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Standard operation procedure of laparoscopic D2 distal
gastrectomy for locally advanced gastric cancer: consensus
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[Abstract]) A prospective, multicenter, randomized
controlled trial (CLASS-01) of laparoscopic versus open surgery
for locally advanced distal gastric cancer provides high-level

evidence - based evidence for minimally invasive surgery for

locally advanced gastric cancer. The findings showed that the
experienced surgeons could perform laparoscopic D2 distal
gastrectomy for locally advanced gastric cancer safely and
effectively, with significant minimally invasive advantages,
which attracting extensive attention in the academic community.
In order to correctly understand and scientifically apply the
results of this research in clinical practice, this paper
summarized the research consensus of CLASS - 01 trail for
readers, including relevant definitions, surgical indications,
device preparation, perioperative management, surgical
principles and standards as well as the operational processes
and quality control. The relevant standard procedures in this
paper are the consensuses which were reached between the
researchers when writing the CLASS-01 research plan. The
basic principles referred to the international and domestic
treatment guidelines and at the same time fully considered the
actual situation of laparoscopic gastric cancer surgery in China.
It has crucial guiding significance for the scientific development
and rational promotion of laparoscopic surgery for gastric cancer
in China.

[Key words] Stomach neoplasms, advanced stag; D2
lymph node dissection;  Distal gastrectomy;  Laparoscopy;
Norm; Consensus

Fund program: National Key R&D  Program
(2017YFC0108300);  National ~ Clinical ~ Key  Specialist
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(Tumor) Diagnosis and Treatment Capacity Improvement
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[Abstract]  Construction of research - based surgery
department  includes  standardizing surgical  practices,
collecting and  analyzing clinical data,  discovering
problems in clinical practices, designing and conducting
reliable and high-level clinical research, improving and
innovating  surgical technologies according to research

conclusions, working out technical specifications and

promoting them through clinical education, and creating
new clinical research needs arised by innovative and cutting -
edge technologies and theories. By integrating technology,
research, standardization, promotion and evaluation, and
making close connections between different parts of clinical
practices, scientific research and clinical teaching, it helps
achieve coordinated development of surgical practices and
translational research, and will finally promote the cultivation
of medical talents and the progress of medical technologies.
Since 2010, the General Surgery Department of Nanfang
Hospital has established the basic idea of subject construction
of “research-oriented surgery with data as the core, minimally
invasive surgery with laparoscopic as the characteristic, and
specialized surgery with high-efficiency service as the
guidance” , and has taken a series of measures to build it
into a well-known research-based gastrointestinal surgery
in China. The achievements of this speciaty have emerged
from nothing, research platforms from few to many, the
talent echelon from following to leading, and the influence
from regional to international. The discipline construction has
achieved a leap from quantitative to qualitative changes.

[Key words] Research - based discipline;  Gastroin -
testinal surgery;  Discipline construction
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Table 1. Eligibility Criteria for Enrolling Patients

Inclusion

Age older than 18 and younger than 75 years

Primary gastric adenocarcinoma confirmed pathologically by
endoscopic biopsy

¢T2-4aN0-3MO at preoperative evaluation according to AJCC
Cancer Staging Manual, 7th Edition

Expected curative resection via distal subtotal gastrectomy with
D2 lymphadenectomy

ECOGPSOor1

ASA class |, I, or Il

Written informed consent

Exclusion

Pregnant or breast-feeding women

Severe mental disorder

Previous upper abdominal surgery (except laparoscopic cholecystectomy)

Previous gastrectomy, endoscopic mucosal resection, or endoscopic
submucosal dissection

Enlarged or bulky regional lymph node diameter larger than 3 cm based
on preoperative imaging

Other malignant disease within the past 5 years

Previous neoadjuvant chemotherapy or radiotherapy

Unstable angina, myocardial infarction, or cerebrovascular accident within
the past 6 months

Continuous systematic administration of corticosteroids within 1 month
before the study

Requirement of simultaneous surgery for other diseases

Emergency surgery due to a complication (bleeding, obstruction, or
perforation) caused by gastric cancer

FEV1 < 50% of predicted values

Abbreviations: AJCC, American Joint Committee on Cancer; ASA, American
Society of Anesthesiology; ECOG PS, Eastern Cooperative Oncology Group
performance status; FEV1, forced expiratory volume in 1 second.
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Underwent random assignment
(N = 1,056)

Assigned to
laparoscopic group
':l1 = 528]

Withdrew consent (n= 1)
Unresected (n=8)

Laparoscopic group
{n=519)

Assigned to
open group
(n = 528)

Withdrew consent (n = 1)
Unresected (n=7)

Open group
{n =520)

Completed surgery with curative intent

Modified intention-to-treat analysis
(N =1,039)

Fig 1. CONSORT diagram.

