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Rheumatoid Arthritis

Olumiant is indicated for the treatment of moderate to severe active rheumatoid
arthritis in adult patients who

have responded inadequately to, or who are intolerant to one or more disease
modifying anti rheumatic drugs.

Olumiant may be used as monotherapy or in combination with methotrexate.

Atopic Dermatitis

Olumiant is indicated for the treatment of moderate to severe atopic dermatitis in
adult and pediatric patients 2

years of age and older who are candidates for systemic therapy.

Alopecia areata
Olumiant is indicated for the treatment of severe alopecia areata in adult patients.

Juvenile idiopathic arthritis

Baricitinib is indicated for the treatment of active juvenile idiopathic arthritis in
patients 2 years of age and older

who have had an inadequate response or intolerance to one or more prior
conventional synthetic or biologic

disease-modifying antirheumatic drugs (DMARDs):

- Polyarticular juvenile idiopathic arthritis (polyarticular rheumatoid factor positive
[RF+] or negative [RF-],

extended oligoarticular),

- Enthesitis-related arthritis, and

- Juvenile psoriatic arthritis.

Baricitinib may be used as monotherapy or in combination with Methotrexate.
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4.4 Special warnings and precautions for use

Infections

Serious and sometimes fatal infections, including opportunistic infections, have been reported in
patients receiving other JAK inhibitors.

Baricitinib is associated with an increased rate of infections such as upper respiratory tract infections
compared to placebo (see section 4.8). In rheumatoid arthritis clinical studies, combination with
methotrexate resulted in increased frequency of infections compared to baricitinib monotherapy.

The risks and benefits of treatment should be carefully considered prior to initiating baricitinib in
patients with active, chronic or recurrent infections (see section 4.2). If an infection develops, the
patient should be monitored carefully and therapy should be temporarily interrupted if the patient is
not responding to standard therapy. Treatment should not be resumed until the infection resolves.

As there is a higher incidence of infections in the elderly and in the diabetic populations in general,
caution should be used when treating the elderly and patients with diabetes. In patients over 65 years of
age, baricitinib should only be used if no suitable treatment alternatives are available.
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