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[Abstract] Objective To evaluate the efficacy and safety of compound Kushen injection as an adjuvant
for chemotherapy in treatment of advanced digestive tract cancer. Methods A prospective, randomized, parallel
controlled, single center clinical trial was conducted. One hundred and forty—four patients with advanced gastrointestinal
cancer admitted to the Department of Oncology of Fangta Traditional Chinese Medicine (TCM) Hospital of Songjiang
District in Shanghai from July 2014 to December 2016 were enrolled, and they were divided into a control group and
an observation group, 72 cases in each group. The patients in control group received routine chemotherapy, and on the
basis of routine chemotherapy, the patients in the observation group was given compound Kushen injection 20 mL having
diluted with 250 mL sodium chloride for intravenous drip, once a day for 14 days constituting 1 therapeutic course. After
consecutive 2 therapeutic courses, the clinical efficacy was observed, the differences in disease control rate (DCR),
Karnofsky score (KPS), TCM syndrome curative effect and adverse reactions were compared between the two groups,
follow—up was carried out for 7-24 months, survival rate and progression free survival (PFS) time was observed in the two
groups. Results After treatment, the DCR, KPS score, total effective rate of TCM syndrome in the observation group
were significantly higher than those of control group [DCR: 59.7% (43/72) vs. 43.1% (31/72), KPS score: 70.9 6.2 vs.
64.8 £4.8, total curative effect of TCM syndrome: 63.89% (46/72) vs. 41.67% (30/72), all P < 0.05], and the adverse
effect rate was significantly lower than that of control group [25.0% (18/72) vs. 41.7% (30/72), P < 0.05]. In the end of
follow—up, there were 12 survival cases in the control group, and 22 survival cases in observation group, and survival rate
and the PFS time in observation group were significantly longer than those in the control group [survival rate: 30.6% vs.
16.7%; PFS time (months): 15.3 4.0 vs. 13.24+4.2, P <0.05]. Conclusions The therapeutic effect of using Kushen
injection as an adjuvant for chemotherapy in treatment of patients with advanced digestive tract cancer is relatively good,
can improve the life quality of patients, and lower the incidence of adverse reactions.

[Key words] Compound Kushen injection; Malignant tumor of digestive tract; Chemotherapy

T ALTE RS T R R UL IR, R 7 AT A G e A T 2 FL AR R K, AR
e REE AMTA T A B P e IHACE IR SR 1 - BOUSEPE RIA e, AR T iR B 1 sz 4k
FRAEAR LB TR S. MINEAGEMR . IRYT IR . R, A el B AT A9 25 R SO Kk
AT FARDIBRMB AL, 38T ik E N8k BEAIS A B AR O AR PR



FPEF RS S ARG 2017 48 9 A 24 %55 5] Chin J TCM WM Crit Care, September 2017, Vol.24, No.5 * 537 -

i Bh AT R IR G YT AR . B
SRR H v 2R ARSI ) iy T
PO B 2 TR R = AT 2T AL BEAR
A7 5 R SN B 35t F8 S g D BE Y T RO AT
AWFEARITE 7855 0 SR B AR 7R 7 e
A TE XA T IeE A 35 B 2 A A R

1 #ERE5HE

11 BFFEXT 4L SR ATRETE | BEAL, SF-A7 X6 B o
Ht i RIS J7 . HEHE 2014 4F 7 J] & 2016 4F
12 7 it v A VL DX 5 85 v B B B b g BRI 1Y
144 Bl 252528 Ko ek Az o T~ IV 8 4k
TE A R BB

111 GHARRIE  £F 5 TH A G I 12 Wb o
XE IS SR TG 0 WO AEE R =3 A~ H
BHE B MG R EA .

1.1.2 HEBRARAE - A L8 DLAN AR R 5 RS fh
B SOUELATIC A IRYT 5 W LI B IR 2ok

1.1.3 R KRS EF R, T4
A Bt R AR PR ZE DL A, U R s R A
A &

1.2 W54 - F 144 BB RENLE - 3R1E 00 R
WLEZ L AN BEZH, B4 72 9], PRLEPEDN AR IR | I
PR3 IR g S 0 25— e ok LR 22 e 3 e g i
(3 P>0.05; 3% 1), ULHA I A1 95 kL iy, 47 7]
R

