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Abstract

Objective: To systematically evaluate the efficacy of Tianwang Buxin Dan (TWBD) used alone or in
combination with Western medicine/acupuncture for insomnia disorder, quantify its effect on im-
proving sleep quality, and explore the synergistic effects of combination therapies. Methods: Ran-
domized controlled trials (RCTs) published up to April 2025 were systematically retrieved from the
Web of Science, CNKI, and Wanfang Data Knowledge Service Platform. Based on predefined inclu-
sion and exclusion criteria, 12 RCTs involving a total of 14,412 patients were included. Meta-analy-
sis was performed using Review Manager 5.4 and Python software. The standardized mean differ-
ence (SMD) and its 95% confidence interval (CI) were used as the main effect measure to pool key
outcomes such as the Pittsburgh Sleep Quality Index (PSQI) score. Study quality was assessed using
the Newcastle-Ottawa Scale. Results: The meta-analysis showed that monotherapy with TWBD was
significantly superior to conventional Western medicine interventions in reducing PSQI scores.
Combination therapies demonstrated even better efficacy: the combination of TWBD with Western
medicine (e.g., benzodiazepines) was significantly more effective than Western medicine alone, and
the combination of TWBD with acupuncture was significantly more effective than acupuncture alone.
Subgroup analysis further revealed that combination therapies were particularly effective for in-
somnia patients classified as “yin deficiency with effulgent fire” in traditional Chinese medicine syn-
drome differentiation. In addition, stratified analysis by age indicated that patients in all age groups
benefited from the treatments. Conclusion: This study provides positive evidence-based medical sup-
port for the use of TWBD in treating insomnia disorder, both as monotherapy and in combination
therapies. When combined with Western medicine or acupuncture, TWBD demonstrates significant
synergistic effects, highlighting the advantages of multi-target integrated therapy with traditional
Chinese medicine.
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GEVFHMIESE, DUEASHE I A AR T3NS A IFREAT WP 5 Meta 047

R (A R R 2R LA BN AT A T I V5 SR 2 S ki T T B (B AFAEA TR 25 U 24
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HF 58 P A4 B 56 N GUMSE HEAT SCRR IR e . B PRI 1EE . REEFED . AR, THEM. X
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FERIEERY BRI 271 B SClkingerh, e 63 BIE A IR, 126 BT 0. 22 B TEIETL
E[ SR B 48 55 L BURAR E STk, SN 12 TR B BRI 9, 3595 % 14412 BB . GWNTICIIRE
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Table 1. Characteristics of included studies

= 1. ANTRIEHE

— VG 2% CR B AR T B
=23 FE4 WRIT AT etid =
XHRA sEEedH pupici:h SEE4H pupici:h SEUG4H
XIF#[9] 2024 35 35 16.01 £2.81 15774253 1152+1.76  7.76+1.12
FiFEAE10] 2024 30 30 1424+2.19  1438+231  7.62+1.96  5.13=1.68
XIF[11] 2023 22 22 15.31+2.94 1527+2.92  12.09+3.28  8.06+3.24
Cheng-Chich Chang [12] 2022 3572 9822 T & 47416 42.8+14.1
R3] 2020 34 34 15.50 +2.00 1560+2.00 11.80+2.60 7.50+3.30
L[ 14] 2019 35 35 14.09+224  14.11£221 1041+247 6.61£1.02
HAE[15] 2019 60 60 10.82+1.855 1098+1.652 8.87+1.873 7.23+1.750
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REMH[16]
ZFIM[17]
e e[ 18]
FLEMA[19]
ZE1E51[20]

2018
2016
2016
2013
2013

40
118
43
40
20

40

120
43
42
20

15.33 +£3.54
17.60 + 1.03
21.63 +3.36
14.10+2.72
18.98 +1.45

15.53 +3.48
17.51+1.11
20.63 +3.82
14.30 +2.66
19.21+2.14

9.85+3.23
8.65+1.18
13.70 +£5.35
9.93 £2.16
14.57+2.11

6.40+3.14
8.64 +1.99
497 +£4.34
8.27+1.95
10.54 £2.54

T SEGZLED SRR Y B R EAN O, X HRAL R PG BE YT k.

