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Patients eligible for adjuvant chemotherapy for pathology stage 3 or
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A 4

Double blind randomized baseline data created quality of life (SF36)
follow patients biweekly (n=16)

A 4

A 4

Allocated to SWT group
(n=8)
Refused herbal granules or

irregular or stop taking medine
(n=0)

Allocated to placebo group
(n=8)

Refused herbal granules or
irregular or stop taking medine
(n=2)

A 4

A 4

Loss to follow-up during
chemotherapy (n=0)

Loss to follow-up during

chemotherapy (n=0)

\ 4

Analyzed for
chemotherapy-induced

toxicities (n=8)

Analyzed for
chemotherapy-induced

toxicities (n=6)
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w (concepts) @ ez iR PEZE relba AR (BP)

#

E

TN fsA BTG T oo e pvalue AFMITE L KRGEERLE M) o
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h- LEBRTHAL

T Fr 0 F ¥R e
(n=28) (n=6)
Gender
Male 4 3
Female 4 3
Age (years
(Mean£SD) 50.9£7.00 60.5+18.14
Range 43-64 34-82
Body Weight (kg)
(Mean£SD) 61.8+15.95 54.5+12.55
Body Height (cm)
(Mean+SD) 160.9+11.28 158.5+7.06
BSA (Body surface area)(m?)
(Mean£SD) 1.6+£0.19 1.5+0.19
Cancer stage
Stage 111 0 1
Stage IV 8 5
Chemotherapy Regimen
Bolus 5-FU 0 1
Modified FOLFOX 2 3
Modified FOLFIRI 5 2
Modified FOLFIRI+Erbitux 1 0
ECOG performance status
0 5 3
1 3 2
2 0 1
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BTGRP

Group 1 (N=6)

Group 2 (N=8)

p value
Mean+£S.D. Mean=£S.D.
BUN3 4« -2.350 + 27472 -1238 +  4.6133 0.611
Crig *c -0.067 + 04033  0.000 <+ 0.1069 0.951
GOT3H v 5.00 + 17731 013  +  4.549 0.645
GPTH *x 4.83 +  17.034 688 +  14.015 0.810
Na{ 4 -0.83 + 5456 0.63 + 2446 0.511
K3 4 -0.167 + 04131 075 + 0.5258 0.392
Lz EAMTHL TR
Group 1 (N=6) Group 2 (N=8)
p value
Mean+S.D. Mean=£S.D.
BUNG *c -2.517 + 48205 2375 + 29726 0.947
Crig *c -.067 + 3386 013 + 1642 0.572
GOTH *e -3.50 +  6.124 3.75 + 15276  0.297
GPTH *x -5.67 + 9352 2.25 + 8908  0.133
Na{ *c 67 +  1.633 -13 + 2100  0.460
K3 4o -.050 + 5089 163+ 3962 0.649
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2 *EN{Sn RERALST

Group 1 (N=6)

Group 2 (N=38)

& R IR P P value
MeantS.D. Mean+S.D.
WBC
*E 7455.00 208592  5250.00 = 144440 0.037*
23F 18 6170.00 2331.34  5500.00 +  1484.69  0.523
4% 15 5730.00 1398.54 6700 £ 1786.53  0.294
Hb
* B 11.30 1.44 1140 =+ 1.86 0.915
21 10.60 1.48 1209 =  1.73 0.117
4 s 10.10 1.59 1333 = 1.78  0.004*
PLT
* g 268.00 29.57 21000 £ 3387  0.006*
2% 12 230.00 4240 22800 + 4073 0.930
4 s 232.00 3234 263.00 + 4387  0.172
PMN
*E 4626.33 1338.78 330425 + 85773  0.043*
2iF 14 3858.50 1946.67 364313 £ 104822  0.794
43F 15 3637.33 953.67  4601.75 + 129331  0.151
Lym
*E 1637.33 676.96 137925 +  427.52  0.398
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1515.83 311.80 1220.50 + 299.20 0.098
1375.17 358.32 1293.50 + 318.74 0.661
0.619 0.0489 0.634 + 0.0344 0.530
0.605 0.0864 0.660 + 0.0466 0.147
0.634 0.0543 0.685 + 0.0198  0.031*
0.215 0.0452 0.269 + 0.0624 0.099
0.260 0.0550 0.230 + 0.0627 0.376
0.243 0.0489 0.195 + 0.0183  0.026*

