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Abstract

Objective: To evaluate the clinical efficacy of the Shugan Tiaoshen (Liver-Soothing and Spirit-Regu-
lating) acupuncture formula in treating patients with liver-failing-to-house-the-soul (LFTHTS) pat-
tern insomnia, providing objective evidence-based support for TCM syndrome-differentiation treat-
ment of insomnia. Methods: A randomized controlled trial was designed. One hundred and ten pa-
tients with LFTHTS pattern insomnia from Urumgqi Fourth People’s Hospital were randomly as-
signed in a 1:1 ratio to a control group (55 cases) and a treatment group (55 cases). The control
group received oral eszopiclone (1/3 mg~1 mg) once nightly for 30 days; the treatment group re-
ceived the Shugan Tiaoshen acupuncture formula, one session daily for 2 weeks per course, for a
total of 2 courses. Polysomnography (PSG) and scale assessments were performed before and after
treatment. Outcome indicators included total sleep time (TST), sleep efficiency (SE), sleep latency
(SL), wake time (WT), wake time percentage (WT%), Pittsburgh Sleep Quality Index (PSQI), TCM
syndrome score, Hamilton Anxiety Scale (HAMA), and Hamilton Depression Scale (HAMD). P < 0.05
was considered statistically significant. Results: No statistically significant differences were found
in baseline characteristics between the two groups (P > 0.05), indicating comparability. After treat-
ment, all indicators in both groups improved significantly compared with pre-treatment values (P
<0.001). TST and SE in the treatment group were significantly higher than those in the control group,
while SL, WT, WT%, PSQI, TCM syndrome score, HAMA, and HAMD were all significantly lower (P <
0.001). The Delta values of all indicators in the treatment group were significantly greater than
those in the control group (P < 0.001), with effect sizes (Cohen’s d) ranging from 1.739 to 4.816. The
overall effective rate in the treatment group reached 100.0%, compared with 69.1% in the control
group, and the difference was statistically significant (x2 = 17.812, P < 0.001). No adverse events
occurred in the treatment group. Conclusion: The Shugan Tiaoshen acupuncture formula demon-
strates definite efficacy in treating LFTHTS pattern insomnia, effectively improving objective sleep
parameters and subjective sleep quality while alleviating anxiety and depression. Its efficacy is su-
perior to conventional eszopiclone therapy, with favorable safety, making it worthy of clinical pro-
motion and application.
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HERIEER Y . HAMA. HAMD %5 &R WIS & 2 4 VHNE R, RGOV BT R E 77677
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2.2.2. PEHRE

I (PENRYRIEIZWT FRUE) (ZY/T001.1-94) [12] K EA S L BIS Wi 1) . 2R
B2, B NG s, SRR, BRI R % 2) ALERT, DLEVRER A EME 58 3) Wk,
L. 0. s 28EER.

2.3. ANKFHE

1) FrE 2. TESkibadE, BAFa AR HHE: 2) Fi¢ 18~75 ¥ 3) ILIZRMEN &5
H(PSQNPFr >8 75 4) N FHMENRSE B m MR 45 4 250 O 245 1 VA L 5) BESIMA 2%
g RE .
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1) A A S REIRERAGE NG & 2) KIIRIE AR NE R AR 3) a0, . B i
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2.5. BEt 54

110 B & 42 101 Lo FH 0T gmti . AN 6 28 B S BHBE ML /0 ot B AIYE 7 4. BEML 23Tt 4 i
4t N R EH SPSS 26.0 #hr 4, BIEAphEEsE,

26. BITAHE

2.6.1. BEEETT
BT N2 2 IR DA RIS, BRI, BRI &Y. il I
MRFRES . OFER 52,

2.6.2. 5Y4RRTY

XHRAH: AL TeRE i 1/3 mg~1 mg AR (R U =B 1 DL ), R — Ik, JTHE 30 K, 55 30 KA 58
JRIGTT A IR IR AR -

T FULBRATEME 6T, WPERlE: 82, BEEML, FIHEE, KA 0.25 mm x 25
mm Z5 AT ENE . TR RURIEEE (55 Bk 30 ), TR, A4 EM, 0.22 mm x 40 mm ZH TS
#E. RTes . NREEAR, SRIEREE. PANPE T, AU EE 20 ming 5500 EEEHUEM,
0.22 mm x 40 mm 25 XA a7, I TRRIZEE (5 KR 30 ), $Efitdss. PATETE 8708
BT 20 min JEHER . BEM 5 IR, B2 DN LANTRE, IESRRIT 2 AT R

