
Randomized Trials Open-label 
Extension Trialsb

Patients With ≥1 Dose of TCZc

(Randomized + Open label Extension Trials)

1 N = 23
(MTX ≥8 weeks)

• Weekly MTX + single-dose 
10 mg/kg TCZ  

8 wks

2 N = 673 • MTX 24 wks

Extension Trials (Randomized + Open-label Extension Trials)

2 N  673 
(6-mos MTX free)

MTX
• 8 mg/kg TCZ

24 wks

3 N = 499 
(TNF-IR)

• Placebo
• 4 mg/kg TCZ + MTX
• 8 mg/kg TCZ + MTX

24 wks
8 mg/kg TCZ 

± MTX/DMARDs
5 y n = 2263

• 8 mg/kg TCZ + MTX

4 N = 1220 
(DMARD-IR)

• Placebo
• 8 mg/kg TCZ + DMARDs

24 wks

5 N = 623 • Placebo 24 wks
(DMARD-IR) • 4 mg/kg TCZ + MTX

• 8 mg/kg TCZ + MTX

6 N = 1196
(DMARD-IR)

• Placebo
• 4 mg/kg TCZ + MTX

2 yrs

8 mg/kg TCZ 
+ MTX

5 y n = 597

8 mg/kg TCZ 3-5 y n = 1149(DMARD IR) • 4 mg/kg TCZ + MTX
• 8 mg/kg TCZ + MTX

ALL-CONTROL POPULATION (n = 4199)a

774 patients initially randomized to 4 mg/kg TCZ

8 mg/kg TCZ 
+ MTX

3-5 y n = 1149

ALL-EXPOSED POPULATION (n = 4009)
774 patients initially randomized to 4 mg/kg TCZ

DMARD-IR, inadequate responder to disease-modifying antirheumatic drugs; MTX, methotrexate; study 1, clinical pharmacology study; study 2, AMBITION; 
t d 3 RADIATE t d 4 TOWARD t d 5 OPTION t d 6 LITHE TCZ t ili b TNF IR i d t d t t i f t i hibit

1870 patients initially randomized to 8 mg/kg TCZ
1555 patients initially randomized to 
control (MTX/DMARDs or placebo)

1870 patients initially randomized to 8 mg/kg TCZ
1365 patients initially randomized to 
control (MTX/DMARDs or placebo)

study 3, RADIATE; study 4, TOWARD; study 5, OPTION, study 6, LITHE; TCZ, tocilizumab; TNF-IR, inadequate responder to tumor necrosis factor inhibitor.
aDoes not include patients from study 1.
bExtension studies are ongoing; most patients receive 8 mg/kg TCZ + MTX/DMARDs.
cAll patients who received TCZ treatment; from their first dose (either in a core or extension study) up to a cut-off date of February 6, 2009.


