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% ECOG Performance Status scale

Grade ECOG Performance Status

0 ¥ A

hi
S SRR S

509 e B R

SV

1
2
3 & 3% 5004 P PR
4
5

¢ =

b. % i i
1.5 B 9%A it &£ @ "2-Kk (Child-Pugh class C)~ ¥ % :Bp w4 =
PER SRR TN R 1. Fi}ﬁimﬂ"ﬁ o

s Grading system for cirrhosis: the Child-Pugh score

Bilirubin | Albumin Hepatic Ascites
Score PT (Sec)
(mg/dl) (gm/dl) encephal (grade)
1 <2 3 1-4 None None
2 2-3 2.8-3.5 4-6 1-2 Mild
3 >3 <2.8 >6 3-4 Severe

Child class: A:5-6,B: 7-9,C:>09.

2. " R —‘F’T [ Glutamic Oxaloacetic Transaminase ( GOT ) %% %%
3 fn et A fF 2 Glutamic Pyruvic Transaminase (GPT) #
Vi B F RORAE S F < 3T 2.5 B ¢ ¥ & Total Bilirubin %%

EEANISBEEFE) T ARY —‘F’f [ Creatinine #vfiz fiF+ %
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(1) s R F B EPa gt o> 6 > 273
5 E % ¥ BYE R % National Cancer Institutes (NCI) #1

]z it B B 4 B ® Common Terminology

. . by ya ] 38 1, ) —+
Criteria for Adverse Events 3= % 3.0 %= & > &4+ % 3

BB SR ET N RAS A REY AR (a) B
i (Gastrointestinal ) © R ¥ ~ sRek ~ HGA) 2
Z A Fied ~ (b) # .58 (Neurology) @ w %k H
B 2 oo R ETR A R E T s d (o) iR 2 F R R
(Blood/Bone Marrow ) : = 3F#EF T > 29 L If > &z
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Bk RIERG £ (SF-36) > &% % d Dr. John Ware, Jr. 1
B '%," F & 2 (User Agreement Form) {4 » P~1¥
EACEFE Y | prh SRl SF36 4

N 2 ‘4 7 > i 39 12 < ‘4 Vs -
FR s EERER R SR P R

8 B & w (concept) » & W] 5 £ %84 12 5 it (physical
functioning ) ~ F]4 @ # it &£ ¢ X * (role limitation due to

physical problems ) ~ ¥ %% 5§ (bodily pain) ~ - ki 2

(general health) ~ &+ (vitality) -4+ ¢ # i (social

L,

functioning ) ~ FlF % & 4 % *T (role limitation due to
emotional problems ) ~ =2 =& (mental health) 17 % —
78 p =ik % (reported health transition) 7| o &
B EEE 4 o A B E AR S E AR ¢S

A2 oo LR PRE P B Rl F TG oo
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EUA

et g\

AF2 3 % SPSS 15.0 for Window £ % it 5B 2 2 4% > I 38

B3t 2R e 35 Ly it A3 descriptive statistics (T 35 #kc
mean ~ & # X standard deviation) ; # * & * #c A 7
Nonparametric Statistics 2. Friedman test 4 %]3* & § % &
( Chinese Herbal Formula Group ) ' 2 4} % ( Placebo Group )
T Bp AR P ES RS (s H & IR B 2 FT MR
PAETEG %% &2 A4 2 2 Mann-Whitney U Test
HE LRGeS RE - A R EEIFT M B
PzgitidFEy 2R 0 MES Bk 477 22 Wilcoxon Signed

Ranks Test % 4 W]/ R S i o ff e v B M4~ B {54

ETINS

B AT VEELR
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Bl= © TR AR TR AR

Colorectal cancer patients post surgical intervention
( Pathology stage 3 or stage 4 or high risk stage 2 )
Treated with chemotherapy

n=235

Double blind randomized
Baseline data created
Quality of life (SF36)

