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physician checklist
This material was prepared by Sandoz Canada as part of a 

risk management plan for PrSandoz® Fingolimod. This material is 
not intended for promotional use.

Review this checklist whenever you 
initiate a patient on Sandoz Fingolimod.

Sandoz Fingolimod (fingolimod) is indicated as monotherapy for the 
treatment of patients with the relapsing-remitting form of multiple 
sclerosis (MS) to reduce the frequency of clinical exacerbations and to 
delay the progression of physical disability. Sandoz Fingolimod is generally 
recommended in MS patients who have had an inadequate response to, or 
are unable to tolerate, one or more therapies for multiple sclerosis.

Patients will receive a guide to treatment with Sandoz Fingolimod that will tell them what to expect during 
treatment and inform them of the possible risks. Please encourage them to read their guide.

1. Assessing patient suitability

Sandoz Fingolimod is contraindicated
in patients with: 
> Hypersensitivity to fingolimod or to any 

ingredient in the formulation of Sandoz 
Fingolimod (fingolimod) or component 
of the container.

> Increased risk for opportunistic 
infections, including those who are 
immunocompromised due to 
treatment (e.g., antineoplastic, 
immunosuppressive, or 
immunomodulating therapies; total 
lymphoid irradiation; or bone marrow 
transplantation) or disease.

> Known immunodeficiency syndrome.
> Severe active infections, including 

active chronic bacterial, fungal, or viral 
infections (e.g., hepatitis, tuberculosis).

> Known active malignancies, except for 
patients with basal cell carcinoma.

> Severe hepatic impairment 
(Child-Pugh Class C).

> Cardiovascular events in the last six 
months, specifically myocardial 
infarction, unstable angina pectoris, 
stroke/transient ischemic attack, 
decompensated heart failure (requiring 
inpatient treatment), or New York Heart 
Association Class III/IV heart failure.

> Severe cardiac arrhythmias requiring 
anti-arrhythmic treatment with Class Ia 
or Class III anti-arrhythmic drugs.

> Second-degree Mobitz type II 
atrioventricular (AV) block or 
third-degree AV block, or sick-sinus 
syndrome, if they do not have 
a pacemaker.

> A baseline QTc interval ≥ 500 msec.
> Women (including female adolescents) 

who are pregnant or of childbearing 
potential not using effective 
contraception. Pregnancy must be 
excluded before the start of treatment 
as Sandoz Fingolimod may cause 
fetal harm. 

Sandoz Fingolimod is not 
recommended in patients with:
> A history of, or who are currently 

experiencing, sino-atrial heart block.
> A history of recurrent syncope or 

symptomatic bradycardia.
> Significant QT prolongation

(QTc > 470 msec in females or 
> 450 msec in males) or in patients with 
relevant risk factors for QT prolongation 
(e.g. hypokalemia, hypomagnesemia, 
or congenital QT prolongation).

> A history of cardiac arrest.
> Uncontrolled hypertension.
> Severe untreated sleep apnea.
Consult the cardiologist regarding 
appropriate first-dose monitoring. At 
least overnight extended monitoring is 
recommended. 
> Taking beta-blockers, 

heart-rate-lowering calcium channel 
blockers (includes verapamil or 
diltiazem), or other substances that are 
known to lower the heart rate (includes 
Class Ia and Class III antiarrhythmics, 
digoxin, cholinesterase inhibitors or 
pilocarpine). Consult a cardiologist 
regarding possibility of switching to 
non-heart-rate-lowering drugs. If 
change in medication is not possible, 
extend monitoring to at least overnight. 

> Women who are breastfeeding should 
not be treated with Sandoz Fingolimod.

Drug interactions
> Concomitant use of certain cardiac 

medications may increase the risk 
of bradyarrhythmia with first-dose 
administration of Sandoz Fingolimod. 
Ask patients to provide information 
on all medications they are 
currently taking.

