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Baseline Characteristics

Table 1. Baseline Characteristics of the non-randomized part

Surgery arm CRT arm
=209 =159
Median Age (range) 62 (41-75) 65 (42-75)
Sex (%): Male / Female 173 (82.8%)/36 (17.2%) 140 (88.1%)/19 (11.9%)
ECOGPS (%):0/1 208 (99.5%)/ 1 (0.5%) 156 (98.1%)/

Tumor location (%): Upper / Middle / Lower 27 (12.9%)/ 131 (62.7%)/ 51 (24.4%)
208 (99.5%)/ 1 (0.5%)
146 (69.9%)/ 63 (30.1%)

189 (90.4%)/ 20 (9.6%)

13 (8.2%)/ 98 (61
159 (100%)/ .

99 (62.3%)/ 60 (37.7%)

135 (84.9%)/ 24 (15.1%)

Histology (%): Squamous / basaloid cell carcinoma
Longer diameter of tumor (%): <=4cm / >4cm
Multiple lesions (%): Absent / Present

CRT: chemoradiotherapy

ECOG PS: Eastern Cooperative Oncology Group performance status
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Participant flow
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Adverse events

Arm C:surgery arm

Table 2. Post-operative complications associated with the surgery arm (n=207)

CTCAE ver.3.0 Gr.l Gr.2 Gr.3 Grd %Gr.3-4
Anastomotic leak 5 9 11 2 6.3
Atelectasis 12 31 2 2 1.9
Prneumonia - 10 11 5 77
Recurrent nerve paralysis 10 24 3 3 29
Fistula 0 0 3 1 19
Any obstruction 0 0 4 0 1.9
AST 110 67 16 2 87
ALT 76 71 41 2 208
Hb 68 69 16 0 7.7
T-Bil 52 40 18 0 87

AST; Aspartate aminotransferase, ALT; Alanine transaminase, Hb; Hemoglobin, T-Bil; Total Bilirubin

Arm D:chemoradiotherapy arm — Table A:acute toxicities, Table B:late toxicities




Table 3. Summary of (A) acute and (B) late toxicities in patients of the CRT arm
A. Acute adverse event of CRT (n=158)

CTCAE ver.3.0 Gr.l Gr.2 Gr.3 Grd |%Gr.3-4
Leukocytopenia 40 92 17 1 114
Neutropenia 46 67 15 3 11.4
Thrombocytopenia 23 12 2 0 13
Esophagitis 61 58 16 0 10.1
Anorexia 33 45 16 0 10.1
Nausea 60 30 8 0 51
Vomiting 20 6 0 0 0
Diarrhea 15 0 1 0 06
Stomatitis 32 6 0 0 0
Febrile neutropenia - - 3 0 1.9
Hyponatremia 100 - 17 0 10.8
ALT 57 8 2 0 13
Creatinine 61 8 0 0 0
ALT: alanine aminotransferase

B. Late adverse event of CRT (n=158)

CTCAE ver.3.0 Gr.l Gr.2 Gr.3 Grd | %Gr.3-4
Esophagitis 24 12 1 0 0.6
Fistula, GI-Esophagus 0 0 0 0 0
Dyspnea 3 2 3 1 25
Preumonitis 44 4 3 0 19
Pleural effusion (non-malignant) 17 0 4 0 25
Cardiac ischemia 0 0 2 3 32
Pericardial effusion (non-malignant) 28 - 0 0 0

T EFMHIRE R UBIRET
MEB DT -2 RS
LEES

AR TIE, 527 LMEN—FTHDARES LUBEN . KRR RICTHEMATA]
BETH o118, IESUH Lb/ \—ThHAHCE (FHTEE) B KU . DEF (LG
SEEE) IOV TR (T o1 =

FHEEDIES LUSEETFEIA(Z. 94.7%(95% CI, 90.6-97.0) &86.5%(95% CI, 81.0-
905) . 1b=E%EE(393.1%(95% CI, 87.9-96.1) £85.5%(95% CI, 78.9-90.1) Tdho71=.

ARHERD BN RAEHEIE B THAHIET U Lk \—MIH T3 FiidELbEmst
BREZED. EeRTEREL-EFHREOLLE T, adusted HR 1.05; 95% CI
0.67-1.64 [<1.78]) THY. 95%EREXE D LRI, BRIIZIRESN-IFELET—D
T#H51.78% TEH>T=,

Z DD EIRHIFHIEIER Tl {LREEFD TLREIE(387.3%(95% CI, 81.1-
92.1) . FMBEDIFEL JUSFRIEELEFEISE. 84.1%(95% Cl, 784-884) &£81.7%
(95% CI, 75.7-86.3) . 1L 2 ER#(X76.1%(95% CI, 68.7-82.0) &£71.6%(95% CI, 63.9-78.0)
THhHot=,

Outcome measures

Figure1 Overall survival in Arm G (Surgery arm) and Arm D(CRT arm)
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Figure2 Progression—free survival in Arm C (Surgery arm) and Arm D(CRT arm).
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Figure 3 Esophagectomy—free survival in Arm D
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Figure 5 Cumulative incidence of death by esophageal cancer
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Brief summary

In conclusion, we consider that CRT is non—inferior compared to surgery with regard to
overall survival in patients with TIbNOMO ESCC. CRT should be a standard option for
T1bNOMO ESCC patients.
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