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-The effect of Shi-quan-da-bu-tang to
reduce the side-effects of anti-cancer

chemical agents

Long S. Hsu

Cancer Center, Show Chwan Memorial

Hospital

ABSTRACT

The aim of this study is to investigate whether the combination of herb drug
prescription Shi-Quan-Da-Bu-Tang (SQDBT) can reduce the side effects of
anti-cancer chemical agents of the patients with cancer. Sixty outpatients with
gastric cancer or colorectal cancer were included in this study. All of them were
excluded from syndrome of Yin vacuity but need receive chemotherapy. They
were randomly divided into two groups, one receiving chemical agents with
placebo (starch) as control group and one receiving chemical agents with
SQDBT as treated group. The chemotherapy for each subject was performed
with 5-FU (2300mg/m®) leucovorin (300mg/m?) weekly. And 4g of watery
extract of S»QDBT was given to each patient in treated group three times per day.
The therapeutic period was 3 months. Every subject was evaluated clinical

symptoms/signs weekly and received blood examination and urine routine at an



internal of 2 weeks. The 13 clinical symptoms/signs including tiredness, poor
appetite, nausea/vomiting, diarrhea, allergy, skin lesion, oral ulcer, bleeding, loss
of hair, infection, fever, dyspnea and hematuria were evaluated. The severity of
above symptom/sign was divided into 5 degrees and was recorded as a score
from 0 to 4. On the other hand, the items of blood examination included liver
funcﬁon(AST, ALT, bilirubin, alk-p), renal function (BUN, creatinine) and blood
routine (WBC, PMN, platelet and Hb). The urine routine checked wﬁether ‘
existed proteinuria or blood urine. The statistics was performed by student’s
t-test. The results reveal that at the 2™, 10" and 12 week after treatment, the

severity degrees of tiredness and poor appetite in the treatment group were less
than those in the control group (both p<0.05) - However, there were no

signiﬁcant differences in the severity degrees of other 11 symptoms/signs and
laboratory parameters. These results suggest the possibility of SQDBT to

improve the tiredness and poor appetite in patients with chemotherapy.
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2 EZ KRB RAHBRAELEESIHREREZ LK

X HRa

BE Ep FHE REE AR PHE BREE p*

30 1.36 0.83 30 1.38 0.70 0.915

30 1.04 0.88 30 1.36 0.99 0.234

30 0.80 0.58 30 1.67 092 0.000

30 0.92 0.58 30 1.10 0.72 0.432

30 0.85 0.88 30 0.91 0.54 0.555

30 0.69 0.48 30 1.23 0.73 0.075

0 30 0.73 0.46 30 1.46 0.66 0.013
12 30 0.64 0.50 30 1.50 1.00 0.017

* Mann-Whitney U & Wilcoxon W Test

R NN -=O

[a—y

O FTRERHBAELRETREREEZLE

Ksa HRa

WY g PoE REE  ER FHE REE |,

30 093 0.54 30 1.12 0.86 0.597
30 0.61 0.72 30 1.11 0.99 0.056
30 032 0.48 30 1.04 0.75 0.000
30 0.58 0.58 30 0385 0.59 0.136
30 0.60 0.68 30 064 0.67 0.887
30 044 0.51 30 092 0.64 0.068
10 30  0.27 0.46 30 0.85 0.38 0.008
12 30 043 0.51 30 1.17 0.83 0.027

XN RN =D

* Mann-Whitney U & Wilcoxon W Test
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B -RTRARHBALL RO/ [BLREFZ LK

x5 R4
WH EH FHE REE  EK THE REE |,
0 30 0.39 0.88 30 0.50 0.95 0.635
I 30 0.21 0.66 30 0.32 0.61 0.279
2 30 0.20 0.58 30 0.21 0.41 0.503
4 30 0.17 0.64 30 0.15 0.37 0.535
6 30 0.15 0.49 30 0.00 0.00 0.670
8§ 30 0.13 0.34 30 0.15 0.38 0.914
10 30 0.00 0.00 30 0.31 0.85 0.496
12 30 0.00 0.00 30 0.42 0.90 0.297
* -Whitney U & Wilcoxon W Test
XN - TREAHBOEETHREREZ LK
] i
BY Mm% PHE BREE AR PHE BEZ p*
0 30 0.18 0.61 30 0.15 0.78 0.370
1 30 0.00 0.00 30 0.00 0.00 1.000
2 30 0.08 0.28 30 0.00 0.00 0.161
4 30 0.13 0.45 30 | 0.00 0.00 0.192
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.00 0.00 30 0.00 0.00 1.000
12 30 0.00 0.00 30 0.00 0.00 1.000

