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The efficacy and safety of Chinese medicine--- xiang sha liu
jun zi tang in the treatment of the gastro-intestinal side effect
of chemotherapy for metastatic colorectal cancer
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‘%'J@ & b-Fluorouracil & * ¥ = *&?E‘.a‘%rs A IR U Bl

VIR~ rE e TR
e* > Er*%’%é’ﬁl“}%‘wf/‘é% Halivr aafles 5 'L T
EAFEFIZRERTY aES0h 402 23857 Fiok iy
PR R P B R e AFHRERAN AR F IS TR
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% = ¥ % e ¥ ende £ FOLFIRI (Irinotecan + 5-FU) £ FOLFOX
(Oxaliplatin + 5-FU) - % E%‘«ﬁeﬁ e RO R S
F)7 e+ B R RN F s o f R ot i@t Ap e it
wLE S FETHF S iF- =12 Common Terminology Criteria for
Adverse Events Version 3.0(CTCAE) %3 := % &) e #* ¥ 7 L H 12 &
BAA P RBERE S R A SRR SRR L
RFELRF5BRE 2 BETAT L UFRAF > 2 F BT T M
I A E SR E LR DR EE .

%%:%,%r P Ly A AR E TERR S E SRR S = P
By

PR E BT AR EREERAATHE A mE
WA g Rl R A2EETEA S 2B 5w P Aprt {o FOLFIRI
g2 FOLFOX #B g st b endp B A CTCAE 3= % Z (s H ok k&
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Irinotecan® Oxaliplatins @A 2~ % 2 B g% - ®* > &
o-Fluorouracil(5-FU)# * ¥ <~ g A &S L F w#FF- - B -
Irinotecan®Oxaliplatin®esk + @& * < 304 & & JIRAIF ~ Eo %
B i g T RRER D F Bl D SEHR DR R
EAFEFIZRERTEY aES0h 402 23357 Fioh iy
Ptk A A 2 B e AT R § FR L0 LR
FET S B Rk X R E AL 2T F 2 L A
NFENLR o B RREfrHBRER Y PR AR L EFTORF S
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AR Tl 42 BT 5 2410 A~ F2pg o AR £ 5
AE 5 40,306 A A EER o F T v A8k 28.92% 0 p A E
95 EA= X B E B g 4 F WL R d - o AR 96 E o B
B kB gIna S R 2 B REd 2INER AR
2 FEO13.8Th § & Flt BB A ) 2RE MR
A 11.09% B 4 FenPE 20 F 5 % 202 HE % 20

FAP LT HESE 3 AEE S 3 AR EAXDBETE S
%o E s o R A A G £ 10,511 4 o 4
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2. A LA G B G R iniY Bin R

AL 8 o 1950 & Azt s 5-FU B - A A
T3oGEY A F- £ A ZFIDA & R EFF LA A 1996 & 7
[rinotecan (Camptosar) » 2001 & +%+¥ Capecitabin e(Xeloda) > 2002
# 7 (Oxaliplatin (Eloxatin) » 2004 # ¥ 7 = fé{&¥= & > Cetuximab
(Erbitux)4r Bevacizumab (Avastin)': x fe & & f@ &4 el & i¢ * F
% 1) 5 fa4772 > 4o FOLFIRI 4= FOLFOX % > p 2004 # & eh~ 3| @k F
Lo a3 Az 20 B 5 FOLFIRI & Irinotecan 4ct 5-FU -
FOLFOX ¥_Oxaliplatin 4t} 5-FU > & ¥ &3 & F e & 5-FU ~

Irinotecan fr Oxaliplatin & * #»c ¢ &g " "o
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. ¥* A B EH R FiLKES DRI

WAL S E SR B ko T ST R Rl Y § S
5-FU ~ Irinotecan {r Oxaliplatin =  «h&| fe* > 5-FU 1 & ehg| e
m cvh ¢ dte & 3T (Neutrocytopenia) ~ v ¥2i (Stomatitis and
mucositis) ~ g ~ fE< ~ Rek ~ £ & (Hand-foot syndrome) %2« 5%
#£% " Irinotecan i & en@) % 5 @ #iH ~ F % 4| (bone marrow
depression ) ~ ¥E«x ~ rEeb s BB % Y Oxaliplatin o & chgl (v 5
MiEd s iR R Rk o F AR Ear g o

2005+ Colucci # it % & Journal of Clinical Oncology# % -
"I Tk iR s v 7 FOLFIRI 4= FOLFOX4 * fdE#1 + % 8 ’9’7"’[\%?’7‘
By o T /AL M A FisRk o FOLFIRI 27 164
A > FOLFOX'e5 1724 » W F BF (Overall response rate) FOLFIRI
e 5 31% > FOLFOX2 5 34%(P=.60) » ¢ =% &% p* F (median time to
progression) = —‘F'T“,SK AT o BTG58 (Overall survival )4p
7(0S; 14 v 15 months) > @ & ZEHF 2 5 o gl FOLFOX fe 4! ‘& & |4
&E%’i‘g 4 ¢k (FOLFIRT 5% v FOLFOX 45%) » B & & it § /5% ch& 4 3 |2

% FOLFIRI4=FOLFOX# ‘e “'Kﬂ BE¥ AR H A M2 Common Terminology
Criteriaof Adverse Event Version 3. 0% %|4c™ 9 & 3 i< >FOLFIRI
2Grade 1-2% 37% » Grade 3-4 5 3% » FOLFOX *2Grade 1-2 % 38% » Grade
3-4 % 3%; v& s /7%t > FOLFIRI 2£Grade 1-2 5 67% Grade 3-4 % 4% FOLFOX
feGrade 1-2 & 56% > Grade 3-4 % 3% ; *2:8 > FOLFIRI ®2Grade 1-25 1% >
Grade 3-4% 10% » FOLFOX‘eGrade 1-2% 41% » Grade 3-4% 5% 5 v "&if
4 » FOLFIRI 2Grade 1-2 % 34% » Grade 3-4 & 1% » FOLFOX % Grade 1-2
% 29% Grade 3-4 % 1%; & & * 7 2F ok F & %5 5 2 >FOLFIRI & € FOLFOX
SEEFEF LG R T PR ERT > A2 g
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Elal %531,%»: (CAM, Complementary and alternative medicine)
A B L chlic® § aF e chi8% > M D, Andersond ¢ v B
1997211998# B i - >3 & > FMZY P D REm L 0 F 83. 3%
IR EFEHFR A FO2.60 P pR R ELE AR
T e F o enp he 73 LA (immunomodulation) ~ 4 & 5
I R P .k&,r,}?%lgﬁ g ' o P

