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£ ¥ (2hPG) . #fLi4r & & (HbAle) . 3 § & (MOT) . § k% (GAS) A fo A At /B3R5 B -F a(TNF-a) . @ 28 /% 6
(IL-6) R-F oy TALH I, FHiFM 2B H el RITatfe 2ol [ER] (DREEL: AIETF, BITAA 46 BHBLE,
*IRLAA 3 B H BT, RAEA 936 B F AT kT, L PiarmAetl, RMATH,(2)EF ARG, SHFAG A
K 95.65% (44/46) , % FELE A 76.60% (36/47) ; LA ML (V4o 3h ), &7 LAY 97 29 Bk T2 1R 28 (P <0.01).(3) i 77
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A B A 6 45 42 VE N 34 AR T4 (P<0.01).(4)%57 /6, 28556 a3 MOT, GASK-FHRETHAZH(P<
0.05), Hi&J7me95t SR M B TREA(P<0.01).(5)%77 )5, 2HBHHERMIEIFFBC, 2hPG, HbAlc KT 344k
BT AR (P <0.05), 122408 57 5 ) BRI IEAFILER, ZFHRETFEL(P>0.05).(6)857 /5, 2HEF M o
TNF-o, T1L-67KF 34458 575 T AR (P<0.05), H &7 Mg EARVER A A TR (P<0.05).(7)%57)E, 2a8E
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Clinical Observation on Navel Application of Jianpi Hewei Adhesive Plaster
Combined with Oral Use of Modified Sini Hewei Anshen Decoction
for the Treatment of Diabetic Gastroparesis Accompanied

by Anxiety in Type 2 Diabetes

HUANG Xiao—Qian', ZHOU Jun—-Huai'?, CHU Xue—Fei'?, LIU Ying', DU Xi'

(1. Graduate School, Guangzhou University of Chinese Medicine, Guangzhou 510006 Guangdong, China;
2. Dept. of Geriatrics, Sanya Hospital of Traditional Chinese Medicine, Sanya 572000 Hainan, China)

Abstract: Objective To evaluate the clinical efficacy of navel application of Jianpi Hewei Adhesive Plaster
combined with oral use of modified Sini Hewei Anshen Decoction in treating diabetic gastroparesis (DGP)
accompanied by anxiety of liver— stomach disharmony type in type 2 diabetes patients. Methods One hundred
patients with DGP accompanied by anxiety of liver— stomach disharmony type were randomly divided into a
treatment group and a control group, with 50 patients in each group. The control group was given oral use of
Mosapride Citrate Tablets orally, and the treatment group was given navel application of Jianpi Hewei Adhesive
Plaster combined with oral use of modified Sini Hewei Anshen Decoction. The course of treatment for the two groups
covered 4 weeks. The two groups were observed in the changes of the traditional Chinese medicine (TCM) syndrome
scores, Gastroparesis Cardinal Symptom Index (GCSI) scores, Hamilton Anxiety Scale (HAMA) scores, gastric
emplying time, and levels of fasting blood glucose (FBG), 2-hour postprandial blood glucose (2hPG), glycated
hemoglobin (HbAlc), plasma motilin (MOT), gastrin (GAS), and serum tumor necrosis factor alpha (TNF-a)
and interleukin 6 (IL-6) before and after the treatment. After treatment, the clinical efficacy and safety of the two
eroups were evaluated. Results (1) During the trial, 4 patients in the treatment group and 3 patients in the control
group fell off, and eventually a total of 93 patients were included for the efficacy statistics, including 46 patients
in the treatment group and 47 patients in the control group. (2) After 4 weeks of treatment, the total effective rate
of the treatment group was 95.65% (44/46) and that of the control group was 76.60% (36/47). The intergroup
comparison (tested by chi—square test) showed that the therapeutic effect of the treatment group was significantly
superior to that of the control group (P <0.01). (3) After treatment, the TCM syndrome scores (including
epigastric and abdominal congestion, depression or irritability, and poor appetite) and GCSI scores in the two
eroups were decreased compared with those before treatment (P <0.05) and the gastric emptying time was
shortened compared with that before treatment (P <0.05), and the effect of the treatment group on decreasing
TCM syndrome scores and GCSI scores and on shortening the gastric emptying time were significantly superior to
that of the control group (P <0.01). (4) After treatment, the plasma MOT and GAS levels of the two groups were
increased compared with those before treatment (P <0.05) , and the increase in the treatment group was
significantly superior to that in the control group (P <0.01). (5) After treatment, the levels of glucose metabolism
indicators of FBG, 2hPG, and HbAlc in the two groups were decreased compared with those before treatment

