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[ Abstract )

with advanced esophageal cancer ( EC ) who are not able to undergo surgery, radiotherapy, chemotherapy, or with disease

Background Traditional Chinese medicine ( TCM ) has become an important option for patients

progression after chemotherapy. The purpose of this study is to investigate the application effects of Dingxiang Guanshitong
Hanhua Pills alone and its combination with Fugui Guanshitong Granules, in order to improve the quality of life of patients
with advanced EC, and provide an effective TCM treatment schemes for EC. Objective To evaluate the effects of Dingxiang
Guanshitong Hanhua Pills alone and its combination with Fugui Guanshitong Granules on survival rate and quality of life of
patients with EC after 6 weeks of treatment. Methods A total of 109 patients with advanced EC admitted to nine centers such
as the First Affiliated Hospital of Henan University of CM, Linzhou Hospital of Traditional Chinese Medicine and Jia County
Hospital of Traditional Chinese Medicine from January 2020 to April 2021 were selected as the research objects and divided into
the control group, experimental group 1 and experimental group 2 by block randomization method. The control group received
Danggui Buxue Decoction and Guizhi Renshen Decoction Granules, the experimental group 1 received Fugui Guanshitong
Granules and Dingxiang Guanshitong Hanhua Pills, the experimental group 2 received Dingxiang Guanshitong Hanhua Pills,
with the course of 6 weeks in the above three groups. The survival rate after 6 weeks of treatment, Quality of Life (QOL) score,
Karnofsky Performance Status ( KPS ) score, TCM syndrome score ( dysphagia, poststernal chest pain, mucus vomiting, loss
of appetite, fatigue ) before and after treatment of the three groups were compared, and safety evaluation was conducted. Results
After 6 weeks of treatment, the survival rate was 72.7% in the control group, 88.6% in the experimental group 1, and 86.8%
in the experimental group 2, and there was no statistically significant difference in the survival rates among the three groups after
6 weeks of treatment ( x *=4.036, P=0.133) . There was no interaction effect of group and time on QOL score, KPS score,

and TCM syndrome score ( P, >0.05) . The main effect of group was not significant on QOL score, KPS score and TCM

interaction:

syndrome score ( P >0.05) . The main effect of time was significant on QOL score, KPS score and TCM syndrome score

interclass

( P,,.<0.05) . There was an interaction effect of group and time on mucus vomiting score ( P <0.05) , the scores of loss

interaction
of appetite and mucus vomiting in the experimental group 2 were significantly lower than the experimental group 1 (P<0.05) .
Adverse events in the three groups included diarrhea, fever, dry mouth, sore throat, inability to eat, lung infection, without
serious complications. There was no significant difference in the incidence of adverse events among the three groups ( x *=0.063,
P=0.969 ) . Conclusion All three treatment schemes can relieve the clinical symptoms and improve the quality of life of the
patients with advanced EC. Moreover, the efficacy of Dingxiang Guanshitong Hanhua Pills alone on appetite loss and mucus
vomiting was better than that of Danggui Buxue Decoction and Guizhi Renshen Decoction Granules and the combination of
Dingxiang Guanshitong Hanhua Pills and Fugui Guanshitong Granules.

[ Key words] Esophageal neoplasms; Advanced esophageal cancer; Spleen—kidney yang deficiency, stubborn
phlegm and stagnant blood syndrome; Dingxiang Guanshitong Hanhua Pills; Fugui Guanshitong Granules; Chinese medical

formula; Clinical study
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Table 1 Comparison of baseline data among the three groups

