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001), PHMRB 1., 2FEBRI>ANH 5%, 77.5%, *FBLAH> AN H92.5%., 47.5%; iz, PHMARBE1, 2545
FEHGHTAHBA(P<0.01) [ZIB] ek EI79575 T A X% 3R B F RS A0 ¥ R A & F 4Bl 407 4118 69 R BRRL
RBBHGETRNE, EREFGAFHN,

KR Awekik B m; SHEMBE; AMEER; RRRAE; AERE; WEaAEH

hESES: R273.352 MERFRERD: A XEHS: 1007-3213(2024)03 - 0598 - 08

DOI: 10. 13359/j. cnki. gzxbtem. 2024. 03. 011

Modified Fuzheng Yiliu Decoction Combined with XELOX Regimen for the
Treatment of Postoperative Patients with Advanced Gastric Cancer of

Qi and Yin Deficiency Type: A Randomized Controlled Study
YANG Ting-Ting', ZHU Xiao—Feng’, =~ WANG Wei',
XUE Yu-Ling’, PENG Yao—Hui', XIONG Wen—Jun®
(1. The First Affiliated Hospital of Guangzhou University of Chinese Medicine, Guangzhou 510405 Guangdong, China; 2. Dept. of

Gastrointestinal Surgery, Guangdong Provincial Hospital of Chinese Medicine, Guangzhou 510120 Guangdong, China; 3. The
Second Clinical Medical School of Guangzhou University of Chinese Medicine, Guangzhou 510120 Guangdong, China)

Abstract: Objective To investigate the clinical efficacy of modified Fuzheng Yiliu Decoction (composed of
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Astragali Radix, Codonopsis Radix, Ligustri Lucidi Fructus, Hedyotis Diffusae Herba, Moutan Cortex, Visci
Herba, etc.) combined with XELOX regimen (Oxaliplatin plus Capecitabine) for the treatment of postoperative
patients with advanced gastric cancer of gi and yin deficiency type. Methods A total of 80 postoperative patients
with advanced gastric cancer of gi and yin deficiency type were randomly divided into the Chinese medicine group
and the control group, with 40 cases in each group. Both groups received chemotherapy with XELOX regimen,
while the Chinese medicine group was given modified Fuzheng Yiliu Decoction. Three weeks constituted a course of
treatment, the medication of Chinese medicine decoction lasted for two weeks or more in each course of treatment ,
and a total of 8 courses of treatment were performed. The incidence of adverse reactions during chemotherapy was
monitored and changes in serum tumor markers of serum carcinoembryonic antigen (CEA), carbohydrate antigen
199 (CA199) and alpha—fetoprotein (AFP) were observed in the two groups before and after treatment. Moreover,
the patients’ quality of life was assessed by the scores of Karnofsky s Performance Status (KPS) and World Health
Organization Quality of Life Measurement Scale (WHOQOL-100). Long—term follow—up was carried out for the
evaluation of the prognostic indicators such as overall survival and one— year and 2-year overall survival rates.
Results (1) Patients in the two groups were all followed up, and the median follow—up time was 27 months (95%
Cl: 23.59-27.86). (2) After treatment, the levels of serum CEA and AFP in the Chinese medicine group were
significantly lower than those before treatment (P <0.05 or P<0.01), while serum CA199 tended to decrease
compared with those before treatment, but the difference was not statistically significant (P>0.05) ; in the
control group, the levels of serum CEA, CA199, and AFP were not significantly decreased after treatment (P>
0.05). The intergroup comparison showed that the decrease of serum CEA, CA199 and AFP levels in the Chinese
medicine group was significantly superior to that in the control group (P <0.05 or P<0.01). (3) The adverse
reactions during chemotherapy in the two groups mainly involved bone marrow suppression, gastrointestinal
reactions and liver function abnormalities, etc. The incidences of all adverse reactions in the Chinese medicine
group tended to be lower than those in the control group, but the differences were not statistically significant (P>
0.05). (4) After treatment, the KPS scores of patients in both groups were improved compared with those before
treatment (P <0.01), and the improvement in the Chinese medicine group was significantly superior to that in the
control group (P <0.01). (5) After treatment, the scores of the four dimensions of WHOQOL-100 such as health
status, mobility, life feelings, and other activities of daily life in the Chinese medicine group were significantly
improved compared with the pre— treatment (P <0.05) , whereas there was no significant improvement in the
control group (P >0.05). The intergroup comparison showed that the improvement of the scores of each dimension
of the WHOQOL~-100 in the Chinese medicine group was significantly superior to that in the control group (P <
0.05 or P<0.01). (6) The median survival in the Chinese medicine group was 29.0 months (95% CI: 25.95-
31.70) and that in the control group was 22.0 months (95% CI: 19.67-25.58) , indicating that the median
survival was significantly prolonged in Chinese medicine group (P <0.01). The one—year and 2—year postoperative
survival rates were 97.5% and 77.5% in the Chinese medicine group and 92.5% and 47.5% in the control group,
respectively. The intergroup comparison showed that the one—year and 2—year postoperative survival rates in the
Chinese medicine group were higher than those in the control group (P <0.01). Conclusion Modified Fuzheng
Yiliu Decoction can effectively alleviate the adverse reactions during adjuvant chemotherapy for postoperative
patients with advanced gastric cancer of ¢i and yin deficiency type, improve the quality of life of patients, and
prolong the survival time of patients.

