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Infections

In at-risk patients treated with Simponi, an
invasive fungal infection should be suspected if
they develop a serious systemic illness. Diagnosis

Lymphoma and leukaemia

In the controlled portions of
clinical trials of all the
TNF-blocking agents including

Special
warnings and
precautions for

and administration of empiric antifungal therapy Simponi, more cases of use

in these patients should be made in consultation lymphoma have been observed

with a physician with expertise in the care of among patients receiving

patients with invasive fungal infections, if anti-TNF treatment compared

feasible. with control patients. During the
Simponi Phase Ilb and Phase 111

Lymphoma and leukaemia clinical trials in RA, PsA and AS,

In the controlled portions of clinical trials of all the incidence of lymphoma in

the TNF-blocking agents including Simponi, Simponi-treated patients was

more cases of lymphoma have been observed higher than expected in the

among patients receiving anti-TNF treatment general population. In the post-

compared with control patients. During the marketing setting, cases of

Simponi Phase 11b and Phase 11 clinical trials in leukaemia have been reported in

RA, PsA and AS, the incidence of lymphoma in patients treated with a TNF-

Simponi-treated patients was higher than antagonist . There is an increased

expected in the general population. ta-the-pest- background risk for lymphoma

marketing-setting; eCases of leukaemia have been | and leukaemia in rheumatoid

reported in patients treated with aTFNF-antagenist | arthritis patients with long-

Simponi. There is an increased background risk standing, highly active,

for lymphoma and leukaemia in rheumatoid inflammatory disease, which

arthritis patients with long-standing, highly complicates risk estimation

active, inflammatory disease, which complicates

risk estimation Congestive heart failure (CHF)
Cases of worsening congestive

Congestive heart failure (CHF) | heart failure (CHF) and new onset

Cases of worsening congestive heart failure CHF have been reported with

(CHF) and new onset CHF have been reported TNF blockers, including

with TNF blockers, including Simponi. Some Simponi..

cases had a fatal outcome.

Summary of the safety profile Summary of the safety profile Undesirable

In the controlled period of the pivotal trials in RA, | In the controlled period of the effects

PsA, AS, nr-Axial SpA, and UC, upper
respiratory tract infection was the most common
adverse drug reaction (ADR) reported in 12.6% of
golimumab-treated patients compared with 11.0%
of control patients. The most serious ADRs that
have been reported for golimumab include serious
infections (including sepsis, pneumonia, TB,

pivotal trials in RA, PsA, AS, nr-
Axial SpA, and UC, upper
respiratory tract infection was the
most common adverse drug
reaction (ADR) reported in 12.6%
of golimumab-treated patients
compared with 11.0% of control




invasive fungal and opportunistic infections), patients. The most serious ADRs

demyelinating disorderstymphema, HBV that have been reported for
reactivation, CHF, autoimmune processes (lupus- | golimumab include serious
like syndrome) and haematologic reactions, infections (including sepsis,
serious systemic pneumonia, TB, invasive fungal

hypersensitivity (including anaphylactic reaction), | and opportunistic infections),
vasculitis, lymphoma and leukaemia (see section | demyelinating disorders,

4.4). lymphoma, HBYV reactivation,
CHF, autoimmune processes
(lupus-like syndrome) and
haematologic reactions

(see section 4.4).
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