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ORENCIA 250 mg (I.V) and ORENCIA 125 mg SC
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ORENCIA 125 mg:
Adult Rheumatoid Arthritis (RA)

ORENCIA is indicated for reducing signs and symptoms, inducing major clinical response,
inhibiting the progression of structural damage, and improving physical function in adult patients
with moderately to severely active rheumatoid arthritis.

ORENCIA may be used as monotherapy or concomitantly with disease-modifying antirheumatic
drugs (DMARDSs) other than tumor necrosis factor (TNF) antagonists.

Adult Psoriatic Arthritis

ORENCIA is indicated for the treatment of adult patients with active psoriatic arthritis (PSA).

ORENCIA 250 mg:
Adult Rheumatoid Arthritis (RA)

ORENCIA is indicated for reducing signs and symptoms, inducing major clinical response,
inhibiting the progression of structural damage, and improving physical function in adult patients
with moderately to severely active rheumatoid arthritis.

ORENCIA may be used as monotherapy or concomitantly with disease-modifying antirheumatic
drugs (DMARDS) other than tumor necrosis factor (TNF) antagonists.

Polyarticular juvenile idiopathic arthritis:

ORENCIA in combination with methotrexate is indicated for the treatment of moderate to severe
active polyarticular juvenile idiopathic arthritis (JIA) in pediatric patients 6 years of age and older
who have had an insufficient response to other DMARDs including at least one TNF inhibitor.
ORENCIA has not been studied in children under 6 years old.

Adult Psoriatic Arthritis (PSA)

ORENCIA is indicated for the treatment of adult patients with active psoriatic arthritis (PsA).
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Important Limitations of Use

ORENCIA should not be administered concomitantly with TNF antagonists. ORENCIA is not
recommended for use concomitantly with other biologic rheumatoid arthritis (RA) therapy, such
as anakinra.
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5. WARNINGS AND PRECAUTIONS
[L..]

5.2 HYPERSENSITIVITY
[....]

Angioedema has occurred as early as after the first dose of ORENCIA, but also has
occurred with subsequent doses. Angioedema reactions have occurred within hours of
administration and in some instances had a delayed onset (i.e., days).

[L..]

5.5 USE IN PATIENTS WITH CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD)
[..]

A greater percentage of patients treated with ORENCIA developed a serious adverse event
compared to patients treated with placebo (27% vs 6%) [see Clinical Studies (14.1) and
Adverse Reactions (6.1)].

[..]

5.6 Immunosuppression

[.]

In clinical trials in patients with adult RA, a higher rate of infections was seen in
ORENCIA- treated patients compared to placebo-treated patients [see Warnings and
Precautions (5.3) and Adverse Reactions (6.1)]. The impact of treatment with ORENCIA
on the development and course of malignancies is not fully understood [see Adverse
Reactions (6. 1)] Ln—el+n4eal—tnals There have been reports of mahgnanmes mcludmg skin
cancer in pa -
treateel—pahen%&eemp&ped—teﬂeiaeebe recelvmg ORENCIA [see Adverse Reactlons
(6.24)]. Periodic skin examinations are recommended for all ORENCIA-treated patients,
particularly those with risk factors for skin cancer.

[..]

6 ADVERSE REACTIONS
[..]

6.4 Postmarketing Experience

[..]

¢ Non-melanoma skin cancers (basal cell carcinoma and squamous cell carcinoma)
e Angioedema reactions [see Warnings and Precautions (5.2)]
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During postmarketing experience with intravenous ORENCIA, systemic infusion reactions were
similar to that seen in the clinical trial experience with intravenous ORENCIA with the exception
of one case of fatal anaphylaxis [see Warnings and Precautions (5.2)]. Postmarketing reports of
systemic injection reactions (e.g., pruritus, throat tightness, dyspnea) have occurred following the
use of subcutaneous ORENCIA.
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