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Each tablet contains tofacitinib citrate, equivalent to 5 mg tofacitinib Hranishl-ahj
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Rheumatoid Arthritis

XELJANZ (tofacitinib) is indicated for the treatment of adult patients with moderately to severely

active rheumatoid arthritis who have had an inadequate response or intolerance to methotrexate. It

may be used as monotherapy or in combination with methotrexate or other nonbiologic disease-

modifying antirheumatic drugs (DMARDS).

e Limitations of Use: Use of XELJANZ in combination with biologic DMARDSs or with potent
immunosuppressants such as azathioprine and cyclosporine is not recommended.

Psoriatic Arthritis

XELJANZ (tofacitinib) is indicated for the treatment of adult patients with active psoriatic arthritis

who have had an inadequate response or intolerance to methotrexate or other disease-modifying

antirheumatic drugs (DMARDS).

e Limitations of Use: Use of XELJANZ in combination with biologic DMARDSs or with potent
immunosuppressants such as azathioprine and cyclosporine is not recommended.

Ulcerative colitis

XELJANZ 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.

e Limitations of Use: Use of XELJANZ in combination with biological therapies for UC or with
potent immunosuppressants such as azathioprine and cyclosporine is not recommended.
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WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY AND
THROMBOSIS

MORTALITY

Rheumatoid arthritis patients 50 years of age and older with at least one cardiovascular (CV)
risk factor treated with XELJANZ 10 mg twice a day had a higher rate of all-cause mortality,
including sudden CV death, compared to those treated with XELJANZ 5 mg given twice daily
or TNF blockers in a large, ongoing, postmarketing safety study [see Warnings and
Precautions (5.2)].

THROMBOSIS

Thrombosis, including pulmonary embolism, deep venous thrombosis, and arterial
thrombosis have occurred in patients treated with XELJANZ and other Janus kinase
inhibitors used to treat inflammatory conditions. Rheumatoid arthritis patients who were 50
years of age and older with at least one CV risk factor treated with XELJANZ 10 mg twice
daily compared to XELJANZ 5 mg twice daily or TNF blockers in a large, ongoing
postmarketing safety study had an observed increase in incidence of these events. Many of
these events were serious and some resulted in death. Avoid XELJANZ in patients at risk.
Discontinue XELJANZ and promptly evaluate patients with symptoms of thrombosis [see
Warnings and Precautions (5.4)].

For patients with ulcerative colitis, use XELJANZ at the lowest effective dose and for the
shortest duration needed to achieve/maintain therapeutic response [see Dosage and
Administration (2.3)].

5.2 Mortality

Rheumatoid arthritis patients 50 years of age and older with at least one cardiovascular (CV) risk
factor treated with XELJANZ 10 mg twice a day had a higher rate of all-cause mortality, including
sudden CV death, compared to those treated with XELJANZ 5 mg given twice daily or TNF
blockers in a large, ongoing, postmarketing safety study.

A dosage of XELJANZ 10 mg twice daily is not recommended for the treatment of RA or PsA [see
Dosage and Administration (2.2)].

For the treatment of UC, use XELJANZ at the lowest effective dose and for the shortest duration
needed to achieve/maintain therapeutic response [see Dosage and Administration (2.3)].

5.4 Thrombosis

Thrombosis, including pulmonary embolism, deep venous thrombosis, and arterial thrombosis, have
occurred in patients treated with XELJANZ and other Janus kinase (JAK) inhibitors used to treat
inflammatory conditions. Patients with rheumatoid arthritis 50 years of age and older with at least
one CV risk factor treated with XELJANZ 10 mg twice daily compared to XELJANZ 5 mg twice
daily or TNF blockers in a large, ongoing postmarketing study had an observed increase in
incidence of these events. Many of these events were serious and some resulted in death [see
Warnings and Precautions (5.2)].

A dosage of XELJANZ 10 mg twice daily is not recommended for the treatment of RA or PsA [see
Dosage and Administration (2.2)].

In a long-term extension study in patients with UC, four cases of pulmonary embolism were
reported in patients taking XELJANZ 10 mg twice daily, including one death in a patient with
advanced cancer.




Promptly evaluate patients with symptoms of thrombosis and discontinue XELJANZ in patients
with symptoms of thrombosis.

Avoid XELJANZ in patients that may be at increased risk of thrombosis. For the treatment of UC,
use XELJANZ at the lowest effective dose and for the shortest duration needed to achieve/maintain
therapeutic response [see Dosage and Administration (2.3)].
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