v qu; ,fg G R P ApE gmvnm%,x#gz,%g;%“‘ Y @i T
B R AR HIE T P«‘?‘" "L vE ﬁ}%/&_f}%”wl’? e i % (cancer
therapy-induced toxicity) > @ &3P %0 & b » 3 & ol B g fp
ARl

poAp1950# SRR AR > ¢ B a FinR 0 2008F p oA FEF

Takegawa -Journal of Medical Investigation® % — % Retrospective
study * 3% F Fep 19784 211998# & 5 1781k 5 £ F]+ ¥ 4= - F &
Bidtiof > RRRIEDE S ok (BERE- L £) & FpFil23]
B4 T R GRRE F 5 SRR ARSI SRS B R
g0 B B EM S R A EISRAAT  F S grenps 40 7 £ L gy
LI EDRFY R RESHRES ‘QJ 5 0 78.9%~61.8% -~ 41. 8%
66. T ~ 42. 8% ~ 23. 3% (p=0.0063) > % = F et » 1 &£~ +EH LT
E A FREEHREAS B G 62.3% 49, 1% ~ 41. 2% 41. 0%
28.2% ~12.9% (p=0.0004) » %2 fdup L > 1 &~ L EELT &g
Al FEREEHRES B 5 153, 1%~ 36. 5%~ 16. 7%= 20. 3% ~ 11. 9% ~
2.0% (p=0.0001) > F L Bgm £ P2 * F 2 ch HRe v Uk &Jp 4 iy
S

Aik? v~ FMok* 22007# “Annals of Oncology# # - & B
MRS AITHIRS Y F R E R TR 2R 5 - By
%E 1285 (double-blind placebo-controlled randomized trial) » §
Bt g i BB RS S SRR 5k ap & 12 Common Toxicity
Criteria Version 2.0 (CTCAE) 5 i* % & ie % cnTérig & » 9 5 o &3 4
PRiaipitifes L 4 & T’R CUTS A iR RN IR RA O 2R

BIAF LG i~ F F0E AL FRE A B R 3ED
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Ao R ER6A A mER S AAT R READEILENT > P HRE
FEF AT sOPL 0 LR rE P M L IR B R
ToR AR e, WS 5, 4%47.3%~52. T%~ 1. 8% 1. 8%~ 32. 2% -
44. 7% ~ 3. 6%(p=0.27~0.37~0.63£0.13) 7 & &% = &drgw > ¢ F
By P EOLE R REL4 6% HREL35 Th(p=0.04)  FF %%
P Fipp el A L8 4 RiRo gk PR

-

0. ¢ ¥ AMauE

AR EFFNp T TR fcH B> |, 23 0> 23 F
%?&%ﬁ%%ﬁéﬂﬁ;é‘é‘é*‘ﬁ?‘%é‘wt‘i
g 2L % A kERA FPAZE EENHE 8 AT 23 E
AU R IS RIS I AR S L 8 SR % RCEIN A R (M S
SRR Ny b S RN B N N G O S B - I SR I 4
Lo B R S ed WY 2 R R Y B AR R, A
SRR E - FURBEIERDEE I REY MEFRR o BFEFTY
FIT, AR A BT E AR oK KPR i, FaEs L
PeRE, b AN A R EUF R AT AR AR G RS R A
W, BMERZVRFWREE DR NE; B g gy §0 wre, it
%%%ﬁﬁNQMﬁﬁ,Qﬁﬂ%w%iﬁiﬁﬁi&ﬂﬁ R 7
FER R R Bo fE s TR R L as; T g
R P § e AR AT, KA R AR, REALXAFG - 4R
T FORERET AL BE ek ok, B ARG s
Bl e o o 3% B LR A R Y, PR R R R
AL R, RPN EEIR MM LT T R
3 /g—)%v ~ N PR R \;ﬁfg%‘ S P~ & (EX Aﬁ;”——!ﬁa i3 ;F%%
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Fzd HEe-

1~ PR

AEBR 2T R T AR A % (random assignment) &
ke B HReS o £ einL 50 4 > TR EFER S
(double-blind ) > #SkE 5 * ¥ FH HZIR? 47~ 2+ 0 #
Pe i ) 1 = A d 4] (Parell, Randomized, Placebo controlled) °
L5 H BRI R A AR RR B R R EE e ey
BA e - 454 » W o % 24 (Pre-medication) 2 @;Eﬁfa A
}_- °

2. %%

-~ EEEEC

AR g X P (Subject) 3 » BE # 5% 5 i s & 5 FOLFIRI
2 FOLFOX i Jr s 2 2 B e > R R TE* 5 %5 5 sf ik H (8 MR
&~ AL PRK S L S B s PR R T BW%}%&;}J—& P IE Y ik
Be Common Terminology Criteria for Adverse Events Version 3.0
R BlTr Tt Grade 11 ) 3 Ed# 20-80 2

B 94524 Eda 4 (WHO performance score) : 0-3 °
‘ﬁ%%ﬁ3
PR S FEF 28755 9 (expected survival)-] >t 16 1 & 3

% »GPT(glutamic pyruvic transaminase) ~GOT(glutamic oxaloacetic

transaminase)42 B # & 2 & ~ WBC=<2000/mm’ ~ serum creatinine
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ALEREE 1D R - LR IRE Y

BT Y
%%%é/gk(Mori 2003) 7 L B %Y o BRI ITY dFER A B - L AR D
% (grade0, gradel, grade2, grade3, graded)  » ¥ 7% %% ¥k e
R T g4 id grade3 2 b EF 0.067 HRER S 0.3 EZAT BT
AEFHELE > &3 nrmt;{ a=0.05 B=0.2p ¥y I3 wEiR
* B ni=ne

{zlw/ﬁ(l—ﬁ)(ul) +2Z, s [R@+P)+P,(L+ Pz)}2

n
' (P=P,)?
B P +PR P 0.067+0.3 P —01835
2 2
o {20_975\/0.1835(1—0.1835)(1+1) +Z,45+/0.067(1—0.067) +0.3(1- 0.3) }2
=

(0.067 —0.3)?
n,=42.076 > ¥ m & nzf,@;/?—é.? 43 B A >
AR AR E ek B0 0 &S 3 7/50%¥100%=14% drop out -

i;é;lz m%wa-l’;éﬁ;;gv = EY ﬂ\;.-é%g'; %‘!J i;é‘?f s o ;}z_;—;‘i;é
%ig%zé F“*’&»é AR R P h A
B 2 L|p1ffopi]§]}!§\§fi§fﬁ&%%€
B B8 eth Sk B *ﬁﬁﬁﬁ‘
IR R E AT R 2 P A RER > A2
743 -