* Mann-Whitney U & Wilcoxon W Test
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2 - FRARAHBBEX ORKFREREZLE

Kma HRaE
WY Ey FaM REE BR FHE REE L,
0 30 0.04 0.19 30 0.04 0.20 0.958
1 30 0.08 0.41 30 0.00 0.00 0.280
2 30 0.08 0.40 30 0.13 0.45 0.547
4 30 0.17 0.64 30 0.15 0.37 0.850
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.13 0.52 30 0.00 0.00 0.786
12 30 0.14 0.53 30 0.08 0.29 0.980
* Mann-Whitney U & Wilcoxon W Test
EFAKROAHBAEEIMERERLZ LR
Kt HRa
B EE PHA REE AR THE REE p*
0 30 0.00 0.00 30 0.04 0.20 0.299
1 30 0.00 0.00 30 0.00 0.00 1.000
2 30 0.00 0.00 30 0.00 0.00 1.000
4 30 0.00 0.00 30 0.00 0.00 1.000
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.07 0.26 30 0.00 0.00 0.786
12 30 0.00 0.00 30 0.00 0.00 1.000

* Mann-Whitney U & Wilcoxon W Test
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£ A RSN EEEEBEE TR Z I

K% R
B mE PHE REE 1A% FHE REE p*
0 30 0.00 0.00 30 0.00 0.00 1.000
1 30 0.00 0.00 30 0.00 0.00 1.000
2 30 0.00 0.00 30 0.00 0.00 1.000
4 30 0.00 0.00 30 0.00 0.00 1.000
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.00 0.00 30 0.00 0.00 1.000
12 30 0.00 0.00 30 0.00 0.00 1.000
* Mann-Whitney U & Wilcoxon W Test
2 T -FHRBRUYBAELEEARBREEZI LR
g HRa
B E¥ PHE BEE AR PHEA BEE p*
0 30 0.00 0.00 30 0.12 0.43 0.139
1 30 0.00 0.00 30 0.14 0.52 0.186
2 30 0.20 0.71 30 0.08 0.41 0.564
4 30 0.00 0.00 30 0.10 0.45 0.273
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.06 0.25 30 0.00 0.00 0.779
10 30 0.00 0.00 30 0.00 0.00 1.000
12 30 0.07 0.27 30 0.00 0.00 0.781

* Mann-Whitney U & Wilcoxon W Test
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- KREAHBOELREERE TR 2 LK

Toia $#H
BE m# PuME REE O ME THE REE p*
0 30 0.04 0.19 30 0.04 0.20 . 0958
1 30 0.00 0.00 30 0.04 0.19 0.335
2 30 0.04 0.20 30 0.00 0.00 0.327
4 30 0.00 0.00 30 0.00 0.00 1.000
6 30 0.00 0.00 30 0.00 0.00 1.000
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.00 0.00 30 0.08 0.28 0.751
12 30 0.00 0.00° 30 0.00 0.00 1.000
* Mann-Whitney U & Wilcoxon W Test
% to-XReRrdBaithorkKBEELEZLR
Ksa #HRa
A% Ey P4 REE EE PHE REE o,
0 30 0.00 0.00 30 0.00 0.00 1.000
1 30 0.08 0.41 30 0.00 0.00 0.280
2 30 0.08 0.40 30 0.00 Q.OO 0.327
4 30 0.08 0.41 30 0.00 0.00 0.361
6 30 0.10 0.45 30 0.00 0.00 0.823
8 30 0.00 0.00 30 0.00 0.00 1.000
10 30 0.00 0.00 30 0.00 0.00 1.000
12 30 0.00 0.00 30 0.00 0.00 1.000

* Mann-Whitney U & Wilcoxon W Test

27



£ I - KRR HBAELFRREREZ LR

B! HRm
W EE A BEE EB PHE BREE p*
0 30 007 026 30 008 027 . 0939
1 30 004 2800 30 004 019 0.912
2 30 000 0.0 30 004 020 0.328
4 30 000 0.0 30 000 0.0 1.000
6 30 000 0.0 30 000 000 1.000
8 30 006 025 30 000  0.00 0.779
10 30 000  0.00 30 000 0.0 0.751
12 30 000 000 30 017 058 0.742
* Mann-Whitney U & Wilcoxon W Test
i Tt - KBa R REE T SREREEEZLE
] # R
W EH FHE REE EH PHE REE |,
0 30 000  0.00 30 000 000 1.000
1 30 000 000 30 004 0.19 0.355
2 30 008 040 30 000 000 0.327
4 30 008 041 30 000  0.00 0.361
6 30 000  0.00 30 0.00  0.00 1.000
8 30 000 000 30 000  0.00 1.000
10 30 000 000 30 000 0.00 1.000
12 30 000 000 30 008 029 0.742