Table 2. Patiant Clinical and F

ic Characteristics at Baseli

- Open Surgery
in = 618} n = 530}
Charactesistc Mo, o Bodesan o] No. %* Mean so P
Sex e
Male 380 732 348 665
Femadls 138 268 174 335
Age, years 565 104 5.8 1.1 306
B, 23 32 n3 32 540
ECOG Ps 557
0 3 723 39 762
1 142 74 17 244
Comeebidity 243
None 358 6882 378 77
One ot mons 158 308 133 267
Tumor size, cm 40 20 4.0 21 580
Histeiogy a3
Defferentistad 361 s 365 702
Undifferentated 158 304 185 288
Metaststic lymph node 439 B0 45 63 A48
FPathologe T stag= 284
<TZ ARl B4 132 24
T2<4a 384 738 383 76
Tén B OB 4 15
Pathologe N stage B
NO 214 412 216 415
N1 -0 168 T8 162
N2 BB 170 o8 188
N3 129 2439 126 242
Mx 1 a2 1 oz
Pathologe M stage 1.000
MO 510 a8l 511 883
M B 15 a 15
Missing dats 1 02 1 oz
cY 223
CY positive 3 07 & 1.7
CY negative 400 883 410 BE3
CY unknown 16 103
Pathologe THM stage 548
1A BT 188 5 18.0
=3 =3 123 B3 10.2
14 & 127 53 13
1[1:1 n 13z i ] 162
na -] 133 ” 48
e 73 AL 78 150
mc Fid 148 B 127
n n 21 8 15
Missng dats 1 o0z 1 oz
NOTE. Tumar stage according to the Amedcan Joint Committes on Cancer, Tth Edition.
Abbrevistions: BMI, body rass index; CY, eytolegy, ECOG PS, E G i gy perf status; 50, dard devistion.
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Table 3. Surgical Outcomes for Lapsroscopic and Open Surgery Groups
Laparescopic Surgery Open Surgery
(n = 515 in = 520)
Outcome No. % Mean SD Mo. % Mean sD P

Gastreciomy 683

Distal 608 878 507 875

Total 1 21 13 25
Reconstructon A28

B4 283 50.7 02 E&.1

Bl 173 345 180 308

Foux-ar-y B2 100 40 1.7

Onhers % 4.8 18 is
Lyrmphadenecionry B4

Dz 517 994 519 a6

Oabers 2 06 1 o4
Combined resecton 16 a1 16 3.1 298

Gallblsdder b 21 n 21 736*

Partisl ransverss colon o mesentery 2 04 1 02

Partisl liver 2 04 1 a2

Spleen andior distal pancreas 1 0z 2 04

Cheary a 1 a2
Surgical time, minutes 2173 60.3 186.0 B33 < .00
Estimated biood less, mL 106.5 BBE 1173 BAS 001
Open conversion 3 64

Turmor-redated 10

Techracal diffsculty 1

Bleeding a

Adhesian 1

Langth of incision = 10 em 1=
I tree blood ranst 14 27 14 27 S48
Proximal resecton margn, om 48 23 52 25 A36
Distal resection mangin, cm 4.1 21 43 25 328
Retrieved lymph node 361 16.7 363 181 738
Length of ncision, em BOD 30 1B a7 = 001
Time to ambulation, days 23 14 24 14 037
Time to frst flatus, days is 1.2 38 1.7 011
Time to first iquid ntake, days 5.5 4.0 = .00
Postoperative hospital stay, days? 0.8 59 na 78 = 001
Abbreviations: B-l, Bilroth 1; B-I, Billreth N, 5D, standard deviation.
*Test of all distributans,
Tlaparoscopic surgeny: meadian, 0.0, nterquanile rangs (I0R), B.0-11.5; open surgery: medkan, 10.0; IOR, 9.0-12.0.

FARHEAE

RJG I RIE R AR RICT- RG] TR 4, RPIfRAEEAAE LG 425 6 (4.8%) (44~ B i 7 1R
s 1A B B IE R, B 24, — S SRR INUAE , FELAD I & A 104) F1 18 491 (3.5% ) #E OG
(54 AL, 5 A4 AR s g8 45 S BB B 1A R R AE T A A 2E R LR E =R (R
1.3%;95%CI: —1.1%~3.9%; P=0.281) . 4k, LG ARG BIFLIE K AR N 15.2%, 06 4K 12.9%, L 25 57
TG iteFE X (225 2.3%;95% C1:1.9%~6.6%; P=0.285) . AJa BT KAEM LG 44, 1 HIFE T iR 51
A PR P I S 38, 1 A8 T 45 B 4h ., B LG 4H 5 OG 4HAET- R 22 F LG 242 L (225 0.4% 3 95%Cl :
0.4%~ 1.4%;P=0.249) . ItAh, #4fi Clavien-Dindo X F- A I K 4 A9 4025, R 20 A9 I & RE 7™ T B2 B2 43 A A AL
(P=0.314), [EREERIE, LG 1041(1.9%) LI K 0G HA 341(0.6%) W& 11, B4 L 22 5 08t
B (2251.3%;95% C1:0.19%~3.0%; P=0.056) . BLAM, LCAL 1141, 0G 4110 41, ¥IRW) & 119 (8 vs.3) JE I
PHIL (T vs. 4) (1 vs. 2) JENHIAL(O ve. D B T2 TF (1 vs. )T EE F A, MABRENELE FARAEK
(P=0.822) FIE & FAREH 304 (P=0.173) T EPEE R

o

H AT, IEFEEA T =2 T RCT 205105k 3 H A (JLSSG 090) , # [# (KLASS-02 A1 [E (CLASS-01) . &
FEBR VT I 5% AR 5 AL G TP T ARG Ry B it Je 100 5 9 1) 28 SR 250k o ZEARDNE R A & A A 1 R
(A T e E AR [ (SR () AR LU SRR T, AR e A I T A SCHRGE 2 e s . 7
112017 58 L A bt 1 TAE