Follow patients biweekly

n=20

A 4

Chinese herbal formula
group
n=11

Loss follow up after 2
weeks

(Shift to other hospital)
(n=1)

A 4

Analyzed for
chemotherapy-related
toxicity and quality of life
n=10

A 4

Placebo group
n=9
Refused the chinese
herb granules or
irregular(or stop) taking

medicine
(n=2)

A 4

Analyzed for
chemotherapy-related
toxicity and quality of

life

n="7
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AR TR 45 E 8 DR R R

S

BoREAD  CE SR B A MR P FRREE S - R

LAATHEMFLE G ht A

o (mwBF%) #HBEm (Placebo)

(h=103 (n="17)
Fender
Iale 4 3
Female & 4
bogelyears)
(MleantsD) 57.1x12.21 60.5+18.14
Eange 3172 34--82
Body Weight (kg)
(MleantSD) 5547 38 54.54+12.54
Body Heyght{cm)
(MleantSD) 157 8£7.10 158 5+£7.06
BSABody surface area)ima)
(MleantSD) 1.54).16 1.5+0.19
Cancer stage
Stage T 2 2
Stage IV ] ]
Chemother apy Eegimen
Bolus 5-FO 1 1
Maodified FOLF O 5 4
Maodified FOLFIRT 4 2
ECOG performance status
0 7 4
1 2 2
2 1 1
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A

B BEcrig b At Tk B (mental health ; MH) » % 13 i8] 8 A 3

-~

(s

# 5
164 » I3 P A& (p=0.012) » & H ¥ & » itk 2T tga RS i
B EA A REREZPEBRG 6B G » NIRf MR, A0 20
Bow AT o s R G E TR R AR o FHRSBG e S84

Bo o 7212k G (74 (Physical Component Scale) 14 % w32 K 6 {8 4

( Mental Component Scale) > P & F e 11 LD w12 & & 17 4 18 tf

Rt & (p=0.017) « #4542 HT -
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Fhirm (w@E %) #t#2sa ( Placeho ) TRy F S ia
h=10) P value (h="T) P value (h=17)  Pvaue
Base-line 2 weels 4 weeks Base-line 2 weeks 4 weelks
WBC (/L)
(Iwlear3ln SEL251967.18  S50041A45.77  SOPSLDB400  0A1F | A333127700 S31ATHIZA1.2E S13334132802 0311 478 5118558 0605
WWEC differential cod
Mentrophils { LD
(Twle arstSTH ST AFT A0 32T 1125004 3521041148 0335 4110712351158 3555 1E0AT 3RS 3005 0 0311 1542411360 0,356
Lymphocyte ( /L)
(Tle arcbSTH 1301853262 1401.983958.81 15897475045 0223 | 13621847560 15110821108 189588121431 0E07 SQ1+1082.3 0,857
Hemoglohin (WL
(Tlear3l) 1152160 11.741.47 1154154 0857 11120 10,742,008 11,7486 0,301 04540384 0,846
Flatelet (403 S 1LY
(Mlear3D) 33617513 203843352 223287105 0587 | 4265131156 3831 R0 75 LA L K 0311 Q0401 0519
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Hoarim (WEFE) # 34 {Placebo ) B dn S0 B3 R Lh g
(n=10) P value n="7) P walue (n=17) F value
Baze-line 2 weeks 4 wreeks Basze-line 2 weeks 4 weeks
Blood Urea Mitrogen
{ mg/dl WMeant D) 1694778 17 448,67 18321250 0417 | 19.349.33 16,945 90 16.8£7.13 0513 0714873 0,344
Creatitine
{ mg/dl WTvleant S0y 0,940, 39 1.040.50 1,040,460 0951 104045 0,940, 18 0,540,273 0953 004029 0.M7
SGOT
(LY Meane 200 | 29741106 28.SEEE3 F0aE641 0741 | 35512441 40,5139.75 .04 08T 1,5t8.79 0,398
SGPT
(UL MMeart 2D | 29041157 24.74E.E] 236740 QAET | A00HESE  44.885391 3.3H44895 0513 374011 0245
HMa
(megLylIean+ 500 | 1358222 13911210 13714390 0497 | 13634427 135,514 9 13708414 Q717 071345 0,241
K
(meg/L)Mean+ D) | 3 80 30 354070 354028 0435 | 394044 3, 5], 69 3,0 65 0311 Q0H45 0.8
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Ffw VLR AL i

gl (7 #2212

Them (wHF5)
(n=10)

