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Retrospective Analysis of Gestational Adverse Drug Reactions from Sichuan Center for Adverse Drug
Reaction Monitoring from Nov. 2016 to Nov. 2017

WU Shan'*, YAN Junfeng”’, BIAN Yuan’, YU Nan’, DU Shan’, WU Yue®, LAN Shan’, LI Yamei', ZOU Yi'(1.
Dept. of Pharmacy, Chengdu Shuangliu District Maternal and Child Health Hospital, Chengdu 610200, China;2.
School of Medicine, University of Electronic Science and Technology of China, Chengdu 610054, China; 3.
Sichuan Academy of Medical Sciences/Sichuan Provincial People’s Hospital/the Affiliated Hospital of University
of Electronic Science and Technology of China/Sichuan Key Laboratory of Individualized Drug Treatment,
Chengdu 610072, China;4.Sichuan Center for Adverse Drug Reaction Monitoring, Chengdu 610041, China)

ABSTRACT OBJECTIVE: To investigate the characteristics and regularity of gestational (including perinatal period) adverse
drug reactions (ADR) in Sichuan province, and to provide evidence for ensuring the safety and effectiveness of drug use in clinic.
METHODS: Gestational ADR reported to Sichuan provincial ADR monitoring center from Nov. 2016 to Nov. 2017 were
statistically analyzed in respects of report source, personnel distribution, general information of patients, route of administration,
drug types and main drugs, involved system/organ, grading and outcome, etc. RESULTS: A total of 1 309 gestational ADR cases
(1 340 case time) were collected, in which 1 305 were from medical institutions, 3 from enterprises and 1 from manufacturer.
There were 986 physicians, 188 nurses, 133 pharmacists and 2 commissioners for drug safety. 859 cases (65.62% ) were 21-30

years old, accounting for the largest proportion. 867 case time were caused by intravenous administration (64.70% ). ADR-inducing

drug types mainly included reproductive system drugs (491
A R < [E 50 PR BRI H (No.30305030698) 5 1Y

JIAE BRI H (No.2018YSKY0017) ; P4 1145 B2 2= RS-
(No0.S16070) ; U 48 B2 RE B - U 48 N B R BERHIF I 4 1 PRIF 7%

case time, 36.64% ), antimicrobial drugs (479 case time,
35.75% ) and blood system drugs (110 case time, 8.21% ).

Main of them were Carboprost tromethamine injection (187

e H (No.2018LY09)
. I BRI . BRI R 25 2% LR 028 case time, 13.96% ), Cefazolin sodium for injection (122
85812044 E-mail:2212537558@qq.com case time, 9.10% ) and Oxytocin injection (105 case time,
S R AT Wi, WEST O R 22 2Ry 7.84% ). ADR mainly involved skin and its appendants (517
P, HLI%:028-87393405, E-mail : 85778860@qq.com case time, 33.95% ), gastrointestinal system (387 case time,
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25.41% ), whole body (175 case time, 11.49% ). In 1 309 gestational ADR, 1 251 cases (95.57% ) were general ADR; 58 cases
(4.43% ) were severe ADR, including 14 life-threatening cases, 7 extended hospital stay and 37 others; 592 (45.22% ) patients
improved, 716 (54.70% ) recovered and 1 (0.08% ) did not improve. CONCLUSIONS: In clinical practice, it is necessary to

strengthen the monitoring of drug use in patients during gestational, especially monitor ADR of uterine contraction drugs and

antimicrobial drugs during gestational, use drug cautiously and promote clinical medication safety in gestational patients.
KEYWORDS Sichuan province; Adverse drug reaction; Gestational; Medication safety
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R1 EREFREADR EEERNT
Tab 1 Age distribution of gestational ADR patients

AR il HIRHE, %
20% RUF 70 535
21~30% 859 65.62
31~40% 348 2659
41~50% 31 237
50401 1 0.08
At 1309 100
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Tab 2 Distribution of administration route in gesta-

tional ADR

Btk filc R, %
ks 867 64.70
Wt 244 1821
MR 187 13.96
S 13 0.97
BiiE# 2 8 0.60
ST 7 0.52
BEAZ 7 0.52
IO 5 4 0.30
B 3 0.22
ait 1340 100

T TR R R ADR il 2 Rl 2 R A B 255 Dl , SRR
KT EBHE.
Note: some ADRs are caused by two or more drugs, so the total

number of cases is greater than the number of patients

+®3 SEFIREI ADRMZ Ry E

Tab 3 Classification of the drugs which caused gesta-

tional ADR

ik il R, %
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Ait 1340 100
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AT URI ADR 924 it o5 S 72.08 %
2.6 WFIREAADRER RA/HE

HR A T A2 20 20 (WHO) 25 A B R AR B 4E
#1309 BT IR ADR 4% R X R G/48 B 1 7 28581,
FL R Jok % 40 e R DL, AT 51T IR, i 33.95%
HN 8 W 387 1Y (25.41 9% ) F4 B 45 3 175 4
W(11.49%) . GEURIHADR RN R G0/ 4 HHE WK 5.
2.7 WEYRHA ADR XEEMEIEM DR R T

71 309 BilLE IR ADR , KB 85 R p i e

HEZED; 2019455 30 5 15
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Tab 4 Top 20 drugs which caused gestational ADR

i fil R, %
FRIIEA T =R 187 13.96
RSk A A 122 9.10
EE iRk 105 7.84
KERFIE R 93 6.94
BB R 62 463
FH B AR 52 3.88
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e iip ol et 2 1.94
T Ay 2 17
T A AL G 21 157
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WRMRE S 16 119
ek K CHR 16 1.19
TET R R AT 16 1.19
T P TR b £ 3 0 13 0.97
RS LB S 12 0.90

x5 HIREAADRERZRF/BRE
Tab 5 System/organ involved in gestational ADR
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WP R f 78 512
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TV i i i A 6 039
IR ARG E 4 0.26
WA RS 6E 3 0.20
FAMRAILR I B RS 2 0.13
HAFR SRR E 1 0.07
TR R GeBE [Cl R SRR 1 0.07
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