Keywords: Modified Fuzheng Yiliu Decoction; advanced gastric cancer; g¢i and yin deficiency type; adverse

reactions; quality of life; tumor markers
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B LR AR YT R R TP AR LR i L R oo ik
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1.1 HREUHREREGEFZE  RHAIFHEIH
BLXT AR . BREH RIS ik, 18 H IBM SPSS
22.0 B A 7= A LA I AT BEAL 4> 20 . (1) Bl AL
AYECSEH T K REALAE B AR T R B AN B
WMEE, G LRSS, hi Az
BRI A FE B S G WL, X 1 5 S A Bt 1L
HFEFS, PEATREHL L. () B9ty . it
ZIAETATE . ORI Ll Kamofsky
Y BEMR A (Karnofsky performance status, KPS) PE43
h FEMRL S, IR AR B R A 50 2 2
WY 25 5 E K a = 0.05, K Bk e
S 90% , HIHE SCHR S Fr ST 45 R, O A2 4l
B ALI7 J5 1) KPS 1534 (68.63 + 8.92) 43, 44
HIMEIT ISR KPS P53 (79.41 £10.03) 75, 2 1:1
LI AR BE . 5 TE ] 10% R B, R
FH PASS VI1.0 A ITH5AS A 80 1] , 4

4 40 ], AW T /AT G AR I A ORI St
JUIRAE R B PR A AR B B 2 i AL, (e
#AES. BF2019-066,

1.2 HAIRMERSE WS 201947 A £ 2020 4F
7 A WIS T A8 T e B AN RME BE R ik
Jel B AR e S BAWIER RRE, L0, MREHLS
SEJE T, SR IBM SPSS 22.0 7= A I BE AL &k
T BB BENL AT A 2GRN B, RRAL4% 40171
1.3 iglitRgE (DFEEZKHiRE. S| (hiE
BE 2 os B IG RIZIT 38 G (2021 Ji) ), 2o F e
Ko A 25 B 12 R 0 R ) L (2) TR S BEUE AR A
2 MR XS Bk 5 20852 2 4 1) 2013 4E I iy (b EE 2 e
=E VI A B R R A LR A AR . EAE . O
Wz, [T QUURHK, WO OF
o, s0mT, kg, wiE: OF 55
2L QRMETES; Q/MEm A, Hag FRE 250
YCRE 100, B F0E 1 UINYCHE 2008, BIATEfi2 .

1.4 WNIRE DI8% < ik < 80 %, TEHIA
M QOFfF & Lkt R Bz WitniE, JF4m
HAE R A S R 1L; Q2 R B IEARIAA
@OARJEFHR T, T, OXME%ERE; ©f
= UE 8 Sy SR R TR 5 (D)3 ) AR 388 ek 9 Bl 1 4L
(Eastern Cooperative Oncology Group, ECOG){& 7;
REBVE N0~ 1435 @KPS PE43= 70 45 QKM
PRI, BEECAHIOCIRYY . HIESIMANIR IS E
R Lap S b= lil) R

1.5 HeBRARE  OFF7E™ 30l N XA Tite
PR, QT ZEERR . m ke |
JE BBl A K MR AL s GBRE kA If HiAh
A MR A (AT Wi 0 s L 10 L SRS P e
B3 QR EAL 25367

