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Table S1 Demographic Characteristics

	Category
	Roll-in BCL
N = 21
	Randomized BCL
N = 209
	Randomized WL
N = 209
	All Randomized
N = 418

	Mean age, yrs (SD)
	60.1 (10.1)
	61.5 (10.2)
	60.7 (10.1)
	61.1 (10.1)

	Median age (range)
	61 (38, 74)
	62.0 (34, 82)
	62.0 (39, 81)
	62.0 (34, 82)

	Age category n (%)
	
	
	
	

	Age 25-39
	1 (4.8)
	3 (1.4)
	2 (1.0)
	5 (1.2)

	Age 40-49
	3 (14.3)
	25 (12.0)
	36 (17.2)
	61 (14.6)

	Age 50-59
	4 (19.0)
	52 (24.9)
	49 (23.4)
	101 (24.2)

	Age ≥ 60
	13 (61.9)
	129 (61.7)
	122 (58.4)
	251 (60.0)

	Race n (%)
	
	
	
	

	White
	12 (57.1)
	163 (78.0)
	160 (76.6)
	323 (77.3)

	Black or African American
	1 (4.8)
	10 (4.8)
	13 (6.2)
	23 (5.5)

	Asian
	1 (4.8)
	12 (5.7)
	11 (5.3)
	23 (5.5)

	Native Hawaiian or other Pacific Islander
	0
	0
	0
	0

	American Indian or Alaska Native
	1 (4.8)
	0
	1 (0.5)
	1 (0.2)

	Other
	3 (14.3)
	9 (4.3)
	7 (3.3)
	16 (3.8)

	Multiple
	0
	1 (0.5)
	0
	1 (0.2)

	Not reported or unknown
	3 (14.3)
	14 (6.7)
	17 (8.1)
	31 (7.4)

	Ethnicity
n (%)
	
	
	
	

	Hispanic or Latino
	2 (9.5)
	11 (5.3)
	18 (8.6)
	29 (6.9)

	Not Hispanic or Latino
	18 (85.7)
	188 (90.0)
	183 (87.6)
	371 (88.8)

	Not reported or unknown
	1 (4.8)
	10 (4.8)
	8 (3.8)
	18 (4.3)

	BMI (kg/m2) median
	29.2
	27.3
	27.2
	27.3

	IQR
	23.6, 32.4
	24.4, 30.7
	24.6, 31.1
	24.5, 31.0

	Range
	17.8, 36.1
	18.3, 39.4
	16.4, 47.0
	16.4, 47.0

	Cup size 
n (%)
	
	
	
	

	A or B
	6 (32)
	70 (36)
	65 (33)
	135 (34)

	C or >
	13 (68)
	126 (64)
	131 (67)
	257 (66)

	Missing (n)
	2
	13
	13
	26



Table S2  Per-protocol population primary outcome efficacy analysis

	Outcome measure
	BCL
N= 206
	WL
N= 206
	Statistical analysis

	Positive margin 
N (%)
	29 (14.1)
	43 (20.8)
	

	Main analysis
	
	
	TD (95.4% CI)
-7.2% (-14.4%, 0.1%)

	Non-inferiority p value
	
	
	0.011

	Superiority p value
	
	
	0.024

	Sensitivity analysis
	
	
	TD (95.4% CI)
-7.6% (-14.7%, -0.3%)

	Non-inferiority p value
	
	
	0.010

	Superiority p value
	
	
	0.019

	
	
	
	












Table S3  Adverse events
	Medical Monitor AE Term
	Roll-in
BCL
(N=21)
 n (%)
	
Randomized BCL
(N=206)
 n (%)
	
Randomized WL
(N=212)
 n (%)

	 Positive Margin
	2 (9.5)
	29 (14.1)
	45 (21.2)

	 Seroma
	0 (0.0)
	19 (9.2)
	10 (4.7)

	 Infection, Breast
	0 (0.0)
	11 (5.3)
	8 (3.8)

	 Hematoma
	0 (0.0)
	7 (3.4)
	10 (4.7)

