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Tk PSQIEAR < 34y H.SE$2 < 10%

235 SitEahE

fdi ] IBM SPSS Statistics 22.0 G E4 714k
P orir e EPEGORNIIEL (H 3% 3R & i 5Ok}
e, O IE 25 0 AR 0 LAY (E AR 1 22 o, 75 0
W7 50 (25% , 75% VU435 BB ) F6oR o

K BUE 1F & W) % 43 BT (modified Intention—to—

treat Analysis, mITT)VEN FEE 04 8. T A BEL
ALY 32 305 {5 B A B 42 5 4 (full analysis
set, FAS) , e B2 A 42 AT Ja RR AR BT AT
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BIAbAs B 60 24 36 33 1 0 1 34
A1 205 61 144 125 6 3 2 133
E . mITT=14 EZ @A A=iFE TAP 5 20, B=A iR A2, C=% &R,
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XPVRIT G 341 PSQI Ay AR BELR 1) R B iE 1743
Br, A BRI A IES 0, SR R T 22501,
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3 WITERT GRS GORVRFIE
FRIE YN HETAOH FHHERZH  FEiEERs4H P
NBUN 133 42 45 46 —
AR (bR 2/ % 41.93+13.50 40.79+10.38 44.13+15.69 40.83+13.74 0.408
P NEL Bk 48(36.09) 14(33.33) 17(37.78) 17(36.96) 0.901
(5 He/%) geglicn 85(63.91) 28(66.67) 28(62.22) 29(63.04) ’
BMI: ¥ +F7 124 23.11+3.31 23.33+3.07 22.93+3.51 23.09+3.31 0.853
R RGN B (5 E %) 4(3.01) 1(2.38) 2(4.44) 1(2.17) 0.843
, , N 33(24.81) 6(14.28) 10(22.22) 17(36.96)
@[ﬁ%ﬁ;)\ﬁ oI 94(70.67) 33(78.57) 34(75.56) 27(58.70) 0.14

(Fitt/) oAt 6(4.51) 3(7.14) 1(2.22) 1(4.35)

PIE e 20.83+7.31 21.69+6.53 19.31+8.13 21.52+7.06 0.232

Spiegel MR FRHEE: AE(h /%) 39(29.32) 7(16.67) 18(40.00) 14(30.43)
PEA AR ABC H/%) 51(38.35) 21(50.00) 15(33.33) 15(32.61) 0.136

A AR /%) 43(32.33) 14(33.33) 12(26.67) 17(36.96)
SAS 4> : M(IQR) 40.00(11.88) 38.13(12.81) 40.00(13.13) 40.63(11.56) 0.266
BDIi¥4: M(IQR) 3.00(2.00) 2.50(2.50) 3.00(4.50) 3.00(3.25) 0.465
G IS NBC /%) 40(30.08) 18(42.86) 12(26.67) 10(21.74) 0.081

7% :SAS h BB B F% A BDI A N LA RS A,
T4 BHIRITHIG PSQIVTAr B T A B ARIE B o0 (B {E A5 22)

A hE THHE TR (n=42) F AR L (n=45) 4 AR (n=46) FH PiA
VRIT I 13.88+3.11 14.62+3.41 13.70+3.30 0.996  0.372
RIT R 9.24+3.12 9.71+3.52 8.26+3.47 2263  0.108
TR 4.64+3.12 4.9143.52 5.43+£3.79 0.588  0.557

L 9.638 9.355 9.734 — —

P <0.001 <0.001 <0.001 — —

7 FRAL=% 57 BT PSQIFFE 9 —i4 97 & PSQIHF % .
25 UURITIIE MBS TR bR U (R AR 22 )
RIS TIN5 4 (n=42) A MHELIR A AL (n=45) W R A (n=46) FH P
TBYTHT 4.84+1.53 4.69+1.42 4.57+1.70 0.346  0.708
BT 6.06+1.19 5.83+1.26 6.19+1.20 0.988  0.375
TST/h Loy ~7.411 ~6.698 -7.14 — —
P <0.001% <0.001° <0.001° — —
SER A 1.22+1.07 1.1441.15 1.62+1.54 1.858  0.16
TBIFHT 91.314£51.27 98.56+79.27 87.93+70.85 0.141  0.868
BT 47.50+28.82 40.11+33.00 34.57+24.69 2.189  0.116
SL/min Lo 6.12 4.579 6.063 — —
P <0.001% <0.001° <0.001° — —
EYSR(ER 43.81+46.39 55.44+81.23 53.37+59.70 0.4 0.671
VRYTHT 15.64+4.63 17.64+4.78 15.20+5.07 3274 0.041°
AT IR 8.86+5.24 9.67+5.60 7.76+4.34 1.616  0.203
ISI/4y Loy 9.329 11.813 10.075 — —
Pia <0.001* <0.001% <0.001% — —
T REAH 6.79+4.71 7.98+4.53 7.43+5.00 0.683  0.507
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K5 SUNAITRETE R BT RER bR OB (S bR ifE 22 ) (25)

AR P TMO (n=42) FHHRAR AL (n=45) HIEIRALA L (n=46) Ff§i  PME
IRITHT 60.68+18.31 64.84+19.21 63.24+20.60 0.506  0.604
BIT e 75.86£14.33 75.17£18.39 78.04+15.07 0.409  0.665
SE/% Lo -7.051 -3.546 -5.379 — —
Py <0.001* 0.001 <0.001" — —
PETHE 15.18+13.95 10.26+19.42 14.80+18.66 1.075  0.344