ARFFEUESE , W6 e s iy 19 o VA AR VAT Ry B ik e 0 B AR S I D B2 2 ml A7, 5 R0 B AR DGR
TE—2, AW BRI AL I IR AL B PE S 8, B i i /D iR R TR SR i T REYK
TRV a5t () e s 1]
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Table 4. Morbidity and Mortality for Laparescopic and Open Surgery Groups
Laparoscopic Surgery Open Surgery
(n =519 In = 520 Between-Group Difference*®

Morbidity Type/Mortality No. Rate (%) No. Rate (%) Difference (%) 95% ClI Pt

Intraoperative complication 25 48 18 35 13 =-111039 28

Postoperative complication 79 15.2 67 129 23 =19t 66 285
Anastomotic leakage 10 19 3 0.6 13 -0.1t0 3.0 056
Wound problem i} 1.2 5 10 02 =1210 1.6 773
Intra-abdominal bleeding 2 04 4 08 =04 =-16t0.7 687
Intraluminal bleeding 0 0.0 3 06 =06 -17103 249
lleus 3 06 2 0.4 02 -09t01.3 687
Intra-abdominal abscess 9 1.7 7 13 04 =12t 2.1 626
Lymphatic |eakage 7 1.3 7 13 0.0 =16t 1.6 1.000
Pancreatic fistula 2 04 0 0.0 04 =041014 249
Gastroparesis 5 1.0 6 12 =02 -16t012 1.000
Pulmanary 29 56 25 48 08 =20t0 36 580
Cergbrovascular 1 0.2 1 0.2 0.0 -091t0 0.9 1.000
Cardiac 1 0.2 0 0.0 0.2 =-06t0 1.1 500
Deep vein thrombosis 1 02 ] 0.0 02 =-06to 1.1 500
Cholecystitis 1 02 0 0.0 02 =06t 1.1 500
Hepatic 1 0.2 1 0.2 0.0 =-091t0 0.9 1.000
Renal 0 0.0 1 0.2 -0.2 -1.1t0 0.6 1.000
Others 13 25 9 17 08 =1.1t027 400

Mortality 2 04 0 0.0 04 =041014 249

Clavien-Dindo classificationt 34
| T 14 3 06 08 -05t02.2 224
Il 54 104 50 96 0.8 -29t0 45 681
la 12 23 7 13 1.0 -081t0 28 258
(1113] 3 06 3 0.6 0.0 =-12101.2 1.000
IVa 1 02 4 08 =06 -181004 374
v 2 04 0 0 04 -04to14 245

*Calculated by using Newcombe's method.

tCaleulsted by using Fisher's exact method.

tDistribution was calculated by x” test.

REAERFE R B, N8 s 50697 SR it J ) 15 988 R 5 O ROE R AE KR 8.0%0~24.2% . Ficilt , 3 ] 10 LG X)
239 B 2 AR5 R BRAG AT B2 1) AGC FRE VEATHIFST , & B LG Ik BV 4535 1 3 i O RIE & AR 0N 15.9% , 48T
N 0.8%, SASCHGA IRl 55 —TEXT 2,976 24 B 1 2 HuO iF ST i I B 1 96 TR 1R 461 %) Bt
95 191 23 AT 1 R0 2R 43 R 13.4% i1 112.5% 5 3 26 LR AR IS R 58 O s A2 2 (DA Ge it b i) i 3 22
5o TEARBEGEH, G S 55 41 B AR 89.3% M A 252 T ik v B VIR AR (A AE 16.1% B E K ET
AGC, T 7E IR s B D, s I R bk L 257 1, A 56.1% B E &R T AGC, X BB 5T Fn HAl A 58 #7
R T AGC B E W IEE T AR T ARZ LR, BruORTIEYE WA B8, LG A JF Dk 45 i 160
AGC HY MR LW H 35.7% WA, 76 H A B — IR RTHEPERF 55 o, A 280 1 SVEHEE A= 4% D, 5 Do i E ik 5%
WRELEE T IR VAT R, B ML OG AR5 I E & A% 49 20.9% .,