459 :Ul-wﬁ T B R A F AR LN B folicdy 0 BT R
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ARETREL T AT RIS MR A oL
BEF o ARBAYY MERER A SRR RS BT SRR
SIS g o WH T AFTY R RS 22 2 5 B (COPCTO0] 25k %
P ORISR o S ok Fp O R R FER DT
B o FE LRI By AFHIP T A2 —BEDRE

=+ F

AT REREEHRES B ﬁ“%ﬁﬁ?%ﬁﬁ’ﬁﬁﬁﬁﬁ*
ﬂ%ﬁﬁ%mm?é%m FHE O HBEPLS X/ VG T
% FOLFIRI # FOLFOX » i B & 28 § 4T

1. FOLFIRI (Irinotecan + 5-FU)

“% 7 Campto (Irinotecan) £ 5-FU ™ & iz fejm A im(REE ~ 44 v
FOtRERRE S BT FESHE O F
Dosage and Scheduling(# & &Fig {7 1 BRAZ =+ L F 2 %)
(D~ FipfRiem 30 ~ 4> RA5T
Dexamethasone (8mg/2ml/amp) 2amp IV over 5 minutes
Diphenhydramine (30mg/1Iml/amp) lamp IV over 5 minutes
Ondansetron (8mg/4ml/amp) lamp IV over 5 minutes
(2) 1 B sk B 4
atropine 0.5mg in N/S 50c.c IV infusion for 5 min
Irinotecan (180mg/m2) in D5W 250c.c IV infusion for 90 min
Leucovorin (200mg/m2) in N/S 250c.c IV infusion for 2 hours
%= 5-FU (400mg/m2) in N/S bH0c.c IV infusion for 10 min
¢ 4 5-FU (2400mg/m2) in N/S 500c. ¢ IV infusion with pump
for 46 hours
(DB SREL PR
Prednisolone, Gascon, Domperidone (DMP) = & 4<i{s & - 3§ » =

PRHF = X o
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2. FOLFOX (Oxaliplatin + 5-FU)

“# 7 Oxaliplatin & 5-FU * Tikpom AR R(E - WA fORER

Bk Bt Ep R E S o

Dosage and Scheduling(= @ ¥ 1 Bhir > =X F 2 %)

(1)1 8o Baem 30 ~ 48 B o
Dexamethasone (8mg/2ml/amp) 2amp IV over 5 minutes
Diphenhydramine (30mg/1ml/amp) lamp IV over 5 minutes
Ondansetron (8mg/4ml/amp) lamp IV over 5 minutes

(2)1 B inf B4

Ativan 0.bmg in N/S 50c.c IV infusion for 5 min
Oxaliplatin (85mg/m2) in D5W 250c.c IV infusion for 2 hours
Leucovorin (200mg/m2) 1n N/S 250c. c 1V infusion for 2 hours
%5 5-FU (400mg/m2) in N/S 50c.c IV infusion for 10 min
B {4 %4 5-FU (2400mg/m2) in N/S 500c. ¢ IV infusion with pump

for 46 hours

(DB LREE A R
Prednisolone, Gascon, Domperidone (DMP) = & 4xis % - %g » =

JR* Z X o

d FRBMEELE P RFEL TR A0 2 FHFiRier {0
BT o ¥ 2P e RS2 B PRI PFF ELF DI %
EORORAMER > AE G RRFEL RN UE G

Il}o

ERE el 9= l=glin

PrETECRES - IRARALVDRARIRY By > FRe%T IR
*GMP ZEFR W T2 LY FH 482 2 FF 0 E P ZBEBIRY
FXIOR o HBEVRIRELE B B FFAIRT o

Z|APNZVI0PFF > 2 FBHE > R L5 7 Bk
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A& 500 mg 2 R e HgEE S £ 6 Rp R AR TS
¢ e winn V1:D-3~-20 ~V2:D0~V3:D14~V4: D28 ~V5: D42 ~
V6 :D56 A &P > HA VT IDT0PRES L 2 &1 (T4 & B B (7

W1, 325 i A2 0]
W32 A
{EE(FOLFIRI AR EA2A
of FOLFOX) —— S2ebarEeD0 4
+HWAEFim
V1(D-3~D-20) \;;2/-‘\:%560%:) %6) V7({D70)
BIEETA ) SEEFERIBA
Lty W
$iRaH32 A
{EFHFOLFIRI SRR 16 A
ot FOLFOX) —~ _
+mj Emm‘ls/\
V2-v6({D0-D56)
F/UHS6K
% 1. @Bk %
B P V1 V2 V3 V4 V5 V6 V7
D-3~-20 DO D14 D28 D42 D56 D70
(+4D) (+4D) (+4D) (+4D) (+4D)
BEERERLE v
2ERLE Vv Vv Vv v
3% 0 \Y, \Y, \Y; \Y;
CEA \Y; Vv Vv
GOT ~ GPT \Y; Vv Vv Vv Vv
2 RERBE v Vv v Vv v
3 %
HET F Vv Vv Vv v
L B \Y \% \% \%
CTC =7 \Y; Vv v Vv Vv v
ERRE \Y; \% \ \Y; \Y; Vv
L 1 v Vv Vv Vv \Y;
BIE® 3 g Vv v Vv v v

.J“" 3
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#fw dp & (Indicator):
1. CTCAE (Common Terminology Criteria of Adverse Events
Version):®fe * 2 (s H gk b (s s - 384 ) o
2. B 2 % & R 8 & (EORTC QLQ-C30) (fités % = 384 )
3. X EHHRH L L FESFR % 4 (EORTC QLQ-CR38) (*iték% =
#2)
4. GOT ~ GPT ~ BUN ~ Creatinine ~ Glucose ~ Urine routine

5. WBC/DC
6. CEA

TR R AIJLE St A4 ok

. FHNEZ &R ¢

FRAICELE G B s enforch B2 <& T Hhik 71 %
o wfredpth e o R CTCAE R 2 2 - BE R s @ ¥ 1V L%
£ REATApERIR Y £ L R0m 4 p kiR 5 % (patient
reported outcome) > M FEG B BB @ F 2_F AT o

2. #$akdh:

BVISVT - 2= 224 b 3 2432 GOT-GPT-BUN-Creatinine-
Urine routine ~ WBC &2 CEA 2k im » L% H it o
3. A B EAARL B