CONTRAINDICATIONS AND DRUG INTERACTIONS



> Sandoz Fingolimod is not 
recommended in patients 
concomitantly taking beta-blockers, 
heart-rate-lowering calcium channel 
blockers (e.g. verapamil or diltiazem) 
or other medicines that are known to 
decrease the heart rate (e.g. digoxin, 
anticholinesteratic agents, or 
pilocarpine). If Sandoz Fingolimod 
treatment is considered in these 
patients, anticipated benefits must 
outweigh potential risks, and a 
cardiologist must be consulted to 
switch to non-heart-rate-lowering 
therapy or, if not possible, to 
determine appropriate monitoring. 
At least overnight extended 
monitoring is recommended.

> Sandoz Fingolimod is not 
recommended in patients with 
sino-atrial heart block, history of 
symptomatic bradycardia, or recurrent 
syncope. Significant QT-interval 
prolongation (QTc > 470 msec in 
females and > 450 msec in males), 
history of cardiac arrest, uncontrolled 
hypertension, or severe sleep apnea. 
Seek advice from a cardiologist 
regarding the most appropriate 
monitoring at treatment initiation; 
at least overnight extended 
monitoring is recommended. 

> Ensure patients are not concomitantly 
taking Class Ia or Class III 
antiarrhythmic medicines.

> Conduct baseline electrocardiogram 
(ECG) and blood pressure (BP) 
measurement.  

> Co-administration of antineoplastic, 
immunosuppressive, or 
immunomodulating therapies is not 
recommended due to the risk of 
additive immune system effects. For 
the same reason, a decision to use 
prolonged concomitant treatment 
with corticosteroids should be taken 
after careful consideration.

> Fingolimod reduces circulating 
lymphocyte counts to 20%–30% of 
baseline values via reversible retention 
in lymphoid organs and may increase 
the risk of infections. Check the 
patient’s complete blood count (CBC) 
before starting therapy if no recent 
(i.e., within 6 months or after 
discontinuation of prior therapy) 
result is available, and monitor 
throughout therapy.

> Obtain recent (within 6 months) 
transaminase and bilirubin levels.

> Inform women of childbearing 
potential that Sandoz Fingolimod is 
contraindicated in pregnant women 

and women of childbearing potential 
not using effective contraception. 

> Provide all patients of childbearing 
potential with the Pregnancy 
Reminder Card to discuss the serious 
risks to the fetus whether the patient 
is pregnant, might be pregnant, or is 
trying to become pregnant.

> Sandoz Fingolimod may be  
teratogenic. Confirm a negative 
pregnancy test result in women of 
childbearing potential prior to starting 
treatment and repeat at suitable 
intervals during treatment.

> Counsel women to avoid pregnancy 
and use effective contraception 
during Sandoz Fingolimod treatment 
and for 2 months after stopping 
Sandoz Fingolimod. Counselling 
should be facilitated by the Pregnancy 
Reminder Card. 

> Sandoz Fingolimod must be 
stopped 2 months before planning 
a pregnancy.

> Sandoz Fingolimod has an 
immunosuppressive effect that 
predisposes patients to an infection 
risk, including opportunistic infections 
that can be fatal, and increases the 
risk of developing lymphomas 
(including mycosis fungoides) and 
other malignancies, particularly those 
of the skin. Surveillance should include 
vigilance for both skin malignancies 
and mycosis fungoides. Patients 
should be carefully monitored, 
especially those with concurrent 
conditions or known factors, such as 
previous immunosuppressive therapy. 
If this risk is suspected, the patient 
should be referred to a physician.

 - Treatment initiation in patients with 
severe active infection should be 
delayed until the infection is 
resolved. Suspension of treatment 
during serious infections should be 
considered. 

