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A randomized double-blinded controlled trial of Xuefu Zhuyu Capsule on
short-term quality of life in unstable anginal patients with blood-stasis
syndrome after percutaneous coronary intervention
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Background: With the wide application of percutaneous coronary intervention (PCI) in patients with coronary
heart disease (CHD), it is a popularly concerned problem within clinical doctors to promote the patients’
early recovery and improve their health related quality of life (HR-QoL).

Objective; To evaluate the efficacy and safety of Xuefu Zhuyu (XFZY) Capsule, a compound traditional
Chinese herbal medicine for activating blood circulation, in improving HR-QolL in unstable angina (UA)
patients with blood-stasis syndrome after PCI, and to make a comparison with Shengmai (SM) Capsule.
Design, setting, participants and interventions: The study was performed at Rescue Center of Emergency,
Beijing Anzhen Hospital, China Capital University of Medical Science from March 2008 to February 2009. Using
a randomized, double-blinded, double-dummy and placebo controlled study design, ninety patients
diagnosed as UA and concomitant blood stasis syndrome after successful PCI therapy were enrolled and
randomized into three groups: XFZY group, SM group and placebo group, and the patients were administered
with the corresponding medications for 4 weeks.

Main outcome measures: The Short-Form 36 (SF-36) and Seattle Angina Questionnaire (SAQ) were applied to
assess the HR-QoL in each group before and after the treatment.

Results: A total of 90 patients were recruited and 4 cases of them withdrew from the study during the
treatment pericd indicating a 4.4 % of dropping rate. After the treatment, several domains of scores in SF-36
and SAQ were significantly increased in three groups (P<(0.05, P<C0.01). The efficacy of XFZY Capsule in
improving body pain (BP), general health (GH), vitality (VT), social function (SF), role emotional (RE),
angina stability (AS), angina frequency (AF), as well as treatment satisfaction (TS) was better than that of
placebo (P<C0.05, P<(0.01). Meanwhile, the dimensions of BP, GH, SF, AS, AF, TS were improved as
compared with those in the SM group (P<C0.05). No obvious adverse reaction was found during and after the
treatment with the exception of one case in XFZY group reporting of discomfort in the stomach.

Conclusion: Compared with SM Capsule, a short-term treatment of XFZY Capsule exhibits better efficacy in
improving HR-QoL in UA patients with blood-stasis syndrome after PCl. However, its long-term efficacy and
safety needs further investigation.

Trial registration. ClinicalTrials. gov, NCT00817024.

Keywords: Xuefu Zhuyu Capsule; unstable angina; quality of life; randomized controlled trial; double-blind;
double-dummy
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Figure 1 Flow diagram of this randomized trial
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Table 1 Baseline characteristics in three groups

Characteristics PI?C:E gg(;up (Sl;/lir(z);})) X(FZY:ngg;l p Statistic value P
Male [Cases (%) ] 20 (69.0) 15 (51.7) 18 (64. 3) 1.95 0. 37
Age (z* s, years) 58.8%8.9 61.649.2 61.749.6 0.14 0. 87
Course of disease ( z + s, years) 6.143.4 5.843.7 5.243.2 0.22 0. 65
Body mass index ( Z+ s, kg/m?) 23.28+3.59 24,0743, 41 23.40+3.54 0.12 0. 89
Hypertension [Cases (%] 12 (41. 3 14 (48.2) 13 (46. 4 0.30 0. 86
Hyperlipidemia [ Cases (%) ] 10 (34.5) 10 (34.5) 11 (39.3) 0.18 0.91
Diabetes mellitus [Cases (%) ] 12 (41. 4 11 (37.9) 7 (25.0) 1.86 0. 39
Smoking [Cases (%) ] 19 (65.5) 15 (51.7) 17 (60.7) 1.18 0. 56
Average stent number ( T4 s) 1.74+1.2 1.240.8 1.9+1.1 1.21 0.31
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LERTGHEELCP > 0.05) ;897 )5,3 A
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P <C0.01); XFZY 41 SM 40 AS.AF. TS 4 it
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XFZY 41 AS.AF. TS H A XEF SM 4 (P <
0.05),3 44 PL #1 DP I4p 8, ZR AT FEE X
(P>0.05), W3,
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Table 2 SF-36 scores in 3 groups before and after treatment
(zts)

Placebo group { n =29)

SM group (n = 29)

XFZY group (n = 28)

Variable Before treatment After treatment Before treatment After treatment Before treatment After treatment
PF 63.18426.45 68.21329.60* 64,3728, 60 80.34+18.41** 63.20427. 66 78.36425.58% %
RP 47.45410.56 48.12410. 24 46.444+12.56 47.72414. 20 47.934+11.41 47.50415. 31
BP 45.28+14.15 49.37412.20* 44,754+15.16 51.34416.37%4 45.31416.24 57.401 14,2804
GH 58.61426.42 63.62112. 28 57.16425.43 64.21415.57 57.45426.30 68.10423. 2124
VT 49,39414. 34 54.29414.67* 49.10410. 66 54,40415.35* 48.71+15.73 59.434+16.30*2
SF 53.61414.38 63.78113.41* 55.20%16.52 63.24412.45* 55.31415.03 69.231+15.36* 24
RE 65.63+11.25 66.61112. 46 63.334+10.54 74.16+11.02*4 64.42419.40 77.56+13.25*4
MH 57.20+12.18 59.20415.52 61.42414. 25 59.27410.56 55.34415.39 57.12416.67
HT 39.67414.25 39.34412.56 39.80416.56 40.32+15.37 40.51412.89 41.35+21.27
* P <{0.05, ** P <C0.01, us before treatment; & P <(0. 05, vs placebo group; 4 P<C0. 05, us SM group.

R3 3HEHBEBITHESAQIES
Table 3 SAQ scores in 3 groups before and after treatment
(z=Es)
Group n PL AS AF TS DP

Placebo

Before treatment 29 54,32415.43 39.32+11.56 56.17113.64 56.49110.42 43.18+10.39

After treatment 29 62.70+12.54* 44,17+16.28* 64.25412.40* 61.29+12.76* 41.80418. 30
SM

Before treatment 29 53.10+15.32 38.65+12.23 55.124+14. 16 55.45+12. 14 42.19+13.27

After treatment 29 64.20+11.14* 49.10%16.78* 4 67.43+11.20* 2 67.12+16.34**2 48.89+12. 14
XFZY

Before treatment 28 54.17416. 80 39.84%13.51 55. 404 14. 20 56.52410. 36 43.66417.12

After treatment 28 64.69113.76* 56.304+12.49*54  71,31416.58* *2A 73,3249, 58 *LLA 45 21416, 24

* P <C0.05, ** P<C0.01, vs before treatment; & P <(0. 05, &4 P <C0. 01, ws placebo group; 4 P <(0. 05, uw SM group.
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