B JARFLEFATE ] FRRATFGEFT 7L Y 3 BFs 4
(Common Toxicity Criteria, Version 3.0) ;5 2. }E%/i)ﬁa LA EEER
% % (QLQ-C30 )3 3.~ E H s ¢ 2% & TR % & (QLQ-CR38) -

(1) # AR 7FHpErF 7 o7+ 3 (23240 4 (Common Terminology
Criteria of Adverse Events Version 3.0) : /2 ¥ R R REBEEF T T
(national cancer institute)®r&vg ok iz ™% | 2 (Cancer
Therapy Evaluation Program, CTEP)$# % > 1 & AR EF 0K+ 14
B> 5 DB E B

(2) EORTC QLQ-C30 : % European Organization for Research and
13



Treatment of Cancer (EORTC) #7f B M ke pm 4 2 F&FH % o
SR E D AT R A Y 2P B R WY T R 0 o
A E- £303e ZOBH e R DB A AT ARG

- BEEIpE BLEPANF A RAEG AEAFET 3B MK
BIREESBRF ~BOrRel 0 MELBE - 450 e B Aoef B F]ERL
AR E By - R HBTE e RN R A R A R AR
et

(3)EORTC QLQ-CR38 : £ QLQ-C30% F — & 7R & > QLQ-CR38 7 EORTC
BpEH <SSR RTRTDLFERTN S SHARKES 2 =3
B R - %3848 -

4~ R 1E* 2

[rinotecan eh&| ie % » & 4vkos rfeek = G it 50 BB ¥ R0 35
4 Ondansetron - Dexamesasone » Diphenhydramine » 4-¥# & 2 g iF
* o F 2R € 4e ¥ Atropine 0 3 IR € 40 % Imodium 0 F O ARgE AR
§ bo B A ﬁﬁnﬂjtafﬁ ¢ 4 % G-CSF

APLEF T RAERE RGN RREEF L L F LS

R S e xilﬁﬁ/ﬁﬁmlj &iiﬂﬁe m?ﬁu BT Il =
Koy AL ETIE ﬁ"ibm‘ff}%‘%é :Fl'ﬁg nggg‘@]
%&ﬁ%mﬁé “%4&€%ﬁﬁﬁwmwf ;%w@@

WAL I > TS ﬁxibm%%%é
6 ~ st A4

GESLE 3NN R RN SO BT 5 L s LA
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&0 fEX ?%mﬁ’sﬂ“‘"%ﬁ'*"“%‘ SHRRET g o R
oS el g PR FRESRE S S s; z’aﬁr‘l‘g’ﬁ il
et L FE 3 AR > A * Wilcoxon rank sum test 3% & Lz’v’ﬂCTC
grade index £.F 7 8% £ 2 > Fisher’ s exact test %= 23 %
3 AN
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FOLFIRI(Irinotecan + 5-FU) & FOLFOX(Oxaliplatin + 5-FU) i* 5 {4
B e 75‘ ’

il
i
AR A kb0 s 100 o ek R F o s EEE M-
AFIR S AR AR RERRA SIS RES Z D8 Y
R ™ 0 W G
A o

:u/

;v Hp
S0 T RAER o £6TA R RE%R R 22 A% T 3D

102 orEE A Mch

site Screen failure Drop out A B
r¥ Bk 2 19 22 43
- 3 1 9 6 16
EAR 0 0 8 8
e 3 28 36 67
9 i%%j‘qz—"— 28 A > H P 5 AFIEE R FF dod X 3R

o HEE23 A 5 F| R BHiE 5 (- p
183 £ 505 F il § 1 AR 5 13 5k
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- ERFARTR

73 2RpEAFTRL

AR~ 23 F iR >3 P&
£ i 59.248.9 61.749. 1 60. 5£9. 0 0. 2569
A
& 13 (40. 6%) 20 (62.5%) 33 (51.6%) 0. 0800
gy 19 (59. 4%) 12 (37.5%) 31 (48.4%)
R EP
FOLFIRI 12 (52.2%) 10 (47.6%) 22 (50. 0%) 0. 7628
FOLFOX 11 (47.8%) 11 (52.4%) 22 (50. 0%)
Stage
I T (22.6%) 9 (28.1%) 16 (25.4%) 0.6133
v 24 (77.4%) 23 (71.9%) 47 (74. 6%)

EREAATH A B a7 A0 5 Z e 94t o FOLFIRI
22 FOLFOX 4p b & m 2i2t b engp B (W RBSHR e u| & it B H ~ o 2 F
cotp AR+ 2 ) o
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SRR R EfHEERGER S R AR TR

A4 FmefcHBetsgn (V2) 2SR 4A0 R
AR~ BT F iR _
(52) (52) P value® P value’
EORTC QLQ-C30
Fucntioning scales
Global health status /
60. 68+18. 24 53.39+23. 17  0.1669 0.2309
QoL
Physical Functioning 87.71£13. 87 80.83+14.64  0.0584 0.0408
Role Functioning 88. 54+20. 93 84.90£18.14  0.4593 0.2577
Emotional Functioning 85. 68+16. 43 84.64+17. 34 0.8060 0.7416
Cognitive Functioning 82.29+16. 36 79.17£16.93  0.4556 0.4533
Social Functioning 81.25£21. 48 82.29+16.36  0.8280 0.8530
Symptom scales
Fatigue 26. 04+20. 08 30.21£15.77  0.3595 0.1597
Nausea / Vomiting 13. 54%15. 52 13.54£16.09  1.0000 0.9480
Pain 9. 38415. 23 21.88+20.49  0.0074 0.0074
Dyspnoea 0.21£12.30 14.58+18.81  0.0220 0.0254
Insomnia 21.88+23. 36 22.92424.59  0.8626 0.9175
Appetite loss 17.71+£18. 90 27.08+21.48  0.0686 0.0795
Constipation 14. 58+22. 30 15.63£18.90  0.8409 0.6392
Diarrhea 18. 75+23. 85 14.58+20.63  0.4577 0.5226
Financial Problems 18. 7520. 63 17.71£20.71  0.8409 0. 8264

(n = 32) and case patients with colorectal cancer (n = 32) at baseline

EORTC QLQ-CR38
Fucntioning scales
Boby image

Future perspective

86.46+15. 65
66. 67+26. 77

18

85. 76+16. 51
12.92427. 35

0.8635
0.3592

0.
0.

