
RELY ON GILENYA® TO HELP YOU SAY

‘‘HEY MS, TAKE THIS!”
Take on RRMS with a pill that 
cut relapses. It’s the first & only 
approved RRMS treatment for 
kids as young as 10.

MS=multiple sclerosis; 
RRMS=relapsing-remitting multiple sclerosis.

Not an actual patient.
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GILENYA was shown to cut relapses in adults and 
kids as young as 10

One pill, once a day* —GILENYA can fit in with your routine for 
patients with oral preference.

GILENYA is the first and only approved RRMS treatment for 
kids as young as 10 

[16+] years of clinical trial experience

[~300,000] people treated with GILENYA (worldwide, 
including clinical trial use and people prescribed GILENYA)

GILENYA HAS EXPERIENCE WHEN 
IT COMES TO RRMS
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GILENYA CUT MORE RELAPSES IN 
SEPARATE HEAD-TO-HEAD TRIALS
Adults taking once-a-day* GILENYA® had fewer relapses compared 
with Avonex® (interferon beta-1a), Copaxone® (glatiramer acetate 
injection) once-daily 20 mg, and placebo. 

GILENYA reduced relapses by:

54

41

52%

%

%

vs placebo

In a 2-year study against placebo, 
GILENYA reduced the number of 
relapses by 54%.

vs Copaxone (glatiramer 
acetate injection)

In a 1-year study against Copaxone, 
20 mg once-daily, GILENYA reduced 
the number of relapses by 41%.

vs Avonex (interferon beta-1a)

In a separate 1-year study, 
GILENYA reduced the number 
of relapses by 52% vs Avonex.

Avonex and Copaxone are 
registered trademarks of 
their respective owners.
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GILENYA® vs placebo

GILENYA® vs Avonex® (interferon beta-1a)

GILENYA

GILENYA

PLACEBO

AVONEX

70%
HAD NO 
RELAPSES

70%
HAD NO 
RELAPSES

83%
HAD NO 
RELAPSES

46%
HAD NO 
RELAPSES

In a 2-year study vs placebo, 30% of people taking GILENYA experienced 
a relapse compared with 54% of people taking placebo. 

In a 1-year study vs Avonex, 17% of people taking GILENYA experienced 
a relapse compared with 30% of people taking Avonex.

PLUS, MORE PEOPLE 
TAKING GILENYA WERE RELAPSE-FREE
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GILENYA REDUCED 2 KEY LESIONS 
SEEN ON MRI SCANS

In a 2-year study vs placebo:

REDUCED GD+ T1 LESIONS BY REDUCED GD+ T1 LESIONS BY

T1: 0.2 FOR GILENYA VS 1.1 
FOR PLACEBO

T1: 0.2 FOR GILENYA VS  0.5 
FOR AVONEX

T2: 2.5 FOR GILENYA VS 9.8 
FOR PLACEBO

T2: 1.6 FOR GILENYA VS 2.6 
FOR AVONEX

82% 60%

74% 38%

REDUCED NEW OR NEWLY 
ENLARGING T2 LESIONS BY

In a 1-year study vs Avonex® 
(interferon beta-1a):

REDUCED NEW OR NEWLY 
ENLARGING T2 LESIONS BY

Gd+=gadolinium enhancing; MRI=magnetic resonance imaging. 

Avonex is a registered trademark of Biogen.

Please see full Important Safety Information on pages 17 to 19. Please see 
Important Product Information, including Medication Guide, in pocket.
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AND GILENYA SLOWED 
DISABILITY PROGRESSION

82%

In a 2-year study:

OF ADULTS TAKING 
GILENYA® SHOWED NO 
DISABILITY PROGRESSION

COMPARED WITH 76% OF PEOPLE 
TAKING PLACEBO

IN A 1-YEAR STUDY AGAINST 
AVONEX, THERE WAS NO 
SIGNIFICANT DIFFERENCE IN 
DISABILITY PROGRESSION

Disability progression was 
measured every 3 months. 

Not an actual patient.
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MORE ADULTS WHO STARTED ON 
GILENYA, STAYED ON GILENYA

After 1 year:

81%
OF ADULTS TAKING 
GILENYA® SHOWED NO 
DISABILITY PROGRESSION

COMPARED WITH 29% WHO STARTED ON INTERFERON 
BETA INJECTIONS OR GLATIRAMER ACETATE INJECTIONS

A study showed 352 adults out of 433 (81%) who started 

GILENYA were still taking it 1 year later. By contrast, only 

125 people out of 428 (29%) who started on an interferon 

beta injection or glatiramer acetate injectable treatment 

were still sticking with it after 1 year.
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ONCE-A-DAY* GILENYA IS 

THE FIRST & ONLY RRMS TREATMENT 
APPROVED FOR KIDS AS YOUNG AS 10
Children with RRMS may experience relapses more frequently than 
adults, which could take time away from doing the things they enjoy. 
Treating their RRMS early can make a difference and reduce relapses.
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GILENYA CUT RELAPSES IN 
CHILDREN AS YOUNG AS 10
When someone with RRMS experiences new symptoms or 
the worsening of old symptoms for 24 hours or longer, it’s 
considered a relapse, and every relapse matters.