 - Vigilance for basal cell carcinoma 
and other cutaneous neoplasms, 
including malignant melanoma, 
squamous cell carcinoma, Kaposi’s 
sarcoma, and Merkel cell carcinoma 
is recommended, with skin 
examination prior to treatment 
initiation and then every 6–12 
months taking into consideration 
clinical judgment. Patients should 
be referred to a dermatologist if 
suspicious lesions are detected.

> Prompt diagnostic evaluation should 
be performed in patients with 
symptoms and signs consistent with 

cryptococcal meningitis; appropriate 
treatment, if diagnosed, should be 
initiated. 

 - Reports of cryptococcal meningitis 
(sometimes fatal) have been 
received after approximately 
2–3 years of treatment, although an 
exact relationship with the duration 
of treatment is unknown.

> Physicians should be vigilant for 
clinical symptoms suggestive of 
progressive multifocal 
leukoencephalopathy (PML) and refer 
the patient to their prescriber.

 - Cases of PML have occurred after 
approximately 2–3 years of 
monotherapy treatment, although 
an exact relationship with the 
duration of treatment is unknown.

> Infection with human papillomavirus 
(HPV), including papilloma, dysplasia, 
warts, and HPV-related cancer, has 
been reported in patients under 
fingolimod treatment. Due to the 
immunosuppressive properties of 
fingolimod, patients should consider 
vaccination against HPV prior to 
treatment initiation. Cancer screening, 
including Pap tests, is recommended 
as per standard of care.

> Check varicella zoster virus (VZV) 
antibody status in patients without a 
healthcare-professional-confirmed 
history of chickenpox or 
documentation of a full course of 
varicella vaccination. If the patient has 
not had chickenpox or vaccination 
with varicella vaccine, then the 
vaccination is recommended prior to 
commencing treatment with Sandoz 
Fingolimod and treatment initiation 
should be delayed for one month to 
allow full effect of vaccination to occur. 
Tell the patient to speak to their 
prescribing physician.

> Conduct an ophthalmologic 
evaluation in patients with diabetes 
mellitus or a history of uveitis prior to 
and during Sandoz Fingolimod.

Provide patients with the Patients and 
Caregivers Guide. 

Persistence of Sandoz Fingolimod 
effects after drug discontinuation
Advise patients that Sandoz Fingolimod 
remains in the blood and continues to 
have effects, including decreased blood 
lymphocyte counts, for up to 2 months 
following the last dose.

Patients will receive a guide to treatment with Sandoz Fingolimod that will tell them what to expect during 
treatment and inform them of the possible risks. Please encourage them to read their guide.

1. Assessing patient suitability (cont.)

PRIOR TO INITIATING THERAPY



Before first dose 
> Perform baseline electrocardiogram 

(ECG). 
> Perform blood pressure 

measurement. 
> Perform a liver function test

prior to (within 6 months) of 
treatment initiation. 

> Arrange ophthalmological 
assessment before starting Sandoz 
Fingolimod in patients with diabetes 
mellitus or with a history of uveitis.  

For 6 hours after first dose 
> Monitor the patient for 6 hours after 

the first dose of fingolimod has been 
administered for signs and symptoms 
of bradycardia, including hourly pulse 
and blood pressure checks. 

If the patient is symptomatic, 
continue monitoring until resolution.

> Continuous (real-time) ECG 
monitoring is recommended. 

> Perform an ECG at the end of the 
6-hour monitoring period.  

> If, at the 6-hour time point, the heart 
rate is at the lowest value following 
the first dose, extend heart rate 
monitoring for at least 2 more 
hours and until the heart rate 
increases again.

Extended monitoring
> Should a patient require 

pharmacological intervention during 
the first-dose observation period, 
continuous overnight monitoring 
(e.g., continuous ECG monitoring)

in a medical facility should be 
instituted and the first-dose 
monitoring strategy should be 
repeated when the second dose of 
Sandoz Fingolimod is administered.

