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Table 1. Treatment schedule and outcome measures
	Study Phase
	Baseline
Screening
	Study period
	End
	Discontinuation

	Study week
	Weeks
−4 to 0
	Week 
0
	Week
2
	Week
4
	Week
8
	Week
12
	Week
24
	Week
36
	Week
52
	Weeks
0–52

	Allowance
	
	
	 3 days
	 7 days
	 7 days
	 14 days
	 14 days
	 14 days
	 14 days
	within 14 days 

	Inclusion/exclusion
	●
	
	
	
	
	
	
	
	
	

	Demographics 
	●
	
	
	
	
	
	
	
	
	

	Enrollment
	●
	
	
	
	
	
	
	
	
	

	Random allocation
	●
	
	
	
	
	
	
	
	
	

	Research drug administration
	
	
	
	
	
	
	
	
	
	

	Adherence to research drug
	
	
	●
	●
	●
	●
	●
	●
	●
	●

	Concomitant 
drugs/combination therapy
	
	
	
	
	
	
	
	
	
	

	Adverse events
	
	
	
	
	
	
	
	
	
	

	Vital signs
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	Tender and swollen joint assessment
	●
	●
	●
	●
	●
	●
	●
	●
	●
	●

	VAS assessments
· Patient pain
· Patient global assessment
	●
	●
	●
	●
	●
	●
	●
	●
	●
	●

	VAS assessment
Physician global assessment
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	DAS28-ESR 
	●
	●
	●
	●
	●
	●
	●
	●
	●
	●

	DAS28-CRP
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	CDAI, SDAI
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	ACR20 /ACR50 /ACR70 response
	
	
	●
	●
	●
	●
	●
	●
	●
	●

	HAQ-DI
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	EQ-5D-5L
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	FACIT-F
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	Morning stiffness duration
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	Morning stiffness severity
	
	●
	●
	●
	●
	●
	●
	●
	●
	●

	Laboratory
	 Blood Chemistry
	●
	●
	●
	●
	●
	●
	●
	●
	●
	●

	
	 Hematology
	●
	●
	●
	●
	●
	●
	●
	●
	●
	●

	
	RF・ACPA・MMP-3
	
	●
	●
	●
	
	●
	●
	●
	●
	●

	
	 Cytokines/chemokines
	
	●
	●
	●
	
	●
	●
	●
	●
	●

	MSUS
	
	●
	
	●
	
	●
	●
	●
	●
	●

	Radiography
	
	●
	
	
	
	
	●
	
	●
	




ACPA, anti-cyclic citrullinated peptide antibody; ACR, American College of Rheumatology; CDAI, clinical disease activity index; CRP, C-reactive protein; DAS28, Disease Activity Score 28; EQ-5D-5L, EuroQol-5 Dimension 5-Level; ESR, erythrocyte sedimentation rate; FACIT-F, Functional Assessment of Chronic Illness-Fatigue; HAQ-DI, Health Assessment Questionnaire Disability Index; MMP-3, matrix metalloproteinase-3; MSUS, musculoskeletal ultrasound; RF, rheumatoid factor; SDAI, simplified disease activity index; VAS, visual analog scale.
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