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——— Channel PDA254.0 nm
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...............................................
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2000 1 A 1 BZ 2010 4 12 A 31 BHEEHME 30 %
RE S ETRETRAXFEGHRGEHE LA - RN UREHR S
X pE . B P EEa 12 A FEE A 53.68£3.36 % @ HEB
15 A P EE L 59.6844.56 3Kk 0 Hep &Mz A - i - %
ARE-FRELBBARAETHIN TR (£54.1)# A One-Way ANOVA
S REZEARENHRERIREAFEREEN > Rk A il

Bt -
B8 RRE 2R R R AR LR A R

— - BEEER

BT E G4 ABRRRBET  FREASREL 12 4580 &
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IR n M=SD n M=SD
Bl 7/5 10/5
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P EHAR R E 53.68+3.36 59.68+4.56
%6, [F 38-71 28-90
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P 3 5
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i 4 5
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B 4 5
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S REERA
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#AE B 1E A
A 2 14
2 10 1
Ak & B 4E R
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F=8H "RERALAEZHER) IELERSBARIH

LURAHE A, (Mix model) &3t ik o547 vy 42 Fa] B 48 AR 6] B
METERB T o EREA LA HMARARFTHEZEREXR
o BZABRL - REFIRAMARERERE £ B M (p<0.05) (k42) M
feeEosrmebE AR PRI RERAZ ZEM S UARBIT MR 0 BOE

R BARAERER S RBELERNK -

BARBETHRAAG B FEFERIARB R EHEL A B
o NEBRERRESHELEETHEBETERRE KA R DA
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EARERI &AAE EZBM (p>0.05) ERERBBR B EEHEHMITRY
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1.53+0.32 > % 8] 34 % & 1.58+0.353 > L & 42 5 4-5.339% ; B 4.10
411 B maZ B BER o4 B a4

A 23340220 FRIFH A 1714023 > B BITFHHHA
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Bl a8s 1734021 > 4R oA 1854025 HERE S
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242 - R ERERERSENN (KBREFE)

B e 4 1)
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BRIk
ﬁm'l 1.92+0.34 1.5+0.29 WA 0.017*
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J AR
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Foii "BRERBEGHERNRER; BHIM

EORTC QLQ-C30(V 3.0) &4 30 4A3A B » T & 15 {AAES > 3t A
5 Bhresask (i ~ A e ~ R~ Fforb s ) ~ 3 BE ARAR IR
R~ B~ "BoorBok )~ | BB EKIL/A S TASN 6 BE
—1B B (BEMEE—EAERR) -

AR AR IR 6135 69 TR B 45 0 AB Au ILFR LAAT 6135 6938 B B B T 4%
BB 13 5 (484 RS>RawScore )’ BF RS=(Q;+Q,+...+Q,)/ng°

k44 BREREAEGEERMEELRGMT BRI o T UERM

B EH S HB AR T RAZ L RABATEEER (p>005) -



K44 - BERELEFGEERRERT M

%8 3] M=+SD F P
B4 1.87+0.972
PN A 1.41 0.125
N ! 1.17+1.32
¥R 4 2.07+1.21
18 A 0.59 0.262
e 1.50+0.93
] R 1.710.99
BB 0.36 0.584
e 2.00+1.41
‘ ¥HEBwm 2.86+1.03
ARFIER 2.9 0.849
T 2.75+1.58
¥ g 2.64+1.08
B AR, 1.74 0.799
TEr 2.50+1.51
HEBm 2.50+1.05 .
V. X 8.27 0.042
T 1.46+1.47
¥ 1.86+0.95
AT 10.29 0.825
TEria 1.75+1.28
¥ 3.39+ 1.06 i}
46 52 o fE 3.83 0.011
BEr 1.77+1.74
HRa 3.47+1.06 .
A e 1.12 0.016
g ! 1.88+1.84
¥ g 2.60+1.08
1 45 3h fE 10.32 0.062
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Ao BE 6.09 0.012
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TEria 1.75+1.77
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LR 0.93 0.990
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KA E$ ¥ m 2.93+1.07 0.36 0.086