2.7. JEIGHR

2.7.1. SSMEIRIS(PSG)BH

ST A SRR S (SR SRR AR AN P, 0 S BEAR 0 T LA (K > 8 ), PEAEIEHT: 1) 14
HERRHT [R)(TST, min); 2) HEHRZCH(SE, %); 3) HEHRHERIVI(SL, min); 4) SEEEES (A (WT, min); 5) SEEERS
1] 5 EL(WT%, %)

2.7.2. BEFRVEE

1) VLzzZtEREiRp SRR E(PSQI): B3 Hi% 0~3 554t it 70, 10 RonEIR T B 2) HERiiE
AR L CPEEAREE WS 18 r ) ThASERAGIEDIRAR b, & JOERIZ T B L. HE
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it 0. 1. 2. 370 3) WH/RIifEEER(HAMA-14): 5 <7 iR AEEAR, 7~13 70 N, 14~20
SRR, =21 pONEE, 4) WE/RBEIHERMHAMD-17): Y70 <7 2 NLMAEREIR, 7~17 20 Nal B
HINERE IR, 18~24 430 AH A MAIEIR, >24 /0 NAFAE ™ EINE % .

2.7.3. REIERTHFIE
SR P ETRE S W7 ROR M UE - IR @ (7 B E > 75%) 524 (50%~75%) A 24 (25%~50%) «
ToR(<25%). I7RERE(n) = (REGAT SR — W5 S ARG HT S x 100%.

2.8. REMITFM

DRI B U)K B R A RAE, SR I BLSRAE . e, kR M. YO
29. GiitFEAE

K-l SPSS 26.0 45t 47 K0 43 B « Tk VORIRF 25 IEAS 4011 LT 2 55 b OB £ RHE (R £5)
For, ALW SRR REA t K%, LR LLECR ISR t 030 7 AR5 R Welch B2IE t K
B A IEAS S e R K0 5 650 [M(P25, PTS)J#R,  4LIA) LEAR ] Mann-Whitney U #6r%,
BRI R T . UL P < 0.05 NZERAGIIEE L.
3. &R
31 FABREELHNELE

PR E WS . PR R S AR PRIG T RIVE A be e, ZE R BTG E (P > 0.05), EAF A,
2% 1.

Table 1. Comparison of baseline data between the two groups (X £S)
F 1 FHBEELENER(XLS)

i FHE4H (n = 55) ¥BITH(n = 55) P {H
FER(%) 41.82+15.21 40.13 + 14.50 0.3745
TER(B 1) 17/38 17/38 1.0000
TST 97 i (min) 318.24 +36.19 323.22 +39.93 0.7153
SE Y7 1T (%) 7222 +6.63 71.45 +7.42 0.6976
SL ¥RJ7 HI(min) 46.64 £12.21 42.91 + 8.67 0.1582
WT 497 Hif(min) 73.55 + 16.76 76.45 +14.82 0.2955
WT%5 97 T (%) 23.45+6.24 24,04 +5.55 0.3943
PSQI ¥EI7 T (4) 15.18 +2.16 15.11 +2.29 0.8422
HHEEVERIR T RT(4)) 19.49 +2.62 20.04 +2.44 0.2971
HAMA JRITHI (47) 20.09 + 3.67 19.16 + 3.65 0.2185
HAMD 877 R (57) 17.89 + 3.83 18.84 +3.28 0.1325

3.2. MHBERTTAIG BIEFREER

3.2.1. tAPIRITRIRGEL R
VBIT JE, FERAREIT AL BUEIT T EENGE, ZRESITTE L(P<0.001). MAERFIRST
AT/, BT R EIEARREE R SEEEaS . E 2.
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Table 2. Comparison of indicators before and after treatment between the two groups (X +s)

