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WE BM §EABTIRKITZHoNE BIEFNARLE S0 ok, A3 B R M F 62 AT IEN,
Fik ARG @MAE RO P XA E OIS T E 4 WA E(CNKI) 7 5 23 % F R 48 TR ) 4
BEE(VIP) FPEAMEF Lk HEE(CBM) fok L ELELEBELE S H +H 4 (PubMed) . Co-
chrane B # 4% (Cochrane Library) , A Z B Z R & B BB TR EHH B RRE D BN b .o 5038 E (k&
B ) S B HE A R B 2019 4 4 ) SN B R W 69 PR 16 RAT AL, ATAANES AT R R 3.5.3 4
PEXFIINBR TR BB [ R 09 A R 84T Meta 27, 5F 38 33 T2 28 5 AT 4R34 % vl < SE 0 6 R R R R/
P& A6 B & S R AR AT Meta 2 AT 89 AF R BEAT R R AT, R RN AL B X 3 (RCT) 62 M,
JEREALAT BEIX 3 (CCT) 9 M, 74 & 71 15 3, Fesm il _ % 8 5, 86 J RCT/CCT/s# %) % 51 #F 52 P 4% A 4 E
HmNEFE 8111 6 B BILR R RS /FE 4 579 4] Meta R B FEH BN F R RR S/ FEHEAE
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FRBERMIEHZZERINA TR LR AR RBER RGHRANG Ay X A% R KER T
BREH AL E LI,
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Evaluation on Safety of Qizheng Xiaotong Plaster ~YANG Si-hong’, QIU Xiao-ming®, WEN Jian-
min®, BAI Xue', FANG Sai-nan’, GUAN Ying-jie', and CHEN Wei' 1 Centre for Evidence-Based Chi-
nese Medicine, Beijing University of Chinese Medicine, Beijing ( 100029) ; 2 Department of Orthopedics,
Affiliated Shaw Shaw Hospital, Medical College, Zhejiang University, Hangzhou (310016) ; 3 Department
of Bone Joint, Wangjing Hospital, China Academy of Chinese Medical Sciences, Beijing ( 100102)
ABSTRACT Objective To conduct an evidence-based evaluation on the safety of Qizheng Xiaotong
Plaster ( QZXTP ) by combining bibliometrics analysis and evidence-based evaluation. Methods
Chinese databases (CNKI, VIP, WanFang, CBM) and English databases (PubMed, Cochrane Library)
and the State Food and Drug Administration Adverse Drug Reactions Monitoring Center database were re-
trieved from the establishment of each database to April 2019. All the clinical trials of QZXTP were includ-
ed. Meta-analysis was performed on the incidence of adverse reactions/events using R3. 5. 3 Software. The
factors affecting adverse reactions/events of QZXTP were discussed through subgroup analysis, and de-
scriptive analysis was performed on the studies that could not be Meta-analyzed. Results A total of 62
randomized controlled trials (RCTs), 9 non-randomized controlled clinical trials (CCTs), 15 case series,
and 8 case reports were included. Among 8 111 patients using QZXTP in 86 RCT/CCT/case series studies,
adverse reactions/events occurred in 579 cases. Meta-analysis results showed that the incidence of ad-
verse reactions/events of QZXTP was 3. 73% (95% CI[2.57% , 5.10% ]). Subgroup analysis showed that
there was no significant association between the incidence of adverse reactions/events of QZXTP with the
type of disease/whether it was combined/the mode of administration/the length of medication/duration of
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treatment. Contact dermatitis was the main adverse reactions/events of QZXTP. Conclusions

The adverse

reactions/events of QZXTP was mainly manifested as skin allergies. There was no significant association

between the incidence of adverse reactions/events of QZXTP with the type of disease/whether it was com-

bined/the mode of administration/the length of medication/duration of treatment.

KEYWORDS safety; Qizheng Xiaotong Plaster; evidence-based evaluation
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Weight Weight