¥584 £8 { Placebo )
(n=7)

R 8 AT R 58 18

H 8 AT ff 8245

»Z.2 (Nausea)
Grade 1~2
Grade 34

" ot (V omiting)
Grade 1~2
Grade 3~4

FZ5 (Diarrhea)
Grade 1~2
Grade 34

v9 AR FAH BRI 4R K
(Neuropatly)
Grade 1~2
Grade 3~4

b B 45 % S (Mucoositis)
Grade 1~2
Grade 3~4

8 6
1 0
2
1 0
2
1 0
3
2 1
4 4
1 0

4 5
2 1

2
1 0
1 2
1 0
2 3
2 1
3 4
1 0
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ZRI PR P E S R 1S LK SF-36 5% & A dk

TErm (9ZFH)

#1828 2 ( Placebo )

(n=10) (n=7)
WAL MAEf:  pvalue | MRw MM  pvalue
84 &%)
S84+ ¥heE (PF) 7951955 T8.5x18.41 0.944 §2.1+19.9 85+£19.57 0.180
H4mshie g2 (RP)| 27.5£39.87 42.5£50.06 0.336 17.8£37.40 35.7+4531 0.257
SakmE (BP) 94.8£10.96 88£12.99 0.102 82.8£12.26 8219 .38 0.655
—fxfe g (GH) 56.7+£15.49 48.5£7.83 0.058 40.2+15.76  48.4+£13.63 0.498
FHhH (VT) 46+18.37 53£17.606 0.375 56.4+14.35 61.4+£13.75 0.102
& hsE (SF) 43.7£24.47 61.2+2791 0.083 67.8£15.90 66.0£17.25 0.564
Hiamesi (RE) 20.6£43.88 43.3£49.81 0.102 60.047.14 95.2+12.59 0.109
SHEAEE (MH) 38+14.87 54.8£1436 0012% | 59441093 59.4+11.17  1.000
A I @A (PCS) | 5074370 482+6.78 0.161 | 43.9+6.59  45+7.61  0.893
27.9+10.54 37.11£11.45 0.017* 43.8+10.4 47.5+4 .88 0.225

S HE mig s (MCS)
* p <20.05

PF : £ %8 4 12 ¥ it (physical functioning )

RP : %]4 1 5y & ¢ % 2 (role limitation due to physical problems )
BP : £ 487 55 (bodily pain)

GH : - 4% (general health)

VT :

&4 (vitality )

SF : 4+ ¢ 7 i (social functioning )

RE @ FJi-% & ¢ X *T (role limitation due to emotional problems )

MH : =7 i 2% (mental health)
PCS : 2 1@k w ¥~ (Physical Component Scale )
MCS : w32 & & ¥4 (Mental Component Scale )
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B4 e B+ s CAM (complementary and alternative medicine )

40~43
7S R RN 3 )ﬁim/r%agﬁﬁ ’*ﬂ{%&:&%’?iﬁ-ﬁ%@CAM

A e AEEH e B B R Y CAM 0 f h% b0 55 5 RS

.. oo o L gk % o o 32,44
PR GREF RBABSEF R MR S fl e °

AXRAX S R A R ER DR A RO CAM ) A AL EH R S
ﬁu +teanCAM s ¥ u,r,}%‘ ifpbwpm; 7@&;{ EE}I’L - B

A TR S dp I A1* 2 R CAM 7 0L g F] I B o R e

e 46147 e sl . ’ 2 2 2z 2 el 2

R A B c L F AR HCAM ¢ o ¢ RB ALY BE R (R
NG\, W .S . ...