9135
3251



Sexual functioning 10. 42+15. 12 8.33+13. 39 0.5616 0.6551
Sexual enjoyment 25. 93+22. 22 22.22£16.67  0.6944 0.7970
Symptom scales
Micturition problems 15. 28413. 46 14.93£15.10  0.9229 0. 7594
Chemotherapy side effect 23.61+13.16 23.96+16. 72 0. 9268 . 1129
Symptoms in the area of the

15.00£11. 73 13.33+13.65  0.6023 0.3470
gastro-intestinal tract
Defaecation problems 10. 62+12. 14 9.01+9.10 0. 5823 .9014
Stoma-related problems 25.40+14. 34 21.43+11. 98 0.6610 . 9141
Weight loss 18. 75+23. 85 17.71+22.38  0.8576 0.9216

independent test ; Wilcoxon rank sum test

\

FoefoitR e By B2 ak» (V2) & EORTC QLQ-C30 £
€ 7

& e B8 722 EORTC QLQ-CR38 = % & % 2 /& 57
3 "t 7w EORTC QLQ—CBO 2R ERL

B (87. T1+13.87) & *

9,’}_4}5‘1

e e (80.83+14.64) » 12 Wilcoxon rank sum

b

>
-

-

>

=T

=

test * E B &l i?%‘f FRZIE BEMKD e 0 R R ok FIERS
HOHREF R AAFE I RFLE -
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% . et s (V2) &F %P2 %8 (Lab data)«h

L ﬁ:‘kz‘\'

s i P value® P value®
n mean+SD n mean+SD

RBC 26 3. 9540. 61 26 4. 1640. 57 0. 2185 0.4050
WBC 32 0.30+2. 10 32 5. 20+1. 87 0. 8380 0.9518
platelet 32 225. 80£97. 26 32 245.60+80. 03 0.3778 0.2069
hemoglobin 32 11.81+1. 54 32 11.63+2.29 0. 7162 0.8037
hematocrit 26 29.99+15. 44 26 33.17£10. 36 0. 3876 0.8048
BUN 31 14. 65+4. 77 26 13.834.47 0.5086 0.4128
Creatinine 31 0. 79+0. 28 30 0.73£0. 18 0. 3665 0. 5361
AST 30 27.90+11.79 30 28.67£11.02 0. 7956 0. 7447
ALT 30 2 T iEpa= 30 30.30£18.51 0.95499 0. 8941
CEA 28 323.90+£1052.60 28 92.42+238. 80 0. 2654 0.7618

(n =32) and case patients with colorectal cancer at baseline independent test

Wilcoxon rank sum test

F 2P3FE a0 a2 wHRCBC) » T o L R Rk
TR R E e RES B2 Rar R v REFLE o

20



=2 FRARARKBREST LY 5% =4 £ (CTCAE)
% el i

206, @ i LELRF PiEs Lt (V3-VT g &

)
R A Wk D
valuct p value
n % n %

AN 1.0000 0.9699
Grade 0: No T 21. 88 8 25. 00
Grade 1: mild AE 13 40. 63 11 34. 38
Grade 2: moderate AE 6 18.75 7 21. 88
Grade 3: severe AE 6 18. 75 6 18.75
iy A 0. 3596 0.2479v
Grade 0: No 21 65. 63 19 99. 38
Grade 1: mild AE 4 12:560 1 3.13
Grade 2: moderate AE T 21. 88 10 31. 25
Grade 3: severe AE 0 0.00 2 6. 25
Btk 0.3364 1.0000
Grade 0: No 32 100. 00 31 96. 88
Grade 1: mild AE 0 0.00 | 3.13
Grade 2: moderate AE 0 0.00 0 0.00
Grade 3: severe AE 0 0.00 0 0.00
i 0.8462 0.8762
Grade 0: No 15 46. 88 13 40. 63
Grade 1: mild AE 10 31. 25 13 40. 63

Grade 2: 5 15. 63 5 15. 63
moderate AE
Grade 3: severe AE 2 6. 25 | 3.13

21



P‘{F_;:U

Grade 0: No 10
Grade 1: mild AE 16
Grade 2: moderate AE )
Grade 3: severe AE |
3=

Grade 0: No 21
Grade 1: mild AE T
Grade 2: moderate AE 3
Grade 3: severe AE 1
Ry

Grade 0: No 17
Grade 1: mild AE 11
Grade 2: moderate AE 3
Grade 3: severe AE |
Adverse effect

0 18
| 14

31.25
50. 00
15. 63
3.13

65. 63
21.88
9. 38
3.13

53.13
34. 38
9. 38
3.13

56. 25
43.75

0.2611 0.4942
15 46. 88
12 37.50
5 15.63
0 0.00
0.5926 0.9212
23 71. 88
T 21.88
2 6. 25
0 0.00
0.6171 0.5513'
19 59. 38
6 18.75
5 15. 63
2 6. 25
1.0000
17 53.13
15 46. 88

Abbreviate: Grade 0: No; Grade 1: mild AE; Grade 2: moderate AE; Grade 3:

severe AE.

*p value for Wilcoxon rank sum test; # p value for fisher exact.

712 CTCAE (Common Terminology Criteria of Adverse Events

Version):®fs * {2 H gk k> & ot E2 (5 (V3-V7 FFBg £ e

grade B)¥ m st g EF X B o
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T RBRIEETRELAS BLR
(1)QLQ-C30 B 2 7 % F K % 4

7. JR%Z - ¥t (V3) EORTCQLQ-C30 B 2 i & F ' % 4

R o 3d

AF; AT B e

the difference of V3 - V2 meantSD meantSD P value® P value'

EORTC QLQ-C30

Functioning scales

Global health status / QoL -0.26+13. 96 3.13+14.47  0.3446 0.1993
Physical Functioning 28.91+14.89%  28.28+22.34% 0.8957 0.8609
Role Functioning -1.56£14. 27 2.08+£10.15  0.2434 0.2814
Emotional Functioning 3. 65+12. 86 -0.52+10.36  0.1585 0. 1467
Cognitive Functioning 2.08+15. 12 4.69+19.51  0.5527 0. 7220
Social Functioning 5.21+16. 09 2.08+15.70  0.4346 0.7873
Symptom scales

Fatigue -2.43+16. 63 -0.69£17.38 0.6845 0. 7666
Nausea / Vomiting -2.60418. 51 -0.52£17.70  0.6470 0.4229
Pain -1. 04+16. 36 -1.04+18.90  1.0000 0. 4966
Dyspnoea -1. 04+15. 80 0.00+20.74  0.8220 0.8346
Insomnia -7.29+23. 55 -4.17£16.40  0.5403 0.5591
Appetite loss -4.17+18. 45 -5.21422.58  0.8405 0.9173
Constipation -1. 04424. 66 0.00422.40  0.8602 0.9682
Diarrhea -6. 25+21. 48 6.25+29.86  0.0592 0.0664
Financial Problems -6.25+¢19.74  -0.52+16.11  0.2082 0.2216

23



§ R ELISRHE 2RI KON S A RALEX P<.05  #: P<.01 %

P<. 0001 for paired t test:independent t test;Wilcoxon rank sum test

V3 PR ZH d ikis » A X F' 4 1@ 54 i (Physical Functioning) t 2
PR A ¥ 5 P E F LR (M pairedt #wsk ) 7 o § X FATE o
3%&%%%£6£@&i¢ﬂﬁi%ﬂ’ﬂiﬁﬁF& ME LB
/8(Diarrhea) @ s et 3 #cd > @ FRERRF 2L > F 22 Fp
37 0.05° &g z§ Fip % Bk A B R T AR e g G st en

iT% o
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# 8.

