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[(E] BW BT AT BT BN B B R R BIENIERT R LA, AiE R

F AT e MR AU BBAE R, LA 67 4] BB RAAL A 6T 4L 344 Fe st B LB 334, BT AT IR AT TG
FAB 1A, A2k, #1200ml; sTRAT O REMGHKAFD 3K, HR3g, BAME, FEBHAH2H,
YRR 20 B R T WG B R . KRR, BB W LR R FHFEMAFAE (CTCAE) 9. P EIEIE ST 2K,
R S8 2 08 7 AR LR A E R M % & (EORTC QOL C30) #F 4 VA B o ik Wi Ty dk 36 47 | — B A AL B
(DAO). D-#LER (D-LA). A&% (ET) | K-F, Fitiraotidh. R KAARAANFEHTEE (PPS)
BB ITM33G . TRR32H) . BTG AT RS R A E (84.85% vs 37.50%) . P EIEAR R A K
(93.94% vs 34.38%), 2FH A% FEL (P<0.01)., 5KMEFATIE, WAL IEMIBRIR Y, M
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1 IEERER
1.1 LW A HiEsF R

MEISVE iz S IR b E RS2 WG YT
FEYTEIE: 1) REERA R, BFME. K
FEAE . RhMeAE SR IMNAE 5 2) KAEREL LT 2
(BEH2WRLL B o IEVSHRIE /3 250R0E & 1) AL,
ToliK . JEHREREIR; 2) A, A R K el A B
FEr Rk 3) EA. HRE K B R RERER
WBEE . RSN ZEREVEIE . T . AR AN
FHESNE 4050 T A

WIS HRIEARES B (P EIZKE) it
TGS B SIE e, . KEREE L, %
R AN BIE , ELWSOKEEE . OhE . g TE K,
e iE B e, M ZER, MIEER; HIREM,
Fkanss . R EAE, PAURKREH 3AEIR, S5 A
[k B AT i2 W
1.2 ANARAE

1) SR BUEHIS N B SR MR, AR
18~80%; 2) HETEAE#EZRINGYIRIT, 6
B B E S I2WRE s 3) fR AT EFHIER E
FE SR Wi bR i 4) B B E R IR (KPS) TF
437 =704, PREERIL (ECOG) $F4F 7 <2433
5) BETIHAEAR>30H 5 6) B8 a0
BERS, WS AR NIEW, A REI VAL — R
AERC & PEAS I VS AS BN A 35 i 7) [RES A
5% 25 B AN R 15
1.3 HerkArk

1) BIFRACEL . il B DR v S5 H b
PEVEPEE PR, D RAR I A m AT . B i
fLo EmEEHIN . FRLR A IR E IR RAE; 2) |
HAWSEH B IETS, Wh S I%EE A e Bk
5. BatEdmR . WICRR . AwtEmieE . g9
K2jy e, A S 3) AR M 25 h
JYHEA T ARSI VAR, SR TE R AN R
PEPEH bR E (CTCAE) 4™ >3%4¢; 4) slffik
Joz al © X A 5T r FH 25 e, koA g 1 IRASHIE
FERTHZY; 5) 3T 34 H ISt HoAblf AR5 ;
6) T 1 JE N T RESZ AT RCHIT I 25, ank
INEEEPUA R . KREATIEE ., LS O IR
1.4 BLEiek

