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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 (see sections 4.4, 4.5 and 5.1 for available data on different
combinations).

Atopic dermatitis
Olumiant is indicated for the treatment of moderate to severe atopic dermatitis in adult and
paediatric 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 (see section

5.1).

Juvenile idiopathic arthritis

Olumiant 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.

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

5.1 Pharmacodynamic properties
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Adults with atopic dermatitis

Maintenance of response

To evaluate maintenance of response, ;373 1398 subjects treated with baricitinib for 16 weeks
in BREEZE-AD1 (N = 544566), BREEZE-AD2 (N = 540) and BREEZE-AD7 (N = 292) were eligible to
enrol in a long term extension study BREEZE-AD3. Data are available up to 68-weeks 4 years
(216 weeks) of cumulative treatment ferpatientsfrom-BREEZE-AD1and-BREEZE-AD2and-up-te
32-weeks-of-cumulative-treatmentforpatientsfrom-BREEZE-ADZ. Continued response was

observed in patients with at least some response (IGA 0, 1 or 2) after initiating baricitinib.

Dose tapering

In the long-term extension study BREEZE-AD3, patients who had clear, almost clear skin, or mild
disease (i.e., IGA 0, 1, or 2) with baricitinib 4 mg once daily were re-randomised at Week 52 to
continue 4 mg once daily or reduce the dose to 2 mg once daily. Among patients who reduced
the dose to 2 mg, 37 % had an IGA 0, 1, or 2 response and 52 % had an EASI75 response at
Week 200. 47 % of patients in this group had an ltch NRS > 4-point improvement at Week 52,
and 40 % had this improvement at Week 68. The proportion of patients with a relapse (IGA = 3)
was lower in the subgroup of patients with clear, or almost clear skin (IGA 0 or 1) at start of dose
reduction. For those patients who experienced a relapse (IGA > 3) after dose reduction, the
majority regained disease control upon retreatment with baricitinib 4 mg.
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