R 3

JREw ¥t (V4) EORTC QLQ-C30 B 2 = & F I 5 £ %

AR~ B+ F ke
the difference of V4 - V2 mean+SD mean+SD P value® P value’
EORTC QLQ-C30
Functioning scales
Global health status /

3.65+16. 86 -12.24+32.22%  0.0172  0.0862
QoL
Physical Functioning 25.78+16.63%  26.61+24.19%  0.8730 0. 8349
Role Functioning -8.33+22.80%  -7.81£19.39%  0.9219 0.5906
Emotional Functioning 4.69%15. 40 -3.12+16. 73 0.0565 0.0920
Cognitive Functioning 5.21£15.52 -1.04222.38  0.1996 0.5188
Social Functioning -3.65121. 05 -4.17+20.74  0.9209 0.7873
Symptom scales
Fatigue —4. 1+ 150 -2.08+13.95  0.5425 0.7043
Nausea / Vomiting -0.52+16. 11 -3.650£17.83  0.4647 0.9617
Pain 0.00£15. 55 -1.04£20.27  0.8184 0.2120
Dyspnoea -1.04+15. 80 8..33123. 95 0.0701  0.8252
Insomnia -1. 04121. 56 2. 08+25. 31 0.5969  0.9944
Appetite loss 1. 04£27.41 -5.21+24. 11 0.3366 0.1118
Constipation -10. 42+21. 48% 5.21+24.11 0.0081  0.1442
Diarrhea 3. 13+32. 08 8. 33+23. 95 0.4646 0.7878
Financial Problems 1. 04+19. 83 0.21422. 58 0.4358 0.6906
SR E L ph B4R LK DR S B L X P.00  #: P<.01 i

P<. 0001 for paired t test;independent t test ;Wilcoxon rank sum test

25



V4 & JR* Zfow ¥ (S B & w(Global health status / QoL)
Ghoc HREG B ( paired t fef ) G E L EFL
Boafkeplili PR as e FANIF V3 HFLE K5
TR EH R DT LR REEY .

@ % %4 1@ 5 (Physical Functioning) F 320 Bg 3 4 > ¥ 5 33+
Fr 2R (Mpaired t %) Tifolkr @ioy & Fig v 5 B (> &4
FEFRE ) R frHBES B A2 a2 P00 A
FRTHELE

@ % & & J 75 (Role Functioning) t 32 "% ™ » ¥ 5 i3t § 1}
A3 (Mpaired t#% ) @ FHREfoHRES BT A5 F AL

lg ﬁé(Constlpatmn) gl "ﬁ EI;Q; v @ ¥ PR R ﬂ"ﬁ ;I;} )y %
SRS AR T N T i‘ﬁ?'r Z%F/ L AT S ECE I S
3‘1:,—{ TR o
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AR B+ F ¥R e
the difference of Vb - V2 meanSD meanSD P value® P value’
EORTC QLQ-C30
Functioning scales
Global health status / QoL 0. 00£22. 90 -25.00+41.10%#  0.0042 0.0269
Physical Functioning 26.61£16. 13% 17. 14431. 19% 0.1335 0.1155
Role Functioning -10. 42421 48% -15.36421.70%  0.3629 0.1202
Emotional Functioning -2.86+17.79 -12.24+22.10% 0.0663 0.0828
Cognitive Functioning 2.60£15.90 -2.08+24. 23 0.3643 0.8016
Social Functioning =0. 21£21. 77 -7.81£21. 16% 0.6292  0.9454
Symptom scales
Fatigue 0.35£19. 85 13. 89+28. 64% 0.0322 0.0146
Nausea / Vomiting -0. 52416. 11 0.78+18.13 0.7624 1.0000
Pain -2.60£16. 73 13. 80+28. 37# 0.0069 0.0251
Dyspnoea -4, 1711, 20% 15.10424. 81% 0.0002 <. 0001
Insomnia 2. 08425. 31 18. 75+35. 86# 0.0356  0.0010
Appetite loss 2. 08+25. 31 2.60£27. 80 0.9378 0.7474
Constipation -4, 17+23. 57 5.21+24.11 0.1208 0.4673
Diarrhea 2. 08£26. 69 8.33%23. 95 0.3280 0.3811
Financial Problems 6.25+17. 84 6. 25£26. 01 1.0000 0.9833

§: R ELIARBOXFI R AR TS HLE
X: P<0.0b  #:P<0.01 %: P< 0001 for paired t test; independent t test;Wilcoxon

rank sum test

Vh BpR* ZEf > xS R B ki (Global health status / QoL)
o HRET Bt (Mpaired t %) ARV E T EFL
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PoARREPRI PR A R PANP R I HELS N
/‘ épl/’? ,;"fj'ﬂj%7 _E/'Eﬁ] ﬁ'l\,gi,_ég_fg—ﬁ f ;Eﬁ;?' .

