
Endpoints

Percentage of patients who achieve 
physician's global assessment <2

Percentage of patients with serologic 
remission, defined as C-reactive protein 
less than or equal to 10 mg/mL 

Normalization of C-reactive protein 
serum amyloid A, defined as less than 
or equal to 10 mg/mL

C-reactive protein >10 mg/L

Estimated enrollment: 180

DesignPatients

Male or female 
≥2 years of age

Confirmed diagnosis of Periodic 
Fever Syndromes and active flare 
at randomization 
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Purpose
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FMF, Familial Mediterranean fever; IL, interleukin.

A Randomized, Phase III Trial 
of Canakinumab for the Treatment 
of Patients with Periodic Fever Syndromes1,2

Meeting the Challenge

To determine if canakinumab can induce and maintain a clinically 
meaningful reduction of disease activity in patients with Periodic 
Fever Syndromes (FMF, TRAPS, HIDS/MKD) compared with placebo

Proportion of patients with 
resolution of baseline index flare 
by Day 15 and absence of new 
disease flares during the 
remainder of the 16-week 
randomized treatment period

Secondary

Primary

Randomized, double-blind, parallel 
assessment Phase 3 study