(P<0.05), but the differences of all glucose metabolism indicators between the two groups after treatment were
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not statistically significant (P> 0.05). (6) After treatment, the serum TNF-a and IL-6 levels in the two groups
were decreased compared with those before treatment (P <0.05), and the decrease in the treatment group was
significantly superior to that in the control group (P <0.05). (7) After treatment, the total HAMA scores and the
scores of mental anxiety factor and somatic anxiety factor of HAMA in the two groups were decreased compared with
those before treatment (P <0.05), and the effect on lowering the scores in the treatment group was significantly
superior to that in the control group (P <0.05). (8) During the treatment period, no significant adverse reactions
occurred in the two groups of patients, which has high safety. Conclusion Navel application of Jianpi Hewei
Adhesive Plaster combined with oral use of modified Sini Hewei Anshen Decoction exerts certain efficacy in treating
DGP accompanied by anxiety of liver—stomach disharmony type. The therapy is effective on relieving clinical
symptoms, enhancing gastric motility, inhibiting inflammatory response, and improving anxiety emotion and the
quality of life of the patients.

Keywords: Jianpi Hewei Adhesive Plaster; Sini Hewei Anshen Decoction; type 2 diabetic gastroparesis (DGP);

anxiety state; liver—stomach disharmony
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MB% (2hPG) . BEAL I ZT 2 1 (HbAle) K F; @F
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e D HLE SR VAR R TIEA

1.6.3 FaREFMARE  MIRBITHIG GCSIE 1Y
AR A T SOTAR" ELAARIG RT SOT AR
WMF: OBRC: BITIE B RRERE R R 83 AH
d, GCSIVER FHEHR=>T70%, QF: BIFEHE
IRRERE R IR R B, 50% < GCSITFAr TR <
70%; QTCEL: IKIT IS B FRERE IR TG B 4r 7%
GCSITESr FREH <50%., GCSIIE PR = QRYT
RIPESr — 3697 G P43 ) ARYT RIPE Y X 100% ;5 A
BOR = (s + A 8B LRI x 100%
1.7 SRit7AE  HH SPSS 26.0 G54k sk 7 8
MG AT, T PR (R A IE SR Ay 2555
PR ) YA + FrifE2E (x + s) /o, ALINIRYT AT

Ja R O REAS e K 56, 21 1] FEBCR FH PR AL
FEA oK s THECSOR R e i R, IR
BORM R . BRSNS, DL P <0.05 0925
FAGH R

2.1 2ABEREFBEARELEREEE
R, JRITHLA A BB BT , XIRATAT 3 R
g, AL 93 Bl R E AT R ST, iR
yremaofil, XHHRAL47 6], RI1G5RER: 241K
FIPER] . AR . R SERL TR LA, 2RI
Gl ER X (P>0.05), FH2 4B L FHE
A3, BATIE,

x1 2H2BRRFBEREERRTSEEERLAMLER

Table 1 Comparison of baseline data between the two groups of patients with type

2 diabetic gastroparesis accompanied by anxiety (x+s)
PERN (% )]
45 %55/ 15) A A
CAE: 4Pt ‘ "
X HEZH 47 16(34.04) 31(65.96) 52.70 + 6.40 10.70 + 0.60
ATl 46 17(36.96) 29(63.04) 52.10 £ 5.90 10.40 + 1.20

2.2 2ABEIGKRTRELE K240 WK AT
4 J8J5, WBITH MRS RN 95.65% (44/46) , *f
ME2H 4 76.60% (36/47) 5 ZH A LA (PG ), 697
HIIT A BT XA, ZRA5%I2E X
(P<0.01),