.- g P (BT (%) ) A R sty W AR o2 /SLES
5 i (%) (M (Py, Prs) ., H1 (1 (%) ] (B (%) ) (B (%) )
Xf HEZH 36 16 (444) 20 (55.6) 72.4+10.7 125 (52, 18.0) 0 7(194) 4 (11.1)
56 141 35 22(629) 13 (37.1) 72.1+8.1 9.0 (2.0, 22.0) 1(29) 7 (20.0) 6 (17.1)
R 2 41 38 21 (553) 17 (44.7) 69.3 £ 10.1 15.0 (8.0, 28.2) 1(26) 12 (31.6) 7 (184)
K GE T A 2.453" 1.152" 2.519° — 1.920" 0.844"
P 0.293 0.320 0.284 0.768 0.383 0.656
1] FARYIGR fby7 et JiIT s HRIT S REEIRIT R JeE Lo S TR 5 WEPRR L
(6l (%)) (Bl (%)) (B (%)) (B (w)) (6 (%)) (B (%) ) (H(%) ) (6 (%))
X IR 2 25 (69.4) 29 (80.6) 25 (69.4) 1(28) 2(56) 3(83) 3(83) 2(56)
e 14 25 (71.4) 23 (65.7) 21 (60.0) 5(14.3) 1(29) 1(29) 6 (17.1) 3(8.6)
G 2 41 23 (60.5) 26 (68.4) 29 (76.3) 2(53) 1(2.6) 1(2.6) 4(105) 1(26)
VoL m E} 1.128" 2.801° 2.270° — — — — —
P1H 0.569 0.247 0.321 0.167 0.841 0.526 0.498 0.441
W R XML AR FAE, R HAE, —FORRA Fisher's BUIMERIE
R2 ZHRE QOLIFAILE (x+s, 4)
Table 2 Comparison of QOL score among the three groups
2 51 % R RIT 2 A VRIT 4 IR 6 JH
poiiEEl 36 41.08 +7.66 43.85 £ 8.29 44.30 £7.00™ 4547 + 6.99™
5 14 35 39.00 + 6.60 39.53 +7.51 41.50 £7.74™ 43.41 £5.77™
R 2 41 38 41.82+7.53 43.88 +8.28 4547 £8.62" 46.79 +9.13"™
Wald x > {8 Wald x * s =3.868, Wald x %47 =4.973, Wald x °7=16.488
Py P 1y =0.695, P ;0 =0.083, P =0.010

T QOL=2R3E ikt ; " SRR 5L i P<0.05, " R 51677 2 JH A P<0.05,

CFORHIRYT 4 LR P<0.05.
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IRYT 4 JERY, SAURE B AEER | X BRI R
mﬂFﬁﬁﬁﬁﬁﬁ?g% EHOGE . KBRS
YUETIRIT 2 A, ZRA%01#E L (P<0.05) ;5 J6I7
6 JEIT, —ABHE AR . KB . AR
RO . EE SR TR, A AORGR . Ket
. A EMEPE MR TIRIT 2 B, ERAESIER
X (P<0.05) , W5,

Fﬁfﬁ%ﬁﬁ?%& 2EFA G (P<0.05) 5 26 HEEW Z4REAREMFOEEE . i

£3 SHEE KPS WOHE (Fxs, 4)
Table 3 Comparison of KPS score among the three groups
215 ks Hetk JBYT 2 JE IBIT 4 JF IBIT 6 JH
XA 36 63.33+13.94 65.93 +11.85 66.00 + 13.53 69.47 + 13.53"

K14 35 60.86 = 13.37 60.67 = 16.17 61.25+15.13 64.09 + 11.82"
W2 41 38 63.95+17.17 67.65 + 19.55 68.00 = 18.08 70.71 = 18.84"
Wald x > i Wald x * 5 =8.032, Wald x * 459 =2.420, Wald x * 4y =13.592