BRI RE B4 LA R 5 25 51 (AR SR th LGB Dotk 45 VIR ARG , H S OG i, AGC AR
J&i 30 R IFH BAE B AR LIEZ 1) . WA FHE R B MR B RAEZ — , T DGl YA, . AT
S, LG ZHW) A R FN 1.9% , 7EZ RTRE 1 1.1%~2.7% 5N . [EAEE SRR, BRERTSEH¥E X,
AR FRE 45 Je e M) 6 VRS IR AT BB B R, 4R 7R M s B T2 A v s 81k — VA XU

P E T R IR REPERT 9T Z 01, CLASS HEAT T Z rhuts [l B BA B 5T , LAVTAS LG IRYY AGC 1% 4
PEFITRG o FEIZ R 22 Fon BRI A 1184 44 AGC HR #4557 T I i B i s 4 5 VI A (D, 3%
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Figure 1. Flow of Patient Enrollment and Randomization

1056 Randomized®

528 Randomized to receive 528 Randomized to receive
laparoscopic surgery open surgery
519 Underwent gastrectomy 520 Underwent gastrectomy
as randomized as randomized
9 Did not receive gastrectomy 8 Did not receive gastrectomy
as randomized as randomized

1 Withdrew consent
8 Had unresectable tumor
intraoperatively

|

519 Included in primary analysis?

|

481 Included in per-protocol analysis
38 Excluded from analysis
4 Underwent laparoscopic
total gastrectomy
1 Underwent laparoscopic
inadequate D2
tymphadenectomy?
33 Converted to open
gastrectomy intraoperatively
25 Underwent open distal
gastrectomy
7 Underwent open total
gastrectomy
1 Underwent open
inadequate D2
lymphadenectomy?

'

510 Included in as-treated analysis
481 Received laparoscopic distal
gastrectomy as randomized
29 Received laparoscopic distal
gastrectomy (crossover)

1 Withdrew consent
7 Had unresectable tumor
intraperatively

¥
520 Included in primary analysis®

¥

477 Included in per-protocol analysis
43 Excluded from analysis
13 Underwent open total
gastrectomy
30 Declined randomization
to open distal gastrectomy
and received laparoscopic
gastrectomy
29 Underwent laparoscopic
distal gastrectomy
1 Underwent laparoscopic
inadequate D2
Ilymphadenectomyd

v
502 Included in as-treated analysis
477 Received open distal
gastrectomy as randomized
25 Received open distal
gastrectomy {crossover)

Data for number screened for eligibility and reasons for exclusion were

not available.

P Includes 26 patients who were lost to follow-up and 2 patients who died
within 30 days after the surgery (1 due to respiratory failure as aresult of
pneumonia and the other due to a cerebrovascular accident).

¢ Includes 14 patients who were lost to follow-up.

9Indicates cases with mare than 1 missing lymph node station according
to the guidelines of The Japanese Research Society for Gastric Cancer

(JRSGC) lymph node grouping.
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Table 1, Baseline Demographic and Clinical Characteristics of Patients Who Underwent

Laparoscopic or Open Surgery
Surgery, No. (%)
Characteristics Laparescopic (n = 519)* Open (n = 520)*
Sax
Men 380(73.2) 346 (66.5)
Women 139 (26.8) 174 (33.5)
Age, y (n=518) Abbreviations: BMI, body mass index.
calculated as weight in kilograms
A 4 . . G
Mean (50) 56.5 (10.4) e divided by height in meters squared;
Median (IQR) 57 (51-64) 57 (50-64) IQR. interquartile range.
BMI (n = 504) (n=511) * Unless otherwise indicated.
Mean (5D) 22.7(3.2) 22.7(3.2) " The Eastern Cooperative Oncology
- & Group score ranges from O to 5,
Eastern Cooperative Oncology Group score (n=517) (n=518) with O dencting asymptomatic,
0 (asymptomatic) 375 (72.5) 391(75.5) 1denoting “symptomatic but
i completely ambulatory.” 2 denoting
1 (symptomatic but completely ambulatory) 142 (27.5) 127 (24.5) *symptomatic, <50% in bed during
Comaorbidities present (n=518) (n=517) the day.” 3 dencting "symptomatic,
>50% in bed, but not bedbound,”
o g
No. (%) 159(30.7) 139(26.9) 4denoting bdbound, and 5
Tumor size, cm (n = 499) (n = 503) denoting death.
Mean (5D) 4.0(2.0) 4.0(2.1) € Includes papillary, tubular, mucous,
: and poorly differentiated
Histoiogy adenocarcinoma.
Signet-ring cell 79(15.2) 99 (19.0) 4 According to the Cancer Staging
Other* 440 (84.8) 421(81.0) Manual, 7th edition,” a T2 tumor
invades muscularis propria; a T3
Clinical T stage tumor penetrates subserosal
T2 115(22.2) 146 (28.1) connective tissue without invasion
of visceral peritoneum or adjacent
3 177 (34.1) 173(33.3) strisetiniss 2 T43 tinor itvads
Tda 227(43.7) 201(38.7) serosa (visceral peritoneum); and

aT4b tumor invades adjacent

Clinical N stage e "
structures. NO indicates no regional

NO 252 (48.6) 258 (49.6) lymph node metastasis and N+,

N+ 267 (51.5) 262 (50.4) metastasis in lymph nodes.

