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Table 1. Patients’ baseline characteristics
	Characteristic
	Control arm
N = 12
	Investigation arm
N = 10

	Baseline data
	
	

	Age
	65.50 (60.50–71.50)
	61.00 (52.00–69.00)

	Sex
	
	

	    Female
	4 (33.3%)
	2 (20.0%)

	    Male
	8 (66.7%)
	8 (80.0%)

	Body weight (kg)
	56.00 (41.60–63.50)
	58.55 (48.00–65.20)

	SMM (kg)
	27.85 (20.30–31.80)
	28.80 (23.80–31.90)

	Height (cm)
	167.00 (159.95–170.10)
	166.75 (158.00–175.60)

	SMI (kg/m2)
	9.95 (7.91–11.06)
	10.08 (9.44–10.78)

	Tumor-related data
	

	cT
 1
 2
 3
 4
	
2 (16.7%)
3 (25.0%)
7 (58.3%)
0 (0.0%)
	
1 (10.0%)
3 (30.0%)
6 (60.0%)
0 (0.0%)

	cN
 0
 1
 2
 3
 4
	
3 (25.0%)
5 (41.7%)
4 (33.3%)
0 (0.0%)
0 (0.0%)
	
1 (10.0%)
6 (60.0%)
1 (10.0%)
1 (10.0%)
1 (10.0%)

	Tumor size (mm)
	44.0 (32.5–55.0)
	40.0 (39.0–60.0)


Data were presented as numbers (percentages) or medians (interquartile ranges).
Abbreviations: SMM, skeletal muscle mass; SMI, skeletal muscle mass index; cT, clinical tumor depth; cN, clinical lymph node metastasis; cM, clinical distant metastasis

Table 2. Primary endpoint
	Outcome
	Control arm
N = 12
	Investigation arm
N = 10
	p-value*


	Changes in the SMI
	
	
	0.370

	    Mean (SD)
	0.39 (0.82)
	0.12 (0.28)
	

	    Median (IQR)
	0.19 (0.04–0.77)
	0.10 (−0.09 to 0.37)
	

	    Min–Max
	−0.64 to 1.79
	−0.28 to 0.45
	


* p-value obtained from the group-by-time interaction term in the mixed-effects model, representing the between-group difference in SMI changes. All patients (N = 22) are included in the analysis using the mixed-effects model, despite missing values at some time points owing to nonoperative management following chemotherapy or simple oversight.
Abbreviations: SMI, skeletal muscle mass index; SD, standard deviation; IQR, interquartile range; Min, minimum value; Max, maximum value


Table 3. Secondary endpoints
	Outcome
	Control arm
N = 12
	Investigation arm
N = 10
	p value*

	Changes in body weight
	0.174

	    Mean (SD)
	0.71 (2.80)
	2.34 (3.03)
	

	    Median (IQR)
	0.00 (−1.00 to 0.80)
	3.10 (1.50–3.90)
	

	    Min–Max
	−2.00 to 7.20
	−5.20 to 5.60
	

	Changes in skeletal muscle mass
	0.403

	    Mean (SD)
	1.13 (2.44)
	0.38 (0.76)
	

	    Median (IQR)
	0.40 (0.10–2.40)
	0.30 (−0.20 to 1.10)
	

	    Min–Max
	−1.80 to 5.30
	−0.70 to 1.40
	

	Changes in appendicular muscle mass
	0.346

	    Mean (SD)
	2.63 (5.59)
	0.54 (0.82)
	

	    Median (IQR)
	0.65 (0.22–1.67)
	0.35 (0.01–1.14)
	

	    Min–Max
	−1.27 to 13.88
	−0.60 to 1.85
	

	Changes in fat-free mass index
	0.515

	    Mean (SD)
	0.53 (1.01)
	0.28 (0.40)
	

	    Median (IQR)
	0.48 (0.20–1.13)
	0.40 (0.15–0.45)
	

	    Min–Max
	−1.06 to 1.92
	−0.36 to 0.88
	


* p-value obtained from the group-by-time interaction term in the mixed-effects model, representing the between-group difference in changes of each variable. All patients (N = 22) are included in the analysis using the mixed-effects model, despite missing values at some time points owing to nonoperative management following chemotherapy or simple oversight.
Abbreviations: SD, standard deviation; IQR, interquartile range; Min, minimum value; Max, maximum value
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