2.3 2ABERTAIREREIRETSE #3454
RN IRITHT, 22 B A I 30 o (R4
PEREIE I ES . THEMARS S B S & . ) I
B, Z2RWE5it¥EL(P>005), HITE,
2 41 R Y A5 T RE I 3 BRI TR AR (P <
0.05), HIRYT M FEAE B R0 7% R4,
ZRHASIEE L (P<0.01),

®2 2@H2BMRERE B BEMHERBREBEIRKT LR
Table 2 Comparison of clinical efficacy between the
two groups of patients with type 2 diabetic
gastroparesis accompanied by anxiety  [f(%)]

HH o BRl B GES Jak BAR

PR 47 9(19.15) 27(57.45) 11(23.40) 36(76.60)

HITAL 46 30(65.22) 14(3043)  2(4.35)  44(95.65)"

pg:! 7.021

PH 0.008
H: OP<0.01, 5xRLA A

2.4 2HEEBITHIFEGCSIESY F£455 1T
N IRITRI, 24EREIEE B, RO, ]

®3 2@H2BERFEBREEHERREREBTIEREIERTS LR

Table 3 Comparison of TCM syndrome scores between the two groups of patients with type 2 diabetic

gastroparesis accompanied by anxiety before and after treatment (x+s, 47)
45 I [i1] 11150151 JRE I PRl AT [CEZU B TS Mz
it B R 47 4.24+0.77 4.33 +0.65 456 +0.71
HITE 47 2.76 £ 0.52" 2.58 +0.48" 2.37 £0.23"
TRITH R 46 4.31+0.74 4.32+0.78 4.59 +0.69
BITIE 46 1.35+0.49™ 1.43 +0.49™ 1.22 +0.25™

H: OP<0.05, H5iRIraitbi; @r<0.01, SxEAIAY7E K
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®4 2H2BBRFEBEEHEBRESREBTIEBREEEEMERIEH (GCSI) TS LR

Table 4 Comparison of Gastroparesis Cardinal Symptom Index (GCSI) scores between the two groups of patients

with type 2 diabetic gastroparesis accompanied by anxiety before and after treatment (x+s, 47)
250 i [ %5/ 15 SR AKX i Ak GCSI 4y
Xof HEZH VRITHI 47 4.89 +0.71 4.11+0.55 4.54 +0.51 13.13 + 1.67
BITIE 47 1.92 +0.28" 1.68 +0.23" 1.47 £0.277 5.01 +0.56"
YT IRITHT 46 4.87 £0.73 421 +0.58 4.60 +0.59 13.30 + 1.78
RITIE 46 1.23£0.11"% 0.76 +0.21" 0.92 +0.45" 2.98 +0.42"%

H: OP<0.05, SiRIFaithis; @P<0.01, SXRALTAIT G

IKEF4 T GCST P43 K ad oy bedss, 2R s it
BX(P>0.05). A7), 2HABEE L. &
OBRIK i AK 545 100 GCSTREA I A Y88 1A 7 iy
W AR (P < 0.05) , HIRYT AL FEARAE 40
PRTAEIRAL, 2SI L (P<001).
2.5 23%% BRI MERIEHEARIL . K54S
R RIT AT, 2 4B 09 AR 48 A8 FBG.
%WVMﬂhﬁyﬁﬁ ZRH TGt E X
(P>0.05). A7 IE, 24 BH MBI AR FBG

2hPG . HbAlc K FIHIRITRIFEML (P <0.05), A
2ABRFIRIT R AR bR LR, 25
Gt L (P>0.05),

2.6 2EBHEEBTHEBHEEKEILE F£osh
RWIR: JRITHT, 24U E MK MOT. GAS K-
e, ZRBIGIFE X (P>0.05), HIT)E,
2 B F M MOT . GAS K867 R T
(P<0.05), HIGITALMTEEHA I BT X)
4, ZFHAZIFEL(P<0.01),

x5 24H2RMERFBREEEERRESEERITAIEERGERILE
Table 5 Comparison of glucose metabolism indicators between the two groups of patients with type