GILENYA cut relapses by

82%

GILENYA signifi cantly reduced the 
annualized relapse rate in children as 
young as 10 by 82% over a period 
of up to 2 years compared with an 
injectable.

Not an actual patient.
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LESIONS WERE REDUCED 
IN KIDS AS YOUNG AS 10
GILENYA® was shown to significantly reduce Gd+ T1 and T2 
lesions seen on MRI scans:

66 53% %

T1: 0.4 FOR GILENYA VS 1.3 
FOR LEADING INJECTABLE

Not an actual patient.

In a 2-year study, GILENYA:

REDUCED GD+ T1 
LESIONS BY

REDUCED THE RATE PER YEAR OF NEW 
OR NEWLY ENLARGING T2 LESIONS BY

T2: 4.4 FOR GILENYA VS 9.3 
FOR LEADING INJECTABLE

Gd+=gadolinium enhancing; 
MRI=magnetic resonance imaging.
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THERE ARE 2 STEPS TO 
STARTING GILENYA

Step 1: Pretests

Step 2: first day taking GILENYA

1

2

Routine blood tests Eye exam ECG

Children ages 10-17 will also need to complete scheduled vaccinations.

To help start GILENYA safely, Patient should be monitored by a health 
care professional for at least 6 hours after your fi rst dose. This is called 
a first-dose observation (FDO).

In some cases, the patient may need to be monitored for longer than 6 
hours and will stay in a medical facility overnight.

ECG=electrocardiogram.
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GLOSSARY
Multiple sclerosis is not always easy to understand. Here are some basic 
terms that may help you or your child.

• Disease-Modifying Therapy (DMT): Disease-modifying therapies are
important when it comes to the overall approach to relapsing MS treatment. They
are medicines that help reduce the number of relapses and lesions.

• Electrocardiogram (ECG): An ECG measures the rhythm of one’s heartbeat.

• ECGs and GILENYA: Before GILENYA treatment, the person taking GILENYA
will receive an ECG to establish a baseline for their heartbeat. Because GILENYA
will slow the heart rate when first taken, they will receive another ECG 6 hours after
the first dose to check their heart activity again. We call this first-dose observation
(FDO).

• Gd+ T1 Scan: Gd+ T1 scans reveal areas of active inflammation. These scans
let your doctor see what relapsing MS is doing right now. Gadolinium (Gd) is a dye
that’s given intravenously to help the brain lesions in the image stand out.

• Magnetic Resonance Imaging (MRI): An MRI is a noninvasive tool that your
health care team uses to look inside the body to diagnose MS and track it over
time. In relapsing MS, MRI scans of the brain can show areas of inflammation and
damage to the nerves, known as lesions.

• Multiple Sclerosis (MS): MS is a disease that affects the central nervous
system— which includes the brain and the spinal cord, as well as the optic
nerves, which connect the eyes to the brain. In MS, some immune cells attack the
protective layer of nerves. When this happens, the protective layer and nerves are
damaged. This makes it harder for nerves to send information and impulses to the
rest of the body—which is what brings about the symptoms of MS.

• Relapse: A relapse, also known as a “flare-up” or “exacerbation,” occurs when
someone living with relapsing MS experiences new symptoms or the worsening of
old symptoms that last for 24 hours or longer (from days to months)—and are 30
days apart.

• Relapsing-Remitting Multiple Sclerosis (RRMS): RRMS—commonly
referred to as relapsing MS—is the most common form of MS. It is defined by
attacks of new or worsening neurologic symptoms. After a relapse—during a time
period known as remission—all symptoms may disappear, but some may continue
or become permanent.

• T2 Scan: T2 scans give your doctor an overview of how relapsing MS affects your
brain over time, showing both old and new lesions in the same image.
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Important note: Before prescribing, consult full prescribing information.

Composition: Capsules of 0.5 mg Fingolimod.

Indication: Gilenya is indicated for the treatment of adults, adolescents and children from 
10 years of age with relapsing-remitting Multiple Sclerosis (MS) for the reduction of the 
frequency of flare-ups and to delay the advancement of the disability.

