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Analysis on adverse reactions of traditional Chinese medicine injections from
2011 to 2014

SHANG Chun-cheng, GUO Dong-mei
College of Management, Beijing University of Chinese Medicine, Beijing 100029, China

Abstract: According to "National Adverse Drug Reaction Monitoring Report" on traditional Chinese medicine injections adverse
reactions/events monitoring data released by the China Food and Drug Administration from 2011 to 2014, the current situation of
traditional Chinese medicine injections adverse drug reactions/events were analyzed. And the causes of traditional Chinese medicine
injections adverse reactions/events were discussed from the individual patient factors, traditional Chinese medicine injection own
factors, and clinical factors. And the establishment of high quality planting base to ensure supply of raw materials, using of advanced
production technology and standard operating procedures, strengthening basic research and improving the quality standards,
syndrome differentiation, regulating usage and dosage, and other measures were proposed to reduce the adverse reaction/event rates
of traditional Chinese medicine injections.
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Table 1 Overall reporting of adverse drug reactions/events

55 2011 4F 2012 4F 2013 4F 2014 4F

5505 IR/ % U IR/ % R FI LG P87 FIRE%
22 72.39 84.89 97.92 81.60 107.07 81.30 107.83 81.20
iy 12.79 15.00 20.52 17.10 22.78 17.30 22.97 17.30
AW 0.09 0.11 1.56 1.30 1.84 1.40 1.99 1.50
it 85.28 100.00 120.0 100.00 131.70 100.00 132.8 100.00
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Table 2 Dosage forms of adverse drug reactions / events distribution
-~ 2011 4E 2012 4E 2013 4F 2014 4
PR MRtk REUT M R0 Mk BT MEE%

FlR A2 33.52 39.30 47.40 39.50 49.12 37.30 46.75 35.20

gy — — — — — — — —
HH AL 47.59 55.80 68.04 56.70 77.31 58.70 80.88 60.90

gy 6.56 50.90 10.30 50.19 12.10 53.11 12.70 55.30
oAb AEZ5 4.18 4.90 456 3.80 5.27 4.00 5.18 3.90

gy 6.23 49.10 10.22 49.81 10.68 46.89 10.27 44.70
— A
—: no data
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Table 3 Drug serious adverse reactions / events conditions

2011 4F 2012 4 2013 4 2014 4
25 PHEUT HEEARB R SRR U BEEARKN U SRR RO
PR L/ %% [ LE /% 14 1 EE/ % PRI 8 LR/ %
TR 0.403 4 247 0.55 5.3 0.6776 5.6 0.850 9 6.7
PURG ) 1.3473 8.25 1.8 3.7 2 4.0 2.4 4.8
APRZN 14576 9 17.09 24.0 20.0 29.1 22.1 34.1 25.7
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Table 4 Top ten drugs involved in traditional Chinese
medicine injections serious adverse reactions/

events reporting for four consecutive years

AP HE

2011 2012 2013 2014
T T REH 1 1 1 1
RO 5 51 2 3 4 3
e gl 3 2 2 2
FH&ESHR — 5 3 7
1L FE T 5 771 — 4 6 4
F FHE g7 — 6 5 8
A WK 5 771 — 7 9 9
—: X
—: no data
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