> Extended heart-rate monitoring of at 
least overnight, until the finding is 
resolved, is also required:

 - with third-degree AV block 
occurring at any time, and

 - where at the 6-hour time point:
  • heart rate < 45 bpm;
  • new-onset, second-degree or 

higher AV block;
  • QTc interval > 500 msec.

FIRST-DOSE MONITORING OF 6 HOURS

After one month of treatment: 
If fingolimod therapy is discontinued 
for more than 2 weeks, the effects on 
heart rate and AV conduction may 
recur on reintroduction of Sandoz 
Fingolimod treatment, and the same 

precautions as for the first dose 
should apply (i.e., monitor for at least 
6 hours after the first dose). 

Within the first 2 weeks of treatment: 
If therapy is interrupted for one day 

or more, first-dose procedures 
are recommended. 
During Weeks 3 and 4 of treatment: 
If therapy is interrupted for more than 
7 days, first-dose procedures 
are recommended.

MONITORING DURING REINITIATION OF THERAPY AFTER DISCONTINUATION

Patients who are starting treatment with fingolimod, or who are reinitiating therapy after discontinuation, require 
monitoring for at least 6 hours during their first dose. Monitoring should be performed in a medical facility under 
the supervision of the prescriber.
It should also be followed at re-initiation of treatment when Sandoz Fingolimod is discontinued for:
> 1 day or longer within the first 2 weeks of treatment
> More than 7 days during weeks 3 and 4
> More than 2 weeks after the first month of treatment

2. Starting or reinitiating fingolimod therapy

Risk of recurrence
> Their condition may get worse if they 

discontinue Sandoz Fingolimod. In the 
post-marketing setting, severe 
exacerbation of disease has been 
observed rarely in some patients 
stopping fingolimod. The possibility of 
recurrence of exceptionally high 
disease activity should be considered.

Risk of seizures
> There is a risk of seizures, including 

status epilepticus, especially in 
patients with underlying conditions or 
with a pre-existing history or family 
history of epilepsy. Cases of seizures, 
including status epilepticus, have been 
reported with the use of fingolimod. 
Physicians should provide patients 
with the patient information booklet.

Risk of basal cell carcinoma
> Vigilance for basal cell carcinoma and 

other cutaneous neoplasms is 
recommended with skin examination 
every 6 to 12 months and referral to a 
dermatologist if suspicious lesions are 
detected.

> Caution patients against exposure to 
sunlight without protection.

> Ensure patients are not receiving 
concomitant phototherapy with UVB 
radiation or PUVA-photochemotherapy. 

Tell patients to take Sandoz Fingolimod once daily as prescribed. Patients should not discontinue 
Sandoz Fingolimod without first discussing with the prescribing physician.

3. During treatment with Sandoz Fingolimod 

ADVISE PATIENTS OF THE FOLLOWING IMPORTANT SAFETY INFORMATION DURING TREATMENT:



Risk of lymphomas and other 
malignancies
> Sandoz Fingolimod has an 

immunosuppressive effect and can 
increase the risk of developing 
lymphoma (including mycosis 
fungoides) and other malignancies 
(particularly those of the skin), and 
serious opportunistic infections. 
Surveillance should include vigilance 
for both skin malignancies and 
mycosis fungoides. Closely monitor 
patients during treatment, especially 
those with concurrent conditions, or 
known factors.

Risk of infections
> They may be more likely to get 

infections when taking Sandoz 
Fingolimod, and they should contact 
their physician if they develop signs or 
symptoms of infection during their 
treatment for up to 2 months after 
discontinuation. 

> There is the potential for additive 
immune system effects if 
corticosteroid therapy is required.

> Counsel patients to report signs and 
symptoms of infection immediately to 
their prescriber.

> Prompt diagnostic evaluation should 
be performed in patients with 
symptoms and signs consistent with 
cryptococcal meningitis; appropriate 
treatment, if diagnosed, should be 
initiated. 

> Reports of cryptococcal meningitis 
(sometimes fatal) have been received 
after approximately 2–3 years of 
treatment, although an exact 
relationship with the duration of 
treatment is unknown. 