1) 75 CTCAE 704 >3%; 2) ANAEHLIR
THRAIT SOOI 22, 1 A 457 2 sl d 245 5l o FH HAt
BT TR, IR SCR M IER A 3) BEstid

BB EA R, s IR G T A C
PRI RAE, SR RN, NS EAkSE S S5
585 4) HEANIERE B shZ kARG AR5
1.5 —fFH

YA 2022456 H 1 HE 2023452 H 1 HEE LIl
o 2 K2 E R B T S R A5 G R B 1 192 SR A
Y7 1 0 e L o) 24 P A G RE TS L B R 55 UE AR
67, BEAEIG R 5T 3 B 52 0 A B IT A Z0R
H33% ", A HURLE SR AR U IRIT AR N
86%, LS IHEARITAARX ", #E \=10.31,
Fe MR «=0.05, B=0.10. v=11ytrdE, HHEHEH
P REA R 200 321 . WAL 95 R M 10%, W]
RHTAA3SH], ZIRETERAL A EHEIR L 1
FEBIBEDL Y AiRTT 4L R IR, ARSI 14
T TR SPSS 25. 0 F i et R AL A 7 e XA,
WA BNAITAL 346 . XFRRLL 3361 . AT A IF
B, KRB, #1w, WA ERE TR
2R LG 2EE L (P>0.05), HAR .
S B 1 ek A S R i) 245 ) ol FH A7 50 DL B 1
GEHA SC 4R B .
T WL g 0 ) 25 AT S R VS R S I R

— TR} H A

Table I  Baseline characteristics of two groups of patients with

malignant tumor targeted drugs-related diarrhea with spleen-

stomach weakness syndrome
Tl Xf HEZH

Shr YIZ Pl
ik Gapl) gy XAMPH

EIRIY, xs 66.21+9.74 63.12+8.33 -1.630 0.103
KPSTF43/5), s 87.65+9.23 87.58+7.51 -0.078 0.938
MM (B 8/26 13/20 1.994 0.158
JI§ 75 CTCAE 4344/ 1.244 0.537

19 20 19

29 13 14

3% 1 0

e KPSITAY, RIKIT4r; CTCAE, 3 VU RN FRTE,
2 A&

2.1 BRI

XRRALLG TS WA (B : 3 gx124%, Wil
W AR Z5A AR, B2 H19980050) il
ASOmliE/K AR, AH 3K, BR14E, JRINGs,
HEE2 T

WBITHA TRAENT P GR (H: 5
30g, BRBPHAAR30g, RE15g, HLL20g, L
H20g, 20, WEEHE3 e, GE3g, EHFE
H3g, Mifi10g, HFE10g, XKHH10g, WHM
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T10g, HT10g, WEY30g, EEPILZ515g,
WA 15g, K515g) BHIA, 44 H2KANR,
B 200 ml, L2 8. 259 b B 2Rt
J A B PG B 25 G I B 25 0B HE 1R U A 2401
FBRAFIRAT, R SRR B 1 SR TSR N 5
i, RA24%, F4E200 ml.
2.2 MERIRARA T ik
2.2.1 MABARK., KAEAHKRAGRFHHNZ T
BIT AR IC SR E TS B . KR, WAL E TS
CTCAE 434, W75 CTCAE 434%™ FrifE: 0l K
ERBUES , 15 KB REGE AR <4k, 2
e Ry KAERBEEIMEEE R 4 ~ 67K, 3H MR UEL
BIBRR =TI, 490hIEE G KX Ear H 2%
SURYT, SHCRHIET. . KRABYEIR A E S A L
W4t (Bristol) FEMEMRER " 0ZCHRIERDE,
VO RAEISAR . AROE, 240 @, 39 hKEE
B, KA IR 1 H BN A iZ SR A B i
Il RIS E AR IS IR Crh 258 25 1 R 9 —
R ) AL RITASRE, TSR, KfE
PRI E IR s A8 IRITS R, 15 CTCAE
SO 1 Gy TERL: AR RIE RS SR E.
ARCFR= (R BB 1R BIEx100% .
2.2.2 WEIEERSE P EIEMESTZAE S
Crh 2453 24 1 PRAJE 5% — M S0 ) > 4005 v B A 1T
OYFRAE, FIRTT R E X R VS B RAEEAR
Z )y, EFEMA | B 4 e . HEAKS
FRRERIEATIE 2 $To, B hE . EES T
0. 1. 2, 347, F LR P B etk A o B AIE
RN ST FFSN AT N E R NS S S Y C 3 3 5 vt AN )
A SC 43R0 .
TR E . B FRER= GRITHI
Sr=IRIT R BR) ARYT AT P X100%; B 2 2
oI SR TR =T0%; 300 . W EESIE
figE MRS PR =30%1H <70%; Joiki%: TEEE
i BRI TR <30%; N . PEIERESFS
TR =30%. TEEUEE A ROR= (i3 s 515+
TR HCGEGIED) LEBIEx100% .
2.2.3 AFREWRS TIRITHIG KRB AE
1R I7 BE 9T A A T i O E 8 R (EORTC QOL
C30# %) (V3.0) " PP iR & BTG i, R
T30 4H. P 45H29. 3008741559,
i 2ZilE ATV, P 1 ~74r, 1R IAES
25, T REIEFL; HMW&BS R A, A
Ao AEET AN, a2, 3. 4