%+

4 15 5 (Physical Functioning )t 5@ B3 4e > ¥ 5 5t
ﬂﬂﬂumMMtﬁﬁﬁf?M%Fﬁﬁﬁﬁﬁf“F%<’§
FH Pk ) PP ES B A3 Wi 2 $L o A

# 47 i (Emotional Functioning) ™ & » @G & it chg i (1
paired t#ho ) LB I HELB > A FHRERF PES
mA ez FAMIE L FHEFLR -

e f%é(Fatlgue) * A (Pain) ~ AR (Insomnia)* & > ¥R LG &
feeng i (1 paired t i) BRFEI 3 HFLE 8 F RN
TR A e RARIE I I HFAR O HETAN 2T EH
PRLRE AR AR g

vt ez F1¥2(Dyspnoea) > & o ¥t

4,

=
\ -
=i
@

£
7\
~
o]
QO
p—
R
)
[N
?ﬁ;
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(2)QLQ-C38 ~ B & % i 2 78 & B % 4

% 10. PR# - i (V3) EORTC QLQ-C38 * % % i 4
R R A S B A

AR>S AT E R e

the difference of V3 - V2 mean+SD mean+SD P value® P value’
EORTC QLQ-CR38

Functioning scales

Boby image 4.51+12. 58 3.82+16.12  0.8482 0.7571
Future perspective 5. 21+20. 93 7.29+23.55  0.7096 0.8158
Sexual functioning -1.56+6. 50 -2.08+7.02  0.7592 0.6651
Sexual enjoyment 0.00+0. 00 -11. 11£17.21  0.1747 0. 1111

Symptom scales

Micturition problems -1.04£10.69  -3.47+11.79  0.3909 0. 7723
Chemotherapy side effect -5.73+11.42%# -5.21+11.97% 0.8592 0.7611
Symptoms in the area of the

-3. 9649, 25% -1.35+£10.84 0.3053 0.1047
gastro-intestinal tract

Male sexual problems -h.21+17.97 0.0047. 45 0.3114 0.4972
Defaecation problems -0.9946. 73 1.7045. 83 0.1283 0.2080
Stoma-related problems 0.00+3. 37 -T7.9449. 91 0.1378 0.1529
Weight loss -7.29+18. 42%  -8.33+20. 74*% 0.8325 0.7757

§: HMEHiphie 2R R I oKk X o HcL B X P<.05  #: P<0.01 %:

P<. 0001 for paired t test;independent t test ;Wilcoxon rank sum test

V3 gk o > & FRE* 26 FHRE[HRES F1597 0d
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B AP E LR BRI EFRG AP F LR R AT
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# 11, PR#w {5 (VOEORTC QLQ-C38 % % 3 % B ik £ 75 &
?FFB 5 &S ot ﬁg{l\

HF)~ B+ F ¥pe e

the difference of V4 - V2 meanSD meanSD P value® P value’
EORTC QLQ-CR38

Functioning scales

Boby image 1. 04£15. 55 -6.25£19.54  0.1037  0.2197
Future perspective 6. 25+23. 09 0.00£26. 77 0.3212 0.5454
Sexual functioning -3. 6510. 99 -3. 1349. 87 0.8425 0.9685
Sexual enjoyment -5. 96%13. 61 -6.67+14.91  0.9000 1.0000

Symptom scales
Micturition problems 0.00+12. 30 1.04+14. 49 0.7576  0.7548
Chemotherapy side effect =2.78+15. 96 0.35+19. 24 0.4822  0.5037

Symptoms in the area of

the gastro-intestinal -1, 35T iR 9.17+16.48%  0.0040 0.0109
tract

Male sexual problems -5. 56+25. 95 -5.56+14. 43 1.0000 0.7913
Defaecation problems -2.7616. 61 -1.96+6. 08 0.7103 0.5280
Stoma-related problems 4,76+24. 97 —4. 76+, . 1.0000
Weight loss -10. 42424.59% 1. 04421. 56 0.0519 0.4911

§ RUEZIORBAGFI ISR TN L SR
X: P<0.05 #: P<0.01 #: P<. 0001 for paired t test

independent t test ;Wilcoxon rank sum test

V4 g k2w 0 it B Bl 7% (Chemotherapy side effect)* & » F
et o RA AHRBREG REDFT 0 P AP E AR (M
paired t #s%k ) @ @ w2 R i PIANE P HFLR B2

(A
IR -g;;;é HEYHLE > R7 U REFEni o Bylier &l >
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AF)> 2 FE2R 5 fre il T ERIFY 3G T AEAS B S F
ForTa R Rl ITH Ak o
&% % ek (Symptoms in the area of the gastro-intestinal

MBS BB FABEE L FHELE A HE
FRIE I RLIR R A A T ANI S EEL
L ELAE PR ST AR I R R

B afE 3oy R0 (Weight loss) > m B E e s BF L3
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% 12. PRZ > ¥ s (Vb)) EORTC QLQ-C38 ~ % & % Mk 24 7%
R A A ot ik
AF)~ B+ F ¥pe e

the difference of Vb - V2 meanSD mean+SD P value® P value’
EORTC QLQ-CR38
Functioning scales
Boby image -7.99£17. 90% -2. 95£21. 63 0.3144 0. 3252
Future perspective 3.131+24. 48 1.04+28. 69 0.7557 0.8040
Sexual functioning —4.1749. 47 -4, 69+11. 39% 0.8429  0.9333
Sexual enjoyment 0.00+0. 00 -13. 33+18. 26 0.1778  0.1344
Symptom scales
Micturition problems 2. 08+13. 66 5. 21+16. 93 0.4196 0. 7447
Chemotherapy side effect 1.74+16. 96 3. 99+22. 46 0.6516  0.4193
Symptoms in the area of the
gastro-intestingRhct -3.96+12. 08 8. 23+14. 864 0.0006  0.0009
Male sexual problems 1.67£12. 30 2.08+42. 20 0.9791 0. 3401
Defaecation problems -5.06£10. 64 -3.27+9. 15 0.6146 0.4144
Stoma-related problems -5.9545. 99 -4, 76+. 0.7168
Weight loss 2. 08+26. 69 3. 13£21. 35 0.8637 0.8076
§: RLZLI B OFTRI oD DN S LKL E
X: P<0.05 #: P<0.01 #: P<. 0001 for paired t test
independent t test ;Wilcoxon rank sum test

Vh fft# it (Sexual functioning)™ & > & ®35F % Mgk 4 > ¥
P g A3 (Mpaired twsk ) @S B2 BFR RFE LG A
FLE

&% % Jgs & (Symptoms in the area of the gastro-intestinal
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I~ RBREL SRS BV R

%13, RRESFE(V3) R EEL Gt B i

AR I F HRE

the difference of V3 - V2 meanSD mean+SD P value® P value’
RBC -0. 04+0. 24 -0.15£0. 29%  0.2031 0.3132
WBC -0.171. 30 0.38+2. 11 0.2169 0.3982
platelet 4.57+44. 04 -17.47+47.35 0.0670 0.0574
hemoglobin -0.1420. 74 0.07+2. 00 0.5865 1.0000
hematocrit 0. 24£13. 15 -1.2642.23%  0.0321 0.1087
BUN 0.10+4. 26 0.49+5. 82 0.7748 0.8553
Creatinine 0.00+0. 11 0.00£0. 15 0.9741 0.8541
AST -1. 3446. 15 3.72+24.75  0.2925 0.7201
ALT -2.0048. 82 2.24+20.57  0.3139  0.346
Temperature -0. 050. 41 -0.26£1. 67  0.4884 0.6601~
SBP 4.16£17. 13 1.03+24.27  0.5597 0.9944
DBP 2. 35¢11. 37 -0.81+12.99  0.3119 0. 2232
Heart rate 0.35+11. 97 -1.32+20.54  0.6961 0.9831
§ R E LIS 2FFLISKEw R ¥ A 8L R % P<.05 % P<0.01 %:

