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*Flare events included protocol-defined flares and discontinuations for any reason other than inactive disease.
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Table 3. Adverse Events in the Two Trials.™

Event

Total no. of adverse events
Patients with event — no. (2&)

Rate per 100 patient-days

Patients with serious adverse event — no. (24)
Patients with adverse event leading to with-
drawal — no. (25)
Infection
Patients with event — no. (22)

Rate per 100 patient-days

Patients with serious infection — no. (26)
Macrophage activation syndrome — no. (24)
Death — no. (25)
Most frequently reported events — no. (26)§

Abdominal pain

Cough

Headache

MNasopharyngitis

Pyrexia

Upper respiratory tract infection

Vomiting

Trial 1
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(N=43)
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Placebo
(N=41)
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1 (2}
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84 % twv acBevwv nov EAafav canakinumab
netuyav tnv 15" nuépa JIA ACR 30 avtamokpion

PART| Znpavtikn peiwon 6daonc koptilovne (45 % acOevwv)
MAARpnc dwakonn (33 % acOevwv )

PART Il znhuavriki peiwon kivdivou utrotpotrig (45 % vs 25 %)
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