o BWHERM 30N FEH XS IS FER, K
WFFE e ORI BRI / A= i T B R AR AR )
e FRIFITIPAL . 0 T TR LA, BT 4k
PERE AL 0 ~ 10043 o
2.2.4 FmE Rk ARA R TIRITETE R
ELISA ¥4 W 1 76 — e %A 4k B (DAO) . D-FLR
(D-LA) . WEEZE(ET)KF. DAO, D-LA, ETELISA
oA & H EEREER AR IR A F], S
5124 mI360314., ml630445. ml503419, A% il A 9%
JURE AR B ELISA 38050 & 0 FH Ul 5 32047 .
2.2.5 ZAMIRN IRYT IR IR AR . O
M P AEEEA A A RAE RS i E R . T
Dige. 'EoiRE. OHKE, EREARF.
2.3 G FEFE
BRGSO TR AT 7 /AL (PPS) , K4
PES AT R 2 2 PEE R 5 (SS). R SPSS 26.0
M550, A ESS MR TR LYY
Babrifi 2z (ves) Fon, IEFEH R K5,
T 2T H R Welch IuK 555 AR IEAS 0 A0 11
FORATR AR (W 3 i) [M(Py,P) ] o, R
H Willcoxon Bk FIAS 56 o 45 2 0% R SR FH Bk FIAS: 562
TR R R ECR R , SRR 5 K 50 8 Fisher i U]
WL, PAP<0.05 £n2ZERATIT#E L,
3 #£8

ARG AR AR 16 (R BT A kg
RARAFGY ), KRR GV 1] (DR e 2k
B ARG ) o &9 A PPS 43 #1153 3k 65 191
PRy al 3361 (Hrp 1491 PRI 155 JRE PR AR A 7 AR vk il
Mk, (HIFRZmITRT, WNADH), Xt
HEZH 3251
3.1 MW ERH I RIT bR

BITAE 8B, AR 106, TRLSH, &
HELHE N 84.85%; XTHRA R 6B, Axk6hl, K
W20, MAREN3T.50%, IEIT A RIS
ARORE TR IRA, ZRA50TE L (Z=-3. 837,
P<0.001).

3.2 MWEA P EIEEIT AL

BT B 17, R 14 4], Joek
LM, INEOM], BARCEN93.94%; XL
FUCE G, ERoGE 106, JoMGE 216, inEo
B, AR A 34, 38%. IRIT 4L B IR A AL
FRETAIRA, ZRAGEEN (7=-5.477, P<
0.001).
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3.3 MWEFIETT GG REFEE CTCAE 4
B

FK27n, PIAIBIT RIS R i 2= = e it
FE X (P>0.05); BYT7 5 PIALIE TS B BR
SR D, HR T 2R TS OB S AR T X R
(P<0.01).

T3R8, MLARITHIETS CTCAE 73 9 LA 25
SIG i FE L (Z=-0.245, P=0.807)., SAH
BITRT LA, WALIRYT A TS CTCAE 43 23 A%
(VRITH Z=-4.823, P<0.001; X}HE4] Z=-3. 464,
P=0.001), HiRIFHAMETE CTCAE 739 BN LA
TX A, ZRARITFEX (Z=-3.576, P<
0.001).

