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e Adalimumab is an anti-tumor necrosis factor-a (TNF-a) agent e This analysis included 29987 patients representing 56 951 PYs of exposure (Table 1) e Risk of serious infectious event was generally stable across time for all indications (Figure 1) MORTALITY RATES COMPARED WITH DATA FROM THE GENERAL POPULATION
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indicated for the treatment of immune-mediated diseases * Most of the adalimumab exposure was in RA studies, at 37106 PYs Fi 1 Ti to First Seri Infection bv Indicati e Overall and for most of the adalimumab populations (AS, PsA, Ps, UC, CD, and RA), the observed number of deaths was below
o Serious.adverse ev.ents'(AEs)_of interest V\{ith anti-TNF-a e Demographic and baseline characteristics of the analysis population are shown in Table 1 igure 1. fime to First serious intection by Indication what would be expected in an age- and sex-adjusted population (Figure 3)
agents include serious infections and malignancy** , 1.0 T 1.0 e — For HS, nr-axSpA, pSpA, and UV studies, the small size of these trials precluded accurate assessment of the standardized
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of clinical trial exposure (through November 2010) in Characteristic it LG i i 5L - Gl g 08 £ 08 Figure 3. Standardized Mortality Rates (95% Cl) for All Indications and Individual Populations
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e The overall rate of serious malignancies, excluding lymphoma, NMSC, and melanoma, was 0.6/100 PY (ranging from 0.1 to y
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