1.6 T

1.6.1 *Fmzn RJ5HWkI7 &k H XELOX Jr
L0 HARH IR R 51 R RS K
130 mg/m” YD FIE12 hy 551~ 14 K&k 2 1k
1 000 mg/m* RIFMEE, BH 2K, &3 1497
e, LSERL 8 AT RE

1.6.2 zhen FEXTHRZH XELOX J7 4 Bh ik iy
Senh Eom R eRER EAE G, AT A
WRE30g, 5520, LI T15g. FIfEIEH R
20g. FIAR15g, tKE15g, HEL10g, 417110 g,
W2 AE 10 g0 BEAEINR: EOAKH, (RIEIEE N
PE L A W, RPGIEE NEE . AT s
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M, 284 A, B S ME . BT
WrDURESE s RE, M SRES; OF
AR, NMEGE . BT, DWRRRARE, s
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S A H 1R, RT200 mL, TR JE IR B4 4
TR TR T BE AR, 253 5 BEE
T, R AT SR SR v 24537 700 P R 5
JALLL, EREEE.

1.6.3 REREMHGENFLE BRI, BFIEH
AT 4 AT 92 00 i A R AT e R D R A, JF
TEANIC 32 A g0 o Bt b & AR AR AT A R 5
o XFPTRAANRSFA, PR A LT ™
HARRE DL S 25 A e E AT e, TSR
FERE L SRR B4R 5 R . XF l Ak T R 2T
TRt 5 R AN RN, 5% 1A BA R FH 25 ) [ ST
FEREMT T T AS K 3544 H 7 PEFRE (National Cancer
Institute— Common Toxicity Criteria Adverse Events,
NCI-CTC AE)v4.0"“ 54740 B

1.7 MEIRBITHIEN

1.7.1 &M aEsaEd 0l TiRIrmaRER
TR, XETRA P ERRER, R
itg 56 0 58 W B R (ELISA) A6 I 1 375 98 R 4t )5
(CEA) . BEEHUE 199(CA199) F i 7 14 (AFP)
Ko SR 2 20 H IR YT S 25 PO R A s

KA L

1.7.2 #FeI R m#E ida 24l B E by im e
AN MRS L LK i SRR RN A
O, 2 BRI [E 7 EAE A9 T NCI-CTC AE v4.0
AR A0~ VR, g, FnRARK
R, AR 2 AR AR T RS R RO & A
T

1.7.3 A£FREFRMNEIT SR KPS PE R ER
5 TR 204 3 BT 2 R (WHOQOL-
100) ", M KPS #F 43 K WHOQOL- 100 i i B R
AL TR ARz B AR TR A 42
JFEXT BB AT WSS AR NG B AT R4y, A B
FEORAETE R . SR 2 4R BRI S A T
AT TR T AR A

1.7.4 ZB57 B0 ARJa e BB 17
Ui, 0% 2 4 B & ) R A 17 1 (overall survival,
0S), OSESCHFARJG BALATHEH FHBIWIET .
Fe 2 R A B S A AERT R FIR 5 1. 24F 84

FER, RVEAER = f215 BOE 018U A 419 5k x
100%

1.8 %itFHiE i Microsoft Excel 2019 #£47 %k
s A, JFH T SPSS 26.0 #EA T8R4, T WE
B CIFF A IR A0 1 2257 PEZR) YL « 5
WEZE (c = ) FIE, ZLNTARYT IS LEBER IO ¢ K
By, 4LA] EL AR PR ST FEAS RS 56 5 TR
B <81 05 o N B N R 4 2 S BV 0 T 2 N
22212 FH GraphPad Prism 5 8045 A 17 #hZR 4 iR
JH SPSS 26.0 # 4, Ffi H] Log—Rank 5 %5 #1743
Mro PAP<0.05 hZERA G E L.

2 #X
2.1 2EBEEZERILE RI14ERDR: 24
B WPER] AERE . (RS A (BMD) . PR B

F1 24RPBEAESHAAERBEELZZBILE

Table 1 Comparison of baseline data between the two

groups of postoperative patients with advanced gastric
cancer of gi and yin deficiency type [f1(% )8 x =+ 5]

T2 Xf MR 20

R (40 ) (opy) XM P
el 0.251 0.802
B 29(72.50)  30(75.00)
M 11(27.50) 10(25.00)
AR % 63.38 +11.55 61.83+11.31 0.606 0.546

BMI/(kg-m?) 22.08+2.78 21.76+320  0.482 0.631
BB B4 /fem 3.95+1.85 4.32+198 -0.881 0.381
JehIed o AR 0.498 0.620