¥ RnH d - g e ip- BRADTAD PRI NLFRFY

ST hir s MR C Y LT - FEHOLY FEYRT

g ik 3% 7 = 72 CONSORT ( Consolidated Standards of Reporting

Trials) > 37 %41 % - AR %A {8 B CONSORT s if #f
Ry FEEEI MR R T FRA SR PR TRT
o AT AT FRAERA RO A Y Y FRmasi o &
e SRR AE U RS S T U SEY 3 F ORI NLEAEE

Tk R itk FEP L ORF AT F 0@ 2 ArE D

3
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W
9

T BELORREEHRELFAIMTH T AT
AR e d hjpprpEit it 85k EH el (Regimen) = o 3
ERNAHW - FIZBENREF T AR TRESY > 8 2T R
AP EF AR E LSRN 52 (stageIV) chx B2 Bk P w
GRS FU S s e EH3 N LA S d (stagelV) e
MR E%«‘f%",’f 7 5-FU e * ¢k > ¢ 4c b Oxaliplatin & Campto # I £ 4¢ }
BATeERe i B A BRI 2 B (stage V) Fa
Bl o g i - d P A REEHFEF R DRk FHRALREL T
Lo g3 AR EF ORI H T EREDE P TE LG M
M F R B R P Y R R S BE - 8

z =1 e 'z = 4
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feiiihig * H 3 A R34 hiERLE - APFORHE T A2 Rt §

R EFTAL DI RIHIEY £ T TN R R K

o S - B R F R AT R s LT

35



H- o B0k Bt d 1R hi plivr s8> #1185l eh

BWE LG FLATE -

B R IRY CES R (22 3E) B0k TR 8

9
—=

AL L ESRE GG Rk B R AR ¢ 2

BPFE PR R R VRHREL R E R
2

“‘Fﬁh
F_k
=
w3
hn
e

BooutRk A MERT - FAES TR ESH (223 0F) $#HA

MATRET 3 AP L Aol DRe- Hey e
R VR 0 o Y S 2 s L 52 e s s
EHpin% 2 A IRARHRALY - BERDREG > MY TR
e 2 E R AP T AT A s fep g AT

Bt o R B AL TR IR el A D gt e 23 F S
BT S H o TRk %L A F L RENBELREY o 330

T 6 AR P E R AR AT D B SR A TR T g

36



» L X” =2 2o ) . 2 Ve 7 2 N2 Vi 2 52 53
VAR RRFL > RFFOAoRY 2wy AR

TR AT B TR A P R > AR P B R[S A
PR EHBERLIRY FHR T A MARER L AP
SRPFBTARCFHEFREHBE S B T a P AR E )
AR VUREGEP DR Y DY ESR (223 ) BRRFER
TR DRIE T A - BE 2B LT EAL R AIFaniid

EAEEPLE g R EERERLF ] RS -

LILEILR AL g Pl EREMAFNNEEFR AT 5

® A& 4 Grade 1~2 & & iF %i BHcRIR* EpmisF AR
AL  VIFREAHRBREAR* Ff 5 {8 > Grade3~4 F B 1T
PR BEITF R DA Bk Rhs R RRAIT 0 430 < 384 Grade
1~2 3 gl i7* %i%ﬁﬁ"ﬁi’*m'—‘f-:’ o 0 ¥ A - 23 Grade3 eh3 g i®
*AEE O GEF RS BRopkiok 0 F AL LG Graded #
BliE® chfFa, g 4 f]-k,g—“,j}ﬁi“% B LR ELORET FRFLS E
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54~58 o . . v . e
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Ping-Cheng City, Tao-Yuan County, x = o .48
e GG ot HERFHETEETE=R20- 158
http://www.koda.com.tw TEL,7(886)-3-4696105(6#% )
E-mail:koda@koda.com.tw G. M. P. FAX,/(886)-3-4690546

