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Adverse events (AE) and serious AE (SAE) have been reported by
the treating rheumatologists. They were coded according to the
Medical Dictionary for Regulatory Activities (MedDRA) and assigned
to system organ classes (SOC) of MedDRA by the study physician.

control group (p=0.002). This was especially due to respiratory tract
infections and skin and subcutaneous tissue infections (Tab. 1).
However, there was no significant difference in the incidence of
serious infections (SAEs) (p=0.29), and no significant difference in
serious skin disorders (p=0.35) or serious gastrointestinal disorders
(p=0.49, Fig. 1).

There was a highly significant difference in the incidence of
gastrointestinal disorders (AE total, diarrhoea, nausea) between
the control group and the patients on biologics (p<0.0001, Tab
3).
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