* 1476 ¢ 2019 9 60 17 Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17

DOI: 10. 13288 /j. 112166 /r. 2019. 17. 010

12 12 1 1 3 4 1 1 1%
(1. 5 100053; 2. ;3.
;4 )
N N 3 120 60
60 6 2 7
2.4, 6.7 PRO
; ; N N +
N N N N o 7 PRO
(P<0.05), N N N N N N . N
. . . . . (P <0.05) .
(P >0.05) , ( Kappa =
0.06 P =0.384) N N N N N N
Kappa (P<0.01), o
ClinicalTrials (‘https:  //www. clinicaltrials. gov/) NCT03091634

for Clinical Trials ( SPIRIT) *

) S CONSORT o-n o
', 2018 1
{
% 1.1
12 =20
° 1.2
3-4 1) v 2) 18 ~
i 65 ; 3)
( PRO
¢ ) U4 .
y 6-7 1.3
N N N 1) . .
N Standard Protocol Items ;2) ( =
160 mmHg =100 mmHg) .
(201207009) N ( N N

*  wangjie0103@ 126. com ( 010) 83001229 0T .



2019 9 60 17 Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17 * 1477 »

) ; 3) ~ ~ ~ ~ 1
(ALT) (60 ) (60 )
(AST) L5 (%) 24( 40. 00) 16( 25. 66)
, 4) M(Q25 079 53(46 59) 50(36 57)
7 5) ;6) N (kg/m* x+5) 23.53+£3.47  24.14+3.71
©7) 4 33.57+7.11  33.15+7.08
! ( xzxs)
; 8) ( (%)
N ) 17(28.3) 18(30. 0)
( ) 10( 16.7) 12(20.0)
21(35.0) 21(35.0)
( > D 13(21.7) 11(18.3)
) ( INR) 23(38.3) 15(25.0)
9) 1 12( 20. 0) 8(13.3)
(%)
; 10) 9(15.0) 13(21.7)
o 21(35.0) 12(20. 0)
1.4 12(20.0) 10( 16.7)
9( 15.0) 7(11.7)
1) PRO 34.40 +14.12  33.08 +15. 69
; 2) ( x*s)
; 3) o
1.5 2
1) ; 2) 2.1
14
o
N AY N AY AY 0. 05 B 0 1
o 7 PRO
1.6 4 6.7
o 48 20%
1.7 115 2:1:1
2017 6 2018 8 120 &
120 3 : 2.2
60 .
30 . o 4
30 . 1) 1:1 . R
; (V3.5.3)
001 -120
120 o
; 2)
( 2.3
. 2017-043KY-01) . N N
1.8 N o
(1 /2 )

(P >0.05) 1. ( / ) .



+ 1478 - 2019 9 60

17 Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17

20% .
2.4
(0.4gx12
F03054)
( (2015 ) )P
. . 6 2
(0.4g x 12
20170301)
. . 2:1: 0.006.
6 2 .
1
. 7
2.4.6
2.5
2.5.1
. 2. 4, 6. 7
Y Y Y 4
37 .
PRO 12 .
_ = /
x 100% =95% 70% <
<95% 30% < <70%

<30% o
2.5.2
( N ) - ( N
N ) 7 o
( VAS) 10 VAS
=30% 7 “ooros 7
“©or 7 0. 1. 2.3
s
2.6
N N +
. ALT. AST.
v- (vy-GT) . ( TBiL) .
( ALP) ( BUN) .
( Cr) ( NAG)
( . .
. ) o
2.7
( ITT)
( FAS)
. (LOCF) "
o R (V3.5.3) o
+
l ;
M (Q25 Q75)
Bootstrap 95% (
1000 ) Mann-Whitney—
Wilcoxon Kolmogorov-Smirnov
Fisher o
CMH
CMH Spearman
CMH
o Kappa

: Poisson regression model

o



2019 9 60 17 Journal of Traditional Chinese Medicine 2019 Vol. 60 No. 17 * 1479 »
3 3
2017 6 2018 8 )
120 2018 10 P
2018 12 2 0 2 11 47
7 (60 ) 4 0 4 16 40 0. 1477
‘ 6 0 5 2 33 0.0100
91. 66% 1 1 7 0 7 26 27 0. 0002
1 2 ; 2 0 0 8 52
7 78. 33% 1 (60 ) 4 0 2 11 47 0. 1425
6 0 4 10 46 0. 0645
12 ° 7 0 3 15 42 0. 0577
15% .
3.1 30.5% (18 ) . Pearson
120 PRO (P<
K-S 2. 4. 6.7 0.01)
PRO o 2 °
2. 4 PRO 4.5 ~
Mann-Whitney Kolmogorov-Smirnov (P>
(P>0.05); 6 Mann— 0.05) - \ ~ ~ \
Whitney (P>0.05) Kolmogorov-Smirnov > > > > > >
(P<0.05) ; 7 Mann— > . . .
Whitney Kolmogorov-Smirnov (P <0.05)
PRO o
(P <0.05) 95% 3.3
PRO 7 Kappa
5.5 Kappa
7 3 ( Kappa = 0.06 P =0.384)
3 6 ( Kappa=0.755 P <0.001) . ( Kappa =
CMH 0.592 P<0.001) . ( Kappa=0.381 P=
0.001) . ( Kappa =0.690 P <0.001) .
. ( Kappa = 0.463 P < 0.001) .
( Kappa=0.643 P <0.001) Kappa
3.2 13
59 25 (14
64.4% (38 ) ) (11 )
2 PRO M( Q25 Q75) (95% CI 95%CI )
2 4 6 7
60 -2.00 -6.50 -9.00 -11.00
(-9.75 0.00)  (-12.50 -0.25) (-17.75 —1.00) (-17.00 -2.00)
(-6.00 —-1.00) (=800 -2.00) (-11.50 —4.50) (-15.00 ~-5.50)
60 -0.50 -1.50 -2.00 -3.00
( =5.00 0.00) ( -9.75 0.00) (-11.75 0.00) ( ~11.00 0.00)
(-1.50 0.00) (-4.00 -0.50) ( -4.50 ~—1.00) (-6.00 ~—1.00)
P Mann-Whitney 0.110 0.112 0. 057 0.033
Kolmogorov-Smirnov 0. 120 0. 181 0. 028 0. 047