Fx1 FWHBE-MERLEE
g R () AR (%) Il R 4331 (f61))
B b Lt JEE x+s m W
XHRZH 72 38 34 35~58 47.0+ 94 42 30
WEA 72 37 35 33~60 475+113 46 26

ik R (f51)

W) i B PR B b
19
20

415

ik

XA 72 23 17 10 3
WELLL 72 26 15 9 2

1.3 JRYT 7 X BRI O R ) 72 i E R
B 16 mg/d  FEH 1~ 5 d, i4A 50 mg/d & 1~2d,
FH i U S0 R A5 200 mg/d L 3T 1~ 5 d, 5- FURME
IE 0.75 mg/d GEH] 1 ~5 d, 45245k E 4 J&, fiE =
1R WL LH A X IR 2 3ERY E F 250 mL S Ak Al
SRR i S 1 W 20 mL JE R, B H 1R,
B 14 d R LAITR AT 2 T RS WS K
g &

1.4 WEHER

141 ZRREEHIZ (DCR) « AR SR 7RO A

#E 1.1 Ji (RECIST 1.1) 43 A58 22 (CR). #532%
fi# (PR)., Fiifa e (SD) g vt (PD ). DCR 2
e B AR MARBT ST R CR . PR F1 SD 5 11 5 1 5
ST A

142 EfFFEITH . SIRRIE IR R
2 (KPS) PEAM Y, HHIE £ 25 RE 765 1E 4 LR 35 5 175 A1
A S A BRFR RS, KPS PE43 243 100 43 (IEH FIJCHE
RIARAE ), FeA1% 0 43 (BET), £5-53 0 5, Uhd BA gk R
L ARAT

143  HEIEEST R 2B P2 25 Rk e 1
AFg RN ) 2002 AFRK IR A S (B RIES Wt
FERObRIE Y (ZY/TO01.1-94 )" sl 532 1) e I8 e 1A S 4R
FYAT R, BACHIRIT G TP IR s 22 H
BHRITRIFEAL =70% ; A RCHIRTT AT o B EfE AR
A EAEBEERITRTEAR =30% ; TRCH IR RTIG &
R AT 22 (AR YT IR < 30% .

144 AR - USSP ALIG T I 18] (40 A T4
(WBC) TR L4128 1 (Hb) ¥/ | 3B iRt | i
15 | B 9 R KO & AR L

1.4.5 JCUEEAATH] (PFS) AR R - A g3y
BELT 7 ~24 A H W8 B E BEHLA A AT A 10 5%
F14) el 11 b A PRI B T B4R ) RN %6

1.5 Seil2#Jr ik fdF SPSS 13.0 4t ik 4 b B
s, 75 A IEAS AR T R DU B + bR 22
(R+s) Frm, K o K3, i BO RG] (R) 2o,
FH xRS, P<0.05 WESAHGHE X,

2 # B

2.1 WALEREIGIRI TR 3 (3% 2) : W4 DCR
B = X REZ (P<<0.05).

x2 MARBREWKRTHLR

13 1% IR RL LB (%)) DCR
)T R PR SD PD (% (1))
YRR 72 0(0 ) 4( 5.6) 27(37.5) 41(56.9) 43.1(31)

WEEH 72 1(1.4) 8(11.1) 34(47.2) 29(40.3) 59.7(43)%
0 SX A, 2P<0.05

2.2 PIHHBRFIEITRIG KPS PR A (% 3) . I
TRYT T KPS P43 Fi 22 R IE8 4 L (P>0.05),
BIT IR Y ESRIT AT, SR AIAYT G i T i
FE AR IR W i 2 (P<<0.05).

