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B OE BRI NEREE AR ESRES SOX F LT U AR WA AN, &k R 2018 F 3 A £ 2020 F
10 A BHEMAKFRARFERMKEHEIN T HEEL T80 BN F R ES> ANEMA (n=39) st B (n=39), KA
BEeT SOX FE[RIVA4 130 mg/m® , #hEE, %S 18 21dA 1T ARAH,HERL40 mg/(m*-d), 0k, % 1—14 B 21 d A4
I AR BRAREYEHR(60 ml/d, #WiEE, 5 1—14 B 21 d A I AR BT ARBREEFNLT SOX FE(HNBEF EER
MR &9 o WA RAE A e R 2 ARKRE RS mE M BAFRED KT LREARIBAAR PR R L AT, R,
WLELE B B 00 B A 2R A 33.33%(13/39) , 2 BB 4 28.21% (11/39) , BLAER , 2 F A%t 3 &L (P>0.05), EMA &%
W TR H A 69.23% (27/39) , 3THRLE A 61. 54% (24/39) , FHLAILE: | 2 F G F E L (P>0.05), @76, BAELFRS
#Ek 25 ( Karnofsky performance status, KPS) 3 23 %036 77 81 71 & 404 T x4 MR A &4 KPS #5324 W 2, £ F A 43t
FEL(P<0.05), BHJE, BEEF LFIIBIFES CA19-9 CAT2-4 CA24-2 Fo CEA R-F G780 W BBk, AN EMA S
A b JE AR E 4 CA19-9 CAT72-4 #n CEA KT E A PRLATEARE AR R | 2 F A % FEL(P<0.05), BH7)E WERMES o’
HERIGAR CD4" .CD4"/CD8" /KT B 3 T AT B4 CDS' /K -F- 0 BAK T34 B4R, 2 F 3 A %t F &L (P<0.05), %57 /5 W5mE
HP MY IRy T REAIEF R E R B ERE SR BRI L AR AT RA R A, £ A %t
FEZEN(P<0.05), £ W5 %S SOX F R b al ki A B4R 697, B KRBT 25 F 44k A SOX H £ A8,
A9 7T P & & 09 A R OL, AR B AR E KT B R ALK IR AE

xR WwMBE, SOX FE,; B iEHR

Study on Efficacy and Safety of Kang’ ai Injection Combined with SOX Regimen in the
Treatment of Advanced Gastric Carcinoma®

SI Lianlian, ZHANG Zhiguo, ZHANG Ying, LI Li, GUO Hongwei, GAO Zheng, HAN Lei ( Dept. of
Oncology, Daxing Teaching Hospital of Capital University of Medical Sciences, Beijing 102600, China)

ABSTRACT OBJECTIVE: To probe into the efficacy and safety of Kang’ ai injection combined with SOX regimen in
the treatment of advanced gastric carcinoma. METHODS ; Totally 78 patients with advanced gastric carcinoma admitted
into Daxing Teaching Hospital of Capital University of Medical Sciences from Mar. 2018 to Oct. 2020 were selected
and divided into observation group and control group via the random number table, with 39 cases in each group. The
observation group was given SOX regimen [ 130 mg/m’ of oxaliplatin a day, intravenous drip, 21 d for 1 cycle;
40 mg/(m’-d) of tegafur, orally, days 1-14, 21 d for 1 cycle] combined with Kang’ ai injection (60 ml/d,
intravenous drip, days 1-14, 21 d for 1 cycle), while the control group was given SOX regimen (the same dose and
method as the observation group) alone. The clinical efficacy, functional status score, serum tumor markers, immune
function indicators and the incidences of adverse drug reactions were observed in the two groups. RESULTS: The
objective response rate of observation group was 33.33% (13/39), and that of the control group was 28.21% (11/39),
the difference between two groups was not statistically significant (P>0.05). The disease control rate of observation
group was 69.23% (27/39), and that of the control group was 61.54% (24/39) , the difference between two groups was
not statistically significant ( P>0.05). After treatment, the Karnofsky performance status ( KPS) scores of functional
status of both groups were higher than those of before treatment; compared with the control group, the KPS scores of