Study Events Total Proportion 95%-Cl (fixed) (random)
CAO LH2010 0 60 0.00 [0.00;0.068] 0.7% 1.1%
CHEN RC2011 19 309 =% 0.06 [0.04,0.09] 3.8% 1.3%
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HAOQ SL2005 83 548 i & 0.15 [0.12,0.18] 6.8% 1.3%
HU J2011 0 60 0.00 [0.00;0.06] 0.7% 1.1%
HUANG XM2011 3 A0 0.03 [0.01;0.08] 1.4% 1.2%
JIAPT2009 13 115 4—=— 0.11 [0.06;0.19] 1.4% 1.2%
JIAY2011 1 43 =i— 0.02 [0.00;0.12] 0.5% 1.1%
JIANG J2011 2 80 ®— 0.02 [0.00;0.09] 1.0% 1.2%
LEI NB2013 L o 0.00 [0.00;0.11] 0.4% 1.0%
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LI XM2011 12 95 H—=— 0.13 [0.07;021] 1.2% 1.2%
LIU AJ2009 0 42— 0.00 [0.00;0.08] 0.5% 1.1%
LU G2011 4 45 H4=— 0.09 [0.02,021] 0.6% 1.1%
LIU QJ2010 6 200 =- 0.03 [0.01;0.068] 25% 1.3%
LIU XD2011 G 0.00 [0.00;0.12] 0.4% 1.0%
LU Y2013 0 20T 0.00 [0.00;0.17] 0.2% 0.9%
LIU 22011 27 183 i —=— 0.15 [0.10;0.21] 23% 1.3%
LU JG2011 0 23— 0.00 [0.00;0.15] 0.3% 0.9%
LUO P2008 2 38 — 0.05 [0.01;0.18] 05% 1.0%
LUO QN2010 9 120 E— 0.08 [0.03;0.14] 1.5% 1.2%
MA SP2011 0 43+~ 0.00 [0.00;0.08] 0.5% 1.1%
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WANG D2011 0 30— 0.00 [0.00;0.12] 0.4% 1.0%
WANG JL2012 7 48 i——— 0.15 [0.06;0.28] 0.6% 1.1%
WANG C2011 0 60— 0.00 [0.00;0.06] 0.7% 1.1%
WANG TJ2013 6 65 = 0.09 [0.03;0.19] 0.8% 1.1%
WANG Y2010 t 18— 0.06 [0.00;0.27] 0.2% 0.8%
WANG YM2011 0 Ao 0.00 [0.00;0.068] 0.7% 1.1%
WEI GW2011 A B Te— 0.06 [0.01;017] 0.6% 1.1%
Wu D2011 4 40 H—— 0.10 [0.03;0.24] 0.5% 1.0%
WU MX2017 0 54+ 0.00 [0.00;0.07] 0.7% 1.1%
XIANG XW2013 & J3 Am— 0.08 [0.03;0.17] 0.9% 1.2%
XU HT2011 0 8o= 0.00 [0.00;0.05] 1.0% 1.2%
YANG AY2009 0 58~ 0.00 [0.00;0.06] 0.7% 1.1%
YANG CJ2013 6 30 §—— 0.20 [0.08;0.39] 04% 1.0%
YANG HG2013 0 84w 0.00 [0.00;0.04] 1.0% 1.2%
YE H2012-1 18 43 4 S 0.42 [0.27,0.58] 0.5% 1.1%
YIN Y2010 4 48 0.00 [0.00;0.07] 0.6% 1.1%
YUAN F2011 0 36— 0.00 [0.00;0.10] 0.4% 1.0%
ZHANG CH2011 2 50 —— 0.04 [0.00;0.14] 0.6% 1.1%
ZHANG H2011 20 105 i —=— 0.19 [0.12;028] 1.3% 1.2%
ZHANG J2010 3 174 By 0.02 [0.00;0.05] 2.1% 1.3%
ZHANG 52011 2 30— 0.07 [0.01,022] 04% 1.0%
ZHANG Y2011 o0 30— 0.00 [0.00;0.12] 0.4% 1.0%
ZHANG ZQ2010 0 32— 0.00 [0.00;0.11] 0.4% 1.0%
ZHAO DZ2003 0 160% 0.00 [0.00;0.02] 2.0% 1.3%
ZHOU 5B2011 o 50 0.00 [0.00;0.07] 0.6% 1.1%
Xu'WJ 2018 0 50+ 0.00 [0.00;0.07] 0.6% 1.1%
ShiHJ 2018 1 30— 0.03 [0.00;0.17] 0.4% 1.0%
Shao YC 2018 5 48 H———0 0.10 [0.03;0.23] 0.6% 1.1%
LiH2019 1 40 =— 0.02 [0.00;0.13] 0.5% 1.0%
Zhang HM 2012-1 15 11 e 0.14 [0.08;021] 14% 1.2%
Zhang HM 2019-2 & 413 L 0.13 [0.08;0.21] 1.4% 1.2%
Zhang HM 2019-3 19 109 u —— 0.17 [0.11;0.26] 1.3% 1.2%
Zhang HM 2019-4 21 112§ —s— 0.19 [0.12,027] 14% 1.2%
Zhao BD 2010 4 32 0.12 [0.04,029] 0.4% 1.0%
Zhang YP 2010 17 235 i 0.07 [0.04;0.11] 2.9% 1.3%
Ding XY 2011 4 151 - 0.03 [0.01;0.07] 1.9% 1.3%
LiSL 2011 8 120 =— 0.07 [0.03;0.13] 1.5% 1.2%
Wang ZJ 2011 0 2132} 0.00 [0.00;0.02] 26% 1.3%
Liu XH 2011a 11 101 —=— 011 [0.06;0.19] 1.2% 1.2%
Zhang X 2011 2 30 —H=— 0.07 [0.01;0.22] 04% 1.0%
Liu XH 2011b 3 &9 = 0.03 [0.01;010] 1.1% 1.2%
Chen SQ 2010 6 155 #— 0.04 [0.01;0.08] 1.9% 1.3%
LuJ 2003 2 50— 0.04 [0.00;0.14] 0.6% 1.1%
Feng J 2009 5 45 H——— 0.11 [0.04,024] 0.6% 1.1%
Zhao BD 2009 16 96 il —=— 0.17 [0.10;0.26] 1.2% 1.2%
Xu P 2010 ¢ 113w 0.00 [0.00;0.03] 1.4% 1.2%
Tian ZF 2011 3 60 - 0.05 [0.01;0.14] 0.7% 1.1%
Wang XY 2011 $ hy -"-1:— 0.02 [0.00;0.09] 0.7% 1.1%
1
Fixed effect model 8111 # 0.05 [0.05; 0.05] 100.0% -
Random effects model v 0.04 [0.03; 0.05] - 100.0%

Heterogenetty: 12 = 89%, 7* = 0.0216, p < 0.51
n

N4 A N3 na NnE
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