AU 12 A SCHER I — 228 B Sz B0 14412 9, Horb sl oG 20 A% 10333 . R 2
BBIECN 4079 BICILE 1), ELE ST, RIAELE R TR > 50%), Air DOk A [ e 80
AR AT T o0 Mo 2 B2 85 R TR AR M & FH AR AE I 20 22 (SMD) A-0.36 (95% CI: —0.40 £-0.33; Z = 19.31,
P<0.001), ZUISEIGHAHIEVE 7 (PSQI VT4 FEARAR) & I T B2 o 33 [R]INth3 B DAK E AR O P Sy Sl
(1) — FR A 56T 107 A P22 JE R B 20T 5 BOR B4, HLARKR B (SMD = —0.40)$id 7 R R AH OC 45
JRtaFRIRA T HA IR B e, X5 BEAE O T B2 IR IR AR — L.

SR of i 2R Std. Mean Difference Std. Mean Difference
Study or Subgroup Mean _SD _ Total Mean SD_Total Weight IV, Fixed, 95% CI IV, Fixed, 95% CI
Cheng-Chieh Chang 2022 428 141 9822 474 16 35872 924% -0.31 [0.35,-0.28]
HiFH2023 306 3.24 22 1209 328 22 0.3% -1.21 [-1.86,-0.57] I
FEE2024 TIE 1.2 35 1152 176 3% 0.3% -252[316,-188]) —
SEFEIE G4 314 40 985 323 40 0.6% -1.07 [-1.54, -0.60] I
AAi82016 497 4.34 43 137 535 43 05% -1.78[-2.28,-1.27] —_—
FEI016 .64 1.99 120 865 118 118 21% -0.01 [-0.26, 0.24] I
B4E2019 723 174 60 8.87 1.872 ] 1.0% -0.90[-1.28,-0.582] -
HEM2013 8.27 1.84 42 9493 216 40 0.7% -0.80[-1.25,-0.35] I
FEE024 213 1.68 60 7.62  1.96 G0 0.9% -1.36 [-1.75, -0.96] .
DiftE 019 661 1.02 35 1041 247 35 0.4% -1.99[-2.57,-1.41] -
EfFg2020 7a 33 4 13 2.6 4 05% -1.43 [-1.97,-0.89] I
E{EEI013 1054 254 20 1457 211 20 0.3% -1.69[-2.42, -0.96] -
Total (95% CI) 10333 4079 100.0% -0.36 [-0.40, -0.33] t
Heterogeneity: Chi*= 197.23, df=11 (P < 0.000013; F= 94% 5 N b ,i é
Testfor overall effect 2= 19.31 (F = 0.00001) Favours [9:524] Favours [#H241]

Figure 1. Forest plot of SMD in the meta-analysis
B 1. Meta 24T SMD EIFRHKE

3.2. BRSIATTHTT LR

AW TS LEPPAl T R EAMOPHE S IR B F, TR SRBAE FH R AN O P EICE B AT R I 22 50
T REAMOFHEG ALY AR R E R4, & H RN & T F7 30w S0 T s ai AR 2 ik 7
(SMD = —0.80, 95% CI: —0.97 £-0.63; P < 0.001), #&/R1%J7 1E FRARM <45 7 4845 (40 PSQI 4 F#1%) 77
A 2% BB E 2).

FALhHh, R EANOPFECA R L B Al BT R I TTTT AT (SMD = —1.22,95% CI: —1.54 22-0.91; P<0.001),
T L e IR 5 2 R R S8R BT 5 T PR R R B W 3 o IO R K FEE 28 R IR A TR 2 o AT — 2B SR
FANOPHAC DL 7 35 B SR 4 T BB P T R . ARPE 25 B0 Bl F R EAMO I T E(SMD = —1.23, 95%
CIL: —1.48 £-0.99; P <0.001), Z&5 REK R TAMOFHInEF 778 B FH R K HE RS JGHR 1)) RV T RSt 1X
g RN, REANCFERTE N RIE F B4 Bha T F Bk s 25 a7 AR 2306 TT I 8UER .

