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Prospective Randomized Trial for Postope-
rative Adjuvant Chemotherapy in Gastric Can-
cer Patients without Serosal Invasion
-Preliminary Report-
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Lee, MD, Wan Su Kim, M.D, Jung-Whan Yook, MD
Sung-Tae Oh, MDD and Kun-Choon Park, MD.

Cepartment of Surgery, University of Ulsan College of Me-
dicine and Asan Medical Center, Seoul, Korea

Purpose: We have carried out prospective randomized cli-
nical frial to compare survival benefit and side effect among
three postoperative adjuvant chemotherapeutic regimens in
serosa-negative gastric cancer patients.

Materials and Methods: Total 317 cases were recognized
as serosa negative and randomized into three groups at ope-
rating room. Out of them, 172 cases were excluded because
of warious reasons and 135 cases were analyzed finally,
Group A 36 cases, Group B 49 cases, Group C 50 cases.
Group A were treated with infravenous FP combination
therapy, group B with MF combination therapy and group
C with oral UFT® (mixture of Tegafur and Uracil) for one
year. The median follow-up period was 30 months.
Results: 858.9% of Group A, 837% of Group B and 90.4%
of Group C received adequate chematherapy. The compli-
cation rates of Group A (44.4%) was significantly higher than
group B 20.4%]) and group C (24 0%])(F <005). Most fre-
quent complications were nausea and vomiting. The 3-year
survival rates and disease-free survival rates were 52 2%
and 899% respectively (Group A: 96.6%, 87 8%, B: 903%,
87 7%, C: 95.7%, 938%). There were no significant diffe-
rences in survival rate and dsease-free survival rate among
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the three groups (P >005)

Conclusion: This siudy might suggest that the survival be-
nefit of postoperative adjuvant chemotherapy for gastric Pse-
udomonas aeruginosa, and therefore it may be a useful
adjunct tool for detection of Pseudomonas aeruginosa in-
fection in combination with other conventional techniques. (J
Korean Gastric Cancer Assoc 2001;1:221-227)
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Table 1. Trial profile

317 patients were randomized

v

r

v

Oroup A: 106 cases

Group B: 107 cases

Group C: 14 cases

l

l

l

70 cases were excluded;
Stage IA: 46 cases
Sercsa {+): 15 cases

Refuse: 9 cases

58 cases were excluded;
Stage IA: 40 cases
Sercsa {+): 12 cases

Refuse: 6 cases

54 cases were excluded;
Stage IA: 45 cases
Sercsa (+): 7 cases

Refuse: 2 cases

i

l

l

36 cases completed

49 cases completed

50 cases completed

296709, 2967801t 3d AEEF 3d FEAEEL
922%%} 899%UTHAT 96.6%, 87.8%, BT 90.3%, 87.7%,
CF 957%, 93.8%) 7 2719 38 AELT 38 FHAYSE
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Table 2. The clinicopathologic features according to the adjuvant chemotherapy

FP (36 cases)

Age (yrs.} 525
Sex (M : F) 20:1
Tumor mean size fom) 4.5
Location 0.123

Lower 20 (55.5%)

Middle 15 (41.7%)

Upper

Whole 1 (2.8%)
Resection

Distal gastrectomy 34 (94.4%)

Total gastrectomy 2 (5.6%)
LN dissection

Dl+al 2 (5.6%)

D2 32 (88.8%)

D2+l 2 (5.6%)
Depth of invasion

T1 7 (19.4%)

T2 29 (80. 6%)
LN metastasis

NO 11 (30.6%)

N1 20 (55.5%)

N2 5 (13.9%)
TNM stage

B 17 (472%)

i} 15 (41.7%)

mA 4 (11.1%)
Histology

Well differentiated 2 (5.6%)

Moderate differentiated 11 {30.6%)

Poorly differentiated 19 (52.7%)

Signet ring cell type 4 (11.1%)

Mucincus type

MF (49 cascs) UFT (50 cases) P value
55 4 56 0 0.271
2501 261 0.849
35 35 0.653
31 (63.3%) 38 (76.0%)
16 {32.7%) 11 22.0%)
1 (2.0%) 1 (2.0%)
1 (20%)
0.406
42 (85.7%) 46 (92.0%)
7 (4.3%) 4 (8.0%)
0.290
4 (8.2%) 1 2.0%)
45 (91.8%) 48 (96.0%)
1 (2.0%)
0.350
11 (22.4%) 4 (8.0%)
38 (77.6%) 46 (92.0%)
0.083
15 (30.6%) 24 (48.0%)
23 (46.9%) 18 (36.0%)
11 {22.5%) 8 {16.0%)
0.867
23 (46.9%) 26 (52.0%)
18 {36.8%) 18 {36.0%)
8 {16.3%) 6 {12.0%)
0.B18
2 (5.6%) 4 (8.0%)
20 (40.8%) 15 (30.0%)
21 (42.9%) 26 (52.2%)
6 (12.2%) 4 (8.0%)
1 (2.0%)

BHaxo] oA @tk A4 Hded d3 BF 53 2
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Fig. 1. Overall survival curve according to the adjuvant chemo-
therapy (P> 0.05).

3 years disease-free survival rate : 92.2%
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Fig. 2. Disesse-free survival curve according to the adjuvant che-
motherapy (P>>0.05).

Table 3. Grading of non-hematological and hematological toxicity due to chemotherapy

1
Grade toxicity A B C A
(Gastrointestinal
Nausea/vomiting 4 3 3 2
Diarrhea 2 4 1
Hepatotoxicity
Hematologic
Leukopenia 2 1
Thrombocytopenia
Others
Skin pigmentation 2
Total ] 5 9 4

A = FP chemotherapy-16 cases {(44.4%);, B = MF chemotherapy-10 cases (20.4%), C: oral UFT-12 cases {24.0%}

#Chemotherapy stop by the toxicity (7 cases).

Table 4. Type of recurrence according to the adjuvant chemo-

therapy
FP MF UFT Total
Distant 1 1 4 & (5.9%)
Local 1 1 2 (1.5%)
Peritoneal 2 1 3 2.2%)
Local+distant 1

1 (0.8%)
Total 4(1L1%)  6(122%) 4(8.0%) 14 (10.4%)

2 3
..................... Total
B C A B C
1 4+1% 1* 1* 20
7
1* 1* 2
2 1# 4]
0
1* 3
3 6 2 3 38 (28.1%)

th
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Table 5. P value of the overall three year survival rate and
disesse-free survival rate according to the subdivision of
the TNM system (P> 0.05)

Disease-free
survival mate

Ovemll 3 year

Subdivisionfp value curvival Tate

T1

T2 0.2252 0.902%
NO

N1 0.2809 0.6285
N2 0.1684 02279
Stage 1B

Stage 11 0.87%0 0.9953
Stage II1A 0.2231 0.8038
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yeE d g5 AF g s aHA 20~30%F EX
Ho, AT T2 AL S40] YEHE of B} Fe]F)

A z23E o ded ol AF &H A 540 BF 1F
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