* p<0.05
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%37 & iFd B

Group 1 (N=6) Group 2 (N=8)
Mean+S.D. Mean+£S.D. P value
WBCHi 4¢ -1285.00 + 1147.114 250.00 <+  287.253  0.03*
Hb#i 4¢ -0.700 + 0.7849 0.688 + 0.2850  0.001*
PLT3i ¢ -38.00 + 14.738 18.00 + 11.174  0.0001*
PMN i ¢ -767.83 + 1273.886 338.88 +  493.663 0.043*
Lyvm3i 4c -121.50 + 385.039 -158.75 + 338.848  0.851
PMNR3 4¢ -0.014 + 0.0944 0.027 + 0.0741 0.378
LvmR 3 ¢ 0.045 + 0.0773 -0.038 =+ 0.0686 0.053
* p<0.05
%> v iFa 3B
Group 1 (N=6) Group 2 (N=8)
Mean+S.D. Mean=S.D. Pvalue
WBCHi 4¢ -1725.00 + 986.605 1450.00 + 683.416 0.0001*
Hbi 4¢ -1.200 + 0.6325 1.925 + 4803 0.0001*
PLT3i ¢ -36.00 + 10.276 53.00 +  16.605 0.0001*
PMN i 4¢ -989.00 + 491.379 1297.50 £+ 656.056 0.0001*
Lyvm3i ¢ -262.17 + 542.750 -85.75 +  422.262 0.506
PMNR3 “¢ 0.015 + 0.0250 0.051 +  0.0443 0.101
LvmR 3 4¢ 0.028 + 0.0547 -0.073 +  0.0637 0.009*

* p<0.05
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Lo iAo p R
L A ke
(n=2y8) (n=26)
PR 25 70 PRZE(S  PRZE R 1S

k< (Nausea)

Grade 1~2 6 4 5

Grade 3~4 2 2 1
"% et (Vomiting)

Grade 1~2 3 2 2

Grade 3~4 1 1 0
% ;8 (Diarrhea)

Grade 1~2 4 1 2

Grade 3~4 1 1 0
O N E I S L

(Neuropathy)

Grade 1~2 2 2 3

Grade 3~4 0 1 0
R

(Mucositis)

Grade 3~4 1 1 0
A R

(Skin acne-like rash)
Grade 1~2 1 0 0
Grade 3~4 0 0 0
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% N JREW {8 SF36 = A g

Fe (24 F) (n=8)

¥ B % (Placebo) (n=6)

8 I o o PR 1 PR 1 p
PR%——%"" FR‘;:‘% {e PR%——%"" FR‘;:‘% {e
H 4o 4 B 4o o B value
LR 4 @5 (PF) 85+10.00 87.547.07 2.50+4.01 80.8421.54 84.1+21.31 3.33+2.47 0.652
AL T S
T (RP) 12.5435.35 43.7+49.55 31.25+16.19 20.8440.05 41.6+46.54 20.83+17.58 0.781
Lging (BP) 83+11.36 944828  11.00+4.55 84.3+£12.73 83.3£9.52 -1.00+3.416 0.098
-4k (GH)  45+11.01 45.8+13.64 0.875+2.17 46.5+17.25 49.0+14.84 2.50+4.26 0.344
&4 (VT) 52.5424.49 63.7£15.29 11.25+9.10 55.8£15.62 61.6+15.05 5.83+2.71 0.948
g i (SF)  65.6+20.86 81.2+11.57 15.63+9.67 70.8+15.13 68.7+£17.23 -2.08+3.84 0.107
FEE A F £
(RE) 58.3+46.29 87.5+35.35 29.17+14.69 61.1+49.06 94.4+13.60 33.33+17.21 0.667
cmiEE (MH) 585+17.22 64.5+18.69 6.00£7.60 60.6+11.43 60.6=11.70 0.00+1.03 0.458
eAEL A I
(PCS) 43.8+4.44 46.844.45 2.97+1.99 43.9+6.59 45+7.61 1.11£2.51  0.400
IR oG (A
(MCS) 41.8+12.18 48.5+7.36  6.74+4.78  43.8+10.4 47.5+4.88  3.7242.78  0.948
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)’Iﬁﬁﬁ L 4 72 & (pathophysiology)m 3 » d ‘wie Bt & % 5
7o MEFERN ATk B 5 7 (homeostasis) ,T* AL EHE v %5 P2
FEREIEAE > 2@ % oz 4 A RIEB T Fotfond