MEZH 53 o] DU B SANF L4 R 00— B S BRI RN & SMD BUE JEFI7E-1.54 £11-0.63 Z.[H],
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Leiasl Bl Std. Mean Difference Std. Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Fixed, 95% CI IV, Fixed. 95% CI
Cheng-Chieh Chang 2022 428 141 9822 474 16 3572 0.0% -0.31[-0.35,-0.289)
qiE2023 8.06 3.24 22 1209 328 22 6.9% -1.21 [-1.86,-0.57]
#2024 776 112 36 11562 176 35 71% -262[316,-1.88) —
R3PFE2018 64 314 40 985 323 40 13.0% -1.07 [-1.54,-0.60) —
A ri#82016 497 434 43 137 535 43 00% -1.78[-2.28,-1.27)
EBF2016 864 199 120 865 118 118 447% -0.01 [-0.26, 0.25) -
A42019 723 175 60 887 1873 60 0.0% -0.90 [-1.28,-0.52)
HEM2013 827 1.95 42 993 216 40 0.0% -0.80 [-1.25,-0.39)
882024 513 1.68 60 7.62 1.98 60 18.2% -1.36 |-1.75,-0.98) =y~
SHE2019 661 1.02 35 1041 247 35 0.0% -1.99 [2.57,-1.41]
#pEBI2020 5 33 34 118 26 34 10.0% -1.43[-1.97,-0.89) Rt
#ER2013 1054 254 20 1457 2.1 20 0.0% -1.69[-2.42,-0.96)
Total (95% CI) 311 309 100.0%  -0.80[-0.97,-0.63] *
Heterogeneity: Chi# = 81.29, df= 5 (P < 0.00001); = 94% f t t f

2 10 1 2

Test for overall effect: Z=9.19 (P < 0.00001) Favours [9:334] Favours [#2#1)

d
seihiH SO 2R Std. Mean Difference Std. Mean Difference

_ Study or Subaroup Mean SD Total Mean  SD Total Weight IV, Fixed, 95% C| IV, Fixed. 95% CI

Cheng-Chieh Chang 2022 428 141 8822 474 16 3572 0.0% -0.31 [-0.35,-0.28)

52023 806 324 22 1208 328 22 00%  -121[186,-057]

2024 776 112 35 11652 176 35 00%  -252[-316,-188

SERH2018 64 314 40 985 323 40 00%  -1.07[154,-060)

7182016 4.97 434 43 137 535 43  00%  -1.78[-2.28,-127]

A=EP2016 864 1.99 120 865 1.18 118 0.0% -0.01 [-0.26, 0.25]

A#2019 723 175 60 887 1873 60 70.3%  -0.90[128,-052 -

BEM2013 827 1.95 42 993 216 40 00%  -0.80[125,-035

FEE2024 513 1.68 60 7.62 196 60 00%  -1.36[175,-098

iE2019 661 1.02 35 1041 247 35 207%  -1.09[257,-1.41) ——

#rEi2020 76 33 34 118 26 34 00%  -143[197,-089

ZBEB 20123 1064 254 20 1457 211 20 00%  -169[-242,-088

Total (95% CI) 95 95 100.0%  -1.22[-1.54,-0.91] <>

Heterogeneity: Chi*= 9.58, df=1 (P = 0.002); *= 90% f t t t

Testfor overall effect Z= 7.60 (P < 0.00001) 2z oA 012

b Favours [9:%:#]] Favours [XTHE4])
g Pt Std. Mean Difference Std. Mean Difference

Study or Subgroup Mean SD Total Mean SD Total Weight IV, Fixed, 95% CI IV, Fixed. 95% CI

Cheng-Chieh Chang 2022 428 141 9822 474 16 3572 0.0% -0.31 [-0.35,-0.28)

%2023 806 3.24 22 1208 328 22 00% -1.21 [-1.86,-0.57)

N 2024 776 112 35 1152 176 35 0.0% -2.52[-3.16,-1.88)

S3H2018 64 314 40 985 2323 40 275% -1.07 |-1.54, -0.80) ——

Ardi#82016 4.97 4.34 43 137 535 43 0.0% -1.78[-2.28,-1.27)

ASER2016 864 1.99 120 865 118 118 0.0% -0.01 [-0.26, 0.25)

A4£2019 723 175 60 887 1873 60 43.0% -0.90[-1.28,-0.52) ——

JAFMA2013 827 195 42 993 216 40 D0D0% -0.80 [-1.25,-0.35]