observation group had increased more significantly, with statistically significant difference (P<0.05). After treatment,
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the serum tumor markers CA19-9, CA72-4, CA24-2 and CEA in both groups were significantly lower than those of
before treatment; and the serum tumor markers CA19-9, CA72-4 and CEA of observation group were more significantly
lower than those of the control group, with statistically significant differences ( P<0.05). After treatment, the immune
function indicators CD4" and CD4"/CD8" were significantly higher and CD8" was significantly lower in the observation
group than in the control group, with statistically significant differences (P<0.05). After treatment, the incidence of
adverse drug reactions such as neutropenia, leukocyte reduction, hand-foot syndrome, renal function impairment and
peripheral nerve damage were significantly lower in the observation group than in the control group, with statistically
significant difference ( P<0.05). CONCLUSIONS: The combination of SOX regimen for chemotherapy and Kang’ ai

injection in the treatment of advanced gastric carcinoma can improve patients’ living conditions, reduce tumor marker

levels and enhance physical immune function, although it has similar short-term efficacy to SOX regimen alone.
KEYWORDS Advanced gastric carcinoma; SOX regimen; Kang’ai injection

2020 4F , &ERHIS T B R R E 109 Ti 6, 0T B A A
76.9 Ji i, Horb TR B AR R b g 2 £ FREDR
B R R KA, 2018 4 BB A6 67.9 716, B R LT
1l 49. 8 JT 5, 8w 0 4 5 SR RN BE T 3R 7E T A 98 Fh P 35 R 4 3
P TR E R B R AR, I 20% , RZBUEE &
PR e R, A 5 ARAE AR R <50% . B AR 2 kAT
HELIETT Sk B PR T RN L 2017 AF iR I R
JiJEE 2% £ ( Chinese society of clinical oncology, CSCO ) $§ F 8
SOX 77 5 MR AR e A K ¥ 3 4k 2 (HER2) B %/
RS T ity . (H SOX 77 RANSR BA B ry M4 LA
NSy 2t WONEE ) ol 2 S ey 5 3| N & N =Y
W, FERIAM AT . RSO SRE N A SR
Ze v RO OB T B B P98 v 25 R R LA T AR R
T BHFTE I HOR  D K, AT 5407 258K AR T B IR
RERL RN DM RIA 7 RO ROR , R RE AR AN R, A9 B
FERR I SO SRR A SOX J7 SIARYT W 1 1 i )y 7 i 42 4
P NGRS |
1 #ERS5FE
1.1 #RRIRE

SR I RIERL AT B 5% 12, 1 WU 300 15 o ER o 78 o,
Y14 2018 4F 3 H & 2020 4F 10 A AR RN K22 K 4 H 22 L Bt
Wi, ANABRIE : (1) ZHLUREE JAR 2K A 5012 o i 3]
HE(BFHEEARERMEEF RN EREEE);
(2) B A>3 A 5 (3) &0, F R AEIRZS ( Karmnofsky
performance status, KPS) #¥£43>60 435 (4) B & 5 FK )@ X A
FEANEF R, A F AR EE T, HEBRbsfE. (1) /I
HREAO G B IR IR (2) BT MR RGN
(3) Kt AN RE T % . H BB ML =R 8 B o il
SRR HRAE WA 39 Bl R, BA bk 25 B, Lotk 14 B
AEPA 38~ 78 &, -1 (60.28£9.54) %5 il K 43 41 I B )
24 151, IV 15 1615 55 3 4380 . IS 4 fL AR 98 26 81, v o3 Ak R 9
746, BRI 4 1), EP OS2 R 2 4, X IR 39 R
B 22 ], Gk 17 ) 4R 37~76 %, T (56. 85+9. 15) %
G R4 . LB 1 26 1], IV 1 13 {31 9 B0 43 #80  AI% 434k it 988
27 0, Ak B 5 B, BV 4 B, B A0 g 3 . PR
YLRF W —BERHEL, BT
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1.2 FHiE