2 diabetic gastroparesis accompanied by anxiety before and after treatment (x+5)
21 51 i [ %] FBG/(mmol -1.") 2hPG/(mmol - 1) HbAlc/%
X R IRYTHT 47 6.47 +1.23 813+ 1.12 538+ 1.22
BT A 47 5.87 +0.40" 7.56 £0.52" 4.88 +0.27"
HITAH eyl 46 6.43 = 1.20 8.15 +1.20 5.40 + 1.34
BITIG 46 5.67 +0.417 7.31 +0.497 4.64 +0.36"

H: FBG: ZSHE WY, 2hPG: 4&)52 hilfi; HbAle: BHbMZIE . DP<0.05, SIEY7FHTHE:

*6 24 2BERFBEBEEERSETRTAEBEMHEKELER
Table 6 Comparison of gastrointestinal hormone levels between the two groups of patients with type

2 diabetic gastroparesis accompanied by anxiety before and after treatment (x+5)
. MOT/(ng-L1.™") GAS/(ng-L™")
4151 a1 e - e s
JRYTH TR JRITHI bE i
papiizEa] 47 481.32 +42.78 528.52 + 36.98" 19.80 +4.38 37.53 +6.32"
AT 46 481.46 + 42.24 646.43 + 35.26™* 19.76 + 4.32 49.79 + 6.48"*
TE: MOT: HahiZE; GAS: HWE., OP<0.05, SiRIrariLi; @pP<0.01, SXHRAAIT G LK

2.7 2ABEBTAIEBHIZREILE RKTLRE
BR: JBIFHT, 24LBE N E HES R R iR, 2R
TG #E L (P>0.05), {HIT)E, 24 EBHEME
HEZs I R BRI R4 5 (P < 0.05) , HIRIF 4L
GEER A B TX A, 2REHRITFEX

(P<0.01),

2.8 2HBHFBITAEMEBERERFKFELE
R 8LER IR JRYFET, 24 & I TE TNF-o
IL-6 /K F-thAe, 25T L (P>0.05),
RIT)E, 241 FE ALY TNF-a . 1L-6 K FE34940536R
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®7 2 2BMERFBRBEEERERERTIE
BHE= R E LA
Table 7 Comparison of gastric emptying time between
the two groups of patients with type 2 diabetic
gastroparesis accompanied by anxiety

before and after treatment (x+s, h)
215 Gl RITHT wITE
Xif E2H 47 9.31 +2.30 6.78 + 1.15"
TRITH 46 9.27 +2.34 3.97 + 1.17%2

. OP<0.05, 5HIFATHE; @P<0.01, SXRA
VRIT A R

SRR (P < 0.05), HIRYT AR FRARYE Y B
EFXRL, Z5A %I EE (P <0.05),

2.9 2HBEIBITEIA HAMA RS LS £ 94h
RN IRITRT, 241LEE ) HAMA S5 B HoKS
PR ER T IR IR T R, 2R
IG5 X (P>0.05), GIT, 24EEN
HAMA ST B HORS t e fE i R 7 | R A £
I BRI RIBEIR (P < 0.05), HIRTT4LM
FEARAE A I AL T X R4, 2R WAa %=
X (P<0.05),

*8 242BMERFBEEEEERSEFRTAIELERERFKELE
Table 8 Comparison of serum inflammatory factor levels between the two groups of patients with type

2 diabetic gastroparesis accompanied by anxiety before and after treatment (x£5)
N TNF-o/(pg-mL™) IL-6/(pg-mL™)
4151 oy — e e
BRI BITE RIT R RITE
X e 47 18.72 +2.51 12.38 + 1.05" 15.34 + 3.75 10.66 + 1.02"
VAITH 46 18.64 +2.62 8.34 + 1.09"% 15.74 +3.63 7.05 + 1.78"%

HE: TNF-a: MRESRERF o 1L-6: HAENZE 6, OP<0.05, 5EITRTLE; @P<0.05, SXTIRAIEITIE LK

&9 24H2BMERFE B BREHEBRERERTINENE RBERER (HAMA) TS LB
Table 9 Comparison of Hamilton Anxiety Scale (HAMA) scores between the two groups of patients with type