> Physicians should be vigilant for 
clinical symptoms suggestive of 
progressive multifocal 
leukoencephalopathy (PML) and refer 
the patient to their prescriber. If PML 
is suspected, treatment with Sandoz 
Fingolimod should be suspended 
until PML has been excluded. 

> Cases of PML have occurred after 
approximately 2–3 years of 
monotherapy treatment, although an 
exact relationship with the duration of 
treatment is unknown.

> Suspend treatment during serious 
infections.

> During treatment with Sandoz 
Fingolimod and for up to 2 months 
after discontinuation, vaccinations 
may be less effective and live 
attenuated vaccine may carry a risk of 
infection and should be avoided.

> Check varicella zoster virus (VZV) 
antibody status in patients without a 
healthcare-professional-confirmed 

history of chickenpox or 
documentation of a full course of 
varicella vaccination. If the patient has 
not had chickenpox or vaccination 
with varicella vaccine, then the 
vaccination is recommended prior to 
commencing treatment with Sandoz 
Fingolimod and treatment initiation 
should be delayed for one month to 
allow full effect of vaccination to 
occur. Tell the patient to speak to their 
prescribing physician.

> Infection with human papillomavirus 
(HPV), including papilloma, dysplasia, 
warts, and HPV-related cancer has 
been reported in patients under 
fingolimod treatment. Due to the 
immunosuppressive properties of 
fingolimod, patients should consider 
vaccination against HPV prior to 
treatment initiation. Cancer screening, 
including Pap tests, is recommended 
as per standard of care.

Blood pressure increase
> An increase in blood pressure could 

occur during chronic treatment with 
Sandoz Fingolimod and regular 
monitoring of blood pressure should 
be undertaken.

Liver enzyme increases
> Sandoz Fingolimod may increase liver 

enzymes. 
> Regular blood testing will be 

performed (every three months 
during the first year of treatment and 
periodically thereafter), and they 
should contact their physician if they 
have any unexplained nausea, 
vomiting, abdominal pain, fatigue, 
anorexia, jaundice, and/or dark urine 
during treatment.

> Monitor more frequently if liver 
transaminases rise 5 times above the 
upper limit of normal (ULN), and 
interrupt treatment if liver 
transaminases remain elevated above 
this level until recovery. 

> They should continue to take the 
recommended dosing regimen of 
0.5 mg daily. Other dosing regimens 
are not available.

Macular edema
> Sandoz Fingolimod may cause 

macular edema, and they should 
contact their physician if they 
experience any changes in their vision. 

> For patients with diabetes mellitus or 
a history of uveitis: Risk of macular 
edema is increased.

> A full ophthalmological assessment 
should be considered:

 - 3–4 months after starting Sandoz 

Fingolimod therapy, for early 
detection of visual impairment due 
to drug-induced macular edema.

 - Prior to and during Sandoz 
Fingolimod treatment in patients 
with diabetes mellitus or a history 
of uveitis.

Respiratory effects
> They should contact their physician if 

they experience new-onset or 
worsening dyspnea.

Fetal risk/breastfeeding — inform 
female patients of childbearing age of 
the following:
> Fingolimod may cause fetal harm. 

Inform women of childbearing 
potential that Sandoz Fingolimod is 
contraindicated in pregnant women 
and women of childbearing potential 
not using effective contraception. 

> Provide all patients with the 
Pregnancy Reminder Card to discuss 
the serious risks to the fetus whether 
the patient is pregnant, might be 
pregnant, or is trying to become 
pregnant. 

> Counsel women to avoid pregnancy 
and use effective contraception 
during Sandoz Fingolimod treatment 
and for 2 months after stopping 
Sandoz Fingolimod. Pregnancy tests 
must be repeated at suitable intervals.

> Women of childbearing potential 
must be informed regularly about the 
serious risks of Sandoz Fingolimod to 
the fetus.