- MO indicates no distant metastasis
Clinical M stage (M0) 519(100) 520 (100) and M1. distant metastasis, In the
Clinical TNM stage® current study, clinical stage | includes

T2ZNOMO; stage ll, TZNIMO,

[ 64(12.3) 88(16.9) T3NOMO, T2N2MO, TINIMO,

I 248 (47.8) 247 (47.5) and T4aNOMO; and stage I,
T2N3MO. T3NZMO, T4aNTMO,

1i 207 (39.9) 185 (35.6) T4aN2MO, T4aN3MO, and TINIMO.



Table 2. Postoperative Pathologic and Clinical Characteristics of Patients Who Underwent

Laparoscopic or Open Surgery
Surgery, No. (%)
Characteristics Laparoscopic (n = 519)° Open (n = 520)7
No. of retrieved lymph nodes (n = 509) {n = 507)
Mean (SD) 36.1(16.7) 36.9(16.1)
No. of metastatic lymph nodes (n=516) (n = 516)

Mean (SD) 4.9(8.0) 4.5(6.9)  Unless otherwise indicated
Received chemotherapy 192 (37.0) 217 (41.7) ® According the Cancer Staging
Pathologic T stage (n=518) (n=519) Manual, 7th edition,” a T1 tumor

el 116 (22.4) 132 (25.4) invades lamina propria, muscularis

. ’ mucosae, or submucosa; a T2 tumor

T2-T4a 394 (76.1) 383(73.8) invades muscularis propria; a T3

T4b 8(1.5) 4(0.8) tumor penetrates subserosal
Pathologic N stage (n=518) (n=519) connective _nssuewtthwt_ invasion of

visceral peritoneum or adjacent

No 214 (41.3) 216 (41.6) structures; a T4a tumor invades

N1 87 (16.8) 79(15.2) serosa (visceral peritoneum); and

N2 88(17.0) 98 (18.9) aTab ‘“"“’;‘g‘:dﬁ‘s adjacent

structures. enotes no

N3 129(24.9) 126 (24.3) regional lymph node metastasis:
Pathologic M stage (n=518) (n=519) N1, metastasis in 1to 2 regional lymph

Mo 510 (98.5) 511 (98.5) nodes; N2, metastasis in 3to 6

ML 8(15) 8(1.5) regional lymph nodes; N3, metastasis

z : in 7 or more regional lymph nodes.
Pathologic TNM stage” (n=518) (n=519) MO, denotes no distant metastasis
la 87(16.8) 99(19.1) and M1, distant metastasis. In the
b 64(12.4) 53(10.2) current study, pathologic stage la
includes TINOMO; stage Ib, TZNOMO
lla 66(12.7) 59(11.4) and TINTMO; stage lla, TZNTMO,
lib 71(13.7) 79(15.2) T3NOMO, and TINZMO; stage lib,
llia 69(13.3) 77(14.8) T‘:-“'MO- T2N2MO. T3NIMO,
and T4aNOMO; stage llla, TZN3MO,

s 73asD 7805.0) T3N2MO, and T4aNIMO; stage b,

e 77(14.9) 66(12.7) T4aN2MO, T3IN3MO, T4bNOMO,

w 11(2.1) 8(1.5) and T4bN1MO; stage llic, T4bN2MO,
Received adjuvant chemotherapy 192 (37.0) 217 (41.7) TASHIMG; and TABNEMO: stage V.

TanyManyM1.

Figure 2. Kaplan-Meier Curves of Cumulative Probability
of Recurrence or Death for Laparoscopic Distal Gastrectomy
vs Open Distal Gastrectomy Within 3 Years After Surgery
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For bath curves the median follow-up was 38 months (interquartile range,
36-42 months).
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Table 3. Frequencies of Causes of First Recurrence and Death Within 3 Years After Surgery in Patients Who Underwent Laparoscopic or Open Surgery

Surgery, No. (%)

Events Laparoscopic (n = 519) Open (n = 520) Risk Difference” Hazard Ratio (95% CI)® P Value®
Any recurrence? 95(18.3) 85(16.3) 0.022 1.15(0.86-1.54) .35
Local 15(15.8) 22 (25.9) -0.013 0.68(0.35-1.31) 25
Peritoneum 18(18.9) 19(22.4) -0.002 0.96(0.51-1.83) 91
Liver 18(18.9) 11(12.9) 0.014 1.67 (0.78-3.51) 19
Multiple sites® 18(18.9) 10(11.8) 0.017 1.82(0.84-3.95) 13
Other or uncertain sites' 26(27.4) 23(27.1) 0.006 1.16 (0.66-2.02) b1
Cause of death® 85(16.4) 75(14.4) -0.021 1.17 (0.86-1.59) 33
Gastric cancer 70(82.4) 57(76.0) 0.027 1.27(0.89-1.79) 19
Other causes” 15(17.6) 18 (24.0) -0.006 0.84(0.42-1.67) 52
? Except for all-cause death, the risk difference was calculated by subtracting #Refers only to first-time recurrence, even though patients can have recurrence
the cumulative incidence in the first 3 years of the open group from that of the at multiple times.
laparoscopic group, in presence of competing events; for all-cause death, ¢ Includes patients who have recurrence simultaneously in 2 or more metastatic
the risk difference was calculated by subtracting the 3-year overall survival sites, including peritoneum, liver, lung, bone, brain, distant lymph node,
rate of the open group from that of the laparoscopic group. or other hematogenous metastatic sites.
® Except for all-cause death. competing-risks survival regression was used to " Includes hematogenous recurrence at sites other than liver (ie, lung, bone,
derive the hazard ratio, 95% CI, and P value. For total recurrence, all-cause brain), recurrence at distant lymph node, and recurrence at uncertain sites,

