2 identical, randomized, double-blind, active-controlled Phase 3 studies in patients with RMS:
®
5

KESIMPTA demonstrated powerful efficacy
UP TO NEARLY 60% RELATIVE RISK REDUCTION
IN ANNUALIZED RELAPSES vs AUBAGIO® (teriflunomide)5,6
ASCLEPIOS I

ASCLEPIOS II

0.30

51%

0.22

Relative
reduction
P<0.001

Adjusted ARR

Relative
reduction
P<0.001

0.11

0.10

ARR ratio (95% CI):
0.50 (0.38–0.66)11

0.00

Aubagio
(n=462)

• Significantly reduced relative risk
of CDP vs Aubagio at 3 months5*

58%

0.25

KESIMPTA
(n=465)

• Near-complete suppression of
GdE T1 and superior reductions
in new or enlarging T2 lesion
activity per year vs Aubagio5*

ARR ratio (95% CI):
0.42 (0.31–0.56)12

Aubagio
(n=474)

KESIMPTA
(n=481)

ASCLEPIOS Study Design: ASCLEPIOS I and II were
2 identical, randomized, active-controlled, doubleblind Phase 3 studies in patients with RMS. 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 endpoint
was ARR. Key MRI endpoints were number of GdE
T1 lesions and annualized rate of new or enlarging
T2 lesions. A key clinical endpoint 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.5

• Monitor the level of immunoglobulins at the beginning, during, and after discontinuation of treatment
with KESIMPTA until B-cell repletion5
• Consider discontinuing KESIMPTA if a patient develops a serious opportunistic infection or recurrent
infections if immunoglobulin levels indicate immune compromise5

Favorable safety profile comparable to Aubagio5,7
SAFETY ACROSS POOLED ASCLEPIOS I AND II STUDIES5-7
Aubagio
n=936

KESIMPTA
n=946

Upper respiratory tract infections†

38%

39%

Injection-related reactions (systemic)

15%

21%

Headache

12%

13%

Injection-site reactions (local)

6%

11%

Urinary tract infection

8%

10%

Back pain

6%

8%

Blood immunoglobulin M decreased

2%

6%

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

Aubagio
n=493

KESIMPTA
n=488

Overall rate of infections

52.7%

51.6%

Serious infections

1.8 %

2.5 %

Treatment discontinuations:
• Pooled data from both clinical trials show that treatment
discontinuation rates due to adverse events were similar
between KESIMPTA (5.7%) and teriflunomide (5.2%)7
• The most common cause of discontinuation in patients
treated with KESIMPTA was low IgM (3.3%), defined in
trial protocols as IgM at 10% below the lower limit of
normal (LLN)5

KESIMPTA has the potential for an increased risk of infections, including serious bacterial, fungal, and new or reactivated viral infections;
some of these infections have been fatal in patients treated with other anti-CD20 antibodies.5
ARR=annualized relapse rate; CDP=confirmed disability progression; CI=confidence interval; GdE=gadolinium-enhancing; MRI=magnetic resonance imaging.
*Key clinical and MRI endpoints: reduction in mean number of GdE T1 lesions per scan vs Aubagio of 98% (0.01 vs 0.46) in ASCLEPIOS I and 94% (0.03 vs 0.52)
in ASCLEPIOS II; reductions in T2 lesions vs Aubagio of 82% (0.72 vs 4.00) in ASCLEPIOS I and 85% (0.64 vs 4.16) in ASCLEPIOS II; reduced risk in 3-month
CDP vs Aubagio of 34% (10.9% vs 15.0%) in pooled populations from both trials.
†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)
Vaccinations: Administer all immunizations according to immunization guidelines: for live or liveattenuated 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.
Please see Important Safety Information throughout.
Click here for full Prescribing Information, including Medication Guide.

Mean IgG levels remained stable for up to 3.5 years for
patients on KESIMPTA®8
• In the Phase 3 ASCLEPIOS trials, no decline in IgG was observed at the end of the study5,9
• In the extension analysis, mean IgG levels remained stable for up to 3.5 years in patients taking KESIMPTA8
IgG LEVELS WITH KESIMPTA OVER 3.5 YEARS8
AUBAGIO® (teriflunomide)/KESIMPTA Switch*

KESIMPTA

Serum IgG levels (g/L), mean±SE

13

R1

12
11

R2
Switching Period*

10.25 g/L

10.31 g/L

10
9

10.48 g/L

10.34 g/L

8
7
6
5

5.65 g/L
LLN

BL

4

12

24

36

48

60

72

84

96

108

Core study period

120

132

144

156

168

Average IgG levels remained within the
reference range (patients aged >18 years):
5.65-17.65 g/L.10

Extension phase

Visit (Weeks)

ALITHIOS Study Design: ALITHIOS is 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. A long-term safety analysis from ALITHIOS was conducted to evaluate
IgM/IgG levels and their association with serious infection for up to 3.5 years.8

IgM levels remained above the lower limit of normal (LLN)8†
• In the Phase 3 ASCLEPIOS trials, 14.3% patients treated with KESIMPTA experienced a decrease in IgM5
• In the long-term analysis, mean IgM declined over time but remained above the LLN for up to 3.5 years8
IgM LEVELS WITH KESIMPTA OVER 3.5 YEARS8
AUBAGIO/KESIMPTA Switch*

Serum IgM levels (g/L), mean±SE

1.4
1.2

KESIMPTA
R1

1.36 g/L

R2
Switching Period*

1.34 g/L

1.0
0.75 g/L

0.8

0.71 g/L

0.6

0.4 g/L

0.4
0.2

Rate of IgM decline slowed
over the 3.5-year period8

LLN

BL

4

12

24

36

48

60

72

84

96

108

120

Core study period

132

144

156

Extension phase

Visit (Weeks)

168

Average IgM levels remained within the
reference range (patients aged >18 years):
0.4-2.3 g/L.10

BL=baseline; SC=subcutaneous; SE=standard error.
*Switching period refers to the patients started with Aubagio and not applicable to the patients treated with KESIMPTA in the core period; for
Aubagio/KESIMPTA group data from first dose of Aubagio until last dose of KESIMPTA plus 100 days/analyses cutoff dates have been used.
†For all pooled analyses, a fixed value of LLN (using ALITHIOS study reference) was used: IgG: 5.65 g/L/IgM: 0.4 g/L.

