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    Abstract


Background The IL-6 receptor inhibitor TCZ was investigated for the treatment of sJIA patients (pts) in the ongoing 3-part, 5-y, phase 3 TENDER study.




Objectives Long-term efficacy and safety are presented.




Methods 112 pts 2-17 y with active sJIA for ≥6 mo were randomised 2:1 to TCZ (8 mg/kg if body weight ≥30 kg; 12 mg/kg if <30 kg, n=75) or placebo (n=37) every 2 wks for 12 wks in part 1; all pts received open-label TCZ in part 2 (to 104 wks). Oral corticosteroid (CS) tapering was permitted according to pre-defined criteria. Data were cut for each ongoing pt 104 wks from randomisation, with first dose of TCZ as baseline (BL) in the extension. At the data cut, 61 pts received ≥104 wks of TCZ, 32 pts were ongoing and 20 withdrew, including 1 at wk 104 (safety, 9; insufficient therapeutic response, 5; other non-safety, 6).




Results BL characteristics included mean disease duration of 5.2 y, mean active joint count of 19.8 and presence of fever in 43% of pts. At 2 y, 88% and 71% of pts on TCZ achieved JIA ACR70 and 90 responses (Table 1). In pts on oral CS at BL, 60% stopped by wk 104, and mean dose decreased from 0.30 mg/kg/d at BL to 0.04 at wk 104. 47 serious adverse events (SAEs), 15 considered TCZ-related, occurred in 35 pts (Table 2). Of 22 serious infections (8 considered TCZ-related) in 20 pts, all but 1 resolved (pt death). 3 pts died (1, suspected tension pneumothorax; 1 traffic accident [both unrelated]; 1 suspected streptococcal sepsis; possibly related]). 3 additional pts died 6, 12 and 13 mos after leaving the study.

View this table:	View inline
	View popup



Table 1. Efficacy Endpoints (ITT Population)






View this table:	View inline
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Table 2. Cumulative Safety (Safety Population, N=112)









Conclusions TENDER 2-y results demonstrated continued maintenance of efficacy and no change in the safety profile with long-term TCZ treatment.
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