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Abstract ;: [ Objective ] To assess the efficacy of traditional Chinese medicine dialectical therapy
in treatment of elderly patients with advanced gastric cancer. [Methods] Two hundred and fifty
five patients aged =65 with advanced gastric cancer were enrolled in this non-randomized con-
current controlled trial. The patients were stratified in subgroups:there were 128 cases in TCM
group and 127 in non-TCM group ;there were 174 in chemotherapy group(93 in TCM+chemother-
apy subgroup,81 in chemotherapy subgroup) and 81 in non-chemotherapy group(32 in pure TCM
subgroup,36 in best support subgroup and 13 cases were excluded). The primary endpoint was
overall survival(OS). Survival trends adjusted for clinical and demographic factors was determined
by multivariate Cox-regression analysis;the difference in survival time was assessed by Kaplan-
Meier curves and Log-rank test;the incidence of toxicity and adverse events was compared by ¥
test.[ Results | The median OS was 14.60 months in the TCM group compared with 8.68 months in
the non-TCM group (P<0.001). Cox regression analysis suggested that peritoneal metastasis (P=
0.016),radiotherapy(P=0.031) and the TCM treatment(P<0.001) were independent prognostic fac-
tors. The median OS was 14.79 months in the TCM+chemotherapy subgroup compared with 9.01
months in the chemotherapy subgroup (P<0.001). Cox regression analysis suggested that the num-
ber of metastatic sites (P=0.031) and the TCM treatment (P=0.001) were independent prognostic
factors respectively. The incidence of leucopenia(P=0.006),neutropenia(P=0.010), thrombocytope-
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nia(P=0.030), bleeding(P=0.021),nausea and vomiting(P=0.036) and fever(P=0.020) in the TCM+
chemotherapy subgroup were lower than those in the chemotherapy subgroup. The median OS of
pure TCM subgroup was longer than that in the best support subgroup (11.11 months vs 6.05
months , P=0.003). Cox multivariate analysis showed that TCM treatment was independent prognos-
tic factor(P=0.030). [Conclusion] TCM compound syndrome differentiation treatment,radiothera-
py, peritoneal metastasis and the number of metastatic sites are the independent prognostic factors
of elderly patients with advanced gastric cancer. Chinese medicine syndrome differentiation treat-

ment can prolong survival and reduce adverse events of patients.

Subject words:elderly;advanced gastric cancer;traditional Chinese medicine (TCM);chemothera-

py;overall survival ;toxicity and adverse events
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Table 1 Characteristics of patients with gastric cancer

0.415~0.743), W, Table 2,

Characteristics TCN([ ‘;)mup NOH'T((‘:;\;[ p iz Ffl Kaplan—Meier 1% } 7% fiy 4% 1 Xt
— A A IO B 2 45 e 2 1 £

Male 96(75.6)  90(703) 0900 0343  OS K 1.2.3.5 A7 RIEAT 531, 45 R

Female 31(244)  38(29.7) s R 2G4 R OS B IE 2 4 K
Age at diagnosis(years) 73(65~87) 71(65~87) 0.016" (14.60 ™ H vs 8.68 ™ H , P<0.001) (Fig-
fumorlocation e 1), ZEAL12.3.5 AEAETER SN

Gastroesophageal junction 33(26.0) 26(20.3) 1.153 0.283° .

Stomach 04(74.0)  102(79.7) 61% 24% 1% 7% , & 254055 5 K
Tumor histology 36% 11% 5% .0,

Intestinal 45(354)  49(38.3) 1409 0703 212 5 EHW

itz AZ(EEEL) sEeR) AT ) 9 4 AL ) 0 Rl R S

Mixed 24(18.9)  29(22.7) pE .

Uncertain 16(12.5) 12(9.5) 81 BIARATHeIT ’ i 31.8%. MHE R 7 5
Peritoneal metastasis 2/ — A AT i — 20 03 O v R 24

No 68(53.5)  68(53.1) 0.004 0947°  UEIGIT+ILIFH SAIF A (fkIF A ), R

Yes 59(46.5)  60(46.9) a2 4 5 AR E IR SRR (ARBYT I
The number of metastasis sites i

1~2 108(85.0) 114(89.1) 0.916 0.339 éﬂ)ﬁﬁé}géﬂﬁo o .

2 19(15.0)  14(10.9) 2,121 AL R4 (P B HIEL IT+L
Chemotherapy ST P sh AT 20)

No 34(26.8)  47(36.7) 2910 0.088° T ZJPHIEIR T +IRY T 4 93 ], H R

e 93(732)  81(63.3) L FH A 75 1 (o 80.6% ) ; H 4l Ak T 4H
ey 811, (B A 68 1 (1 84.0% ) . B

No 118(92.9)  116(90.6) 0.442 0.506° ’ A 0

Yes 9(7.1) 12(9.4) Pifst Al K 108.07 A~ H ki 3.02 4~ H

Note:a:TCM group vs non-TCM group, Chi-square test;b.Rank and test,the age of

diagnosis was the median (the maximum value-the minimum value)