=k 3(7.50) 1(2.50)

Rk 22(55.00)  23(57.50)

(e 14(35.00)  15(37.50)

ERAix 1(2.50) 1(2.50)

Ji9ed T 5319 -0.392 0.696
pT1 14(35.00) 15(37.50)
pT2 21(52.50)  19(47.50)
pT3 4(10.00) 5(12.50)
pT4a 1(2.50) 1(2.50)
JibdEd N 434 0.965 0.338
pNO 8(20.00) 9(22.50)
pN1 5(12.50) 8(20.00)
pN2 10(25.00) 11(27.50)
pN3a 12(30.00) 8(20.00)
pN3b 5(12.50) 4(10.00)
KA KBV PP iR 0.582 0.562
el 34(85.00)  32(80.00)
Jc 6(15.00) 8(20.00)

. BMI: MEFEH
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2.2 2HABFEBTHIEMEMERRED KL
F24 R BoR: WRITHT, 24 B I CEA.
CA199, AFP /KF-Lbd, Z2RE LG IT#E X
(P>0.05), HAMIME. @I7E, P4 EEm

I35 CEA . AFP ZKF-HIBEEYT T AR (P < 0.05
5 P<0.01), 1ML CA199 34 J7 A A KK
P, HEF LGB L(P>0.05); XA RS
AT BN CEA . CA199. AFP /K F-370 i M
FEAR(P>0.05) . 4Ll Eb#e, H25axtiiig CEA
CA199. AFP /K- 1% AR B2 35 B AR T X6 B4,
EFRGITFE X (P<0.058P<0.01),

*2 24RPBEARESIAREREEGTIELEMEREYKELE
Table 2 Comparison of serum tumor maker levels between the two groups of postoperative patients with

advanced gastric cancer of gi and yin deficiency type before and after treatment (x+5)
P 2420 (40 %)) Xif R (40 651)) 2H ] LA
YT TR i PME YT TG i PfE o PE
CEA 429 +2.80 272+ 1.44%" 3.040 0.004 3.73+£2.26 3.00+1.90 1.881 0.068  3.545 0.001
CA199 11.02+6.75 8.79 +6.19” 1.827 0.075 10.87 £7.67  9.00 + 6.69 1.389 0.173 2271 0.026
AFP 426+4.72 225+090" -2.622 0.012 341+£233 297+139 -0972 0.337 2.717 0.008

. CEA: JEIRHUIE; CA199: I 199; AFP. HREMH . OP<0.05, @P<0.01, S5iHI7ritbi; @P<0.05,

@P<0.01, SXIRAIAITIG g

2.3 2HEBENTHEAANR KM L EFRILE
RGN 24 BT I BN RS
F B Nm pEI . B W IE RN AU D e S
Go M ~NEARRMN T, h2hd FZRIN
Hr PR R D (12.50% ) . 480 (2.509% ) Fl
MR (2.509% )45 ;i A 2H 32 B R Pk Rtk
4 A/ (20.00%) . AR (7.50% ) . LK
m(7.50% ) . ML/ I 2 (5.00% ) Fil D) BE 5+ H
(5.00%); ZHIEHeEE, i 45 TAS [’ R &

FIAACT X R G, (H2ERY TG X
(P>0.05),

2.4 2ABERITHRERREITHILR

2.4.1 24 B F LG KPS#F4 ki L4501
SRR, IRITET, 24UBE M KPSy iR, 2
SIS FE L (P>0.05), HA W, B
J&, 24 BE KPS 3T B BRI T (P <
0.01), Hrhzhzanyek e RO T XA, 2
SRS #E L (P<0.01), Z5HIE 1,

*3 24pRIBEAESHMEREBZNTHERNR ML EERLE
Table 3 Comparison of the incidence of adverse reaction between the two groups of postoperative patients with