(1) Xof PREH SR 3 B ali i FH — 2k SOX 5 RIRYT R I
VPRSI (FLKG :50 mg) 130 mg/m® %5 1 H | FH 5% 858 5 i
500 ml FBEE B TE 3 h,21 d 4525 1 W &G IR K%
i ot L 4 (A% 220 mg) ,40 mg/(m’-d),1 H 2 %K, 4k
14.d 45257 d, (2) WELL R 19—k SOX J7 & [FIX IR ; ]
At 41 R ST SV (HEA - 32 20 ml) 60 ml, I 5% B % %5
B STRER 0. 9% SEACHNTE ST 250 ml, F ki E, 1 H 1K,
B2 A RE LRSS LA, MR R AT SR
WX 6 A,
1.3 WBIEHR

(1) X P B E VR IT TS i D BEAR S 0L, SR A KPS
43Pl DL 0~ 100 43 o VP4l 38 B, 40880, 3R T AR AR ES
AR, (2) X HE T ZH AR AT I A I R bR S K
BRI 19-9(CA19-9) BESEHLIE 72-4(CAT2-4) BESE
YU 24-2( CA24-2) FEIRHLIF (CEA) o (3) XTEEPTALIRH IR
YRS T kAR A KT, 145 CD4” .CD8™ 1 CD4™/CD8"
(4) X5 LEPIAH B3 AN RSN & A A7 0, A 435 v M s 240 i it
N [0 RS e e g (T VAL L G e
1.4 FFROTERRME

WA LA e RTS8 AN AR, PEAG 9 20 S8 3R T R 1
I RIFRL . 5E LM (complete response, CR) :RYY & , IiJed i
IESE e B RE 4 J8 ;&4 2 % ( partial response, PR) :
IR R R4/ = 50% , 2 /0 4k 15 4 J5 5 B B E (stable
disease,SD) :IAIT I , Wi kL4 /N < 50% , B K < 25% ; 352 95 ik
J& (progressive disease, PD) ; 98 58 K > 25% , sl i BB s Ak,
B WL f# 2R (objective response rate, ORR) = CR R +PR 3, ¥
Wt % (disease control rate, DCR)= CR F+PR Z+SD &
1.5 HZHEFE

KM Stata 15. 0 ARG HAT G730, BABEEGF T
ORI (%) R HHTX® K3 KPS PFAr 45T BOR B pr
WEXE (xs ) TR , AT ¢ KK P<0. 05 WEFE I X,
2 #HR
2.1 BFTRRER

PG B B B SR Rl R b, 2 7
KGR L (P>0.05) , 3 1,
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*1 AABPSEEEFRTARILE[F(%)]
Tab 1 Comparison of therapeutic effect between two
groups of patients with advanced gastric cancer [ cases ( %) ]
4 CR PR SD PD ORR DCR

WMEA(n=39) 0(0) 13(33.33) 14(35.90) 12(30.77) 13(33.33) 27(69.23)
XA (n=39) 0(0) 11(28.21) 13(33.33) 15(38.46) 11(28.21) 24(61.54)
X — 0. 060 0.000 0.227 0.241 0.510
P — 0. 806 1..000 0.634 0.624 0.475
=" RN TR
Note: “—" indicates no relevant data

2.2 DIREREREE

TRITHT, A B H KPS Wy iR, 2R SR # R (P>
0.05) . SiRY7HT LA, X IR AL B EIRYT IS 9 KPS W43 BA . 7
L ERASH R X (P<0.05) ; W4 B E 16975 1 KPS
VA BERTT AT S, B R R T R AL, 2 R
HGit#E X (P<0.05) , LE 2,
2.3 MiEMEIREYKELE

TRYTHI, AR MG R RS CA19-9 ,CAT72-4 CA24-2
FCEA K, 2R BTG (P>0.05), iAIT

F2 FWABERTHIG KPS 9L (xss,4))
Tab 2 Comparison of KPS scores of functional status
between two groups before and after treatment (x+s,scores)

B KPS 4>
4l P s z 7
Xﬂ%‘??ﬁ(n:”) 69.97+6.33 79.60+7.03 -7.751 0. 000
X‘ﬂﬁiﬁ(n:ﬁ) 68.52+5. 04 73.45+7. 86 -3.999 0. 000
t 1. 130 3.782
P 0. 266 0.001