JETST=% AR B 1], SL=ABE R B, ISI= K IR = A2 E 35 HF 5, SE=BEIR A F 5 2 AR 587 AT 4R, P<0.001; & T~ 5 E e a ki,

P<0.05,

#6  SUNAITHIA I RABCRILE  B1(R/%)
TR T FHRRIBZL] SR A4

(n=42) (n=45) (n=46)

I R A 1(2.38) 2(4.44) 4(8.70)
B 30(71.43) 31(68.89) 31(67.39)

AR 2(4.76) 2(4.44) 4(8.70)
Josk 9(21.43) 10(22.22) 7(15.22)
AR 31(73.81) 33(73.33) 35(76.09)"

E AR 3AE, P>0.05,

3.3 ZEMSH

TEREANIRTT WSS [a] 5 08 T #7414 14
PO IR , T W25 R 20 mg bid , I ARk 24 5
U Btz 5 3490 o B K B O IR TE IR, R IR 2 S
i FHHEAAAAE 1 BETS R PRk AL
BAATIE R 10 W, TR e T 150 mg
bid; 1 B0 0T o A, 2 41 U ik DG,
BEUE AL T5 5 22 i . AR A 2 41 1
O SR, BEUE sk Ak T I 2% 5 1 6 IR A =
J1 H HRERE , 55 = WU LE AT A e &0k
R, ARMEEEHAA RN (R 7). 3HEARK
NRAERG R TR R, 25 Lg it B (P>
0.05).

KT AR

P Eih) I per
215 THOA BB WRma "
(n=133)
(n=42)  (n=45) (n=46)
AN RN E /1) 4 5 3 12
TCAS B H0/) 38 40 43 121
AR
9.52 11.11 6.52 .02
KR (%) > . ?

4 g

41 NMEEIRPHER BT ROEN MiZE EH B

BRI R 3B B b, e el A [l
WF9E 7 , G A B St 27 450 A = D 141 BA
W R B A AR BRIE IR TR 12T T R
WA BN B RIS IR S IR 2B G297
5397 RCRHE ; Bl T R LA P 9%, SR TR 1 BA
FURF ST BT, LA U A A 00 4 2 2 IR AR 5 BAST =
FAEAE F B R AR 26 R R RS A T A IR B
Wif, TEN HHHIES IR S IR A RCR , 434 B2 i BA 1)
[i] PR SE 3 AHERFAIE SR YT RO 1 25 7 5 A

Z B BT T B Sy IR b R R PR
T 9O BEIBAFN" T 2 55T 9 44 B il Yy
B4 204 LU b B2 251297 R IR IG IR 2255, T8 1%
T BRI TR 400, P AT AR [ 52 A iR
o RSN EITHHEIS IR R IR A S PRz yr B,
T2014—2016 FIL5E BIT R4S T 994 B /25 2697
BRI . RIREH SR R L £
T B W55 sh#F o SRR E P RIS R R L
(R AL 5 SRR AR IR AR 0 0 A W7, AN [ H  AS [] B2
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Abstract To summarize the research phases of the efficacy evaluation of stepwise progressive evidence—based treatment, and to
verify the efficacy and safety of the core prescriptions of evidence—based treatment of insomnia by individual practitioners, the
scientific problems and solution strategies in the three stages of '"description—exploration—validation" were compared and
analyzed in this paper. Based on the observational study of the evidence—based treatment efficacy by famous TCM practitioners,
the further validation of the efficacy was carried out through a multicenter blinded randomized controlled trial design. 133
insomnia patients with TCM classification of phlegm—heat—disturbing—the—mind were used as the study population. The patients
were randomly divided into three treatment groups, namely Qing Tan Ning Shen Fang, Xiang Fu Wen Dan Tang and Huang Lian
Wen Dan Tang; all of them were prepared as Chinese medicine compound granules and taken for 28 days. The differences in
total sleep time (TST) and sleep latency (SL) were observed before and after treatment; the Pittsburgh Sleep Quality Index (PSQI)
scores, Insomnia Severity Index (ISI) scores before and after treatment were compared between the groups. After 4 weeks of
treatment, sleep efficiency (SE) and clinical efficiency were calculated. After 4 weeks of treatment, the decrease of PSQI score
was 4.64, 491, and 5.43 in the three groups, respectively; the total sleep time was prolonged by 1.22, 1.14, and 1.62 hours, and
the sleep latency was shortened by 43.81, 55.44, and 53.37 minutes on average, the decrease of ISI score was 6.79, 7.98, and
7.43 in the three groups, and the SE was improved by 15.18% and 10.26%, respectively. The overall effective rates were
73.81%, 73.33%, and 76.09%, with no statistically significant differences between groups (P>0.05). Compared with the results of
the observational study, the efficacy was reduced. The effective core prescriptions of the famous TCM discriminative treatment
are effective, safe and reliable for patients with phlegm—heat disturbed insomnia, and the stepwise progressive discriminative
treatment efficacy evaluation research method can gradually increase the level of evidence of TCM clinical research and finally
obtain objective and scientific research conclusions.

Keywords insomnia; randomized controlled trial; evidence—based treatment; efficacy evaluation

(FHL95E  TRAEHT)