2.3 WP EEIEET R LA (3R 4) - EIRIT IS
R R IR A SR I I = X BREH (P<<0.05),

24 AR (F£S) : WELAN KRN &R R
T XTI (P<0.05),



* 538 -

P EFRTE RS ARG 2017 4E 9 A5 24 %5 5 W] Chin J TCM WM Crit Care, September 2017, Vol.24, No.5

R3 WHEBEHEEBTEE KPS S (x +5)

- %5 KPS PF43 (43)
) # T T
X e 2R 72 63.4+4.6 64.8+4.8

Mg 72 65.0+5.9 709+627

W SR g, P<0.05

R4 RABREREIERTHLEER

gy VB BT AR (1 (%)) SRR

) Bk Tk (19 (%))
MR 72 2(2.78)  28(38.89) 42(5833)  41.67(30)
Mg 72 5(6.95) 41(56.94) 26(36.11)  63.89(46)°
0 SxFRAL R, *P<0.05

x5 FWHEARRKAILE

" P AR (1)) xyiifyzg
T S Bl W ﬁ”ﬁ e
TR 72 8 9 6 5 1 1 41.7(30)
MEEL 72 4 4 3 3 3 1 25.0(18)"
1 SXFRAL LA, °P<0.05

2.5 PHLLEIG S PFS AR (36 6)  WMELL A7 %
FPEFS £75 % BRZH B . 59 i (7 P<<0.05).

* o6 WAETFFEEREK PFS L&

gy B fREE PFS(A)

- () (%) S Fiks
X R 2H 72 16.7(12) 3~20 13.2+42
WAL 72 30.6(22)% 4~22 15.3+4.0"

o 5XEA L, 2P<0.05

I 1

AR, THAEE AR R 1) s S i v L O
RARRAES . BT, AT B MR — HPR
TR, A RIS ARTT o BAR LT HA Ak
PR 7 S50 5O AR A7 A R T B AR L
FORE et 07 SEAESRATSE s , P 2 B i
AT T B SR IE R A B, v] RAIEAR T IR
SERY, P R RO, DRI o 5 2450 By o v b
S AN ok i

5207 75 2 1 SO 9 S 1 R R B
£ BT IR TP 2 . SR A T AR
f B VR, FL 2N v S0, AR 2 H2E A5
WoR, 5 S 08T B SR ML G E 7, 5 IR 20 B Y
Sy AR T, 0] B e i A i A8 ) 7 A AR
B B ARBESE R, WLESH DCR L T
WA, BSRMFS R, 5 05 v 5 1 B v] M
T 1k 22 8 P g A L A T R
SGC-7901 4 AT T, H 25 AR E 5 =k

8205 V5 S 1 SR 9 Hep 201 A4 400 i 2R v 3k )
34.8% ; L AT WY 2 0 0 JIF9R8 MC=7721 40 A K, e
PEbEE AN T L S A B VR e
JIev 95 24 R0 4000 6 e e 200 T T 2H 2 B AR AR
TR AR, 30 A pl 2 B — AL AL (NO ), FE AR
NO FrE i Ak s sk 1 (H A2 0 3 5 1 SO I
WM A HRIEN .. ST RIS HRE,
i 96 R8T B PR R ] ] R P A i 25 0 5
SN BER VR AN i 1 BB AR T , 1
BERRIRAN RN 7. AWFTe4s S s, WE L
WBC FFE . Hb 38/ el IKeE EYE | BN
RS R A A AT B2, KPS PP 3 i T
Xif R, HL I A0 I e b 3k P 7 1 R 2 W
HATEEARAY,
L5 B TIR 5 05 v S T S B AT R 1 1019

A TR 7 AR, BECRG JB A A3 o i, RN R
JWE A HE 2 AR R AE)

Sk

[1] phEte Jli, J8 AR . IO LI R A 75 5 v S 105
WAL FIR YT BT RO (] IR SE g PR 2245 2016,
15 (6): 564-566. DOI: 10.3969/}.issn.1671-4695.2016.06.018.

Sun AH, Zhou J, Zhou LC. The effectiveness of compound matrine
injection and chemotherapy in the treatment of patients with
advanced digestive tract tumor [J]. J Clin Exp Med, 2016, 15 (6):
564-566. DOI: 10.3969/j.issn.1671-4695.2016.06.018.

BRE, Xy, ZREE RS W E T ae AL 0 5T 2 (D).
A fE TR SR | 2012, 24 (6): 382-384. DOL: 10.3760/cma.
J-issn.1003-0603.2012.06.028.

Rao Q, Liu C, Li JG. Progress in the research of post-operative
gastro—intestinal tract dysfunction [J]. Chin Crit Care Med, 2012,
24 (6): 382-384. DOI: 10.3760/cma.j.issn.1003-0603.2012.06.028.
Terret C, Albrand G, Moncenix G, et al. Karnofsky Performance
Scale (KPS) or Physical Performance Test (PPT)? That is the
question [J]. Crit Rev Oncol Hematol, 2011, 77 (2): 142-147. DOI:
10.1016/j.critrevonc.2010.01.015.