death was the competing event; for the specific types of recurrence, other
types of recurrence and death were the competing events; for gastric cancer
cause of death, other causes of death were the competing events, and vice "ncludes other cancers, diseases other than cancer, unintentional injurles,
versa. Mixed-effects Cox regression was used for all-cause death. and unknown causes.

E Post hoc exploratory outcomes.

© Pvalue for the hazard ratios

ELR 5t
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Figure 3. Kaplan-Meier Curves of Cumulative Probability of Recurrence
or Death for Laparoscopic Distal Gastrectomy vs Open Distal
Gastrectomy Within 3 Years After Surgery by Pathologic Stage
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The median follow-up for patients with stage lilin the laparoscopic group was
37 months (interquartile range [IOR], 31-41 months) and in the open group, 38
months (IQR, 34-41 months; with stage Il in the laparoscopic group, 38 months
(1QR, 36-44 months) and in the epen group, 39 months (IQR, 37-45 months);
and with stage lin the laparoscopic, 39 months (IQR, 37-45 months) and in the
open group, 39 months (IQR, 37-45 months).

Xof Jr s ik 4 i AR A A T R I B TR 2 b AN R R BEAILIG RS0 e S, A B TR
FAR B EHEFARC R B ERY ARG LERD ARG TPy ™ 5al, s =T &
ORI T 1 s R v B VIBRA T 3 B8 R 1 TR L A S I 45 5 e s T 18 s F AR He
TR TFAR I EAE & AR 5 T S A MR F AR 2 TG TR M SR, R B s
17 D2 IR EL I R A L2 T Jmy Bk e 40 B i T R AT Ak T 4, 2R ) D2 W (A ZEIE s B8 47 D2 ik
LS5 T F AR 4 XUBS I35 ) A R B S L 2 I IR IR S 17 W M Bz s B DB AR T D2 9k L 45 7
FAARBY B AR 107 ARHIFSE BT 45 St B IR SR AD TR O U S AE 0L, IR 5 IR B R AR R SETR
HEHMBAZETY,

MEEAR T TF M6 B T A L TF BT AR AT R F AR, ) A 52540 (i 85 A, P40 30
JikAE b2 AR OARE A, IR B PR 2 e tEE ) 12 UESE . H AR R 2y v R A7 4, I
MM TR T BE 2R D2 R 257 AR MR PEVIBR g e o0 o D3 40, M ks e RV RS R0 T
ST A BRI SRR T AHLR U HUR B SRR A Tda sk U4 FHYE A o, X A i —20 S8
8RBT TR TE T RE

AR LU IFSE KR, BRI B4 1 3 4F O LE A (76.5%) FEA 4 T IR 4Ly 3 4FE T tE 2R (77.8%)
AN B AR S R ME-10% . BEAEE & SR B LER PR R AT 2 R — S A/ NS A B AL 6 >, a1
AL 34 S A TOR B A R TG 22 22 5% . &5 1 IS T ARTEMR 227 38 ARS8k, ARG 4k
ST T AR, 3R HE I B T AR A3 7 7 PR T AR ) 5 e — 2B A 3 R i )

AWFFE Bk BB TRy 0 Fee 1 S 9 ) s ot it 15 WD B AR RN T il e ity B VTSR AR 4 9 7 4%, (R 40
A2 AR BG4 B AR BT W RS 19 248 A (5 B 23.99% ) RGBT T4 0 T,
303 A (5 B4 29.29% ) AR S5 B 54 T3, Bk 0 B S i AR B2 Wi b e . 78 s B AR i
PRGMY1-5 A 5 9 B3 300 (4 AS— S50 [l B I, 3300 H AR IR TR B P A o A AR T T 2Rl =2

SRRk — ik i A A IR A, FR AT AT T PRI S R B A S R B T RS . TR T AR BRAN T
LT A T, 1 32308 e AR B R Goit 3 S ARBRAM TR B 18 T AR 32108 )5, 97.5%CI 1Y)

29

—D—



TIR-10.6% # i TAELRIHE-10% , BIAE LR RS o #Oke, AT AT IS 2R SRR s et iy B UIER AR
S SRR G A1 8 98 A8 IV PR 03 T No s Mo ) AH U e s 18 DIBR AR 1A 25 80 (B 75 20 2 b 2
VU3 2 — Y32 AR BI04 T, IR, ASIFFE 4598 T ARk P 73S i 38 B8 g AR/ iR o B9340 30
AL B/ N R 3 TR A