advanced gastric cancer of gi and yin deficiency type before and after treatment [51(%)]
I ~TI% m~1Ve
ARERE AR ARGoR) | aaob)  wmaaomy X PH
RE 15(37.50) 19(47.50) 1(2.50) 3(7.50) 2.253 0.334
Rk v il iob R 17(42.50) 16(40.00) 5(12.50) 8(20.00) 0.847 0.697
i/ MR 4(10.00) 8(20.00) 0(0.00) 2(5.00) 3.457 0.166
JiEAR: A= N 7(17.50) 9(22.50) 0(0.00) 0(0.00) 0.313 0.781
H R 17(42.50) 22(55.00) 0(0.00) 0(0.00) 1.251 0.371
s 7(17.50) 12(30.00) 0(0.00) 0(0.00) 1.726 0.147
K 10(25.00) 12(30.00) 1(2.50) 3(7.50) 1.426 0.502
iR 10(25.00) 11(27.50) 0(0.00) 2(5.00) 1.723 0.599
SN ZERE IR 3(7.50) 6(10.00) 0(0.00) 0(0.00) 1.127 0.241
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96 = 347 == TR e, 2R Igi#E L (P>0.05), BA0E
94- 93.00 PE. VAIF)E . 2541 WHOQOL-100 H 44 4k Ji

@;' : 1) A 36 o T A B VA T R I M (P < 0.05)

Sl w50 | - 17T ok B 2 2 T B 3% (P> 0.05) . 2] b, o

L g6 § Q ﬁg zzizaxﬁWHOQOL-loogi%%wﬁrﬁa@@a;ﬁiﬁ
8- \ : x Gy R ) SR T RAL, 2% R G
82+ : L b
“ & & 2N (P<0.058P<0.01),

T X
E1 2HAHRABEAGSHAAEREHFRTIE
Karnofsky ThEERZS (KPS) 145 b3
Figure 1 Comparison of Karnofsky Performance Status
(KPS) scores between the two groups of postoperative
patients with advanced gastric cancer of gi and yin
deficiency type before and after treatment

2.4.2 241 % %% 5 A & WHOQOL-100 #F 4~
i RAGEREBAR: RITET, 24 EBH
WHOQOL-100 fe R @ FARAE . 173y . A0
7 HoAlh H B I 35 4 N HERE I AR TS R D

2.5 2HBEEGFERMOHM #WE20234E5 ],
2 B ARV, TP ALBEVIIN A 27.0 A
(95% C1: 23.59~27.86) . HHidl i A 47 10
29.0 > H (95% CI: 25.95~31.70), XIH& 240 A
22.0 ™ H (95% CI: 19.67 ~25.58), Hzh4H (i
AEAE I S TR, Log—Rank K556 45 SR iR
ERAGIHEX(P=0001), FHHARF,
DARMEAE RS M N 97.5% . T7.5%, *FHRLH 535 K
92.5% . 47.5%; WL, THHARE 1. 244
RV TR, 25 A5EITEEX(P<
0.01). Z5RILE 2,

F4 2@HRHABEAESHEREREERTIEER DEHLEFTRENEER (WHOQOL-100) 5 LR
Table 4 Comparison of World Health Organization Quality of Life Measurement Scale (WHOQOL-100) scores

between the two groups of postoperative patients with advanced gastric cancer of gi and

yin deficiency type before and after treatment (x+s, 47)
et — Elﬂ%’%iiﬂ'm ) — X#ﬁ%?(mﬁﬂ) ZH A LA
TR HIT)A H PME AT HIT )R oq P o PMH
TR 102.53 +5.49 105.78 + 6.95"® 2.675 0.011 102.73+4.39 103.60 +7.19 0.664 0.511 -2.290  0.025
118h6e 4622 +3.68 52.83+2.96"Y 1.827 0.035 48.15+278 47.55+4.79 -1.502 0.299 -5.301 <0.001
AR 114.17 +7.33 117.05 £ 6.20"% 2242 0.031 11548 +820 117.43+6.02 1308 0.199 -2.466 0.016

HApb H #7353 4735351 49.33 £4.80" 2.540 0.015

4830+4.49 4978 £4.72 1.690 0.099 -2.967  0.004

. OP<0.05, 5EIFATEE; @P<0.05, QP <0.01
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Figure 2 Comparison of the survival curve of the two
groups of postoperative patients with advanced gastric
cancer of gi and yin deficiency type
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AWFEHGE , 99% 1) B 9 B R XELOX J7
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245 90% £8. 35 PR ME LA 32 i I 4 25 f &, b i
HULHY = 390 RN 4 Sl v e 24 s i
(22%) . I/ /D HE (8% ) . > (8% ) FIHKIH:
(7%)", BORARZFFEUESE, HE 2RI 407 ir
TR AIAS BN & 5745 PR 38 ke fidedg 2
X2 026 1] B i B TS RPN, thiEZy
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