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Supplemental Table 1 Summary of the clinical trials included in the analysis 

ClinicalTrials.gov 
identifier (trial 
acronym) 

Trial 
phase 

Patient 
population 

Tofacitinib 
arm(s) 

Control  
arm(s) 

Total patients 
in tofacitinib 
arm(s), n 

Total patients 
in control 
arm(s), n 

Study  
duration 

Distinctive 
features 

NCT00147498a [1] IIa Active RA with 
inadequate 
response or 
intolerance to 
MTX or certain 
bDMARDs 

5, 15, or 
30 mg BID 
monotherapy 

Placebo 199b 65b 6 weeks Dose-ranging 
study; tofacitinib 
monotherapy 

NCT00413660 [2] IIb Active RA with 
inadequate 
response to 
MTX 

1, 3, 5, 10, or 
15 mg BID, or 
20 mg QD with 
background 
MTX (patients 
receiving 1 mg 
BID, 3 mg BID, 
or 20 mg QD 
who were 
non-responders 
at month 3 were 
advanced to 
5 mg BID) 

Placebo with 
background 
MTX (patients 
who were 
non-responders 
at month 3 were 
advanced to 
tofacitinib 
5 mg BID) 

440c 69c 24 weeks Dose-ranging 
study; tofacitinib 
combination 
therapy 

NCT00550446 [3] IIb Active RA with 
inadequate 
response or 
intolerance to 
≥ 1 DMARD 

1, 3, 5, 10, or 
15 mg BID 
monotherapy 
(patients who 
received 1 or 
3 mg BID who 
were 

Adalimumab 
40 mg SC Q2W 
(switched to 
tofacitinib 5 mg 
BID at month 3); 
placebo (patients 
receiving 

272b 112b 24 weeks Dose-ranging 
study; active 
comparator; 
tofacitinib 
monotherapy 



2 

 

non-responders 
at month 3 were 
advanced to 
5 mg BID) 

placebo who 
were 
non-responders 
at month 3 were 
advanced to 
tofacitinib 
5 mg BID) 

NCT00603512 [4] II Active RA with 
inadequate 
response to 
MTX 

1, 3, 5, or 
10 mg BID with 
background 
MTX 

Placebo with 
background 
MTX 

112c 28c 12 weeks Dose-ranging 
study; tofacitinib 
combination 
therapy; Asian 
patient population 

NCT00687193 [5] II Active RA with 
inadequate 
response to 
≥ 1 synthetic 
DMARD or 
bDMARD 

1, 3, 5, 10, or 
15 mg BID 
monotherapy 

Placebo 265c 53c 12 weeks Dose-ranging 
study; tofacitinib 
monotherapy; 
Asian patient 
population 

NCT00976599a [6] IIa Active RA with 
inadequate 
response to 
MTX 

10 mg BID with 
background 
MTX 

Placebo with 
background 
MTX 

15c 14c 4 weeks Effect of tofacitinib 
on synovial 
pathobiology; 
tofacitinib 
combination 
therapy; US patient 
population 

NCT01359150a [7] II Active RA not 
previously 
treated with 
tofacitinib 

10 mg BID 
monotherapy or 
with 
background 
MTX 

Placebo alone or 
with background 
MTX 

100c 100c 9 weeks Effect of tofacitinib 
on pneumococcal 
and influenza 
vaccine responses; 
tofacitinib 
combination 
therapy; US and 
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Polish patient 
population 

NCT00847613 
(ORAL Scan) [8] 

III Active RA with 
inadequate 
response to 
MTX 

5 or 10 mg BID 
with 
background 
MTX 

Placebo 
(advanced to 
tofacitinib 5 or 
10 mg BID at 
month 3 [non-
responders] or 
month 6 
[remaining 
patients]) with 
background 
MTX 

637b 160b 24 months Effect of tofacitinib 
on radiographic 
outcomes; 
tofacitinib 
combination 
therapy 

NCT00814307 
(ORAL Solo) [9] 

III Active RA with 
inadequate 
response or 
intolerance to 
≥ 1 bDMARD 
or non-
bDMARD 

5 or 10 mg BID 
monotherapy 

Placebo 
(advanced to 
tofacitinib 5 or 
10 mg BID at 
month 3) 

488b 122b 6 months Tofacitinib 
monotherapy; 
inadequate 
response to 
bDMARD or 
non-bDMARD 

NCT00853385 
(ORAL Standard) 
[10] 

III Active RA with 
inadequate 
response to 
MTX 

5 or 10 mg BID 
with 
background 
MTX 

Adalimumab 
40 mg SC Q2W; 
placebo 
(advanced to 
tofacitinib 5 or 
10 mg BID at 
month 3 
[non-responders] 
or month 6 
[remaining 
patients]) with 

405b 312b 12 months Tofacitinib 
combination 
therapy; inadequate 
response to MTX; 
active comparator 
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background 
MTX 

NCT00960440 
(ORAL Step) [11] 

III Active RA with 
inadequate 
response or 
intolerance to 
≥ 1 TNFi 

5 or 10 mg BID 
with 
background 
MTX 

Placebo 
(advanced to 
tofacitinib 5 or 
10 mg BID at 
month 3) with 
background 
MTX 

267c 132c 6 months Tofacitinib 
combination 
therapy; inadequate 
response to TNFi 

NCT01039688 
(ORAL Start) [12] 

III Active RA not 
previously 
treated with 
MTX 

5 or 10 mg BID 
monotherapy 

MTX 
monotherapy 
(starting dose of 
10 mg per week, 
increased by 5 
mg per week 
every 4 weeks to 
20 mg per week 
at week 8) 

770b 186b 24 months Tofacitinib 
monotherapy; first 
line 

NCT00856544 
(ORAL Sync) [13] 

III Active RA with 
inadequate 
response to 
≥ 1 bDMARD 
or non-
bDMARD 

5 or 10 mg BID 
with 
background 
non-bDMARD 

Placebo 
(advanced to 
tofacitinib 5 or 
10 mg BID at 
month 3 
[non-responders] 
or month 6 
[remaining 
patients]) with 
background 
non-bDMARD 

636b 159b 12 months Tofacitinib 
combination 
therapy; inadequate 
response to 
bDMARD or 
non-bDMARD 
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aTrial was only included in safety analyses as its duration was less than that required for the efficacy analyses (i.e., 3 months) 

bRandomized and received ≥ 1 dose of treatment 

cRandomized to a treatment group 

Abbreviations: bDMARD biologic disease-modifying antirheumatic drug, BID twice daily, DMARD disease-modifying antirheumatic drug, 

MTX methotrexate, Q2W once every 2 weeks, QD once daily, RA rheumatoid arthritis, SC subcutaneous, TNFi tumor necrosis factor inhibitors 
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