2 diabetic gastroparesis accompanied by anxiety before and after treatment (x+s, 47)
2451 B[] %5151 F Pk A R T LN HAMA B35
Xt BEAH IRITHT 47 1.87 +0.47 1.53 +0.55 23.02 + 4.32
HI7 IR 47 0.58 035" 0.82+0.37" 9.54+2.89"
RITA TRYT T 46 1.84 +0.36 1.54 +0.49 23.08 +4.24
f)7A 46 0.47 +0.24" 0.58 +0.23"* 7.22+2.56"

W OP<0.05, SiAIFATHES; @P<0.05, S5XFMBAHEIT)A
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JIE 28 SR IR [R) I i Sl o 2 rh A AL 22 B A
WCTE IR B 2y RERE Xt i B AR 4y A R BEA T o

MWAE DGP ik R R B, Wl T )m T =
BT M UmEET JEEN, AR IERAS AT
HRUE” JeB . BERTIE A HIE DGP AR RS
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A 58 = AT EOR 45305, 55— 5 THARAR T H
THEAEF, MO EA BB LR S
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A, SRR A BT A A T2, i DO RO
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THA BRE AELAS g, miE, A
Bl H A TP RIS 2y, G
o, LR 5 AAT O ELZY, Al TS
B, ZRAFFRIM, —25mcfh, REdir=Z B, B
PSR B, Sl AT 2 BE hR A ik E
SEhAN, R JEAE PR 1 14 2 1Kt HAT B g 40 o 4
M, TRl s A —E B BEAE T . RS B
1525, AT AISE S HORREC L, fEfeitin B
BT A R o A RIBREZ, n] BT
fEIRANS 5 s ORI, PRECAMERT Ik
FIHALIIRE, P B E ARG 1, & REAN I SR
Wk, BA—ENTREM. FELARRE
AU R s BRDRECRI, AREFREN
5 Sl R BRI (2 BE E HEAS, T8 AL 20
AE. MRE 2, PEAR, BOUELIAZ . 1
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H76.60%(36/47) ;5 LA LI (GRS ), IRIT
JPACIA AR T IRAL, 2R A ST EE X (P<
0.01) . (2)FEPBEIEEIF 2 T, 241 FRIT AT
AT EAE T (B G IS RUASET . IS 28 AR B &
BRo R ) BIBARIT IR (P < 0.05), HIRYT
W FEARAE I B AL X B L, 2R ¥ A G0
FE(P<0.01).(3) B R0EF 2R RFEE(GCSD)
VEO DT, 2B FIRIT R ARG R Ok
WX, 5B A5 45 I GCSTITAy B i o B8R 7 B i
FEAR (P <0.05), HIATT A BARAE I 0 A T
XA, ZRBARITFEEL(P<0.01).(4) 8
RO AR D7 T, 2 41 IR YT A 1Y s I I pE
(FBG) . & J5 2 h Il ¥% (2hBG) . FEAL Il 41 2 A
(HbAlc) KB HIRIT AT FEAR (P <0.05), H24
BEIRIT IR AT bR e, 2R TE5%
B (P>0.05).(5) BMEMEITM, 24EHE
RITIE K E 3 (MOT) . B (GAS)KFH
BRIT IR (P<0.05), HIAIT A MR
BT, ZRPARIFEL(P<
0.01) . (6) RAEH F 71, 2 4HBHIRIT G AT
JERIE I F o (TNF-a) . 14K 6(TL-6) 7KF
BRI T ETFEAR (P <0.05), HIAYT 4 B AR AR
K BT R, 2RWAESIERE X (P<
0.05) o (7) DU IR W £5 J& 2 38 (HAMA) %43 J5 1
2 H HEIRIT A I HAMA P43 K HORS fei: A2 R ]
T AR R TR Y BB YT TR AR (P <
0.05), HIGIT LM FEARAE ¥ B A0 T X iR 4
(P<0.05), WFFTLRIREA, fNGAE BB A
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