4(24?ﬂmﬂnﬂhfﬁqﬁ§ %znﬁﬁﬂgﬁﬁg’&&%E%%P@
SELAAFELY ﬁ@@@@ow%g?ﬁ{#§ﬁiﬁ@#%w’
BEARA TR AYEZ L L RAFEEF AR ATRERY FEL
FHELEFRAAE AT ERRY P B G R R SR F TR
R s © GEIFILEROFELTHET LA Rt e pFRE MK
R~ RIS B o RIS R R FLE A TR SRR e L (B
4= CONSORT : Consolidated Standards of Reporting Trials) ' » 4 &t 1 3

B R~ anLlk -

G

TR A T TR AL R HR S 5T L TR R

BEL RS REY 0 ABRE R ER SRR Ry

Hy

S A AN R BB é.:}%‘ﬁ‘%é%"gﬁt:}ﬂ%ﬁ‘?—‘g_,,i o ~ 2
EREE T SRR E SR R EVENEY SERE & F A

%i%%%ﬁi%o%%%%?Uﬁﬂ?%Ei%ﬁimww%%:
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8 i Ik (polymorphonuclear leukocytes, PMN) » ¥R&g F cht = > @ ¥ & 3R
PREEw 3F {50 - ik (s { B F onab g o B4R e 4p vt o p value ¥%<0.05

FAPEI LR o P BA B BRI SR RRL ]
HHEI-R L P> A (T F 35 LA Ra £
BeABcDe s AR G 0 B4 IR o (pancytopenia) 2
TR AR B O A A GRS RS Rk B AT RO,

pld Hie- HET -

AN FEEFFE R 0 AL ERER é'ﬁmﬁ"“ EERE S
1% 2 18 4 1@ 7 i (PF : physical functioning)~ #]# 32 7 i & ¢ < *YRP:role

limitation due to physical problems) ~ ¥ §8:% J5 (BP : bodily pain) ~ — 4& i
% (GH : general health) ~ /& # (VT : vitality) ~ 4 ¢ # 5 (SF : social

functioning) ~ F] i 4% & ¢ X T (RE ! role limitation due to emotional

problems) ~ « 72 i & (MH : mental health)% ~ B & 4p o % % B2 28 AR

N

B

|

BB VR & B e & PR (BP)frak § # i (SF)A B
e FHRELRY e HFCERBFRIPLIPE O F ZHR R E R
K g GEL L - ) o T HNRE LT AR EF e F T G Bt b
87§ (BP)%2 Ak ¢ #5 5c (SF) » e FIX U4k M foenf T > 33 g 5 N 3F

28 a4t SF-36 PR RRFGEAGEFRITEIHE R

K3 BIF Rk B E AR T E I SR g SR
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CHANGHUA CHRISTIAN HOSPITAL
135 Nan-Hsiao Street, Changhua 500, TAIWAN

Tel :886-4-723-8595 ext.1362 500 fE{b ittt 135 5%

E-mail:d9065@cch.org.tw RGN © HEEERE

Ml AR b A © (04)723-8595 §4 4077
E-mail: d9065(@cch.orgtw

[ & B AR XM e o] &

Bt EEHAC LBG / BRI EHEAREY Rtk 8 TP R R(0EB T w )

KR B AR LS4 B W B R e B R Y AR (070908) » A& Bili§ » 4FoLiEW -

AHMMERT 2008 £ 12 A 05 8 ABBLATZEAN - P RS ARRRIEA FR

CCH : 070908

EREMERZBFRELR

1 M4 Ba&ET 2008 £ 10 A 05 BATHEN P - HAEABMMMER » £H A
W PR E B HREE o AR -

2. HRHWE RMEAL  BERAHARSRAE DMER TN -

AR ER &
EEER
MFA=

& 2007 kS 112 A 06 ;|
Protocol Title : Clinical studies on the alternative effect of Chinese herb formula (SHY JIUN TZY'Y
TANG and SHY WUH TANG) in treating Colorectal cancer patient with chemotherapy.
Protocol No : 070908
Protocol Version Date : 3.0 Nov 30, 2007
Informed Consent Version Date : 3.0 Nov 30, 2007
Case Report Form Version Date : 2.0  Oct 15, 2007
Principle Investigator(s) : Jau-Jie You
Co_Investigator(s) : Hung-chang Chen, Lun-Chien Lo
CCH : 070908
The Institutional Review Board of the Changhua Christian Hospital has reviewed the above
documents and approved the study on Dec 06, 2007. This approval is valid till Dec 05, 2008. The
Institutional Review Board of the Changhua Christian Hospital reserves the right to monitor the

study.

Sincerely Yours

Shou-Jen Kuo, M.D.