* Mann-Whitney U & Wilcoxon W Test
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X TE -KREARHBAILF o RE TR LR

Tsm #884a
WY EE PHE REE  EE PHE REE o,
0 30 0.0 0.00 30 000 000  1.000
1 30 0.00 0.00 30 004 0.19 0.355
2 30 0.00 0.00 30 000 000 1.000
4 30 0.00 0.00 30 000 0.00 1.000
6 30  0.00 0.00 30 000 000 1.000
8 30 0.00 0.00 30 000  0.00 1.000
10 30  0.00 0.00 30 000 0.0 1.000
12 30  0.00 0.00° 30 000 0.00 1.000
* Mann-Whitney U & Wilcoxon W Test
2 A -KRARHBELGHENE - st FHD)H/L
5% HEa
B Eg FHE RRE AE FHE REE L,
0 30 1137 174 30 1115 1.72 0.640
1 30 1167 1.66 30 11.00 1.62 0.199
2 30 1128 150 30 1043 183 0.121
4 30 11.06 160 30 1138 1.60 0.587
6 30 11.17 158 30 1099 2.00 0.812
8 30 1131 1.24 30 11.14 1.80 0.824
10 30 1121 1.44 30 1081 1.86 0.617
12 30 1108 149 30 1158 1.50 0.541
* Student-t test

b K EAr ¢ g/dl
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A Tt XRARHBAGHRNE © @k B (WBC)#L

X5 HRa
A% @y FHE REE  ER THA REE |,
0 30 7800 3161 30 7124 3587 0.466
‘1 30 8342 2953 30 7300 4233 0.371
2 30 6989 2559 30 6530 5281  0.734
4 30 6528 2450 30 6700 3643 0.878
6 30 6985 3513 30 8340 5432 0.476
8§ 30 7825 2982 30 7225 3269 0.707
10 30 6278 3330 30 7533 4273 0.497
12 30 6913 2268 30 6567 1955 0.770

B ahkHEM  /om®

* Student-t test

& A RBREBAHREERNS 5 FH O KB EPMN)# 1t

L 1 HRae
B @y FHE REE ER PHE REE
0 30 7262 1070 30 6792 1380  0.180
1 30 7111 799 30 6943 1121 0598
2 30 7163 979 30 6980 1255 0616
4 30 7171 810 30 6975 11.03  0.586
6 30 7200 1242 30 6570 1592  0.298
8 30 7143  11.56 30 6829 519  0.524
10 30 69.13 1241 30 6867 1353  0.943
12 30 7571 538 30 7217 1488  0.566

PGS EM  100/cm’

* Student-t test
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£ A RRERRREERNE | 2 MEPLDR A

K ” HRaE

BY @ FHAE REE B8 PHE KRR p*

30 2721 1055 30 2673 12.86 0.881
30 28.57 9.48 30 2619 779 0378
30 2464 8.65 30 2297 8.5 0.550
30 26.28 8.59 30 2657 12.67 0.942
30 2342 6.30 30 3005 1298 0.121
30 2725 8.98 30 2870 11.24 0.780
10 30 2438 9.66 30 2723 13.18 0.607
12 30 2159 9.28 30 2242 486 0.846

¥ RECEAL © 10M/UL * Student-t test

0N BN —=O

R o+ -RRERUBELGHENE  oFHALB®RAERBLECGOD
RE R

Kwa HRa

BE mE FHE REE  EEK FHE REE |,

30 2992 16.32 30 2896 1448 0.827
30 3413 3085 30 3116 21.92 0.744
30 3137 2462 30 2280 10.39 0.183
30 3529 2657 30 2070 6.36 0.044
30 2792 14.41 30 2240 8.13 0.296
30 3138 17.10 30 2563 11.81 0.447
10 30 3122 21.50 30 4989 8l1.11 0.514
12 30 3050 11.02 30 52.00 50.64 0.261

Bl AhoFHARYREALRSHEEM UL * Student-t test

0 AN N=O
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& o TR A S R 6 AT sk 50N O B8 5,4 #.88§(SGPT)
RESIE

Ko 4

WH E@ FHE SEE AR FHME REE p*

30 2412 2034 30 1428 7.24 0.030
30 25.67 15.21 30 1521 753 0.027
30 23.16 15.70 30 1433 7.62 0.050
30 26.29 16.13 30 11.42 -~ 6.70 0.003
30 19.50 10.68 30 2150 1484 0.717
30 25.00 16.21 30 18.88 998 0.378
10 30 2778 2340 30 18.56  11.45 0.304
12 30 2288 14.09. 30 22.17 19.85 0.939