> Counselling should be facilitated by 
the Pregnancy Reminder Card. 

> Sandoz Fingolimod must be stopped 
2 months before planning a 
pregnancy.

> While on treatment, women should 
not become pregnant. If a woman 
becomes pregnant while on 
treatment, Sandoz Fingolimod must 
be discontinued. When stopping 
Sandoz Fingolimod therapy due to 
pregnancy or for planning a 
pregnancy, the possible return of 
disease activity should be considered. 
Medical advice should be given 
regarding the risk of harmful effects to 
the fetus associated with fingolimod 
treatment and ultrasonography 
examinations should be performed. 

> Physicians are encouraged to enroll 
pregnant patients—or pregnant 
women can enroll themselves—in the 
Fingolimod Pregnancy Registry by 
calling 1-800-343-8839, ext. 4636. This 
is a registry that monitors pregnancy 
outcomes in women exposed to 
Sandoz Fingolimod.

Tell patients to take Sandoz Fingolimod once daily as prescribed. Patients should not discontinue Sandoz 
Fingolimod without first discussing with the prescribing physician.

3. During treatment with Sandoz Fingolimod (cont.)

ADVISE PATIENTS OF THE FOLLOWING IMPORTANT SAFETY INFORMATION DURING TREATMENT (CONT.):
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Clinical use:
Sandoz Fingolimod should only be prescribed by neurologists who are experienced in the treatment of multiple sclerosis, 
knowledgeable of the efficacy and safety profile of Sandoz Fingolimod, and able to discuss benefits/risks with patients.

Geriatrics (> 65 years of age): Clinical studies of Sandoz Fingolimod did not include sufficient numbers of patients aged 
65 years and over to determine whether the safety and efficacy of Sandoz Fingolimod differs in elderly patients compared to 
younger patients. Physicians who choose to treat geriatric patients should consider that treatment with Sandoz Fingolimod 
in the context of a greater frequency of reduced hepatic, renal, immune, pulmonary, and cardiovascular function, other 
concomitant diseases, and concomitant drug therapy warrants caution and may necessitate additional or more 
frequent monitoring.
Sandoz Fingolimod is not indicated in patients below 18 years of age.

Other warnings and precautions:
> Posterior reversible encephalopathy syndrome (PRES): Rare cases of PRES have been reported at 0.5 mg dose in clinical 

trials and in the post-marketing setting.
> Cases of tumefactive lesions associated with MS relapse have been reported in the post-marketing setting.
> Metabolic, including total cholesterol, low-density lipoprotein (LDL), cholesterol, and triglycerides.
> Sexual function/reproduction, including labour and delivery, infertility, female and male reproductive toxicity.

For more information:
Please consult the Product Monograph at https://health-products.canada.ca/dpd-bdpp/index-eng.jsp for important 
information relating to adverse reactions, interactions, and dosing information that has not been discussed in this piece. 
The Product Monograph is also available by calling 1-800-343-8839, ext. 4636.

> Counsel patients to report signs and 
symptoms of infection immediately to 
their prescriber for up to 2 months 
after discontinuation.

 - Instruct patients to be vigilant 
for signs of meningitis infection 
and PML.

> Inform women of childbearing 
potential that effective contraception is 
needed for 2 months after 

discontinuation because of the serious 
risks of Sandoz Fingolimod to the fetus.

> Advise women who stop treatment 
with Sandoz Fingolimod because they 
are planning a pregnancy that their 
disease activity may return.

> Vigilance for the possibility of severe 
exacerbation of disease following 
discontinuation of treatment is 
recommended.

> Repeat first-dose monitoring as for 
treatment reinitiation when treatment 
has been interrupted for

 - 1 or more days during the first 2 
weeks of treatment,

 - more than 7 days during weeks 3 and 
4 of treatment,

 - more than 2 weeks after 1 month of 
treatment.

4 . After treatment discontinuation
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