2. MEREIGTTAIEBIEREEE(X £5s)

it XT R LHIRYT R puictibEtadin YRITHIRYT R WITHRTR
TST (min) 318.24 +36.19 35453 + 35,67 323.22 £39.93 423.45 + 42,37
SE (%) 72.22 £ 6.63 80.10 £ 6.33™" 71.45 +7.42 89.76 + 6.47™
SL (min) 46.64 +12.21 21.52 + 547 4291 + 8.67 30.10 £ 5.37™
WT (min) 73.55 + 16.76 51.91 +11.19™ 76.45 + 14.82 24.98 +7.65™
WT% (%) 23.45 % 6.24 14.82 +3.70™ 24,04 +555 5.95 £ 1.87"
PSQI (43) 15.18 + 2.16 10.20 + 1.67™ 15.11 £2.29 5.20 + 1.27°
IR (53) 19.49 + 2,62 14.22 +2.15™ 20.04 + 2.44 7.87 +1.68™
HAMA (7) 20.09 * 3.67 12.85 + 2.66™ 19.16 + 3.65 5.62 £1.38"
HAMD (%) 17.89 +3.83 11.69 + 2.88™ 18.84 +3.28 5.89 £ 1.41"

H: TP <0.001, HXfHEAHEL.

LE SRR I A)(TST) A1, XFHRZLMIAIT R 318.24 +36.19 min 3413 354.53 +35.67 min, fiiGsT74LM
323.22+39.93 min W INE 423.45+42.37 min, RIT AR AT XA BEARRCE(SE) T, X FE
A 72.22%FETH 42 80.10%, HITLHM 71.45% KIEHETHEE 89.76%, Feilr iEH /K BRI RIA(SL) /7, *f
TR 46.64 min 4546 22 21.52 min, 5J741M\ 42.91 min 4i%6 % 30.10 min, (EAEAEER K207 e IR T 411
SL J 1 ey T BB 2H, GX AT RE-S T IR ROHE AN L R E RO AR A O SRR [A](WT) A S BRI H] o H(WT %)
T, PR R, AR T4 WT M 76.45 min (4% 24.98 min, WT%A\ 24.04%p4% % 5.95%, MEE0R
S RgE ;s PSQI 4T, IR 15.18 43 % 10.20 4, ¥EIT4IM 15.11 4 KiEFF % 5.20 4. _FiRk4h
FRW, WRNETT IR R AGE IR, (BRI AL 2 Bt s L SGEEE A, Wk 1 R,
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Figure 1. Comparison of PSG parameters and PSQI scores before and after treatment between the two groups
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3.2.2. HEATTIRELE

YBIT I, JRT LS MR A (TST). MEAR AR (SE) &% T4 IR 4H(P <0.001); BEARE(RII(SL). HEHE
BRI (WT) S S BERS [8] 7 EL(WT %) PSQIL H ERIEfEF 73« HAMA. HAMD #5 5 ZIK T X 8 41(P < 0.001),
PEIRVE YT ZHLAE 25 O AR 2 50RO AR R 57 222 7 T 400 T X IR 4. WL 3.

X REZE IR TT AR VR IT I S ebn AE & A s FE &, WA 8OV o RLEE AR, IESE T P2 R 26 %
BHORTLLYE. J897 5, RI74AE TST. SE MARZIA S L&, Wi | X, mE WT. WT%.

Table 3. Intergroup comparison of indicators after treatment between the two groups (X £ s)
3 MEBRERTERIERARER(X£s)

=L HHHRZH (n = 55) YBITH (n = 55) P{H
TST (min) 354.53 + 35.67 423.45 + 42 37 <0.001
SE (%) 80.10 + 6.33 89.76 + 6.47 <0.001
SL (min) 2152 +5.47 30.10 +5.37 <0.001
WT (min) 51.91+11.19 24.98 +7.65 <0.001
WT% (%) 14.82 +3.70 5.95 + 1.87 <0.001
PSQI (47) 10.20 + 1.67 5.20 £ 1.27 <0.001
FHEE IR (47) 14.22 +£2.15 7.87 £1.68 <0.001
HAMA (%)) 12.85 + 2.66 5.62 +1.38 <0.001
HAMD (%)) 11.69 +2.88 5.89 +1.41 <0.001
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Figure 2. Box plots of indicator distributions before and after treatment between the two groups
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PSQI. EIEER S . HAMA, HAMD %4845 b, JRITH AL R E I, AR T4, Jo
HAHRKRIEMAE, WBITHIRIT 5 WT %A 7R e B B 4678, $EoRIR)7 5 BB 00 () DL BRI 0] 5 Ll i) Mk 22
SR/, BERFSE MY OR . ISR AR IO RN S L IME, BT SR IT A &R AR B S T A BB R,
POREHR AR, R S A NIRRT S AR BRI, R ER A SEST
SR EMEP <0.001), WK 2 iR,