Table 2 Multivariate analysis of factors influencing survival of overall group
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Gender ~0.248  0.163 2301  0.129 0.781(0.567~1.075) EI&YT (P<0.001) 2 & 4F 1
Age at diagnosis 0016 0014 1334 0248 1.016(0.989~1.044) 51 & yor o f5i] /- 77 301 1) 5% Uy
Tumor location 0479 0479 1000 0317 1196(0.842~1697) 1y i my (P=0.706) .41
Tumor histology - - 6.347 0.096 -(=) 211 25 30 3 { P N
Peritoneal metastasis 0382 0158 5814 0016 1464(1.074~1997) Z\FFAL(P=0.056) K it
The number of metastasis sites 0.015 0227 0004 0948 1.015(0.651~1.582) %% (P=0.062) %% # ¥ i
Chemotherapy 0289 0152 3601 0058 0.749(0.556~1.010) %{ H (P=0.147) .8 ¥ & &
Radiotherapy 0580 0269 4636 0031 0560(0331~0949) e (p_920) iy
TCM therapy ~0.588  0.148 15.686 <0.001 0.556(0.415~0.743)
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Figure 1 OS curve of overall group of elderly
advanced gastric cancer patients
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Figure 2 OS curve of chemotherapy subgroup of
elderly advanced gastric cancer patients
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6.0; fby7 4 BT R ER /M 1.0, e KAE 17.0, T 7
BRI IRE 5.0, Hrp iz 8 by & I 259
WEIRIT+ILITF 4 47 B (5 50.5%) , 4l fby7 4 26 il
(M 32.1%) . "B 25 HHIETR YT +Ab T Al rh 822 — 2k fk
I7 5 K52 ARy B 0S 40518 16.90 4~ A |
11.80 1~ H (P=0.415) ; #7432 — by 5K
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Table 3 Multivariate analysis of factors influencing survival of chemotherapy group

Factors Regr.ession Standard Wald P Hazard ratio(95%CI)
coefficient([3) error test
Gender -0.206 0.205 1.006 0.316 0.814(0.544~1.217)
Age at diagnosis 0.028 0.020 2.081 0.149 1.029(0.990~1.069)
Tumor location 0.396 0.225 3.109 0.078 1.486(0.957~2.307)
Tumor histology - - 8.255 0.080 —(=)
Peritoneal metastasis 0.242 0.193 1.570 0.210 1.274(0.872~1.860)
The number of metastasis sites 0.490 0.227 4.668 0.031 1.633(1.047~2.548)
Palliative chemotherapy for the first time - - 0.446 0.931 —(-)
Radiotherapy -0.518 0.345 2.255 0.133 0.596(0.303~1.171)
TCM therapy -0.654 0.189 11.942 0.001 0.520(0.359~0.753)
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Table 4 Toxicity and adverse events of between the groups iz F 7 iy # 7% M Kaplan-Meier 75 X}
CM: chemotherapy, Chemotherapy™ =, p  EFBNEE RS R RRR

3.906 0.048

Factors

Sl Sl FEALRIT AL 0S & 1.2 3.5 44 4E Rk A7
WBC 29(31.2) 42(51.9)  7.657 0006 ,
N 11(11.8) 2072) 662 o010 T HIRDAHLHAA AL OS Bl
HB 42(45.2) 38(46.9) 0054 0817 HEFHAITFHLERK (1111 D vs 6.05 1
PLT ( ) 11(13 6) 4732 0030  H ,P=0.003)(Figure 3), Halifizhsd 1.2,
. s (Oi E ; o005 Ooss 9% FLHESCHEIAIF LS % 28% 6%
Bleeding 5(5.4) 13(16.0) 5317 0021 3%.0,
Oral mucositis 3(3.2) 6(7.4) 0.809 0.369
Nausea and vomiting 19(20.4) 28(34.6) 4.389 0.036 s ‘A
Diarrhea 8(8.6) 12(148)  1.643  0.200 304k
Esthesioneurosis 10(10.8) 14(17.3) 1.553 0.213
Alopecia 1(1.1) 1(12) 0010 0716 VR J DL A R 2 — |
Hand-foot syndrome 9(9.7) 11(13.6) 0.648 0.421 59 R BEATE S BN T O R s A

) 5(6.2)
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PR, LA ST 36 10 (100%) . BEVTR i iy IR BRIRRGG R 42 7k O AR T R R R
7917 A, w3124 KU 6, SRR
1.5%., 5k 48 B, Ltk 20 4, 55 L Lol oy 2.4:1,4F
% 65~87 %,

B F oA B HRIEIR YT (P=0.003) | K
5 (P=0.012) & AE b I7 7 21 & 41 i 309 18 98 5 1) 2
FET 0 5% (K 22 G B AR A 4 H (P=0.944) WA AT
Gt X,

% A& 547 RN R R H P B 04
ZYHHIFIRIT 3 MR A Cox [MIHM A 3% Enter
AT AR RO L, ARYE Cox [0 HAEAY 1 25 343 Hr 52 0.2
M 1L J (R R 2 DA P<0.05 AR GEit 22 L, E o =

1.0

0.8

Survival

0.6

TCM

Non-TCM
005, 4=0.10, Z5 A b5 i = 25 BRI 7T (P=0.030) 0 2000 4000 60.00 80.00

%jkﬂgﬁ]ﬁﬁﬁ%iﬁﬁ/ﬁﬁ %ﬁiéxiﬁ/ﬂ;ﬁ E"J?ﬂj?ﬁ}ﬁ Time(months)

Il 1 1

=, R+ Z E/‘J HHXT G B B 0.537  (95.0%Cl . Figure 3 OS curve of non-chemotherapy subgroup of
0.306~0.942). . Table 5 elderly advanced gastric cancer patients

Table 5 Multivariate analysis of factors influencing survival of non-chemotherapy group

Factors Reg.rf.:ssion P LIS P Hazard ratio (95%CI)
coefficient(3) error test

Peritoneal metastasis 0.655 0.325 4.057 0.044 1.924(1.018~3.638)

The number of metastasis sites -0.590 0.482 1.498 0.221 0.554(0.215~1.426)

TCM therapy -0.622 0.287 4.701 0.030 0.537(0.306~0.942)
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