+:882024 513 168 60 7.62 186 60  0.0% -1.36 [-1.75,-0.96]

CEHE2019 661 1.02 35 1041 247 35 18.2% -1.99[2.57,-1.41] —

#2020 75 33 34 118 26 34 00% -1.43-1.97,-0.89)

BEER013 1054 254 20 1457 211 20 11.3% 1,69 [-2.42,-0.96) =

Total (95% CI) 155 155 100.0% -1.23 [-1.48, -0.99]

Heterogeneity: Chi*= 11.54, df= 3 (P = 0.009), F=74%

Test for overall effect: Z= 9.81 (P < 0.00001)

C

Figure 2. Forest plots of the modern drug group, acupuncture group, and patients with yin deficiency and fire
hyperactivity type
B 2. MKHYERNE, & RBRMKE AR KRB ERKE

3.3. WEASHT: FIRFAEARKX/DAIRIE

AW TIN5 BT VP AL T AR08 J2 IR DL SRR AR B /N0 TR E MO FHT 8022 57 i) AR i L . 72
18 F| 60 2 32 BHA 2 1, Z 250 7 BH S5 (I PR R (SMD = —0.35, 95% CI: —0.39 £-0.31; P <0.001),
M 60 2 LL_F {2248 825 230 H 38 R H R FHIE(SMD = —2.06, 95% CI: —2.46 %2-1.67,P<0.001) ().
Kl 3(a)FI 5] 3(b)). ZFEE T UERMREFITNE “FRANBTRCER” KV ERIAER, &Rk
— I U AR AR O 1) A 3 IR 3R B 24 A AP DR 307 R4 5 0

2]
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513 1.68 60 7.62 196 60 09% -1.36 [-1.75, -0.96]
6.61 1.02 35 1041 247 35 04% -1.99[-2.57,-1.41

B2 o poy it Std. Mean Difference Std. Mean Difference
Study or Subgrouy Mean SD Total Mean SD_Total Weight IV, Fixed, 95% CI IV, Fixed, 95% CI
Cheng-Chieh Chang 2022 428 141 9822 474 16 3572 93.2% -0.31 [-0.35,-0.28]
2023 8.06 3.24 22 1208 328 22 03%  -1.21[-1.86,-0.57)
#2024 7.76 1.12 35 1152 176 35 00% -2.52[-3.16,-1.88]
R@BF2018 6.4 314 40 985 323 40 0.6% -1.07 [-1.54,-0.60] =
FA82016 497 434 43 137 535 43  00%  -178[-2.28,-1.27)
FEIP2016 8.64 1.99 120 8865 118 118 21% -0.01 [-0.26, 0.25] &
842019 7.23 1.75 60 8.87 1.873 60 1.0% -0.90 [-1.28,-0.52) == =
BEM2013 8.27 195 42 893 2186 40 0.7% -0.80 [-1.25,-0.35] =
; .
]
HPR§12020 7.5 33 34 118 26 34 0.5% -1.431-1.97,-0.89) I
ZiBE2013 10.54 254 20 1457 211 20 0.3% -1.69[-2.42,-0.96)
Total (95% Cl) 10255 4001 100.0%  -0.35[-0.39,-0.31] |

Heterogeneity: Chi*= 12210, df= 9 (P < 0.00001); IF=93%
Test for overall effect: Z=18.43 (P < 0.00001)
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Figure 3. Forest plot of the effect of age and sample size on subgroup analysis

[ 3. SFUeAFEARE X3 ILE 5 AT SN B FRAK[E]

DOI: 10.12677/tcm.2026.152066 7 HRE 2


https://doi.org/10.12677/tcm.2026.152066

HFEE &%

FEREA B 5 J2 1030 41 53 A 45 SRR B/ INBE A 78 (n < 100) 1 %087 B K REEAR I (n > 100): /MFE
A5 (n < 100: SMD = —1.47, 95% CI: —1.66 £-1.27; P < 0.001), KA 5L (n > 100: SMD = —0.32,
95% CI: —0.36 £-0.29; P < 0.001) (JL I 3(c)FI& 3(d)), IXHEIR AT GEATFAE /INFEAS (i 5 55T T 28 1) 5 I
P