2 LA bR S 1 25 R DG RS I M S IE AR
6T I B TS UK AR

Table 2 Comparison of the frequency of diarrhea in two groups

of patients with malignant tumor targeted drugs-related diarrhea

with spleen-stomach weakness syndrome before and
after treatment  [IX, M (PZS, P75) ]

EAEE7/ I (1Y QR = P r i ] BIT G VALl PAE
WBIT4l 336 3 (3,5 1 (1, 1)  -4.994  <0.001
XTHEZH 3246 4 (3, 5) 2(2,4) -4.568  <0.001
78 -0.931 -3. 444
PE 0.352 0. 001

T3 PILLGEMR L ) 25 W AR SRR TS I R SR IR
JTHIFIEYE CTCAE 434 LA
Table 3 Comparison of CTCAE grading of diarrhea in two
groups of patients with malignant tumor targeted drugs-related

diarrhea with spleen-stomach weakness syndrome before and

after treatment (i)
21 5] P[] g 0k 1% 2% 3%
WITH IRITHD 33 0 20 12 1
BIT IR 33 20 12 1 0
XPHREL YYD 32 0 18 14 0
BIT IR 32 7 16 9 0

J: CTCAE, # WA RFAFIEMARTE

3.4 MHAEBFEIT A G KA LR

TR, PG AT RAE AR T 22 = e it
2 (Z=-0.861, P=0.389). SALAIFHTIL
B, MBI ERMEMRIY G RITH 2=
-5.030, P<<0.001; %t I8 4 Z=-4. 326, P<<0.001) ,
HIRFH RIS UL TR, 2 %A%
eEE X (Z=-3.344, P=0.001).
Fa UL M 48 ) 25 AR DG NS A S R 59 TR AR

TRYTHfE R PER
Table 4 Comparison of stool characteristics between two

groups of patients with malignant tumor targeted drugs-related

diarrhea with spleen-stomach weakness syndrome

before and after treatment (f)
25 W g 0% 1% 24 3%
WITH IRTET 33 0 0 21 12
WITRE 33 19 11 3 0
XPHRZH  IRYTET 32 0 1 22
WITE S 32 7 14 9 2

3.5 WUABEBTNELEFTR TR E
#5708, MAIRTT AT W H S e 22 5 T4
ﬁMﬁX(Rwoﬁoﬁﬁﬁﬁﬁmw&,mﬁ
A ERIERER O . IKRTIRETE 2 TH R (P<<0.05);
X R ZH AN At R BT 2 T (P<<0.05) . M
HIRIT T IS, EAEEFCRDL . SRIKTIREIT 3 25 5
WGt E L (P>0.05),
3.6 WARZEITAE T EERIFSILE
Fon, WMANRIT RIS A . RAEMAR . 2
FERS . Z . AR CEOIR . ERK . BRI
Wbz S LFEITFE X (P>0.05), 54K
HIRITHTLLER , 1097 I IR T 4045 9 RV 43 1 AR
(P<<0.05); XTREAIMETEUEL . RAEMHAR . T
SR (P<<0.05), TWiEFERA. =T, 9%,
ALK | K PE A A 2 R RS R E L (P>
0.05)., WIRYY Ja e ml bas, JRY7F IR IREL .

RS PIALENEMR L ) 25 WA OGRS IR B R 55 UE R IR 7RIS AR T RT3 LA

Table 5 Comparison of quality of life between two groups of patients with malignant tumor targeted drugs-related diarrhea with spleen

and stomach weakness syndrome before and after treatment

[543, M (P, P,) |

SARAERERL
Zib I 21
I - e =

=
BTl BT

ZfH  P{H

BT 33 66.67(66.67,75.00) 75.00(66.67,79.17) -3.336

93.33(93.33,100.00) 100.00(93.33,100.00) -2.456 0.014

XTHEZH 32 66.67(58.33,75.00) 66.67(66.67,75.00) -3.630 <0.001 100.00(93.33,100.00) 100.00(93.33,100.00) -1.000 0.317

VAL -1.307 -1.294
P1H 0. 191 0. 196

-1.346 -0. 265
0.178 0.791
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RO LA R 48 1] 25 WY AR DAL RS I R S e B B IR RIS TP BRAE IR P20 LA
Table 6 Comparison of TCM symptom scores between two groups of patients with malignant tumor targeted drugs-related diarrhea