R S

Certificate of Analysis
WA VUi R i 14 3 G
27,
Name of Product | Si Jun Zi Tang Ext.8.G | Lo.Ne abal | Exp.Date | 08.27.2010 '
HRTE | PIERHE taErat
Examination Items | Base of Judge Examination result
AR« S - R © RS - _
iR [ |
Description : . ) . |
Camel powder , taste bittersweet with good  Camel powder , taste bittersweet with good
odor, odor.
MR ’
LossonDrving | - | il i
x5y Below 6 % 463 I
Ash
IR i
Acid Insoluble Ash i Riw 3 K e
|
| TREHhEY) | Upto 37 % 5236 %
Dilute Alcohol Extract | e
ZRAHEE Upto 49 ;
Water Extract | e | 5416 % |
pH{# P = | |
pH Valie | pHi 45~ 65 B 498
ﬁﬁfﬁﬁ’ﬁ <100ppm | Disa
Cuantity of Heavy Metal |
% Positive

amination ofN.L.C
LY L .

N | gAEREA

Tudge | ﬂ | Director of Q.C.
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Toxicity

Grade |

Comment

Gastrointestinal

Diarrhea

Nausea

Vomiting

Mucositis

Neuropathy

Peripheral Neuropathy

Neuropathy:
Motor and Sensory

Nail disorder

Blood/Bone marrow

Leukopenia

Neutropenia

Thrombocytopenia

Hemoglobin

Other Adverse Events

Allergic/hypersensitivity

Skin reaction

Acne-like rash

Dyspnea

Date blood sample: /

/

(dd/mm/ yyyy)

WBC: <10 /uL;
Hb: g/dL;

Platelat: x1 03/ uL
B.U.N: mg/dL;
Bilirubin D:
GOT(AST):
Na:

U/L;

mg/dL;

meq/L; K:

x10"/ulL
x10"/uL

Neutrophils:
Lymphocyte:

Creatinine:
Bilirubin T:
GPT(ALT):

mg/dL
U/L
meq/L; Ca:

mg/dL

meq/L

Investigator’s Signature:

Date: / /

(dd/mm/ yyyy)
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Toxicity Grade 1 Grade 2 Grade 3 Grade 4
Gastrointestinal
Increase <4 Increase 4~6 Increase >7 Life-threatening
times/day over | times/day over | times/day over | consequences
) baseline baseline baseline
Diarrhea L
or mild increase| or modrate or severe
in ostomy increase in increase in
output ostomy output | ostomy output
Loss of appetite| Oral intake Inadequate oral | Life-threatening
decreased intake, need IV | consequences
without body | fluid and tube
Nausea . .
weight loss or | feedings or TPN
dehydration or
malnutrition
lepisode in 24 | 2~5 episodesin | =6 eipsodes in 24| Life-threatening
. hrs 24 hrs hrs consequences
Vomiting :
IV fluids or TPN
indicated
Erythema of Patchy Confluent Tissue necrosis,
mucosa Ulcerations or ulcerations or spontaneous
Minimal pseudomembra| Pseudomembran bleeding
Mucositis symptoms and nes es, bleeding with | Life-threatening
normal diet Symptomatic trauma consequences
but can eat or Unable to
swallow adequately oral
modified diet intake
Neuropathy
Weakness Weakness ,sensor| Life-threatening
interfering with y consequences
function, alteration ,pareth Disablin
Hand-foot , L P . 9
Asymptomatic sensory esia interfering
syndrome . .
alteration or with ADL
paresthesia,
tingling
Pain in nailbed
- . . Partial or
Nail disorde Discoloration — —
complete loss of
nail
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Blood/Bone