	 Allergic contact dermatitis to the Tegaderm  dressing
	3 (14.3)
	11 (5.3)
	0 (0.0)

	 Fatigue
	0 (0.0)
	3 (1.5)
	4 (1.9)

	 Pain, Breast
	0 (0.0)
	2 (1.0)
	5 (2.4)

	 Close Margin	
	0 (0.0)
	1 (0.5)
	4 (1.9)

	 Infection, COVID-19
	0 (0.0)
	1 (0.5)
	4 (1.9)

	 Breast cancer, contralateral breast	   
	0 (0.0)
	1 (0.5)
	3 (1.4)

	 Dizziness	
	0 (0.0)
	1 (0.5)
	3 (1.4)

	 Ecchymosis, Breast	
	0 (0.0)
	1 (0.5)
	3 (1.4)

	 Nausea
	0 (0.0)
	3 (1.5)
	1 (0.5)

	 Seroma, Axilla	
	0 (0.0)
	3 (1.5)
	1 (0.5)

	 Wire in muscle	
	0 (0.0)
	4 (1.9)
	0 (0.0)

	 Wound dehiscence, Breast	   
	0 (0.0)
	2 (1.0)
	2 (0.9)

	 Constipation	
	1 (4.8)
	1 (0.5)
	1 (0.5)

	 Contact Dermatitis
	0 (0.0)
	0 (0.0)
	3 (1.4)

	 Edema, Breast
	0 (0.0)
	2 (1.0)
	1 (0.5)

	 Headache
	0 (0.0)
	2 (1.0)
	1 (0.5)

	 Hot flash
	0 (0.0)
	1 (0.5)
	2 (0.9)

	 Infection, Gastrointestinal
	1 (4.8)
	1 (0.5)
	1 (0.5)

	 Infection, Sinusitis
	0 (0.0)
	2 (1.0)
	1 (0.5)

	 Pain, Axilla
	0 (0.0)
	1 (0.5)
	2 (0.9)

	 Paresthesia, Arm
	0 (0.0)
	0 (0.0)
	3 (1.4)

	 Hypertension
	0 (0.0)
	0 (0.0)
	2 (0.9)

	 Infection, Urinary Tract
	0 (0.0)
	0 (0.0)
	2 (0.9)

	 LCIS	
	0 (0.0)
	0 (0.0)
	2 (0.9)

	 Rash, Breast
	1 (4.8)
	1 (0.5)
	0 (0.0)



Reported in >2 participants in any intervention group







Table S4  Serious adverse events
	Medical Monitor AE Term
	Roll-in BCL
(N=21) n (%)
	BCL
(N=206) n (%)
	
WL
(N=212) n (%)

	Subjects with at least one SAE
	   2 (9.5)
	  36 (17.5)
	  59 (27.8)

	 Positive Margin
	   2 (9.5)
	  29 (14.1)
	  45 (21.2)

	 Close Margin
	   0 (0.0)
	   1 (0.5)
	   4 (1.9)

	 Breast cancer, contralateral breast
	   0 (0.0)
	   1 (0.5)
	   3 (1.4)

	 Hematoma
	   0 (0.0)
	   0 (0.0)
	   4 (1.9)

	 Infection, Breast
	   0 (0.0)
	   2 (1.0)
	   1 (0.5)

	 LCIS
	   0 (0.0)
	   0 (0.0)
	   2 (0.9)

	 Anaphylaxis
	   0 (0.0)
	   0 (0.0)
	   1 (0.5)

	 Atrial fibrillation
	   0 (0.0)
	   0 (0.0)
	   1 (0.5)

	 Cancer (CLL) present in axillary lymph node(s)
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Contralateral breast Positive Margin
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Infection, Axilla
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Neoplasm, Endometrial
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Neutropenic Fever
	   0 (0.0)
	   0 (0.0)
	   1 (0.5)

	 Obstructive Sleep Apnea with Hypoxia, worsening
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Sebaceous gland carcinoma, Ipsilateral breast
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)

	 Wound dehiscence, Breast
	   0 (0.0)
	   1 (0.5)
	   0 (0.0)