[6}’ M (st’ P75]

with spleen-stomach weakness syndrome before and after treatment

U s 2t P KR 2 P
TRIT T BITIE IRYT T BITIE

TRITEH 33 1(1, 2) 0 (0, 1) —4. 864 <0.001 2 (2, 3) 0 (0, 0) -5.031 <0. 001

Xt B4 32 1(1, 2) 1 (1, 2) -3.357 0.001 2 (2, 3) 1(1,2) -4.332 <0. 001

VALl -0. 610 -3.740 -0. 861 -3.053

P{A 0. 542 <0. 001 0.389 0. 002

PR L - 2 P S 2 P
AT BRI IA IRIT R RIT R

TRIT L 33 00, 1) 0 (0, 0) -2.810 0.005 1 (1, 2) 1 (1, 1) -3.742 <0. 001

of B 32 10, 1) 1 (0, 1) <0. 001 1.000 1 (1, 2) 1 (1, 1) -1.732 0. 083

ZA -1.050 -3. 161 -0.367 -2.584

P{E 0.294 0. 002 0.714 0.010

. - EUPTS ) RTINS )

P T R Z = e wrm | CH =
RITHL 33 1(1, 2) 0 (0, 0) -4. 347 <0.001 0 (0, 0.5) 0 (0, 0) -2.530 0.011
XT R ZH 32 1(1,2) (1, 1) -1.732 0.083 0 (0, 0) 0 (0, 0) -1.414 0. 157
ZA -0.248 -3.929 -0. 643 -0. 890
PA 0. 805 <0. 001 0.520 0.374

51 % Sy L — AL PE v il — 718 PE

ey gl BITIE ey gl BITIE
TRIT A 33 00, 1) 0 (0, 0) -2. 887 0.004 1 (0, 1) 0 (0, 0) -3.207 0. 001
XJHRZH 32 0¢(0, 1) 0 (0, 1) -0. 816 0.414 0 (0, 1) 0 (0, 0) -2.828 0. 005
78 -0. 633 -2.697 -0. 864 -0. 059
PAH 0.527 0. 007 0.388 0.953

KPR, RIS . Z 01, i WP
ALK S 22

FXHRAH (P<<0.05),
SIEG R L (P>0.05),
3.7

A, BOR AN IE D REFEARAE T
RT PLLE R ) 25 ) AR DGR NS IR M S IE AR IR YT RIS I DAO L D-LA | ET/KF HdK
Table 7 Comparison of serum DAO, D-LA,

diarrhea with spleen-stomach weakness syndrome before and after treatment

W0 & %7 A6 ik DAO. D-LA, ET b4
6720 1 B R DRBE AR L IR R AT A U Al I A

278, W4LIAYFRTDAO. D-LA. ET/K¥It
BESMTSEIEE L (P>0.05); BT M4l
DAO. D-LA. ET/KFEIAITRIFIFEAL (P<0.01),
H A B Y74 DAO. D-LA K %5 % FR 26 [ AR Wt
(P<<0.01), {HMAET KWK 2R T2 X
(P>0.05).

and ET levels in two groups of patients with malignant tumor targeted drug-related

[¥+s, M (P, P,) |

" - DAO/ng-ml™ . Pl D-LA/pmol - L™ " Pl
IRITHT BT IRITHT BITIR
RIT UL 32 21.17+2. 85 13.70 (12.51, 16.54) -5.012  <0.001  41.51+6.46  29.87+5.13  12.468  <<0.001
Xt HE 2 32 21.23+2.47 18.71 (15.83, 21.42)  -3.964  <0.001  40.59+4.63  34.02+6.17  7.646  <0.001
AL -0. 086 -4.107 0. 695 -3.051
PE 0.931 <0. 001 0.512 0. 003
am El/pg:ml” M Pl
RITHT R IE
RITEH 32 151. 56+23. 31 116. 60+18. 97 14.683  <0.001
XJREEH 32 141. 02+24. 78 122. 60+23. 04 7.650  <0.001
tfE 1.767 -1.223
P{E 0.082 0.226