* 1480 2019 9 60 17 Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17

4 ()

9 33 17 21 33 31 24 18 19
(60 ) 25 16 32 29 22 18 30 27 27
17 8 7 6 3 5 11 13
9 3 4 4 1 4 1
16 38 31 40 50 48 33 35 34
31 11 25 17 7 9 24 17 24
9 9 3 3 3 2 5 1
4 2 0 0 0 3 1
12 39 22 22 37 34 31 25 31
(60 ) 19 8 29 27 16 12 22 19 20
22 8 6 5 6 5 9

7 4 1 5 2 8 3 11
20 45 32 33 43 35 33 34 37
21 7 18 15 12 12 16 14 20
15 3 10 10 5 6 3
4 5 0 2 7 0
(60 ) 28 43 21 29 34 39 25 37
22 13 27 31 22 14 28 19
4 0 3 5 5 3
0 0 1 1
43 49 37 42 47 42 46 45
11 10 21 18 13 14 13 15
5 0 1 0 0 4 1 0
1 1 0 0 0 0 0
(60 ) 30 39 32 31 31 35 25 35
22 14 21 29 29 24 27 16
3 7 6 0 0 1 4 6
5 0 1 0 4 3
36 40 35 32 31 35 25 35
19 15 18 28 29 24 27 14
3 5 6 0 0 1 4 8
2 0 0 0 4 3

5 / (%)

22/51(43.1) 3/27(11.1) 27/43(62.8) 26/39(66.7) 22/27(81.5) 22/29(75.9) 13/36(36.1) 25/42(59.5) 23/41(56.1)
17/48(35.4)  0/21(0.0) 10/38(26.3) 13/38(34.2) 8/25(32.0) 3/26(11.5) 3/29(10.3) 12/35(34.3)  6/29(20.7)

Fisher 0.617 2.489 10. 816 8. 111 13. 021 22.878 5.746 4.871 8.776

P 0.432 0.246 0. 001 0. 004 0. 000 0. 000 0. 021 0. 027 0. 003

19/32(59.4) 8/17(47.1) 22/39(56.4) 13/31(41.9) 13/26( 50. 0) 6/21(28.6) 22/35(62.9) 8/23(34.8)

8/30(26.7) 3/21(14.3)  3/28(10.7)  0/29(0.0) 0/29(0.0) 0/25(0.0)  0/35(0.0)  0/25(0.0)
Fisher 6. 738 4.906 14. 500 15. 525 18. 988 8.214 32.083 10. 435
P 0. 009 0. 037 0. 000 0. 000 0. 000 0. 006 0. 000 0. 001
(P =0.769) . .
N N N N N N ; 1
“ » 20

«“ ” . 1 (P=0.752) .



2019 9 60 17

Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17

° 1481 -

(

»

PRO

« ”» 2 «

(

€« ”

”»

I

85%

FAS 0

J. 2015 40( 17) :34133415.

(2018 109 ) EB/

OL . (2018 -11-01) 2019 -03 —01 . http: //www.

nmpa. gov. cn/ WS04 /CL2138/331783. html.
3 . ]

2006 25(2):125427.
4

20 I
2019 36(2) :40-43.

( 3 ) EB/OL .

03 - 01
24473. html.
6 FOSTER CG. International ethical guidelines for biomed—
. Bullet Med

(2003 -08 —06) 2019 —
http: //samr. cfda. gov. en/WS01/CLO053/

ical research involving human subjects ]
Ethics 2002 10( 182) : 1723.

7 The World Medical Association. WMA Declaration of
Helsinki-Ethical Principles for Medical Research Involving
Human Subjects EB/OL . (2018 =07 -09) 2019 -03 -
01 . https: //www. wma. net/policies-post/wma-declara—
tion-of-helsinki-ethical principlesHfor-medical vesearch-invol -
ving-human-subjects/.