Chairman

Institutional Review Board,
Changhua Christian Hospital, Taiwan

M{’C—w
fPrec O8 .Lau7

(signature, date)

AR TS ICH-GCP
The Inslnutmna! Review Board performs its functions according to written
Operati and complies with GCP and with the applicable regulatory requirements.
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KO DA PHARMACEUTICAL CO., LTD.

No. 20-1, Industrial 3rd Road.
Ping-Cheng City, Tao-Yuan County,
Taiwan R.O.C.
http://www.koda.com.tw
E-mail:koda@koda.com.tw

Mlgaceka

Certificate of Analysis
BA Ot RER it
| Name of Product | S5i Wu Tang ExtP | Lot.No
taEEE PFERHE
Examination Items Base of Judge

IRIBEAR S o RH -

Al

TEL,” (886)-3-4696105(6%2)
FAX, (886)-3-4690546

PR HIIR
Exp.Date |
R
Examination result

RISEIR - B - RE -

31002 603 11.22.2010

Description . ;
Gray-brown powder , taste sweet with good | Gray-brown powder , taste sweet with good
odor, odor.
7 MR
Loss on Drying Below ok ; % 28 g
w5y
1
Ash Below % ) 5.8 %
Bt RsS
Acid Insoluble Ash Y e 200 g
Hilishbe Un to
Dilute Alcohol Exiract _ P 5456 %
AT Upto 50
Water Extract i . % 469 %
pHIE "
pH Value pH{E 4-~6 4.9
G <100ppm g
Quantity of Heavy Metal d
: |
= Positive
anrauun of T.
1] _\ -
Pl | HE AT FTxa
Judge Director of Q.C. Fvial
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Mishkm B EFEIAERTMER

YRR B RN E A PHL R B Bl A T
|

Toxicity Grade Comment

Gastrointestinal
Diarrhea
Naused
VYomiting
Mucositis
Neuropathy
Peripheral Neuropathy
Neuropathy:
Motor and Sensory
Nail disorder
Biood/Bone marrow
Leukopenia
Neutropenia
Thrombocylopenia
Hemoglobin

Other Adverse Events

Allergic/hypersensitivity

Skin reaction

Acne-like rash

Dyspnea

Date blood sample: / / (dd/mm/ yyyy }

WBC: x10 /uL; Neutrophils: x10 /ul.
Hb: g/dL; Lymphocyte: %10/ pL

Platelat: <107/ ul

B.U.N: mg/dL; Creatinine: mg/dL
Bilirubin D mg/dL; Bilirubin T: mg/dL

GOT(AST): U/L; GPT(ALT): U/L

Na: meq/L; K. meq/L; Ca: meq/L

Investigator's Signature:

Date: / / (dd/mm/ yyyy |
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Abstract

Colorectal cancer is a common disease in the West. According to the
last report in Taiwan, it is the second of cancer mortality, and the age of
cancer patients has been decreasing year by year. It has been the hot subjects
of our health. The main treatment of colorectal cancer is surgery, and then
treated with chemotherapy to prevent recurrent or metastasis. But the drugs
of chemotherapy do not have high selective specificity. These drugs damage
the normal cells and cause injuries at the same time when destroy the cancer
cells. The side effects affected the life quality of these patients.

Si Wu Tang has improvement of the blood counts and bone marrow
function, and it can also decreased the toxicity of chemotherapy in the
Traditional Chinese Medical Therapy. In our study, the colorectal cancer
patients treated with chemotherapy was enrolled, and double-blindly divided
to Si Wu Tang group and placebo group and drugs were taken for 4 weeks.
We recorded the toxicity, laboratory datum and evaluated the life quality of
the patients by SF-36.

There were 14 patients in this study, 7 is male and the other 7 is female.
The average age i1s 55 year-old(from 34 to 82 year-old In the aspect of blood
counts(including white blood count, hemoglobin, and platelet) variation,
there was significant statistically difference(p<0.05) in both groups at second
week and fourth week. In the aspect of hepatic and renal function, there was
no significant statistically difference in both groups. In the life quality of
patient, there was also no significant statistically difference in both groups.
But, does by the SF-36 questionnaire to evauate the life quality of the patient
in this study be suitable or not? that is still controversial. Anyway in our
study, improvement of bone marrow function by using Si Wu Tang that was
demonstrated and compactable with animal mode researches. We believed
that the Si Wu Tang can decreased the bone marrow destroy and improved

the function recovery in colorectal cancer patients accepting chemotherapy.

Key words : Colorectal cancer ~ Chemotherapy ~ Si Wu Tang
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