HaFRAMANERLERBEEM S UL * Swudent-t test

0 O\ BN O

k2 = - KRB RHBa L - oFHAgEAK-P)RE 21t

K5 HRa

WY EH PHE MEE  ME THE REE |,

30 200.04 16416 30 22883 291.22 0.675
30 243.80 329.96 30 197.74 150.70 0.591
30 240.11 316.10 30 169.80 60.07 0.404
30 28460 369.88 30 13322 47.78 0.139
30 210.78 170.29 30 271.00 222.66 0.520
30 19129 89.59 30 216.75 146.98 0.698
10 30 19238 125.95 30 226.88 225.29 0.711
12 30 218.57 127.10 30 143.17 74.51 0.229

e F & ER C UL  * Student-t test

O N BN O
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£ = - FREAHBRAEQGRWE © ok 53N FO-Bi)R AR

Ksm 18

W mg FHE REE  EE PHE REE L,

30 0.26 0.20 v 0.23 0.11 . 0.428
30 0.31 0.24 30 0.16 0.08 0.014
30 0.42 0.82 30 0.19 0.10 0.296
30 0.52 0.93 30 0.19 0.09 0.277
-30 0.30 0.24 30 0.37 0.16 0.456
30 0.23 0.14 30 0.30 0.26 0.538
10 30 0.35 0.15 30 0.54 0.66 0.442
12 30 0.27 0.18° 30 0.18 0.08 0.320

b AR F B mg/dl  * Student-t test

00 O\ PN O

R 4w RRERHRBEGHTR * ik k(T-Bi)R L2t

X 5a HR@E

AH mE FHE REE  EE PHE REE o,

30 0.65 0.29 30 0.72 0.48 0.559
30 0.71 0.30 30 0.71 0.54 0.991
30 0.86 0.89 30 0.66 0.30 0.417
30 0.89 0.10 30 0.67 0.28 0.521
30 0.70 0.36 30 0.77 0.25 0.611
30 0.59 0.30 30 0.67 0.36 0.635
10 30 0.75 0.24 30 1.25 1.63 0.405
12 30 0.67 0.36 30 0.60 0.20 0.698

A AMA R R4 mg/dl  * Student-t test

0N A= O
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% 5 - FHRERHBELHNE © i+ HEBUN)RL

Kaa HRa

W Ey FoM REE EE PHE OREE |,

30 1586 599 30 1454 430 0.360
30 1806  6.13 30 1461 729 0122
30 1568  5.38 30 1342  3.37 0.129
30 1506  4.24 30 1350 5.44 0.386
30 1623 647 30 1560 5.68 0.810
30 1413  3.64 30 1329 5.06 0.715
10 30 1550 4.78 30 1500 4.66 0.830
12 30 1453  7.00 30 1350 5.4 0.769

00 N AN = O

R ERER I mg/d  * Student-t test

x —xX - TROZHBAGHAHK - LA E (Creatinine)iR & # 1t

X5z R4

WH EH FHE REE EE PHH REE

30 115 031 30 097 022 0.015
30 1.70 1.11 30 1.06 036 0.661
30 1.09 029 30 094 026 0.095
30 1.02 024 30 1.08 043 0.589
30 112 033 30 106 031 0.684
30 110 022 30 097 034 0.373
100 30 118 024 30 107 034 0.437
12 30 107 034 30 097 023 0.534

00O\ AN = O

3 LA AT E4 - mg/dl  * Student-t test
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ot - TBRERAHBEGHETR - Tak®1L

KsiE HEa

W Ep PHE REE AN PHE REE

30 0.04 020 30 000 0.0 0.328
30 0.00 0.00 30 020 070 0.214
30 0.00 0.00 30 000 000  1.000
30 0.00 0.00 30 000 0.00 1.000
30 0.00 0.00 30 000 0.00 1.000
30 0.00 0.00 30 0.00 0.00 1.000
30 0.00 0.00 30 013 035 0.351
12 30 000  0.00 30 0.00 0.00 1.000