BISEE | BT B 2R YT O ) R T RO Ty i KL
PRI AL ()], L P22 | 2006, 40 (3): 47-49.
DOLI: 10.3969/j.issn.1007-1334.2006.03.027.

Jia MJ, Jiang MX. Considerations on objectification of therapeutic

[2

[

[3

[—

[4

[

effects evaluation and assessment standards of heart failure treated
by Chinese medicine [J]. Shanghai J Tradit Chin Med, 2006, 40 (3):
47-49. DOI: 10.3969/j.issn.1007-1334.2006.03.027.

[5] B3, TS, T, 45 . LRz e e AT (O RIS

Wey P Rbn it ) A BEH 30T ()], AL B 255741, 2011, 26 (2):
47-48. DOI: 10.3969/j.issn.1007-5615.2011.02.034.
Liang W], Fang ZY, Shen L, et al. Application of experimental
diagnosis in the current standard of diagnosis and treatment of TCM
syndrome diagnosis [J]. ] Hebei Tradit Chin Med Pharmacol, 2011,
26 (2): 47-48. DOI: 10.3969/j.issn.1007-5615.2011.02.034.

[6] MKA:, 32I€ TRPERWIMT 22 2085 3R C IR Ay 7 X ik Fre ] v i

A MRS R RS IARITTE (0], [ P R A5 G 2Bk | 2011,

18 (2): 119-121. DOI: 10.3969/}.issn.1008-9691.2011.02.018.

Tian YS, Liang H. Effect of intraperitoneal chemotherapy with

mitomycin C bound to activated carbon particles on postoperative

peritoneal carcinomatosis of advanced gastric carcinoma [J]. Chin

J TCM WM Crit Care, 2011, 18 (2): 119-121. DOI: 10.3969/

J.1ssn.1008-9691.2011.02.018.

FIRZ s, EARSR AN F I AGE A T T

B [J). PEfE TR 2 RE"% . 1999, 11 (5): 305. DOIL:

10.3760/j.issn:1003-0603.1999.05.018.

Wang QZ, Xu XY, Wang ZR. Significance of serum prealbumin

[7

[i—



FPEF RS S ARG 2017 48 9 A 24 %55 5] Chin J TCM WM Crit Care, September 2017, Vol.24, No.5

* 539 -

[8]

[9]

[10]

[11]

[12]

in patients with upper gastrointestinal bleeding [J]. Chin Crit
Care Med, 1999, 11 (5): 305. DOIL: 10.3760/j.issn:1003—
0603.1999.05.018.

R XM L fese | 55 Zr W SIHRG IR ALIE
TSR I 73 (0], SEIRIT B 2Y | 2013, 26 (5): 849-850. DOI:
10.3969/.issn.1006-2882.2013.05.047.

Han XC, Liu SY, He XH, et al. Curative effect analysis of composite
Radix Sophorae Flavescentis combined with thermotherapy on the
digestive tumor [J]. Heilongjiang Med J, 2013, 26 (5): 849-850.
DOI: 10.3969/.issn.1006-2882.2013.05.047.

i e . 52 75 v 2 TE SR 097 16 77 I AL 18 iR 57 Ak
3T ). PEBEZGHER , 2011, 9 (16): 26-27. DOIL: 10.3969/
j-issn.1671-8194.2011.16.011.

He AJ. Clinical efficacy of compound Kushen injection combined
with chemotherapy for advanced digestive neoplasm [J]. Guide
China Med, 2011, 9 (16): 26-27. DOI: 10.3969/j.issn.1671-8194.
2011.16.011.

Zhou SK, Zhang RL, Xu YF, et al. Antioxidant and immunity
activities of Fufang Kushen injection liquid [J]. Molecules, 2012,
17 (6): 6481-6490. DOI: 10.3390/molecules17066481.

FREC, WEER L R . B U IS O T RS FMC AR
T3 BIRTT A T G I R A I PR T AL« — TR BRI BRATF T 45
H ) P ERTEESSS 2R L 2017, 24 (2): 170-173. DOIL:
10.3969/j.issn.1008-9691.2017.02.016.