Value are mean£SD.; *p<0.05
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F5A% o TR AT 3P R RSP GBRAT BB E A EHEN > bk 63t

S BB HRATRI N ARG RECABFRE -
® ki ECOG &i% % » FBim BT AR AR E

@ﬁé\'fi‘im}é‘
® 1 ECOG #EFHHeFo A 0~1 3 2 thym A LTI
25k

R ASEBAFERE IS RGME BN - TUBERT BRI
B HRam EhazitaRaTaR#t 2 EEE (p>0.05) -

& 45 EFBEAFIERSH

H B m B
AFEREREL

MESD mesp  F

Grade 3.385+0.506 3.000 0.247
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Miék 4~ £7F RG34k (ECOG: Eastern Cooperative

Oncology Group Performance Status )

4 7% & i & (ECOG : Eastern Cooperative Oncology Group Performance Status)

EFHAFHETEGSEHE (FEAATREMHRGFTE) RELENEEFSLTRERE - TH
ABEEAFGOESRLEFTLTATRES  TEAUTTEEARTFRESNERH RN itH
e iR AR A A rEeaR o s

® i:if ECOG iR » #Em BT ARAERA AT RERERLSIESER -

® L ECOG 365 #ohib 308 01 85 26 A » B F 2

Grade | ECOG PERFORMANCE STATUS
Fully active, able to carry on all pre-disease performance without restriction
O l@aw
Restricted 1n physically strenuous activity but ambulatory and able to carry out
1 work of a light or sedentary nature, e.g_, light house work, office work
FHaElk > ReF T RHESZELT)
Ambulatory and capable of all selfcare but unable to carry out any work activities.
5 Up and about more than 50% of waking hours
(55 45 /K - & P51 < 50%)
Capable of only limited selfcare. confined to bed or chair more than 50% of waking
hours
3
(54 45 AL L &% B3 Ta] =30%)
Completely disabled. Cannot carry on any selfcare. Totally confined to bed or chair
4 : :
5 |Dead
TR ESSS - A

45 &
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Clinical Trials Approval Certificate
135 Nan-Hsiao Street, Changhua 500, TAIWAN 500 Qb 135
Tel : 886-4-723-8595 ext. 4077 A, ¢ e
E-mail : d9065(@cch.org tw Contact Person : Shu-Wen Tseng
M ) i BE T 808 By Changhua Christian Hospital AT  (04) 723-8595 § 4077
E-mail : d9065@cch.ong tw
#EE BB R Y

Clinical Trials Approval Certificate (New Application)

¥k ¢ IRB &% 100610

HEEHAHTE / BEEHA D ERA - Rk

HEPXEM: BTFHAFTPR-ARBYEFASEFAS EERBTRERZFAR
st & : 4.0 2011/03/05

£ EFEE 4.0 2011/03/05

RBARWFEEL D 1.0+ 2010/05/25

BEATHERARRELSAGECFE LR EMNET 2011 £ 03 A 21 aHgTRH
T WRHTOHABIHEA 2012 5 03 A 20 BAk - BAAFHERAMKREA 42
%60 AR SR WA o |
ABBFAARDBRER RABENR - RACMERZAFABLEFA  HENF & -

Protocol Number: IRB serial number: 100610

Principal Investigator(s): Yu-D:e LIU / Co_Investigator(s):Pei-Yu Tsai, Lun-Chien Lo

Protocol Title: Taking herbal formula : DaHuang GangTsao Tang to improve the appetite loss
condition of cancer patients in late-stage : A clinical control trial study

Protocol: 4.0, Mar 05, 2011

Informed Consent Form: 4.0, Mar 05, 2011

B FEPET L 1.0 - May 25,2010

The Institutional Review Boa!rd of the Changhua Christian Hospital has reviewed the above
documents and approved the study on Mar 21, 2011. This approval is valid till Mar 20, 2012. The
Institutional Review Board of the Changhua Christian Hospital reserves the right to monitor the study.