IMPORTANT SAFETY INFORMATION (cont)
Vaccinations (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 as having depleted B-cells may pose an increased risk in these infants.
Please see Important Safety Information throughout.
Click here for full Prescribing Information, including Medication Guide.

In extension study analysis
®

KESIMPTA : No increased risk of serious infection
associated with change in IgG/IgM levels was observed
at 3.5 years8
KESIMPTA has the potential for an increased risk of infections, including serious bacterial, fungal, and new
or reactivated viral infections; some of these infections have been fatal in patients treated with other
anti-CD20 antibodies5
PATIENTS WITH AT LEAST 1 SERIOUS INFECTION WITHIN 1 MONTH PRIOR AND UNTIL
1 MONTH AFTER ANY SERIES OF DROPS IN IgM/IgG <LLN
IgM

IgG

<LLN
(N=454*)

≥LLN
(N=1512†)

<LLN
(N=30*)

Overall
≥LLN
(N=1936†)

N=1969

n (%)

IR‡

n (%)

IR‡

n (%)

IR‡

n (%)

IR‡

n (%)

IR‡

3 (0.7)

0.80

44 (2.9)

1.38

1 (3.3)

7.02

55 (2.8)

1.34

58 (2.9)

1.39

Herpes zoster (PT)

1 (0.2)

0.27

0

0

0

0

1 (0.1)

0.02

1 (0.1)

0.02

URTI (PT)

1 (0.2)

0.27

0

0

0

0

1 (0.1)

0.02

1 (0.1)

0.02

UTI (PT)

1 (0.2)

0.27

3 (0.2)

0.09

0

0

6 (0.3)

0.14

6 (0.3)

0.14

Escherichia UTI (PT)

0

0

1 (0.1)

0.03

NA

NA

NA

NA

1 (0.1)

0.02

Kidney infection (PT)

0

0

1 (0.1)

0.03

NA

NA

NA

NA

1 (0.1)

0.02

Pneumonia (PT)

0

0

8 (0.5)

0.25

1 (3.3)

7.02

8 (0.4)

0.19

9 (0.5)

0.21

Patients with ≥1
serious infection

• The overall incidence of serious infections in KESIMPTA-treated patients was low for up to 3.5 years8§
PT=preferred term.
*Number of patients with IgM/IgG <LLN at least once at any time during the post-baseline visits.
†Number of patients with no occurrence of IgM/IgG <LLN at least once at any time during the post-baseline visit.
‡
IR per 100 PY estimated via a Poisson regression model with only treatment as the factor and with the log-link and natural logarithm of time as
the offset variable. For all pooled analyses, a fixed value of LLN (using ALITHIOS study reference) was used: IgM: 0.4 g/L; and IgG: 5.65 g/L.
§
Low incidence of serious infection defined as 1.39 incidence rate per 100 patient-years.

Ig testing and monitoring can help manage increased risk of serious infection
• Monitor the level of immunoglobulins at the beginning, during, and after discontinuation of
treatment with KESIMPTA until B-cell repletion5
• Consider discontinuing KESIMPTA if a patient develops a serious opportunistic infection or
recurrent infections if immunoglobulin levels indicate immune compromise5

Consider efficacy. Consider safety. Consider 3.5 years of Ig data.
Choose KESIMPTA with confidence.
IMPORTANT SAFETY INFORMATION (cont)
Injection-Related Reactions: Injection-related reactions with systemic symptoms occurred most commonly within 24 hours o f the first injection,
but were also observed with later injections. There were no life-threatening injection reactions in RMS c linical studies.
The first injection of KESIMPTA should be performed under t he 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.
Please see Important Safety Information throughout.
Click here for full Prescribing Information, including Medication Guide.

When choosing a B-cell therapy for patients like
Sarah with signs of disease activity*

Make KESIMPTA ® your 1 st choice
• Powerful efficacy5,6
• Favorable safety profile comparable to Aubagio® (teriflunomide)5,7
• IgM/IgG and risk of serious infection data observed up
to 3.5 years8
• Flexibility of self-administered, once-monthly therapy that
can be taken at home or anywhere5†‡
*As evidenced by annualized relapse rate, MRI (GdE T1 and T2 lesions), and 3-month CDP.
†The initial dosing period consists of 20 mg SC doses at Weeks 0, 1, and 2.
‡
KESIMPTA Sensoready® Pens must be refrigerated at 2°C to 8°C (36°F to 46°F). Keep product in the original
carton to protect from light until the time of use. Do not freeze. To avoid foaming, do not shake. If necessary,
KESIMPTA may be stored at room temperature below 30°C (86°F) for up to 7 days and returned to the
refrigerator, to be used within the next 7 days.

Not an
actual patient.

IMPORTANT SAFETY INFORMATION (cont)
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 Important Safety Information throughout. Click here for
full Prescribing Information, including Medication Guide.
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