KL RARRAEWS L S MR FAMOFHT T R ER, 2 8 E T LUAIT AR BB TR R,
X RMEFI R AN PR 2 AFER AR LA RIOR , [ 3 020 Ty Rl 25 8L IR A7 8 AH 5G4 FHEE A L1k 18] R 7
Ko FEAR RN E 2 8] G 58 REEBEFRA 1T RO A 7 45 s, BI/EAR R0 &5 K07 34
SRRE, REAOPHE S A H BREHA FFE a7 AR IR, Ak H S8 58 NS T R KR A&
(1. ASEFER T A0 T AZUBIE AL, DAB b3 SC IR A0 A FL i PR R FH 7 28

REACPFUBAA R “FMIL JER 2200”7 DIROM 2 21000, A hEEIGE, ©FEWH TR
7 RHRUA B BADAR 2 R ARER, I HA A PP EE 2R Gueii S i B F 1 vl R . AR 25 B 4B AL 4h e
PG IRE G T 7R S8, MBI 4 5 B tH— 2 B & HUA AL FIPTH AR F 3 A 2855, X
BE RS AT R TR A BT L SR IR S IR AR R R A D RE SR, T BN R AR o5 5T 50 I s LA LA e
JIHIRE

AHFFLIEIS Meta 70 BT I RGP 45 B Wos R EAMOFHERRS 167 77 S AR DL H W12 il R
FVRFIE . 0f LS PR 245 (0 J702:, AE AN R R 2RSS BRI - B TE T, 7 BOE 7 (SMD =
—0.80,P<0.001); S5%t5—[FHti4T 2 J5 R AFE S 3 g 8 R (SMD =—1.22, P < 0.001). X L54H[A]
TERRFF SR EYETE “BANE " BIFEANE S BAE——2 AN [FR R R AT I 5 i iE 20808 S R HLAE
WAL E ol I 2 o M it — 20 R B, 6T B R KR 2R K AR RE 7 85 B Dl i 3 (SMID = —1.23, P < 0.001),
KR TRA SR CHRIEEE 7 JEMNRFEEE. ERERNZ, REAOFHIT B A TR ARm I,
FEZAE B PRI N R (SMD =-2.06, P <0.001), XAl 5 R eh 2 R4 1 F sont & JFAE i) 25
RORA R BARE/NIBRES R B T ROR RS &, HAZ 2 FLE A [7] {0 47 658 41 DL R FAS 5] - T AL
RILT RO — S, AT 7 1 RS2 IR 7 22 4 14 & ANME

REGRFARH FRGE W, HETIAA RS %4 B A — e ERE. 58, A AEARLE
i /NCINFEA R n < 100), ATREMELE/MERIRG . HK, AW R TR ETLE, HEEB AR
o (ANt R AR5 Hh B VA S AN R ), FTRERCIA S5 AT EETE . BRI, BESCIAARAE W S i, XU
RTVERZ (R AR B R AN BARZ P70 & i AN — B B 5 e FH B AN R BL R “ A3
RO BRI R I T A S R R IE, LRI R A AR AR B KN, ERANRESE
A HERR — e R B VR R R R AR R AR, X EVR R R A A ARG VAT A K DL R
NRRHEREEREO . At PN TE b EAR LRI, XS 78 45 10 e 35 2 0 B (3 A 1
AEAE R BRI o AR BI 70 7 ZEAEE R AR AR R [21]. 2 Ho0BENL BREe, Ik bRk 77 22 91 Bon s i
fap 4z i Wt 7L [22]

3.4. REMSH

TENIT 12 B Fed, S0 8 I ARk S T A RFMF. SEIRALCR EAMO SR B G RIT)H,
WA R AR B HE A GO K, KAL) 3%~8%) KkE(2%~5%)F1 = J1(1%~4%), Jo/™H
AR FER S WA TR T4 H, WA R FAEFEEIE(10%~18%) 25PN IR 5 32 & H &
) T(5%~12%) . KT, REFCPHEIAG B F0 A R I BT T 2 R 2 4, B0t
RAGIE A REM, AR TR 2 AV R 535 (3% 2).

DOI: 10.12677/tcm.2026.152066 8 HRE 2


https://doi.org/10.12677/tcm.2026.152066

HFEHE &%

Table 2. Summary of adverse events in included studies
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