ABIEFE SR HGE BB 22 P4 R o | BRI B4 AT R AT AL B AR S I A e A2 5 BT
GrA% WL AE R IR S e A o MR R B AL B U0 1 SR O 8 em, TR B9 TR Y AR
18 em, A 6.4% MR I a2l 2 185 AR PTG T AR . I B A AR AEBERHS (9 50) HIF
WA T 1K SR BRI FHRINER AT S A5 I 0 SR St 0] B AR T, o el e APl R
G B8 B i ARG S T A R IS Bt i DTBRARAH LU RGP AR BAT AR 58 . 4 e e B ARk IR
SIS o HAT —E 1R BRI, 75 455 25 B 9 i PR I HE R TR BRI 1 L S R GE e B ALy
17 FHAFSE PR R Ol o
BRE

ABFEEA TR IRYE o 5 — , BARAH L ATE R RS SR ol 2k RS0 1 88 B9 i PRAT IS , AW ST AREA
o SR AEAEAGHIN v REFL A Ik PR E A RN 7 T, AN FE I RE T AT R o e, P2 T8] 3 4 O A A7 R 22 (H
AR R THE T 50 6.5% , A HR Sy 1.38, RV I Baue s 15 IR K27 A0 XU < T E 2 4 i 3893 26—,
ARWETEBA PG LI A O RO ASEEE R Ay r st R TG o iR ek A . FRT R ANTE R IR
DIBRAA 25 JRE AR LS, e NG AR B (R A RS2 22 5 1K) AR U H (BF29 22 10 em) , J2
A ATRAN AR RIS K R A A7 7 TR SR 8 2 57, R 2 X TR L 45 B A sl R AR AR AR A5 A B8 B R 8 o
=, PIZHLIA] 3 ART0N A A7 R 1) 22 (ELBE MR 23 0 S s s, AR A4S /- A LB PR RSt i 22 5% (U
IRV R SEBA PSSR, O AL B B SETHORE PTREAN /2 5 26 DY, iZ 0P TS R A vp B HEA T Y, LA SR AT
REANKATE 1577 [ ZE B SEBR O0 , D R AE 0 5 1 52, 30 i 18 VTSRO L g o B UDBRA SE R 6 5 20 10, AR E 5T
A R SR B ALY BT, X AT RE S5 TREE S SN, S HARESERT , SRR I 5 4R 28 TR
PUTTIE B AR K, LB 5E 9 K i B UIBR AR T SR F e R A O A T , X% FE 45 2R il e
7 B H AR 2y 58 B MR I B UG L sl MRR BRI 265 B, ASAT TS SR VIR I B LA B VT H1 /N T 10 em, X
— FLBRAE A, Al BE2 IS M FP AR T S [ A5 R 22 57
&it

X T AR I PR 23 48 71 Jay B a2 R 40 R e ) S0, MR s P DI BR AR 2L 1) 3 AR TR A A7 R AN T
Az B VIBRAR L) 3 AT A7

(Bnif . G083 2 4, 31 %)
Z £ x o

[1] Torre LA, Bray F, Siegel RL, Ferlay J, Lortet-Tieulent J, Jemal A. Global cancer statistics, 2012. CA Cancer J Clin. 2015; 65
(2):87-108.

[2] Ferlay J, Soerjomataram I, Ervik M, et al. GLOBOCAN 2012: estimated cancer incidence, mortality, and prevalence
worldwide in 2012. Lyon, France: International Agency for Research on Cancer, 2013. (http://globocan.iarc.fr). Accessed
August 25, 2018.

[3] Allemani C, Matsuda T, Di Carlo V, et al. Global surveillance of trends in cancer survival 2000-14 (CONCORD-3) : analysis of
individual records for 37, 513, 025 patients diagnosed with one of 18 cancers from 322 population - based registries in 71
countries. Lancet. 2018;391(10125) : 1023-1075.

[4] Japanese Gastric Cancer Association. Japanese gastric cancer treatment guidelines 2014 (ver. 4). Gastric Cancer. 2017;20(1):1-
19.

[5] Kim W, Kim HH, Han SU, et al. Decreased morbidity of laparoscopic distal gastrectomy compared with open distal gastrectomy

for stage I gastric cancer: short-term outcomes from a multicenter randomized controlled trial (KLASS-01). Ann Surg. 2016;263

30



(1):28-35.

[6] Katai H, Mizusawa J, Katayama H, et al. Short-term surgical outcomes from a phase III study of laparoscopy -assisted versus
open distal gastrectomy with nodal dissection for clinical stage IA/IB gastric cancer: Japan Clinical Oncology Group Study
JCOGO0912. Gastric Cancer. 20173;20(4) :699-708.