Pl Py =0.236, P,u=0.298, Py =0.040

e KPS= IR * FR5I69T 4 JH LA P<0.05,

F 4 —HBEEPEIMERSILE (2 £s, 53)
Table 4 Comparison of TCM syndrome score among the three groups
215 1%k Lk BIT 2 JH IGIT 4 JH BT 6 JH
X HR 2 36 9.42 +3.60 8.15 +3.84" 7.50 +3.27" 7.21 +3.60"
W5 141 35 10.54 +2.88 9.93 +2.89" 8.96 +2.96™ 8.68 +2.95™
iR 2 38 9.05 +3.81 8.03 + 4.06" 743 +4.14" 6.57 +4.26"™
Wald x * {H Wald x * ey =5.772, Wald x * 49 =5.999, Wald x 9 =29.163
P P ey =0.449, P 4, =0.049, P, <0.001
e FRRGHLELE P<0.05, " FREIHTT 2 L P<0.05,  FRSFIAIT 4 L P<0.05,
x5 SHEHTEIEBSAREITF AL (M (Py, Py) , 5)
Table 5 Comparison of TCM syndrome scores in different dimensions among the three groups
13 A \ RO ‘
i 697 2 09T 4 0T 6 )i
oyl 36 2.00 (2.00, 3.00) 2.00 (1.00, 3.00)* 200 (1.00, 2.00) " 200 (1.00, 2.00) ™
W14 35 2.00 (2.00, 3.00) 2.00 (2.00, 3.00)* 200 (2.00, 2.75) " 200 (1.75, 2.00) "
R 24 38 2.00 (2,00, 2.25) 200 (1.00, 2.25) " 2.00 (1.00, 2.00) " 2.00 (1.00, 2.00) ™
Wald x * fii Wald x5 =1.749, Wald x*,y=7.183, Wald x*;44=26.280
PfA Py =0.941, Pyi=0.028, Py <0.001
- MRt ZE RSy TR AP
B Y72 YT 4 A7 6 K A7 2 A AT 4 A7 6
A4 2,00 (2.00, 3.00) 2.00 (1.00, 2.00) * 2.00 (1.00, 2.00) ™ 2.00 (1.00, 2.00) ™ 2.00(1.25, 3.00) 2.00(1.00, 3.00) 2.00 (1.00, 2.75) " 2.00 (1.00, 2.00) *

I 121 3.00 (2.00, 3.00) 2.00 (2.00, 3.00) * 2.00 (1.00, 2.00) * 2.00 (1.00, 2.25) *
I 228 200 (1.00, 3.00) 2.00 (1.00, 3.00) * 1.50 (1.00, 2.00)

200 (1.00, 3.00) ™
150 (1.00, 2.00) ™

3.00(2.00, 3.00) 2.00(1.75, 3.00)
#1.00 (0.25, 2.00) ™ 2,00 (1.00, 3.00) 2.00(1.00, 3.00)

2.00 (1.00, 3.00) "
1.50 (1.00, 2.00) *

Wald x> { Wald x * 4 =12.766, Waldy4i=8.18, Wald x =36.211 Wald y * 5 =3.928, Waldx’7=2.856, Wald x*5=11.761

P P =0.047, Pyy=0017, Py <0.001 P =0.686, Pyy=0240, Pyy=0.008

) Ji R ARy M= s

L w2 A AT 4 1 AT 6 1 Mk 2R AT 4 18 IA9T 6 )8

AR 200 (1,00, 2.00) 2.00 (1.00, 2.00) * 1.00 (0.25, 1.75)* 1.00 (0, 1.00) ® 2.0 (1.00, 2.00) 1.00 (1.00, 2.00) 100 (1.00, 2.00) 1.00 (1.00, 2.00)*
W 140 1.00 (1.00, 2.00) 100 (100, 2.00) * 1.00 (1.00, 2.00) * 1.50 (1.00, 2.00) ™ 2.00 (1.00, 2.00) 2.00 (1.00, 2.00) 2.00 (1.00, 2.00) 2.00 (1.00, 2.00) *
W24 150 (1.00, 225) 1.00 (1.00, 200) " 1.00 (0, 200)*  1.00 (0, 2.00) * 200 (1.00, 200) 1.00 (1.00, 2.00) 1.50 (100, 2.00) 1.50 (1.00, 2.00) *
Wald x* & Wald y * 5 =4.268, Wald x* 9 =1.099, Wald x*5y=14.061 Wald x*5=0.991, Waldxg=3.673, Wald x*4;y=5.129

P P =0.640, Pyy=0.577, Pyy=0.003 P =0986, Pyy=0.159, Py=0.163

e " R GRER AL P<0.05, " FR SR 2 R P<0.05, © FR SR 1 4R P<0.05,
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