SUPPLEMENTAL DIGITAL CONTENT
Supplemental Digital Content 2. Adverse events occurring in ≥ 10% of patients

	
	SAR245409 dose cohort, n (%)

	
	30 mg
QD
(n = 6)
	50 mg
QD
(n = 12)
	70 mg
QD
(n = 10)
	90 mg
QD
(n = 5)
	20 mg
BID
(n = 7)
	30 mg BID
(n = 6)
	Total
(N = 46)

	
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3
	Gr 1/2
	Gr ≥ 3

	Diarrhea
	5 (83)
	0
	8 (67)
	0
	6 (60)
	1 (10)
	1 (20)
	0
	3 (43)
	1 (14)
	3 (50)
	0
	26 (57)
	2 (4)

	Rash
	6 (100)
	0
	6 (50)
	0
	3 (30)
	0
	2 (40)
	0
	2 (29)
	0
	1 (17)
	1 (17)
	20 (43)
	1 (2)

	Nausea
	3 (50)
	0
	4 (33)
	1 (8.3)
	3 (30)
	0
	1 (20)
	0
	5 (71)
	0
	2 (33)
	1 (17)
	18 (39)
	2 (4)

	Vomiting
	2 (33)
	1 (16.7)
	3 (25)
	1 (8.3)
	2 (20)
	1 (10)
	0
	0
	3 (43)
	0
	1 (17)
	1 (17)
	11 (24)
	4 (9)

	Dyspnea
	0
	1 (16.7)
	1 (8)
	2 (16.7)
	2 (20)
	0
	2 (40)
	1 (20)
	2 (29)
	0
	2 (33)
	1 (17)
	9 (20)
	5 (11)

	Asthenia
	1 (17)
	0
	4 (33)
	0
	3 (30)
	0
	1 (20)
	1 (20)
	1 (14)
	0
	0
	0
	10 (22)
	1 (2)

	Cough
	0
	0
	4 (33)
	0
	3 (30)
	0
	1 (20)
	0
	2 (29)
	0
	0
	1 (17)
	10 (22)
	1 (2)

	Fatigue
	2 (33)
	0
	2 (17)
	1 (8.3)
	2 (20)
	0
	1 (20)
	0
	1 (14)
	1 (14)
	0
	0
	8 (17)
	2 (4)

	Cataract
	0
	0
	1 (8)
	0
	1 (10)
	0
	1 (20)
	0
	1 (14)
	0
	2 (33)
	0
	6 (13)
	0

	Constipation
	1 (17)
	0
	0
	0
	1 (10)
	0
	1 (20)
	0
	2 (29)
	0
	1 (17)
	0
	6 (13)
	0

	Decreased appetite
	2 (33)
	0
	1 (8)
	1 (8.3)
	0
	0
	0
	0
	2 (29)
	0
	0
	0
	5 (11)
	1 (2)

	Dizziness
	1 (17)
	0
	1 (8)
	0
	0
	0
	2 (40)
	0
	2 (29)
	0
	0
	0
	6 (13)
	0

	Dermatitis acneiform
	0
	0
	3 (25)
	0
	1 (10)
	0
	0
	0
	2 (29)
	0
	0
	0
	6 (13)
	0

	Elevated AST
	0
	0
	1 (8)
	1 (8.3)
	2 (20)
	0
	0
	0
	1 (14)
	0
	0
	0
	4 (9)
	1 (2)

	Dry skin
	1 (17)
	0
	3 (25)
	0
	1 (10)
	0
	0
	0
	0
	0
	0
	0
	5 (11)
	0

	Headache
	0
	0
	1 (8)
	0
	1 (10)
	0
	1 (20)
	1 (20)
	1 (14)
	0
	0
	0
	4 (9)
	1 (2)

	Peripheral
edema
	1 (17)
	0
	2 (17)
	0
	0
	0
	0
	0
	0
	0
	2 (33)
	0
	5 (11)
	0


AE, adverse event; AST, aspartate aminotransferase; BID, twice daily; Gr, Grade; QD, once daily.
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