8 CHAN AW TETZLAFF JM ALTMAN DG et al. SPIRIT
2013 statement: defining standard protocol items for clini—

cal trials J . Ann Intern Med 2013 158( 3) :200-207.



* 1482 2019 9 60 17 Journal of Traditional Chinese Medicine 2019 Vol.60 No. 17

9 MOHER D HOPEWELL S SCHULZ KF et al. CON- 16 THONG ISK JENSEN MP JORDI M et al. The va-
SORT 2010 explanation and elaboration: updated guide— lidity of pain intensity measures: what do the NRS VAS
lines for reporting parallel group randomised trials J . VRS and FPS-R measur? J . Scand J Pain 2018
BMJ 2010 340:¢869. doi: 10.1136/bmj. ¢869. 18( 1) :99407.

10 CHENG CW WU TX SHANG HC et al. CONSORT 17 FARRAR JT PORTENOY RK BERLIN JA et al. De—
extension for Chinese herbal medicine formulas 2017: rec— fining the clinically important difference in pain outcome
ommendations explanation and elaboration J . Ann measures ] . Pain 2000 88(3) :287294.
intern med 2017 167(2):112-421. 18 ]

11 CALVERT M BLAZEBY J ALTMAN DG et al. Re- ] . 2016 25( 18) : 20742077.
porting of patient—reported outcomes in randomized trials: 19 .
the CONSORT PRO extension J . JAMA 2013 309 EB/OL . (2016 06 —01) (2019 —03 —
(8):814-822. 01) . http: //samr. cfda. gov. en/WS01/CL1434/154780.

12 .

] 2018 24( 15) : 16=20. ht@' ) ) o

13 ‘ 20 National Institute of Health. Common terminology criteria

7. 2018 24 for adverse events ( CTCAE) EB/OL . (2018 - 01 -
(15):2128. 03) (2019 - 03 - 01). hitps: //ctep. cancer. gov/proto—

14 ) (1) colDevelopment / electronic_applications/ cte. htm.

J. 2007 48(6) : 504-507. 21 . I 2010

15 . (2015 ) 51(S1) :120421.

M . : 2015.
Effects of Xuefu Zhuyu Capsule ( ) on Patients with Qi Stagnation and Blood Stasis Syndrome:

A Prospective Multi-centered Randomize-Controlled Trial

CHEN Guang'® HE Haogiang' ° HU Kun' GAO Jialiang' LIU Yu’ ZHANG Chenhao* HE Qingyong'
LI Jun' WANG Jie'

(1. Guang’anmen Hospital China Academy of Chinese Medical Sciences Beijing 100053; 2. Beijing University of Chinese Medi—
cine; 3. Huguosi Hospital Beijing University of Chinese Medicine; 4. Wangjing Hospital China Academy of Chinese Medical
Sciences)

ABSTRACT Objective To investigate the effectiveness and safety of Xuefu Zhuyu Capsule ( ) on qi
stagnation and blood stasis syndrome. Methods A total of 120 participants with ¢i stagnation and blood stasis syn—
drome from 3 hospitals were enrolled in this prospective center stratified block randomization placebo controlled par—
allel double blinded clinical trial. The treatment group ( 60 participants) was given Xuefu Zhuyu Capsule while the
control group ( 60 participants) was given simulant of Xuefu Zhuyu Capsule. Both groups were given 6 capsules each
time twice daily 7 weeks as a treatment course. The syndrome improvement of ¢i stagnation and blood stasis syn—
drome was evaluated based on Patient-reported ¢i Stagnation and Blood Stasis Syndrome Scale ( ¢i Stagnation and
Blood Stasis Syndrome PRO scale) in2 4 6 and 7 weeks” intervention and those were taken as primary outcomes
to evaluate clinical efficacy. The secondary outcomes included improvement of related symptoms and signs of ¢i stag—
nation and blood stasis syndrome. Safety outcomes included blood routine urinalysis stool routine + occult blood
liver and kidney function coagulation function and electrocardiogram.  Results The treatment group demonstrated
a significantly greater reduction in ¢i Stagnation and Blood Stasis Syndrome PRO Scale score than the control group
after 7 weeks” treatment ( P <0.05) . Xuefu Zhuyu Capsule significantly improved the pain chest tightness palpita—
tion rib-side distention abdominal distension sighing insomnia dizziness numbness dark complexion purple
lips dark purple tongue tongue image and pulse better than the placebo ( P <0.05) and there was no statistically
significant difference between the 2 groups in improving irritation and lump when compared with the placebo (P >
0.05) . Stool routine showed stronger heterogeneity ( Kappa =0.06 P =0.384) before and after treatment and
blood routine liver and kidney function coagulation function urine routine urine biochemistry electrocardiogram
showed homogeneity before and after treatment ( P <0.01) .  Conclusion Xuefu Zhuyu Capsule can effectively im—
prove the gi stagnation and blood stasis syndrome with good clinical safety.

Keywords Xuefu Zhuyu Capsule ( ) ; gqi stagnation and blood stasis syndrome; randomized controlled

trial; new Chinese medicine of syndrome category
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