Du M, Zeng BZ, Qu YY. Clinical effect of self made Jianpi Yiqi
Xiaoyu decoction combined with FMC chemotherapy for treatment
of elderly patients with moderate to advanced gasiric cancer:
results of a randomized controlled study [J]. Chin J TCM WM
Crit Care, 2017, 24 (2): 170-173. DOIL: 10.3969/j.issn.1008-
9691.2017.02.016.

TR, FERIR G AERF YT TP I At e 0], T
PG EELE G AR L 2015, 22 (6): 669-672. DOIL: 10.3969/
j-1ssn.1008-9691.2015.06.033.

Zhang JB, Mu YJ. Research progress on traditional Chinese

[13]

[14]

[15]

[17]

medicine in maintenance chemotherapy [J]. Chin Crit Care
Med, 2015, 22 (6): 669-672. DOIL: 10.3969/j.issn.1008-9691.
2015.06.033.
Zhang D, Wu J, Liu S, et al. Network meta—analysis of Chinese
herbal injections combined with the chemotherapy for the treatment
of pancreatic cancer [J]. Medicine (Baltimore), 2017, 96 (21):
€7005. DOI: 10.1097/MD.0000000000007005.
Wang S, Lian X, Sun M, et al. Efficacy of compound Kushen
injection plus radiotherapy on nonsmall-cell lungcancer:
a systematic review and meta—analysis [J]. ] Cancer Res Ther, 2016,
12 (4): 1298-1306. DOI: 10.4103/0973-1482.199538.
Qu Z, Cui J, Harata—Lee Y, et al. Identification of candidate anti—
cancer molecular mechanisms of Compound Kushen injection using
functional genomics [J]. Oncotarget, 2016, 7 (40): 66003—-66019.
DOI: 10.18632/oncotarget.11788.
Wang XQ, Liu J, Lin HS, et al. A multicenter randomized controlled
open—label trial to assess the efficacy of compound Kushen injection
in combination with single—agent chemotherapy in treatment of
elderly patients with advanced non—small cell lung cancer: study
protocol for a randomized controlled trial [J]. Trials, 2016, 17 (1):
124. DOI: 10.1186/s13063-016-1231-6.
Guo YM, Huang YX, Shen HH, et al. Efficacy of compound Kushen
injection in relieving cancer—related pain: a systematic review and
Meta—analysis [J]. Evid Based Complement Alternat Med, 2015,
2015: 840742. DOI: 10.1155/2015/840742.
SRR, SR AF L H AR R R TR 2 IR Rl
YITE SRS PSP ()], SSRTR R RN A%, 2010, 2 (4):
201-204. DOI: 10.3969/j.issn.1674-7151.2010.04.003.
Zhang Y, Zhang Y, Ma ZH, et al. The clinical evaluation of
pepsinogen,irypsinogen—2 and tumor marker in gasiric cancer
diagnosis [J]. Chin J Clin Pathol, 2010, 2 (4): 201-204. DOI:
10.3969/j.issn.1674-7151.2010.04.003.

(ki H b - 2017-06-16)

(326 511 730)

[7]

[8]

(9]

[10]

[11]

Pancreas Study Group of Chinese Society of Gastroenterology,
Editorial Board of Chinese Journal of Pancreatolog, Editorial Board
of Chinese Journal of Digestion. Guidelines for the diagnosis and
treatment of acute pancreatitis in China (2013, Shanghai) [J]. Chin
J Pract Intern Med, 2013, 33 (7): 530-535. DOI: 10.3760/cma.
j-1ssn.1674-1935.2013.02.001.

Zhang H, Neuhofer P, Song L, et al. IL-6 trans—signaling promotes
pancreatitis—associated lung injury and lethality [J]. J Clin Invest,
2013, 123 (3): 1019-1031. DOI: 10.1172/JC164931.

Feng C, Li B, Wang LL, et al. Effect of peritoneal lavage with
ulinastatin on the expression of NF-xB and TNF-« in multiple
organs of rats with severe acute pancreatitis [J]. Exp Ther Med,
2015, 10 (6): 2029-2034. DOL: 10.3892/etm.2015.2802.