S5, WA ZH FEE IS R AR R CA19-9 CAT72-4 CA24-2 Fl CEA
IR BIATT R A W 8 WA, ELURSR A A 3 1 785 e A i 4
CA19-9 CA72-4 Fil CEA /K FH % BRA BEARTE S I b, 22 =3
FHIH#7E L (P<0.05) ; WAL BE I 7E iR AR 59 CA24-2
K53 AR L, 25 57 TCET2 8 L (P>0.05) , L3 3,
2.4 REINEEIEIRKE LR

VRYT T, P AL A e D REFE Ar CD4”  CD8” Fil CD4"/
CD8* /K- Lhd , 22 TG it 2 B L (P>0.05) ;3697 )5, 4l
BERIETIRETE bR CD4™ [ CD8™ F1 CD4*/CD8™ /K- LAk, 22 5%
YES TR L (P<0.05) , L3 4,

®3 WARFBRITAEMEMBEIREWIBIRICE (xes)

Tab 3 Comparison of serum tumor marker indicators between two groups before and after treatment (Xx+s)

415 - %CA19—9/ (U/ ml)‘ ‘ £A72-4/ (U/ ml)‘ ‘ : £A24—2/(U/ ml)‘ _ CEA/(ng/ ml)‘

TRYTH RITR YT 7R TRYF Al TR TRYT TR
WEL (n=39) 82.17+41.34 36.87+12.75 16.38+8. 15 7.21£2. 66 52.36x17.48 29.0419. 14 38.7718.99 17.7617.1
X IR4L(n=39) 83.1744.92 45.52+12.20 16.55+11.6 8.96+3.37 54.85+14.92 32.03£8.47 38.26+26.49 21.35£9.4
! -0. 143 -2.945 -0.095 -2.735 -0. 698 -1.499 0.098 -2.214
P 0. 887 0. 006 0.925 0.009 0.489 0.138 0.922 0.033

x4 WHEBEHEEBTAEREINEEIERILER (xss)
Tab 4 Comparison of immune function indicators between two groups before and after treatment (x=s)
a1 — CD4*/% - — CD8*/% - — CD4*/CD8* -
TRYT Al TR T izl TRYTH HITR

WEEA (n=39) 18. 11£3.29 22.04+5.80 21.2245.67 16.74£3. 96 0.93£0. 39 1.40£0. 52
X IRAL(n=39) 17.89+4.02 19.34+5. 65 21.08+5.25 18.65+4.24 0. 89+0. 28 1. 08+0. 39
t 0.265 2.298 0.113 -2. 147 0.520 3.103
P 0.792 0.027 0.910 0.038 0. 604 0.003
2.5 FAREEEEFRLLER 4, ZERIE G EE L (P<0.05) s WEEYLHE oL/ MR i

WEZZH B 2 A0 M s /D ok Al s b PR LR A AE A
Bl 2 TR P A B S RE R 3 2 8 B R Y 2% AE 3R BA S A T ) R
x5

B AL | T s 268 TS 6 R S BT 5 A5 AN R S A o AR SR %o
PR L, 2R TG E L (P>0.05) , L& 5,

FMABRERARRNAZEBRLE

Tab 5 Comparison of incidence of adverse drug reactions between two groups

WA (n=39 XA (n=39

AREE E% Y : M/N)z&/m A% 1WA : M/N)z&/wu S P
H A > 5 6 1 12(30.8) 9 10 3 22(56.4) 5.214 0.022
Ll el o e 5 6 2 13(33.3) 8 10 4 22(56.4) 4.198 0.040
MM 4 6 1 11(28.2) 7 7 3 17(43.6) 2,006 0.157
/MR 8 9 3 20(51.3) 12 10 5 27(69.2) 2.623 0.105
FIGEERRE % 5 6 0 11(28.2) 8 8 3 19(48.7) 3.467 0.063
FREATE 3 4 0 7(17.9) 6 7 2 15(35.9) 4.052 0.044
ik 4 2 0 6(15.4) 10 6 4 20(51.3) 11.308 0.001
W agmE 7 4 0 11(28.2) 8 6 2 16(41.0) 1.417 0.234
Bt E 3 1 0 4(10.3) 6 3 2 11(28.2) 4,044 0. 044
3 itig AT SRR 5 (29. 9/100 000) . FR4FE H B s AL T 1 R JLT-

