
	Additional file 1: Table S1 Summary of qualifying index studies associated with ORAL Sequel (NCT00413699)
	Clinicaltrials.gov identifier
	Protocol number
	Patients initially receiving tofacitinib, n
	Patient population
	Tofacitinib doses
	Control arm
	Study duration
	Patients entering Study A3921024 (NCT00413699), n 

	Phase 1

	NCT01262118 [1]
	A3921130
	36 (RA), 33 (healthy volunteers)
	Active RA and healthy volunteers
	10 mg BID (background MTX permitted)
	None
	6 weeks
	26

	NCT01484561 [2]
	A3921152
	97
	Active RA with inadequate response to ≥ 1 DMARD
	10 mg BID (background csDMARDs permitted)
	Placebo BID
	6 weeks
(for tofacitinib treatment)
	119
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	Phase 2

	NCT00147498 [3]
	A3921019
	199
	Active RA with inadequate or unacceptable toxicity to either MTX 15 mg or greater, or to any of the following: etanercept, infliximab, or adalimumab
	5 mg BID, 15 mg BID, 30 mg BID monotherapy
	Placebo BID
	6 weeks
	72

	NCT00413660 [4]
	A3921025
	438
	Active RA with inadequate response to MTX
	1, 3, 5, 10, or 15 mg BID or 20 mg QD with background MTX
	Placebo
	24 weeks
	393

	NCT00550446 [5]
	A3921035
	272
	Active RA with inadequate response to ≥ 1 DMARD
	1, 3, 5, 10, or 15 mg BID monotherapy
	Adalimumab SC 40 mg Q2W; placebo
	24 weeks
	296

	NCT01164579 [6]
	A3921068
	72
	Early active RA, MTX-naïve
	10 mg BID plus MTX, 10 mg BID monotherapy
	MTX
	52 weeks
	69

	NCT00976599 [7]
	A3921073
	15
	Active RA with inadequate response to MTX
	10 mg BID plus background MTX
	Placebo
	4 weeks
	28

	NCT01059864 [8]
	A3921109
	111
	Active RA
	10 mg BID, half of patients received concomitant atorvastatin 10 mg QD for Weeks 6–12
	None
	12 weeks
	92

	NCT01359150 [9]
	A3921129
	112
	Active RA
	10 mg BID monotherapy (half of patients) or with background MTX
	Placebo only (half of patients) or placebo plus MTX 
	9 weeks
	207

	NCT02147587 [10]

	A3921237
	55
	Moderate to severe RA with inadequate response to MTX
	5 mg BID plus background MTX; 
2–3 weeks post-herpes zoster vaccination
	Placebo 
	14 weeks 
	100








	Phase 3 

	NCT00960440 [11]
	ORAL Step, A3921032
	399
	Moderate to severe RA with inadequate response to TNFi
	5 or 10 mg BID with background MTX
	Placebo (advanced to tofacitinib at Month 3)
	6 months
	315

	NCT00847613 [12]
	ORAL Scan, A3921044
	797
	Active RA with inadequate response to MTX
	5 or 10 mg BID with background MTX
	Placebo (advanced to tofacitinib at Month 3 [non-responders] or 6 [remaining patients])
	24 months
	435

	NCT00814307 [13]
	ORAL Solo, A3921045
	610
	Active RA with inadequate response to 
≥ 1 DMARD
	5 or 10 mg BID monotherapy
	Placebo (advanced to tofacitinib at Month 3)
	6 months
	519

	NCT00856544 [14]
	ORAL Sync, A3921046
	792
	Active RA with inadequate response to 
≥ 1 DMARD
	5 or 10 mg BID with background MTX
	Placebo (advanced to tofacitinib at Month 3 [non-responders] or 6 [remaining patients])
	12 months
	627

	NCT00853385 [15]
	ORAL Standard, A3921064
	513
	Active RA with incomplete response to MTX
	5 or 10 mg BID with background MTX
	Adalimumab 40 mg SC Q2W; placebo (patients receiving placebo were advanced to tofacitinib at Month 3 [non-responders] or 6 [remaining patients])
	12 months
	525

	NCT01039688 [16]
	ORAL Start, A3921069
	766
	Active RA, MTX-naïve
	5 or 10 mg BID monotherapy
	MTX
	24 months
	658

	Total
	–
	5317
	–
	–
	–
	–
	4481


Participating countries in ORAL Sequel: Argentina, Australia, Austria, Belgium, Bosnia & Herzegovina, Brazil, Bulgaria, Canada, Chile, China, Colombia, Costa Rica, Croatia, Czech Republic, Denmark, Dominican Republic, Finland, France, Germany, Greece, Hungary, India, Ireland, Italy, Republic of Korea, Malaysia, Mexico, New Zealand, Peru, Philippines, Poland, Puerto Rico, Romania, Russia, Slovakia, Spain, Sweden, Taiwan, Thailand, Turkey, Ukraine, UK, and USA
There may be more patients per study entering ORAL Sequel compared with those initially in tofacitinib arm(s), for example, in cases where patients advanced to tofacitinib from placebo if eligible
BID twice daily, csDMARD conventional synthetic disease-modifying antirheumatic drug, DMARD disease-modifying antirheumatic drug, MTX methotrexate, Q2W every 2 weeks, QD once daily, RA rheumatoid arthritis, SC subcutaneous, TNFi tumor necrosis factor inhibitor
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