marrow
Leukopenia <3.0x <3.0~2.0 x <2.0~1.0 x <1.0x
Neutropenia <1500 <1500~1000 <1000~500 <500
Thrombocytopenia <75000 <75000~50000 <50000~25000 <25000
Hemoglobin <10.0/ g/dL |<10.0~8.0/ g/dL| <8.0~6.5/g/dL <6.5/ g/dL
Other Adverse
Events
Transient Rash, flushing, Symptomatic Anaphylaxis
flushing or rash urticaria, bronchospasm,p
Drug fever<38°C dyspnea arenteral
. . Drug fever=38 medication
AIIerg|c/i\r/1i)t/)|/oersenS|t C dicated
Allergy-related
edema/angioed
ema
hypotension
Faint erythema Moderate Moist Skin necrosis or
or dry erythema; desquamation ulceration of
Skin reaction desquamation | patchy moist |Bleeding induced dermis
desquamation by trauma or Spontaneous
abrasion bleeding
Intervention not | Intervention Associated with
indicated indicated pain,
Acne-like rash disfigurement, —
ulceration or
desquamation
Dyspnea on Dyspnea on Dyspnea with Dyspnea at rest
exertion, but exertion, but ADL Intubation
Dyspnea can walk 1 fight | unable to walk indicated
of stairs without | 1 fight of stairs
stopping without
stopping
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Topic :

Clinical randomized double-blind study on the complementary
effects of Chinese herbal formula (SHY JIUN TZYY TANG) in
colorectal cancer patients treated with chemotherapy

Background:

Colorectal cancer is an important disease. In Taiwan, it has been the third
of cancer incidence and mortality rate since 1994, and the numbers of cancer
patients has been increasing year by year. The main treatment of colorectal
cancer is surgery. Then, patients with pathologic stage III, stage IV, and
some high risk groups in stage II are treated with adjuvant chemotherapy.
But these drugs 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 pharmacological reactions decreased the human immune function
and affected the life quality of these patients.

Some Chinese herbal formulas, such as the Chinese herbal formula
(SHY JIUN TZYY TANG ) have improvement of the human immune
function were confirmed by many researches. The purpose of our study is to
evaluate the alternative treatment by using the Chinese herbal formula in

colorectal cancer patients treated with chemotherapy. We hope patients can
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benefit from the complementary and alternative treatment and can decrease
the side effects caused by chemotherapy.
Methods :

In the study, colorectal cancer patients post-operatively treated with
chemotherapy was enrolled, and double-blindly divided to two groups:
Chinese herbal formula group and placebo group. Chinese herbal formula
(SHY JIUN TZYY TANG) and placebo were taken for 1 month. We
evaluated these patients every two weeks, using the “Common Terminology
Criteria for Adverse Events” which designed by National Cancer Institutes

(NCI) for the toxicity evaluation and laboratory data( including: blood cell
counts, liver function and renal function) were recorded. SF-36
questionnaire was used to evaluate the quality of life. All data were recorded
and analyzed .

Results :

There were 10 patients in the Chinese herbal formula group and 7 in
the placebo group. In the aspect of blood cell counts (including white blood
cell counts, hemoglobin, and platelet) variation, there was no significant
statistically difference in both groups. In the aspect of hepatic and renal
function, there was also no significant statistically difference in both groups.

For the evaluation of the toxicity of chemotherapy, the number of patient

66



decreased in the Grade 3~4 in both groups; however, in Grade 1~2, the
number only decreased in the Chinese herbal formula group, but the
phenomenon was not found in placebo group. In the life quality of patient,
using the SF-36 questionnaire, the mental health score increased, and there
was significant statistically difference (p=0.012) , while the score in the
Mental Component Scale was also increased (p=0.017) .

Conclusions :

Using of Chinese herbal formula (SHY JIUN TZYY TANG ) in treating
colorectal cancer patients accepting chemotherapy decreased the toxicity of
chemotherapy, promoted patient’s quality of life and offered an alternative
way in cancer treatment. However, due to various kinds of chemotherapy
drug and patient’s cooperation and acceptance, we need more, large and

serious clinical trial to confirm our theory.

Key words : Chinese herbal formula ~ SHY JIUN TZYY TANG -~ Colorectal

cancer ~ Chemotherapy
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