[7] Edge SB, Byrd DR, Compton CC, Fritz AG, Greene FL, Trotti A, eds. AJCC cancer staging manual, 7th edition. New York,
NY: Springer; 2010

[8] HuY, Huang C, Sun Y, et al. Morbidity and mortality of laparoscopic versus open D2 distal gastrectomy for advanced gastric
cancer: a randomized controlled trial. J Clin Oncol. 2016;34(12) :1350-1357.

[9] Japanese Gastric Cancer Association. Japanese classification of gastric carcinoma: 3rd English edition. Gastric Cancer. 2011; 14
(2):101-112.

[10] Pocock S, Simon R. Sequential treatment assignment with balancing for prognostic factors in the controlled clinical trial.
Biometrics. 1975;31(1):103-115.

[11] Japanese Gastric Cancer Association. Japanese gastric cancer treatment guidelines 2010 (ver. 3). Gastric Cancer. 2011;14(2) :
113-123.

[12] Vifuela EF, Gonen M, Brennan MF, Coit DG, Strong VE. Laparoscopic versus open distal gastrectomy for gastric cancer: a
meta-analysis of randomized controlled trials and high-quality nonrandomized studies. Ann Surg. 2012;255(3) : 446-456.

[13] Sakuramoto S, Sasako M, Yamaguchi T, et al. Adjuvant chemotherapy for gastric cancer with S-1, an oral fluoropyrimidine. N
Engl ] Med. 2007;357(18) : 1810-1820.

[14] Lee HJ, Hyung WJ, Yang HK, et al. Short-term outcomes of a multicenter randomized controlled trial comparing laparoscopic
distal gastrectomy with D2 lymphadenectomy to open distal gastrectomy for locally advanced gastric cancer (KLASS-02-RCT)
[published online February 9, 2019]. Ann Surg. doi: 10.1097/SLA.0000000000003217.

[15] Kim HH, Han SU, Kim MC, et al. Effect of laparoscopic distal gastrectomy vs open distal gastrectomy on long-term survival
among patients with stage 1 gastric cancer: The KLLASS-01 randomized clinical trial [published online February 7, 2019].
JAMA Oncol. doi: 10.1001/jamaoncol.2018.6727.

[16] Wei HB, Wei B, Qi CL, et al. Laparoscopic versus open gastrectomy with D2 lymph node dissection for gastric cancer: a meta-
analysis. Surg Laparosc Endosc Percutan Tech. 2011;21(6) :383-90.

[17] Inaki N, Etoh T, Ohyama T, et al. A multi-institutional, prospective, phase II feasibility study of laparoscopy-assisted distal
gastrectomy with D2 lymph node dissection for locally advanced gastric cancer (JLSSG0901). World J Surg. 2015;39(11) :2734-
2741.

[18] Mathis KL, Nelson H. Controversies in laparoscopy for colon and rectal cancer. Surg Oncol Clin N Am. 2014;23(1):35-47.

[19] Kinoshita T, Uyama I, Terashima M, et al. Long-term outcomes of laparoscopic versus open surgery for clinical stage 11/111
gastric cancer: a multicenter cohort study in Japan (LOC-A Study) [published online April 24, 2018]. Ann Surg. doi: 10.1097/
SLA.0000000000002768.

[20] Kim HH, Han SU, Kim MC, et al. Long-term results of laparoscopic gastrectomy for gastric cancer: a large-scale case-control
and case-matched Korean multicenter study. J Clin Oncol. 2014;32(7) :627-633.

[21] Park YK, Yoon HM, Kim YW, et al. Laparoscopy - assisted versus open D2 distal gastrectomy for advanced gastric cancer:
results from a randomized phase Il multicenter clinical trial (COACT 1001). Ann Surg. 2018;267(4) : 638-645.

[22] Huscher CG, Mingoli A, Sgarzini G, et al. Laparoscopic versus open subtotal gastrectomy for distal gastric cancer: five-year
results of a randomized prospective trial. Ann Surg. 2005;241(2):232-237.

[23] Bando E, Makuuchi R, Irino T, Tanizawa Y, Kawamura T, Terashima M. Validation of the prognostic impact of the new tumor-
node-metastasis clinical staging in patients with gastric cancer. Gastric Cancer. 2019;22(1) :123-129.

[24] Fukagawa T, Katai H, Mizusawa J, et al. A prospective multi-institutional validity study to evaluate the accuracy of clinical

diagnosis of pathological stage I gastric cancer (JCOG1302A). Gastric Cancer. 2018;21(1):68-73.

31



F I

Hosted by

CLASSWFst 4

Chinese Laparoscopic Gastrointestinal Surgery Study Group

PHEHEHDSERMELEZERS

Chinese Anti-Cancer Association/ Gastric Cancer Association (CGCA)

)M DU B 2

Guangzhou Anti-Cancer Association

)

Organized by

M 5 BR B K % O BR B

NanFang Hospital, Southern Medical University

@ (CGCA Farsn

ANAEF AR ABABAMEPE N HiR




	
	页 1
	页 2
	页 3
	页 4
	页 5
	页 6
	页 7
	页 8
	页 9
	页 10
	页 11