S DN~

R DA TRARHBAEGRATR - o fB1L

X %a HRa

W EH FHE RRE EE PHE RRE

30 0.00 0.00 30 0.09 0.06 0.162
30 0.07 0.27 30 0.15 0.49 0.590
30 0.00 0.00 30 0.06 0.24 0.332
30 0.00 0.00 30 0.00 0.00 1.000
30 0.00 0.00 30 0.00 0.00 1.000
30 0.13 0.35 30 0.00 0.00 0.334
10 30 0.00 0.00 30 0.00 0.00 1.000
12 30 0.00 0.00 30 0.00 0.00 1.000

R0 AN AN =D
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#l ~ Mk

Ké%%k — - Recommendations for Grading of Acute and Subacute Toxicity

(WHO)

Toxicity Type Grade 0 Grade 1 Grade 2 Grade 3 Grade 4
Hematologic(Adults) .
in g/100mi 2110 9.5-10.9 8.094 6.5-719 <6.5
1000/cnm 240 3.0-39 2029 1.0-1.9 <1.0
ocytes 220 1.5-19 1.0-14 0509 <0.5
100/cmm 2100 7599 50-74 25-49 <25
Platelets 1,000/cnm none pectechiae mild blood loss gross blood loss *©  jdebilitating blood loss
emorrhage
Gastrointestinal
hBilimbin £1.25 X N** 12625 XN 26-5XN 5.1-10XN >10XN
SGOT/SGPT <1.25XN 1.26-25XN 265XN 5.1-10XN >10XN
Alkaline phosphatase <125 XN 1.26-25 XN 26-5XN 51-10 XN >10XN
nonc soreness/erythema erythema,ulcers,can | ulcers,requires liquid alimentation not
usea/vomiting none nausea eat solids diet only possible intractable
iarrhea none transient< 2 days transient vomiting vomiting requiring vomiting
tolerable but > 2 days therapy hemorthagic
intolerable requiring dehydration
therapy
Renal bladder
BUN or blood urea <125XN 1.26-25XN 26-5XN 5- 10 XN >I0XN
tinine <1.25XN 1.2625XN 26-5XN 5-10XN >10XN
Proteinuria none 1+,<0.3g/100mi 2-340.3-1.0g/100mi 4+>1.0g/100ml nephrotic syndrome
turia none microscopic gross gross+clots obstructive uropathy
IPulmmnry none mild symptons exertional dyspnea dyspnea at rest complete bed rest
. required
W}’m(dm&indwed) none fever<38C fover 38°C-40°C fever >40C fever with
hypotension
Allergic none edema bronchospasmno . {bronchospasm,parente ansphylaxis
Parenteral therapy ral therapy required
needed
[Cutaneous none erythema dry moist desquamation exfoliative
desquamation,vesicul uloeration dermatitis,necrosis
ation, requiring surgical
pruritus intervention
feanic none micimal haicloss | moderatepatchy | complete alopecia non reversible
alopecia bureversible alopecia
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Toxicity Type Grade 0 Grade 1 Grade 2 Grade 3 Grade 4
{Infection(specify site) none minor infection moderate infection major infection major infection with
hypotension
Cardiac
|Rhythm none 4| sinus tachycardia unifocal PVC multifocal PVC ventricular
>110 at rest atrial arrythmia symptomatic tachycardia
fl-‘unotiou none asymptomaticbut | transient symptomatic dysfunction symptomatic
abnormal cardiac dysfunction, respoasive to gherapy dysfunction
kPuicuditis none signs no therapy required tamponade, tap unresponsive 10
asymptomatic symptomatic, no tap required therapy
required
Neurotoxicity
State of consciousness alest transient lethargy somnolence<50% somnolent >50% of coma
E:ml none peresthesias andior ofwaking hours wakin hours
ipation none decreased tendon severe paresthesias intolerable paralysis
retlexes and/or mild weakmess paresthesias
mild moderate and/or marked motor distention and
loss vomiting
abdominal distention
JPain § none mild moderate severe Intractable
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Mé&k= LR BWIFERLEL

LB R alie M etk

KBRS ®n:
B

BB ERBR| 1 2 3 4 5 6. 7 8
0 |(38)|(2W)|@4:8) | (68) | (88 |(1048)](12:8)

b5 =k $¢
LR R L#H

B

&% H B

Hb (g/dl)

WBC (1000/cm?)|

RME

PMN (100/cm?)
AR
D-Bil mg/d1

T-Bil mg/d1

SGOT (UN)

3R

SGPT (UN)

Alk-p

BUN

Cr
Ak

st

E 1 EEGEK 0 +(14): +H Q%) +H+(B &) +++(4 4) ; nephritic syndrome(5 &)
B P20 BAREm (1 ) ARREEQ 2); AR ktaif(3 ) REREG D)

M@ | HISm
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