Dosage and administration: 

Adults 0.5 mg 1x daily oral 

Children and adolescents with a body weight of 40 kg 0.25 mg 1x daily oral Children and 
adolescents with a body weight of more than 40 kg: 0.5 mg 1x daily oral “The strength 
0.25mg supporting the age group between 10 and 18 years old with body weight of 
40kg or under is not registered”

Contraindication: Myocardial infarction, unstable angina pectoris, stroke/TIA, acute 
decompensated cardiac failure, cardiac failure NYHA class III/IV • Severe cardiac arrhythmia 
• AV block grade 2  of the Mobitz II type or an AV block grade 3  or Sick Sinus Syndrome,
if not treated with pacemaker. • QTc Interval ≥500 ms at baseline • Immune Deficiency
Syndrome • Elevated risk of opportunistic infection • Severe active infections, active chronic 
infections • Active malignant diseases • Moderate/severe liver insufficiency/liver cirrhosis
(conforming to Child-Pugh classes B and C). • Macular edema • In patients of child-bearing 
potential without adequate contraception, pregnancy, breast-feeding • hypersensitivity to
any of the active ingredients or excipients.

Warnings and precautions: For all patients after first administration: 6-hour cardiac 
monitoring for symptoms of bradycardia as well as of atrioventricular conduction dysfunction. 
For patients with cardiac anomalies in the first 6 hours after first administration, cardiac 
preconditions, heart-rate-slowing treatment or QT interval prolongation, cardiological 
monitoring should be extended. • Complete blood count (CBC) including differential 
blood count before starting treatment, in month 3 and then regularly (at least annually) 
as well as if there are indications of an infection. If total thrombocyte count <0.1x109/l 
stop treatment. If total thrombocyte count <0.2x109/l Diff. blood count at least every three 
months. If there are severe active infections or active chronic infections, wait on treatment.• 
Cases of PML (Progressive Multi-focal Leukoencephalopathy) occurred without previous 
treatment with natalizumab after an approximate treatment duration of 2-3 years. MRI 
imaging recommended at the start of treatment. If there is a suspicion of PML: Perform MRI 
examination and delay treatment until infection can be ruled out.• Cases of cryptococcosis 
infection including cryptococcal meningitis occurred after a treatment of approximately 2-3 
years. Patients with a suspicion of cryptococcal meningitis should immediately undergo 
diagnostic workup. • Infections with Human Papilloma Virus (HPV), including papilloma, 
dysplasia, warts and HPV-related cancers were reported in the postmarketing period. 
Cancer prevention, including a Pap tests, is recommended according to the standard of 

BSS
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care. • Ophthalmological examination before starting and after 3-4 months of treatment. 
Vision tests every 6 months. • Determination of liver values before starting and 1, 3, 6, 9 
and 12 months after starting treatment, then at periodic intervals. • Regular blood pressure 
checks. • Discontinue Gilenya if there is a suspicion of posterior reversible encephalopathy 
syndrome. • Pulmonary examination in symptomatic patients. • Cases of malignant 
cutaneous malignomas (basal cell carcinoma, lymphoma, malignant melanoma, squamous 
cell carcinoma, Kaposi sarcoma and Merkel cell cancer) have occurred on treatment with 
Gilenya. Regular dermatological monitoring is recommended. • In the postmarketing period, 
rare cases of tumefactive lesions have been reported in connection with MS flare-ups. • 
Take care when changing from other immunosuppressive/immunomodulating treatments 
to Gilenya. Take the half-life into consideration for natalizumab and teriflunomide. Switching 
from alemtuzumab not recommended. 

Interactions: Anti-neoplastic, immunosuppressive or immunomodulating treatments 
(including corticosteroids). • Switching from long-acting immune therapeutics (natalizumab, 
teriflunomide or mitoxantrone) • Vaccines • Beta blockers, calcium channel blockers and 
other substances that may slow the heart rate • Ketoconazole • Carbamazepine.

Adverse Effects: Very common: Flu-like viral infections, sinusitis, headache, cough, 
diarrhea, back pain, elevated liver enzymes • Common: Bronchitis, Herpes zoster, 
tinea versicolor, basalioma, leukopenia, lymphopenia, vertigo, migraine, blurred vision, 
bradycardia, atrioventricular block, hypertension, dyspnea, eczema, pruritus, asthenia, 
elevated blood triglycerides, depression• Uncommon: Pneumonia, seizure, macular 
edema, depressed mood, malignant melanoma, thrombocytopenia • Rare Posterior 
reversible encephalopathy syndrome. Very rare Kaposi’s sarcoma.

Packs: Country specific

Leaflet Revision date: November 2020

BSS Version: 4.1

Safety Label Change (SLC)  2020-PSB/GLC-1109-s

Tracking number:

References:
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3. Kappos L, et al. N Engl J Med 2010; 362:387–401.
4. Cohen JA et al. N Engl J Med 2010; 362:402–415.
5. https://www.nationalmssociety.org/For-Professionals/Clinical-Care/Managing-MS/
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