See the back of this page for ;he procedures for reporting unanticipated problems, or drug serious
adverse reactions, or interim, other important notes.

Si 1y Y
¥ {E&‘E#& Bre | EE'L;""‘SJ L.?ﬁl:sf'h.l},
REAMBMER S Institutional Review Board Commitiee C,
LR BHL | Changhua Christian Hospital, Taiwan
% ,ﬁ- é K ir S,
(signature, date)

— A RHERBLEAT T TS ICH-GCP
The lnsiilutinnll Review Board performs its functions according to written
Operating procedures and complies with ICH-GCP and with the applicable regulatory requirements.
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2. TRAELMAEL - BERBRMTZHER LB E AR IRRE R &5 &k
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ik dms: Eardma 2011 4 09 B 21 aATm s M E -
R MMARE N kA P M eRES ARkt (sHEEH
A REAEBREM TS AGHY PR POFELH AR LW
®)-

4 HRWE  WMRA AL BRI ASELE DMERTHESE -

S. e L ERS HEAAWMHE SR LR BREH " HEY
B b R A T AT -

6 BEXPSRFRSAEAGME  REBAL EFR - THREREGFRITEY
Pk dAKAKE EREGAREFHEOMS -

Procedure ing Unanticipated Problems, or i verse reactions . or

interim. and other important notes:

1. If subject(s) die(s) or hospitalized, IRB should be notified within 7 days of becoming
aware of this. For other drug serious adverse reactions, IRB should be notified within
15 days.

2. If any new findings affect the safety of the participants or others, or the
implementation of the study, or decision of IRB as to allowed to continuing of the
study, IRB should be informed promptly.

3. Interim report: An interim report should be submitted by Sep 21, 2011.

If the interim report has not been submitted by the deadline, the study must be halted.
(If a principal investigator fails to submit an interim report on schedule, IRB may
suspend review of other protocols submitted by the investigator, and may refuse to
review any further applications made by the investigator.)

4. Final report: When the study has been completed, details of the study implementation
and of the results obtained should be submitted to IRB in writing for review.

5. For any reason, the study is terminated prior to the completion of a study, the summary
report should be submitted to IRB.

6. Serious or repeated failure to comply with regulations and with the above requirements
may result in the study being suspended or terminated, and may affect you to submit
studies for review in the future.
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DaHuang GangTsao Tang to improve the constipation

syndrome of cancer patients in late-stage: A pilot study

Yu-De Liu
Major professor : Jaung-Geng Lin

Insitute of Chinese Medical Science, China Medical University, Taiwan,

R.O.C

ABSTRACT

Constipation is a severe and common symptom among late-stage cancer
patients, and it causes great the anxiety for the patient's family. Terminal
cancer patients receive morphine to reduce the pain syndrome also cause
constipation, poor appetite and abdominal fullness very easily. And the
laxative doesn’t work so well to treat this kind of constipation.

This is a single-blinded, randomized controlled trail pilot study. The
patients were included in the hospice of Changhua Christian Hospital. There
were 27 patients included and separated them into the experimental and the
control groups.

We use the herbal medicine DaHuang GangTsao Tang to the patients
four times a day and last for 6 days. The quality index of Hospice care trail,
questionnaire of EORTC QLQ-C30 V3.0 and questionnaire of ECOG are
used to evaluate the outcome measure.

The conclusion showed that the herbal medicine DaHuang GangTsao
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Tang can improve the constipation, poor appetite and abdominal fullness

syndrome and reach significant statistical meaning.

Key word : constipation, terminal cancer, Da Huang Gan Cao Tang, palliative

carc
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