TR, R, VPDRObR . S R Al kT F0E SR AR 52 1
IRIAE A F RIFEMASIHT (1. H E MARERZY | 2014, 21 (6): 37-39.
DOI: 1674-4721(2014)02(c)-0037-03.

Yin K, Zhu HQ, Xu QL. Analysis on influence of continuous
blood purification on plasma inflammatory factors of severe acute
psncreatitis [J]. China Modern Med, 2014, 21 (6): 37-39. DOI:
1674-4721(2014)02(c)-0037-03.

Quinto BM, lizuka 1J, Monte JC, et al. TNF-a depuration is a
predictor of mortality in critically ill patients under continuous
veno—venous hemodiafiltration treatment [J]. Cytokine, 2015, 71 (2):
255-260. DOI: 10.1016/j.cyt0.2014.10.024.

Weerbe SO, B, AR L ISP IR AR TN T 2
PRI A B L3 A P Tk~ RS20 (). 205 20 7 B
2EJ4i L 2011, 27 (2): 190-191, 194. DOI: 1007-8738(2011)02—
0190-03.

Yao HB, Wen MB, Huang G, et al. Effects of continuous blood
purification on plasma cytokines in patients with severe acute
pancreatitis [J]. Chin J Cell Mol Immunol, 2011, 27 (2): 190-191,
194. DOI: 1007-8738(2011)02-0190-03.

HRETE 05 XMR , 45 IR A AT DV EFAR R MR I 4141
RYZRIR B S ()], B a2 R 243k | 2015, 24 (1): 75-77.
DOI: 10.3969/}.issn.1006-5709.2015.01.021.

Han CQ, Yang F, Liu J, et al. Expression and significance of

[13]

[14

[

[15

[

adiponectin in severe acute pancreatitis of the rats' adipose tissue [J].
Chin J Gastroenterol Hepatol, 2015, 24 (1): 75-77. DOI: 10.3969/;.
1ssn.1006-5709.2015.01.021.
AR JHER . CRRT SOA £E 4k B LRI i 7 Hh 9 B K
WEFEE R (7] ThE 4L . 2013, 12 (12): 639-641. DOL:
10.3969/j.issn.1671-4091.2013.12.001.
Yuan WJ, Zhou J. Application and research progress of CRRT
technology in the treatment of non—renal diseases [J]. Chin J Blood
Purif, 2013, 12 (12): 639-641. DOIL: 10.3969/j.issn.1671-4091.
2013.12.001.
JAERE , SO O S R REAE DN P S i
LB AL g B R T - — TR AL XUR X BT 5T (9],
FPEfEER SRR 2E | 2016, 28 (3): 241-245. DOI: 10.3760/cma.
j.1ssn.2095-4352.2016.03.010.
Zheng RX, Weng FZ, Dai W, et al. The organ protective effects and
timing of continuous blood purification in the treatment of severe
sepsis: a double-blind randomized controlled trial [J]. Chin Crit
Care Med, 2016, 28 (3): 241-245. DOI: 10.3760/cma.j.issn.2095—
4352.2016.03.010.
JASEL U, XU | 4 BT A R i 8 KDIGO
B AR 8 618 SR L WA R ST AR HILH 148 55 3 (D).
rhAR G R A | 2013, 25 (7): 420-423. DOI: 10.3760/cma.
J-issn.2095-4352.2013.07.013.
Zhou JX, You PC, Liu CT, et al. Role of acute kidney injury staging
by KDIGO ecriteria in choosing the opportune time of continuous
blood purification [J]. Chin Crit Care Med, 2013, 25 (7): 420-423.
DOLI: 10.3760/cma.j.issn.2095-4352.2013.07.013.
HWE R, A A L PP REE A IR T TR Sk R R
YT RBOILER Kt 7). vP P PG R 4 A Sk gkl | 2017, 24 (2):
205-206. DOI: 10.3969/.issn.1008-9691.2017.02.027.
Yuan SZ, Zhang LX, Li W, et al. Clinical observation on therapeutic
effect of integrated traditional Chinese and western medicine for
treatment of severe acute pancreatitis and nursing [J]. Chin ] TCM
WM Crit Care, 2017, 24 (2): 205-206. DOI: 10.3969/].issn.1008—
9691.2017.02.027.

Ok H A1 - 2017-08-17)



