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	Randomized Treatment
	Crossover Portion

	
	Mogamulizumab
(1.0 mg/kg)
N=47 
	Investigator’s Choice
N=24
	Mogamulizumab
(1.0 mg/kg)
N=18

	Response Status
	Investigator
Assessment
n=47
	Independent
Review
n=47
	Investigator
Assessment
n=24
	Independent
Review
n=24
	Investigator
Assessment 
n=18

	Best Overall Response (n [%]):
	
	
	
	
	

	Complete Response 
	1 (2.1)a
	2 (4.3)
	0
	0
	0

		Confirmed CR
	0
	1 (2.1)
	0
	0
	0

	Uncertified Complete Response
	2 (4.3)
	0
	0
	0
	1 (5.6)

		Confirmed CRu
	1 (2.1)
	0
	0
	0
	0

	Partial Response
	13 (27.7)
	11 (23.4)
	0
	2 (8.3)
	2 (11.1)

		Confirmed PR
	5 (10.6)a
	4 (8.5)
	0
	0
	1 (5.6)

	Stable Disease 
	2 (4.3)
	0
	6 (25.0)
	4 (16.7)
	1 (5.6)

	Relapsed Disease or Progressive Disease
	12 (25.5)
	16 (34.0)
	11 (45.8)
	13 (54.2)
	6 (33.3)

	Not Assessableb
	17 (36.2)
	18 (38.3)
	7 (29.2)
	5 (20.8)
	8 (44.4)

		Clinical Progression
	6 (12.8)
	0
	5 (20.8)
	1 (4.2)
	6 (33.3)

	Overall Response Rate (Confirmed and Unconfirmed)
	16 (34.0)
	13 (27.7)
	0
	2 (8.3)
	3 (16.7)

	Overall Response Rate Confirmed
	7 (14.9)
	5 (10.6)
	0
	0
	1 (5.6)

	a:	One subject (022-006) had a confirmed PR, but the best overall response was unconfirmed CR at the time of the data cut-off date. 
b:	If there was no post-baseline tumor assessment or the responses for all post-baseline tumor assessments were not assessable (not evaluable), the best overall response was classified as “not assessable” for the subject.
CR=complete response; CRu=uncertified complete response; PR=partial response 
Source:  Tables 14.2.1.2 and 14.2.1.7; Listings 16.2.6.19, 16.2.6.20, and 16.2.6.21 