P<. 0001 for paired t test;independent t test ;Wlcoxon rank sum test

JRZE 3 ¥ 15 ¥R 29 RBC ~ hematocrit 323 & " > Ra F %2 i
hematocrit 473 #f4c > A f & hematocrit t ant gy P AL & > Fpt >
A #)> %+ F thematocrit » & § WHIF* S AR 2 F F R
CBC ~ %% i fo B v it & & ch? K i o
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14, REe 1o (V4) LR AE 2 eSS Bt i

AR~ B F ke

the difference of V4 - V2 meanSD mean+SD P value® P value’
RBC 0.02+0. 28 -0. 07+0. 23 0.3836  0.4088
WBC 0.14+2. 35 0.54+2. 31 0.5726  0.5409
platelet -3. 13155. 51 -2.00£55.36  0.9476  0.6955
hemoglobin 0. 03+0. 80 0. 65+2. 30 0.2724  0.6951

hematocrit 8. 22+14. 90% 3.1512. 57 0.3478 0.1371

BUN 1. 2345. 54 2.1446. 51 0.6544  0.9870
Creatinine 0.60+2. 68 -0. 02£0. 16 0.2805 0.0922
AST 5.29+15. 65 4,00+£13. 93 0.7931 0.6372
ALT 3.91+17. 24 6.41+20. 65 0.6824  0.8647
Temperature 0.01+0. 49 0.14+0. 39 0. 359 0.4397
SBP 6. 21+14. 50% 3.95421. 24 0.6809 0.3587
DBP 4.33+11. 25 3. 05+13. 81 0.7392  0.7783
Heart rate 2. 46215. 32 -0.21+11.21  0.5284  0.3847
§ R EZISRSAERIL ISR PR S A 8L R % P<C.05 % P<0.01 %:

P<. 0001 for paired t testindependent t test ;Wilcoxon rank sum test

PREw 1S H R e A

BEARA BANIE R FAR KA

ik (£ B o
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%15, PRE=F (VD) R LB et it ik

LR 7R HRE
the difference of Vo - V2 mean+SD meanSD Probt  ProbWil
RBC 0.05+0. 42 -0. 07+0. 30 0.4101  0.4495
WBC -0.41+1.25 0.33+2. 58 0.2927 0.7032
platelet -19. 40150. 47 -16. 35166. 04 0.8746  0.9392
hemoglobin 1.4746. 06 0.60+2. 39 0.5626  0.9392
hematocrit 7.61+13. 19% 2.94+12. 91 0.3653 0.3170
BUN 0.7145.54 -0.1045. 77 0.6942  0.7009
Creatinine 0.0540. 14 -0.03£0. 15 0.1475 0.2087
AST 8.39x15. 52% 2.4048. 53 0.1720  0.4255
ALT 8.11+20. 24 2.73£9. 66 0.3273 0.7444
Temperature 0. 05+0. 47 0.13+0. 32 0.5569  0.3594
SBP 5.60+£14. 50 1.29+26. 23 0.8145 0.9878
DBP 5. 3519. 65% 6.24£15. 63 0.8407 0.7836
Heart rate -0.15216. 64 0.00£15. 55 0.9777  0.5933

§: R BLISHBOFTRIIGKE VAR LS IALE
X: P<0.05 #: P<0.01 %: P<. 0001 for paired t test

independent t test ;Wilcoxon rank sum test
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V3 no AE 23(71.88) 24(75.00)
AE 9(28.13) 8(25.00)
V4 no AE 27(84.38) 26(81.25)
AE 5(15.63) 6(18.75)
V5 no AE 29(90. 63) 30(93.75)
AE 3(9.38) 2(6.25)
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Abstract

Introduction

Irinotecan and oxaliplatin is the first-line chemotherapy agent
for metastatic colorectal cancer. 5-fluorouracil (FU) in
combination with irinotecan and oxaliplatin can increase the
medium survival of metastatic colorectal cancer patients to more
than 20 months. The most frequent toxicity of irinotecan and
oxaliplatin were diarrhea, nausea, vomiting and diarrhea. Chinese
herbal medicine (CHM) is a common complementary therapy used by
patients with cancer for reduction of chemotherapy-induced toxic
effects. In this multi-center prospective randomized controlled
trial, we evaluated the efficacy and safety of Chinese medicine—
xiang sha liu jun zi tang in the treatment of the gastro-intestinal

side effect of chemotherapy for metastatic colorectal cancer

Patients and methods

Patients with stage 3 or 4 colorectal cancer who required
chemotherapy were eligible for the study. Enrolled patients were
randomly assigned to 2 groups. Patients received either x7/ang sha
l1u jun zi tang or placebo capsules with a corresponding serial
number. The primary end points were gastro-intestinal toxicity
according to the National Cancer Institute Common Toxicity
Criteria Version 3. 0(CTCAE). The secondary end points were

hematologic
toxicity and questionnaire EORTC QLQ-C30 and EORTC QLQ CR-38.

Results

67 patients were accrued with 3 screen failure and 32 patients
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in the xz7ang sha liu jun zi tang group and 32 patients in the
placebo group . Patient characteristics of the two groups were
similar. There were no significant differences in
gastro-intestinal toxicities(CTCAE) between the x7ang sha 11u jun
zI tang and placebo groups. Of the cancer patient questionnaire
EORTC QLQ-C30 and EORTC QLQ CR-38, there were significant
improvement of global health status, diarrhea, constipation,
fatigue, pain, insomnia, dyspnea, anemia and gastro-intestinal
symptoms. There were decrease of RBC and hematocrit in the placebo
group but not in the xiang sha /iu jun zi tang group. The adverse
effects were all caused by the chemotherapeutic agent and none

was related to xzang sha liu jun zi tang.

Conclusion

The Chinese medicine xiang sha liu jun zI tang does not reduce
the gastro-intestinal toxicity(CTCAE) associated with
chemotherapy for metastatic colorectal cancer. Xiang sha liu jun
zIl tang, however, does have a significant impact on control of
global health status, diarrhea, constipation, fatigue, pain,
insomnia, dyspnea, anemia and gastro-intestinal symptoms. And it

1s also a safe regimen for the patients.
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