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Xeljanz 5, 10 mg: Each tablet contains tofacitinib citrate, equivalent to 5/10 mg tofacitinib
Xeljanz XR 11 mg: Each extended-release tablet contains tofacitinib citrate, equivalent to 11 mg
tofacitinib
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Rheumatoid arthritis

Tofacitinib in combination with methotrexate (MTX) is indicated for the treatment of moderate to
severe active rheumatoid arthritis (RA) in adult patients who have responded inadequately to, or
who are intolerant to one or more disease-modifying antirheumatic drugs (DMARDs).
Tofacitinib can be given as monotherapy in case of intolerance to MTX or when treatment with
MTX is inappropriate.

Psoriatic arthritis

Tofacitinib in combination with MTX is indicated for the treatment of active psoriatic arthritis
(PsA) in adult patients who have had an inadequate response or who have been intolerant to a prior
disease-modifying antirheumatic drug (DMARD) therapy.



Ankvlosing spondyvlitis

Tofacitinib is indicated for the treatment of adult patients with active ankylosing spondylitis (AS)
who have responded inadequately to conventional therapy.

Ulcerative colitis

Tofacitinib is indicated for the treatment of adult patients with moderately to severely active
ulcerative colitis (UC) who have had an inadequate response, lost response, or were intolerant to
either conventional therapy or a biologic agent.

Juvenile idiopathic arthritis (JIA)

Tofacitinib is indicated for the treatment of active polyarticular juvenile idiopathic arthritis (rheumatoid
factor positive [RF+] or negative [RF-] polyarthritis and extended oligoarthritis), and juvenile psoriatic
arthritis (PsA) in patients 2 years of age and older, who have responded inadequately to previous therapy
with disease modifying antitheumatic drugs DMARD:s.

Tofacitinib can be given in combination with methotrexate (MTX) or as monotherapy in case of intolerance
to MTX or where continued treatment with MTX is inappropriate.
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4.1 Therapeutic indication

Juvenile idiopathic arthritis (JIA)

Tofacitinib is indicated for the treatment of active polyarticular juvenile idiopathic arthritis
(rheumatoid factor positive [RF+] or negative [RF-] polyarthritis and extended oligoarthritis), and
juvenile psoriatic arthritis (PsA) in patients 2 years of age and older, who have responded
inadequately to previous therapy with disease modifying antirheumatic drugs DMARDs.

Tofacitinib can be given in combination with methotrexate (MTX) or as monotherapy in case of
intolerance to MTX or where continued treatment with MTX is inappropriate.

4.2 Posology and method of administration

Rheumatoid arthritis, psoriatic arthritis, and ankylosing spondylitis

The recommended dose is 5 mg tablets administered twice daily, or one 11 mg extended-release
tablet which should not be exceeded.

No dose adjustment is required when used in combination with MTX.

For information on switching between tofacitinib tablets and tofacitinib extended-release tablets see
Table 1.



Table 1: Switching between tofacitinib tablets and tofacitinib extended-release tablets

Switching between tofacitinib | Treatment with tofacitinib 5 mg tablets twice daily and tofacitinib

5 mg tablets and tofacitinib 11 mg extended-release tablet once daily may be switched

11 mg extended-release tablet® | between each other on the day following the last dose of either
tablet.

2 See section 5.2 for comparison of pharmacokinetics of extended-release and tablets formulations.

Ulcerative colitis

Maintenance treatment

Tofacitinib 10 mg twice daily for maintenance treatment is not recommended in patients with UC
who have known major adverse cardiovascular events (MACE) and malignancy risk factors, unless
there is no suitable alternative treatment available (see section 4.4 and 4.8).

For patients with UC who are not at increased risk for VTE, MACE and malignancy (see section
4.4), tofacitinib 10 mg orally twice daily may be considered if the patient experiences a decrease in
response on tofacitinib 5 mg twice daily and failed to respond to alternative treatment options for
ulcerative colitis such as tumour necrosis factor inhibitor (TNF inhibitor) treatment. Tofacitinib

10 mg twice daily for maintenance treatment should be used for the shortest duration possible. The
lowest effective dose needed to maintain response should be used.

Polyarticular JIA and juvenile PsA (children between 2 and 18 years of age)

Tofacitinib may be used as monotherapy or in combination with MTX.

The recommended dose in patients 2 years of age and older is based upon the following weight
categories:

Table 2: Tofacitinib dose for patients with polyarticular juvenile idiopathic arthritis and
juvenile PsA two years of age and older

Body weight (kg) Dose regimen
10 - <20 3.2 mg (3.2 mL of oral solution) twice daily
20 -<40 4 mg (4 mL of oral solution) twice daily
> 40 5 mg (5 mL of oral solution or 5 mg film-coated tablet) twice daily

Patients > 40 kg treated with tofacitinib 5 mL oral solution twice daily may be switched to
tofacitinib 5 mg film-coated tablets twice daily. Patients < 40 kg cannot be switched from
tofacitinib

Dose interruption and discontinuation in adults patients and paediatric patients

It is recommended not to initiate dosing in paediatric patients with an absolute neutrophil count (ANC) less
than 1,200 cells/mm?>.

It is recommended not to initiate dosing in paediatric patients with an absolute neutrophil count (ANC) less
than 1,200 cells/mm?>.



Interactions

Only in paediatric patients: available data suggest that clinical improvement is observed within 18 weeks of
initiation of treatment with tofacitinib. Continued therapy should be carefully reconsidered in a patient
exhibiting no clinical improvement within this timeframe.

Paediatric population

The safety and efficacy of tofacitinib extended-release formulation in children aged O to less than 18 years
have not been established. No data are available.

4.4  Special warnings and precautions for use

Tofacitinib should only be used if no suitable treatment alternatives are available in patients:
-65 years of age and older;
-patients with history of atherosclerotic cardiovascular disease or other cardiovascular risk factors (such as
current or past long-time smokers);
-patients with malignancy risk factors (e.g. current malignancy or history of malignancy)

Use in patients 65 years of age and older

Considering the increased risk of serious infections, myocardial infarction, malignancies and all
cause mortality with tofacitinib in patients 65 years of age and older, tofacitinib should only be used
in these patients if no suitable treatment alternatives are available (see further details below in
section 4.4 and section 5.1).

Vaccinations

Prior to initiating tofacitinib, it is recommended that all patients, particularly pJIA and jPsA
patients, be brought up to date with all immunisations in agreement with current immunisation
guidelines. It is recommended that live vaccines not be given concurrently with tofacitinib. The
decision to use live vaccines prior to tofacitinib treatment should take into account the pre-existing
immunosuppression in a given patient.

4.8 Undesirable effects

Table 8: Adverse reactions:

System organ class Common >1/100 to <1/10
Skin and subcutaneous tissue Rash, Acne
disorders
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