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The analysis of 399 ADRs associated with hemocoagulase and the risk signals mining

QI Zhen, GUO Dai-hong, YAO Chong, YANG Hong-yi, PANG Ning, LIU Si-yuan, LI Xiao-yang(Department of Clinical
Pharmacy, PLA General Hospital, Beijing 100853, China)

[ABSTRACT] Objective: To investigate the regularity and characteristics of the adverse drug reaction (ADR) related to
hemocoagulase in order to provide references for the rational drug use. Methods: The ADR reports related to hemocoagulase in
the PLA ADR monitoring center database from 2009 to 2018 were retrospectively analyzed. The risk signals of the severe ADRs
were mined by four kinds of methods including the proportional reporting ratio, the reporting odds ratio, the combination y* test-
PRR measure used by the Medicines and Healthcare Products Regulatory Agency, and the Bayesian confidence propagation
neural network. Results: In the 399 cases of ADR, the main clinical manifestations were systemic lesions (31.32%) and skin and
appendages damages (22.78%). The faster was the administration speed, the smaller was the median of ADR occurrence time.
Anaphylactic shock (43.59%), anaphylactoid reaction (23.07%) and reduction of plasma fibrinogen (10.26%) were mostly reported
in the 78 severe reports. The 4 methods of risk signals mining all generated positive signals of anaphylactic shock related to
haemocoagulase agkistrodon for injection and plasma fibrinogen reduction related to hemocoagulase for injection. Conclusion:
Hemocoagulase-related ADR involved a wide range of systems, in which the administration route and speed were probably related to
the occurrence time and severity of ADR. It is necessary to carry out the active monitoring aiming at the two risk signals found in our
study in order to further verify the clinical safety of hemocoagulase.
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Tab 1 Gender and age distribution of patients
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Tab 2 Distribution of drugs involved in ADR
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Tab S The occurrence time and administration route involved in ADR
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Tab 6 Distribution of clinical manifestations involved in hemocoagulase-related ADR
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Tab 7 Abnormal signal detection results of anaphylactic shock

x
ZimA R gﬂ ROR(95%CI) PRR(95%CI) MH 1C(IC ~
o 2SD)
TSI 32 13200312, 5590) 11.52(272, 4873) 1818 064(0.11)
Wy b 0 1.
B
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LA
LR
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JELA ]
B
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5

x9 MPAEFZEARRDREESHRNER
Tab9 Abnormal signal detection results of plasma fibrinogen reduction

x 1C(1C—
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o 2SD)
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W i
BT
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S g 1,
BN
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J[EL==A ]
BN
IETEIMAEE 1 1.11(0.14, 884) 1.11(0.14,879) 0.20 000(-2.18)
i S

R B

Note: “positire risk signal was detected
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Tab8 Abnormal signal detection results of anaphylactoid reaction

2

. . ROR PRR LI (el (o
AR PR osycr) (osocn) MI;;A 2SD)
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W) 03 e 1
gy
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Sk w8 I
e
WH A 41 1200069, 206) 1070070, 164) 025  007(-051)
JE e i
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PR
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ALEEREE TR A LI H I AR DGR ™, fELIG R
AT R, WA A BRI TR 8, IR EE R

I M0

Ve R
Note: ~ positive risk signal was detected
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CONBUK /G2 Y d [TANN 1| B 4 B Y S ) e e g Y il
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BRARIE S SR —2 " R A e e BEORE S 2 e ]
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WM, JCHIEA 2 Bk A R . T 24 5 3K
[ (> 6 h)R/ER™HE ADR Z NIMK RGN E, FE
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