IR BT A IR N 10 S R E AR AR (EL % [ 18 i
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AR SR 25 RE R B RE LRI (11%) &
T 3EE (36%) "7, M, TR EH 2 80% i B #w i # 2 Wit &
JERI S Y B B S AR AR R AR IR F 90% , 1M W ) 8
M S ARAAER<30% 0 X 52 i R Mk 6 0 T R SRR g
FLYIRA AL ) CEAS G R T, JLA AR T A
IRISZE R R FURBEE S IR A AN 2 MR YT 2 R Rt
B R R 5 R 25% ~ 54% i TR AEAF N 2.9~7 A
H LA R 8. 6~ 13 A~ 11012

Bt U —Fh IR S-TRURWERE (5-FU) RTIR 259, thBF
TG 2 AR R 5w | SRR T AL, T S 2
T A I AR, TR S-FU AR R 4EFE 5-FU
T UL SRS 28 2 i) e B L DR L G A 2 L R W R A
W RS TR R 0], 0T LA 5-FU 16 8 W38 b s e 1k, iz
S5-FU FIR8y ™ 534 4kl A BB, FLAGS #f 95 45 51 i
N, 5 5-FU BCA MEIAR H , 8 35 BUE A IR Jy 58 14 11 26l i
2 AR IRE A1 R 40 6 2 1 & A AL, O RE AR
BN T Zheng 2O IRGH B R BE RS R
SOX Jy ZE8 BhyA 7 508 3 W oA 23R 97 g I B K R 1R
PLICHE AL, WIS 3 AL E Y, T L &
HRH BT 2 AT BT 45 R o, VD R B R B
AR UM i A5OSR RN A A S8 B IVRAIG , L 45 24 L 4
JAEN ) Lee 558 i, WMUD FIHIK & 5-FU MR A
FIGAABE A 5-FU {5 B Y0 FIBA AY 038 25 2L A v N
SOX J5 % N H 22 4] §E /7 3%, B9k €Sco 5 s oh T 2%
A7

SOX J5 & BAR AT LI AR 5-FU B 4H )7 % (B B R
IO S e AT ARAR w5, T 5| & M2 R G AL R G s Il R 48
SRR E BSOS R A SR
TR S A SR AN T, A R
B BE AR A S R PR A TR RE B R T M L A0 B AR E 40 g
it R B R A R T, B AR T A R R RS RN, TR
WIE Y FE W BT SR o 2 T 5, AT R G 0 7
YRR, AT B ARARYT 24 5 | 14 G 28 100 341, D Ak T 7 24 1 30 fb T
KRR R, 3 G819 58 1097 24 (10 B b 78 L, a0 5% Ak T 2
fii 2451207

AWFFEEE R R, SOX Jy RIAYT W) H 9 B E 1 ORR
28.21%, 5 M 56 #F 5% 6 — (™, {1 ORR i f§ T
Koizumi' ™' ]38 ) 59% , i fig 5 G-SOX ik % A & ECOG P-4
0~ 1 4315 98% A 0%, B3 I S RIIR 0 R 4 mT 34 i xf 4k
I7 2 I UM RN A2 1 AR 58 25 R R, SOX Jr 8 i A
TR, WSR2 5k B R 3 S T AR 25 R RS
(P>0.05) ;{HIAYTIG KPS T4 J5 1, WEER 4 3 B 0 1 %
WRZH | 2% A Geit5 2 X (P<0.05) , F2 W0 i e 3E v 5 )
PR E AT R, SR IE— 8, ShAh, gkl
HBE I R RS CA19-9 . CA72-4 Fl CEA /KAEIRIT G 4
fRTFAE2H S5 ThBEFE bR CD4™ . CD8* #l CD4"/CD8" /K-
HA k3 B R S TR BRI A SOX 7 S83A YT Wi U] B o, T g
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SRR S BE TRl IR S T M HGE — B, RYPRIAES

B BRYT 2 AR DL AT | B I R i 22

PERFERAR RN, ABFFE R R, BRESE T SIS SOX

J7 SR AE I Y IS FE A 1 A R | b L R s ) R R

TR LB AL A B PR 22 BRI D) BB 35 A5 AN RSO A K A

A PETR B TE SRR B AT 25 BE VR AV T, B R AL

HiAT R i — R

g5 LBk N TR B A e SOX J5 S ALY YA
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