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Pharmacoepidemiological studK for the safety of the molecular targeted therapy in
patients with rheumatoid arthritis (RA) using the RA patient registry and the
claims data
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We assessed the risk for serious adverse events (SAE) and serious infections (SI)
during first year of the treatment in patients with RA starting tocilizumab or TNF inhibitor using the
REAL. The multivariate analysis revealed that treatment with TCZ was not associated with higher risk for
SAE [hazard ratio (HR) 1.3, 95% CI 0.8-2.2] or SI (HR 2.2, 95% CI 0.9-5.4).

In the REAL, we evaluated effect of disease duration on safety of biologics in patients with RA. The
multivariate analysis showed that HR (long-standing RA vs. early RA) was not significantly associated
with SI (HR 1.2 [0.7-2.3]).

We compared the prevalence of comorbidities between RA cases and non-RA cases using Japanese health
insurance database. We found that prevalence of all the investigated comorbidities in the RA group was
significantly higher compared to the non-RA group and that RA was significantly associated with
cardiovascular comorbidities after adjusting for covariates.
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