[bookmark: _Ref448138211][bookmark: _Toc463553786]Table 31.	Mean Percentage Change from Baseline in Total Fibroid Volume at Month 3, Month 6, and Final Visit (Modified ITT Analysis Set)
	
	Cohort 1
	Cohort 2

	
	
	Elagolix 300 mg BID
	
	Elagolix 600 mg QD

	Time Point
	Statistics
	Placebo
N = 65
	Elagolix alone
N = 65
	+ LD E2/NETA 
N = 64
	+ SD E2/NETA 
N = 65
	Placebo
N = 78
	Elagolix alone
N = 77
	+ LD E2/NETA 
N = 76
	+ SD E2/NETA 
N = 77

	Month 3

	N
	53
	49
	52
	47
	64
	57
	53
	58

	Mean (SD)
	1.7 (33.61)
	–41.9 (24.87)
	–24.6 (27.58)
	–9.8 (40.31)
	5.4 (27.18)
	–34.4 (25.56)
	–17.5 (27.76)
	–4.6 (39.97)

	P valuea
	
	< 0.001
	< 0.001
	0.018
	
	< 0.001
	< 0.001
	0.021

	Month 6

	N
	45
	44
	48
	42
	55
	50
	44
	46

	Mean (SD)
	8.3 (50.97)
	–40.2 (27.60)
	–23.3 (30.34)
	–8.8 (47.81)
	–1.8 (30.10)
	–34.2 (31.14)
	–17.8 (30.49)
	–1.1 (46.66)

	P valuea
	
	< 0.001
	< 0.001
	0.032
	
	< 0.001
	0.007
	0.495

	Final Visit

	N
	53
	53
	54
	51
	66
	59
	55
	60

	Mean (SD)
	4.6 (48.59)
	–39.6 (28.66)
	–24.0 (29.93)
	–12.9 (46.20)
	0.1 (28.82)
	–36.4 (30.07)
	–16.6 (32.65)
	–1.6 (42.75)

	P valuea
	
	< 0.001
	< 0.001
	0.015
	
	< 0.001
	0.002
	0.329


1. P value for test of difference between each elagolix dose group and placebo is from a Kruskal-Wallis analysis with treatment as the main effect.
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