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Analysis of 358 cases of serious adverse drug reactions/events in Nanjing
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Abstract: Objective To analyze the occurrence characteristics and regularity of serious adverse drug reactions/events and provide
reference for the detection of adverse drug reaction signals and clinical rational drug use. Methods The serious adverse drug
reactions/events reports were screened from the National Adverse Drug Reaction Monitoring System Database, which were received
by Nanjing adverse drug reaction monitoring center in 2017. The gender, age, suspected drug, serious adverse reactions/event,
process description and other information were analyzed statistically. Results New serious adverse reactions accounted for 23.18%.
Patients who were over 60 years old accounted for 48.60% in the 358 serious adverse drug reactions/events reports. The incidence of
serious adverse drug reactions/events was higher in anti-infectives and oncology drugs, which were 115 (32.12%) and 80 (22.35%)
cases, respectively. Intravenous administration was the most important mode of administration, which were 294 cases, accounting
for 82.12%. Systemic damage occurred the most frequently, which were 195 cases and accounted for 28.97%, followed by
respiratory damage. Conclusion In this study, serious adverse drug reactions/events are related to the patient's age, administration
route, and type of drug. Medical institutions, operating and production enterprises should reinforce the monitoring of serious adverse
drug reactions/incidents and promote rational drug use.

Key words: serious; adverse drug reactions/events; statistical analysis

Y 2 AN R N/ F A (adverse drug reaction/ AR B, R i S 4R o] R B I R AR
event, ADR/ADE) X} NS4 ™ 8, 2 A R R 2 —"0 Bk, KA 3 Ak B#1F0 25 B 7™ B ADR/

Weks B HA: 2018-10-26

EEUWE : f a2y a1 N U251 5 24 4 RHT 5 42 % B (2018 YX001)

F—EE: £ &, BE L BT R A2 A RS I . E-mail : wangjingepu@yeah.net
*BEEE T A0, 2, AR FFF T R 2 A BB . E-mail: 719167527@qq.com




+ 2222 -

Hassaati. Drug Evaluation Research 4155 1287 2018512 8

ADE 5% Hgh AT J5 2210 70 B RS BRI 5 1K
I, A2 W AR R AN R & B 25 B
B o NI, AR SO0 e 5T 2 AN R M G
2017 £ () )™ B ADR/ADE i 75 #E47 48 i1 70 7
ATH T B X R A2 7 B ADR/ADE [ R R
AL HERDE AT REAEAE M 52 (R 2R, DR 24 i A RO
M TAERIF R A B 255 S 514
1 #ERE5RE

ORI T B K2 5 A ) R 0 &R 45 % R
T 24 R BSOS I HR ot 2017 SERRUC) 7 117 4y
ADR/ADE # % , i HU K 2 Sy “ ™ 5 ” ADR/ADE [ 4)
HILA I O RBBES.77%) . Hob, SRIET BT
BLA 380 171, 4875 Ak 14, A2 7= Ak 30 4o 51 B O
MM AT R TC RV TIVEVEAN 7 S5 1 L R &5 22 1
358 MRk NG BT . KR Excel 4% X) &
R RS VPR BEZ) A IR A R RN AR
AR R PO FE IR G AT 25 T
2 HZ#R
2.1 BEMIFEL

358 {3 )™ L ADR/ADE # &5 1, 55 2o 3% Lh 47l
N 1.05:1. KA i B AR 8 BEN 60~69 %, 60
LU EE T R 48.60%. ERSERNE 1S,
WARFE L (R . BEAEAZ A RS20
#1(5.59%) , A B SEATER 87 111(24.30%)

®1 KEEADR/ADE BZEHMR FRS MM G
1
Table 1 Gender, age distribution and proportion of
patients with severe ADR/ADE

ERBE/S B/ il SR R /%
<10 11 2 13 3.63
10~19 4 3 7 1.96
20~29 9 18 27 7.54
30~39 7 22 29 8.10
40~49 23 26 49 13.69
50~59 26 30 56 15.64
60~69 57 48 105 29.33
70~79 28 15 43 12.01
80~89 15 10 25 6.98
=90 0 1 1 0.28
AT 3 0 3 0.84
it 183 175 358 100.00
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Table 2 Drug types, cases and proportion of serious ADR/ADE

2 i e n/f BT o HeA9 /%
UG L) 3G N U 2 12 3.35
P RE 2 4 1.12
DA A 2y 1 0.28
L ] 2 0.56
BURE A 24 S ok R S B 245 1 0.28
BiAER 91 25.42
P 4 1.12
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JitRr 2 EiINAw i E2] 17 4.75
PR R 2R 1 0.28
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AR R I 0 e 24 T AT A 36 10.06
it 80 22.35
Hh 24 T il 5] Hh 2 5 7 31 8.66
HHRC 24 11 R 7 3 0.84
&t 34 9.5
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Table 3 Clinical manifestation and frequency of severe ADR/ADE
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Table 4 Route of administration, number of cases of
severe ADR/ADE, and the number of days from drug use

to adverse reactions

A IRAT n/f 5 E /% KH/d
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Table 5 More than 10 cases of serious ADR/ADE drugs
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