
This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information.
Healthcare professionals are asked to report any suspected adverse reactions.
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Considerations in fingolimod
patient selection

-

Contraindications

-

-

Not recommended

-

At least overnight extended monitoring 
is recommended

If change in medication is not possible, 
extend monitoring to at least overnight



Treatment initation algorithm

-

Monitor for a minimum of 6 hours

First-dose monitoring is complete

NO

YES

YES

YES

YES

NO

NO

NO

treatment if fingolimod is discontin-

In addition, for patients in whom fingolimod is not recommended (see page 2), advice should be sought from
a cardiologist regarding appropriate monitoring; at least overnight monitoring is recommended for this group.

This procedure should also be followed in pediatric patients when the dosage is switched from 0.25 mg to 0.5 mg
Fingolimod once daily*

All patients, including paediatric patients will need to be monitored for at least 6 hours during treatment initiation,
as described in the algorithm below.



Fingolimod 
healthcare professional
 information

Fingolimod

Prescriber’s checklist
Prior to initiating treatment

of treatment

-

Patient’s name:

-

patients as per standard of care

Confirm a negative pregnancy test result in women of childbearing potential,  and repeat at suitable intervals during treatment.

Inform women of childbearing potential about the serious risks of fingolimod to the foetus



During treatment

Suspend treatment during serious infections

-
-

-

ment due to drug-induced macular oedema

initiate appropriate treatment if diagnosed

-

<0.2x10⁹/L

Counsel patients to report signs and symptoms of infection immediately to their prescriber during, and for up to 2 months after, 
treatment

Liver function tests including serum bilirubin should be performed before starting treatment and at months 1, 3, 6, 9 and 12 on 
therapy and periodically thereafter until 2 months  after  fingolimod   discontinuation.

In case of absence of clinical symptoms, if liver transaminases are:
Greater than 3 times the upper limit of normal (ULN) but less than 5 times ULN without increase in serum  bilirubin, 
more frequent monitoring  including serum bilirubin and alkaline phosphatase (ALP) should be instituted.

At least 5 times ULN or at least 3 times ULN associated with any increase in serum bilirubin, fingolimod should be 
discontinued. If serum levels return to normal, fingolimod may be restarted based on a careful benefit- risk assessment 
of the patient.

In case of presence of clinical symptoms suggestive of hepatic dysfunction, the Liver enzymes and bilirubin should be 
checked immediately and fingolimod should be discontinued if significant liver injury is confirmed.



After treatment discontinuation

Summary guidance specifically for paediatric patients

Provide patients, parents and caregivers with the Patients, Parents and caregivers Guide



National Pharmacovigilance Center reporting information:

SFDA Call Center: 19999
Free Phone: 8002490000
Website: https://ade.sfda.gov.sa
email: npc.drug@sfda.gov.sa

SPC reporting information.
Email:pharmacovigilance@sudairpharma.com.
phone: 920001432 Ext. 107
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