. DAO, RS {bE§; D-LA, D-FL#2; ET, N#HZ.
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3.8 GAMiEA

5T IS AR P 2 Rt BLRA T 25905 RS ) A
o DT IS WA SO L8 18 & N R N TS B e
KA wHL ., DHEE L FUIRE . BIEER I R .
RITHA 2BIAN R, 10w LR, #Eh
REARTEE, SR, THuRge. #ha
WARERTAETRYY 3 RIGAERIE R, HEEZRIR H
AWFE s 53 1 BRE I BERL, R TABE, AT
ER G T YR IR RS IR, KA E I
XTREAHA 1B B R, AATIR AT .
4 g

25 YA SRR TS R E” g, (HE
AR, SESEEEA -2, (EGFR-
TKIAS B 8 £ 5300 1 e oy, i 2459
ARSI R R AE TR . 258 . MR 258K
fRZ o, IR YT A IR ) IR s 44 AR BRI
A, TR R R A T R A B IR ) 2
Y, WG MELLZBR . 02 R R A A
WE, PHAAIN T, i RS AR R R ) e
JELLE, S NR N A, BRI, Bk
Tiwse, WIET k. IS eefE Tk, i
DI, SRy IS R T b et , MR NS A
WA IE R Dhfe. WAEJHARMERE . HE1ETE .
PR . #FRR D2, hlidEs . AR, IR
L gh, EF, AR BEECEMEA, B
B, EAEIRE LIRS, £ O
IBATAR, WHLL . REAERIEIE, 7 T T AR
Bl MR ABAR A 30, BTG R /IME DASE AR, L [n] 145
AR IETE 2 015 B2 28 0 il o A5 A R
By KSR IO . gAML, BRMIR S LR
K ERAEZ . 2 HATHI, HANSG, WA
g4, AN R B etz B, 38 A PR R AR IR DA
PLAR N B DR Mk 1R 15 2 54 .

SO EURIRIT RIS 258, AR BoR
A LT AT A R D IS OB B IRE TS CTCAE
e, SR KAEYRIR, HAEA AGE TP BEIEE,
PRIT R R0 15 84. 85%, B H L T2 i A1 B
(FRCE A 37.50%) . MLAh, WA ALY iR REHE 5 L
IR IR 0 SRR T REVE 4y, E HXT Hs AR 06 i
P S S A B BT ORI . XA RE 5T
A, R TANSEE Pt a4, Al REY Ak LT
X BB A T IO P R R S R . SR g ]
FERIAITRFIA], PP X B AR 16 TR A, Bl
AT HE IR [w) 245 ) T 245 1) 5 )

H AT A ) 25 AR PR TS T RE S B s

PV 2RI A F L g 16 DA R 2K L S5 AH
X, DAO. D-LA. ET 51718 ZhME 5D REAH G
24 gy 3 2 T 40 J SZ 45U, DAO R R 1f v P B
IR I i T e A B E A i, S B0 RN g R
DAO MG PERE I >, D-LA & 8 A5, 155 (i
W D-LA Sl H ARG, YiE A A R D-LA
A3 2 3274500 B B AL N BT —Fp & B
T R AN P SN IR 208, Y5y )1 N AN
J 18 26k B o B D) R SZ s, B v () B0 B 2 1
FEo W K 1 BT - 26 30 g s AL Y AR
FREER LN, GWANTIRITEEH DAO, D-LA,
ETACEHREAR, AT ML DAO, D-LA KF-
BT RO AT S A L, SRR A AT ] —E 7
JE - GE R TR RE D RE, S R 1) 245 AH O
PEREZE (O HLTRHI AT BB 52 1 38 R e R T e