3.2.3. TILE (Delta {E)2AELLEE

W7 A5 Fabr A8 1k (Delta )13 52 2 KT X HE4L(P < 0.001), HERiA T HiERE H v R 2. MR
SrHTisR, Cohen’sd {H )y 1.739~4.816, ¥j& T K0 &, Horb b ERAE(% A 43 (d = 4.657). TST (d =4.816).
SE (d = 3.742) 35 i N i . WAk 4.

Table 4. Comparison of Delta values and effect sizes of indicators between the two groups
F 4. FHBESERTHE Delta B)LLBRRMNE

i R4 Delta Y8374 Delta P& Cohen’s d
TST (min) 36.29 +8.12 100.24 + 16.74 <0.001 4.816
SE (%) 7.88+2.15 18.31 +3.26 <0.001 3.742
SL (min) 25.11+8.24 12.81 +5.52 <0.001 -1.739
WT (min) 21.64 +7.87 51.47 +11.66 <0.001 2.972
WT% (%) 8.64 +3.15 18.09 + 4.63 <0.001 2.364
PSQI (4}) 4.98 +1.00 9.91+1.74 <0.001 3.440
B E A (47) 5.27 +1.02 12,16 +1.81 <0.001 4,657
HAMA (%)) 7.24£1.76 13.55+2.81 <0.001 2.669
HAMD (%)) 6.20 + 1.64 12.95 + 2,58 <0.001 3.087

B3I, YEIT4HAE TST. SE. WT. WT%. PSQI. FEIFER . HAMA. HAMD % 8 MEts
1) Delta {E¥5 2 KFXHHRAP < 0.001). HoZERE KRB IR AHE: TST ZILEIHYT41(100.24 +
16.74 min)Z) g BE2H(36.29 + 8.12 min)i 2.8 ff; P ERIEMRAN /> A BIRIT41(12.16 + 1.81 73) 2 X iR
ZH(5.27 £1.02 43 2.3 fi5; SE AFfL B VAT 2H(18.31% + 3.26%) £ %} I 4 (7.88% + 2.15%)F) 2.3 f5. _Eik
SE R —DIRAUE T B T AR B 75 7E 22 4 B 50 A SRR 2 S AR 7 T A R AR A

W 4 0], WBITHLERTE 8 MNERE BB IR S e A, A R R IE s . TST %
SE B HIMIN LA BN, 4 BA R T XL 2.3 1%, 2.8 {51 2.3 5. X 4(B)NIRIT R ikbr R EIA
K, R TR EIRYT JEIERIIGIR E® A tefl . J6I7 476 SE (89.76%) WT%#(100%). PSQI
235 (100%) - HEEIE % 3% (100%) . HAMA B£035(100%) HAMD B35 (100%) 25 4 5 [k br R 35 55 2% i 1
MR . ZREE A(A) B AB)FEITT I, BT RME 5 78 s T AR B R IR 1Y 2 4R FE TR bR 3R I
AT T 5 2 B

5 1] WL B AR N E AT, BN T LB E TR 4 N OCEEFRPR(TST. SE. PSQI. 1 IEfR)
AR R, IR O IR A BT Y . B R R R TR N R A, AR B IR R R R 2
LB B ARE. 18] 5 FioR: RITHCEMSRERE) LT BT A B E 4 N abs B o &30 il N 2% 3
B, SIS R s A i SR (A O S R ) A R o R IR B N A AR, MR
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SRR, B BESGEEE A R . JUILAE APSQI R A R IE i B N e 4% b, 19T 4LFTH 55 Bl #H
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Figure 3. Comparison of Delta values of indicators between the two groups
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Figure 4. Radar chart of multidimensional comprehensive improvement between the two groups
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Figure 5. Waterfall plot of individual response between the two groups
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