ZE TR, B I REAE RS X e )
A MR TS B IG RAEIR ,  $a e v B IE A A 3
BEAEN R, HITRUE TERBAH, i aekE ki
TH I I RETE#R DAO . D-LA . ET/KF, HAEHIHL
Hil T Be S1E 5 I BB FE D) REA G . (HAITSE R
FRF R B IE TS B, Bz WA U X IR TS R
HIITROTH, JEE T AT . IR %
PRBR 1, A B 5 60 1) 7 3 ) B8 AH DG 8 AR 5 A B
—, SRS N A TE RSN, BRI R AR ALY
BRI REAE AL . A, AREFRACRIEE, 45k
febrth B AR MR L, AR fay
W, HAEARER D, AR, Rty
KEEALS, WINEWITEMAEIR, SEEMRETT,
R P £y JRUBS: , DTS4 5 A 5 245 SR 1 S
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Zisheng Pill Formula (% ':3.77) in Treating Malignant Tumor Targeted Therapy-induced Diarrhea with
Spleen-stomach Weakness Syndrome: A Randomized-controlled Trial
LIU Hui, LI Quanyao, SHI Jun
Yueyang Hospital of Integrated Traditional Chinese and Western Medicine, Shanghai University of Traditional Chinese Medicine,
Shanghai, 200437
ABSTRACT Objective To evaluate the clinical efficacy and safety of Zisheng Pill Formula (%4477, ZPF) in
the treatment of malignant tumor targeted drugs-related diarrhea with spleen-stomach weakness syndrome. Methods
This was an randomized controlled study, involving 34 cases in the treatment group and 33 cases in the control group.
The treatment group was given ZPF decoction, one dose daily by twice, 200 ml each time, while the control group was
given montmorillonite powder, three times per day, 3 g each time, with the first dose doubled, both groups for two
weeks. The diarrhea frequency, stool characteristics, common terminology criteria for adverse events (CTCAE) for
diarrhea, traditional Chinese medicine (TCM) syndrome score, the European organization for research on treatment
of cancer (EORTC) quality of life questionnaire (EORTC QOL-C30) score, levels of serum intestinal functional indi-
cators including diamine oxidase (DAO), D-lactic acid (D-LA), endotoxin (ET) levels were evaluated before and af-
ter treatment, and the safety was assessed. Results There were 33 cases in the treatment group and 32 cases in the
control group in terms of the per-protocol set (PPS). The total effective rate of diarrhea of the treatment group and con-
trol group was 84. 85% and 37. 50%, respectively, and the total effective rate of TCM syndromes was 93. 94% and
34.38%, with statistically significant differences between the groups (P<<0.01). After treatment, the frequency of
diarrthea and CTCAE grade decreased in both groups, with improved stool characteristics, increased overall health
score, and decreased DAO, D-LA and ET levels; in the treatment group, the frequency of diarrhea, the TCM symp-
tom scores in terms of stool characteristics, fear of cold and cold limbs, fatigue, numbness, nausea and vomiting,
abdominal distension and abdominal pain were reduced, while the physical function score increased; in the control
group, the frequency of diarrhea, stool characteristics and abdominal pain score decreased (P<<0. 05 or P<<0.01).
The results favored the treatment group than the control group in all the outcomes except for the nausea and vomiting
score,, abdominal pain score, overall health score, physical function score, and ET level (P<0.05 or P<<0.01).
During the treatment, one case of gastrointestinal infection and one case of constipation occurred in the treatment
group, while one case of tumor progression in the control group. Conclusion ZPF can effectively improve the clini-
cal symptoms, increase quality of life, decrease serum DAO, D-LA and ET levels, and is safe when treating malig-
nant tumor targeted drug-related diarrhea with spleen-stomach weakness syndrome. The possible mechanism may be
related to the repair of intestinal mucosa barrier function.
Keywords malignant tumor; targeted drugs; diarrhea; Zisheng Pill (¥1:}L) ; spleen-stomach weakness; quality of life
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