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Application of critical value in monitoring of serious adverse drug reactions

CHEN Chongze
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Abstract: Objective To investigate the application value of critical value in monitoring serious adverse drug reactions (SADR).
Methods A report of SADR, which was collected by Fuzhou Changle District Hospital from January 2016 to June 2017, was reviewed
based on the critical value of inspection and the traditional monitoring model. The two types of monitoring models were classified and
analyzed from the gender, age, the characteristics of adverse reactions, the distribution and incubation period of the department, the
correlation, and the outcome. Results A total of 395 cases of SADR were collected in Fuzhou Changle District Hospital, which was
based on the critical value of the 251 cases, accounting for 63.54%; Compared with the traditional monitoring mode has a significant
difference (P < 0.01). Patients aged 65 and above had the most SADR, accounting for 54.44%. In the area of department distribution, the
top three departments were the department of digestive medicine, the department of endocrinology, and the department of neurology,
which of the two monitoring modes had no significant differences. The top three adverse reactions in the critical value monitoring model
were liver dysfunction, hypoglycemia, and renal function damage respectively. The top three in the traditional monitoring model were
gastrointestinal system damage, systemic damage, metabolism and nutritional disorders, and the two were supplemented by each other.
The shortest incubation period was 3 min and the longest was 7 years. In correlation assessment, 46 cases were likely to be involved,
accounting for 11.65%, and 349 cases were possible, accounting for 88.35%. In terms of outcome, 74 cases recovered, accounting for
18.73%, and 283 cases improved, accounting for 71.65%. Conclusion This study provides important data for updating and
supplementation of drug safety information. The critical value of test is of great significance in the monitoring of SADR. By analyzing
the critical value of the test, we can effectively improve the efficiency and ability of monitoring SADR.
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Fig.1 SADR monitoring model based on critical value
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Table1 Comparison of two SADR monitoring models

AT A7 22, 2 11
WA SR mﬁgg%ﬁ
2016.1 5 6
2016.2 2 7
2016.3 7 14
2016.4 8 6
2016.5 1 7
2016.6 6 17
2016.7 6 11
2016.8 3 9
2016.9 2 15
2016.10 11 15
2016.11 11 14
2016.12 17 16
2017.1 10 11
2017.2 11 17
2017.3 9 28
2017.4 7 25
2017.5 17 12
2017.6 9 21
it 144 251"

S TP<0.01

"P<0.01 vs traditional monitoring model
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Table 2 Gender and age distribution in patients
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Table 3 Distribution of cases of severe adverse drug reactions in various departments

AR S g HE% R 2fEmE R HEH% SR A7 /%
AL EL 45 11.51 35 8.86 80 20.37
AL I R 19 4.81 46 11.65 65 16.46
UEZAE ! 26 6.58 26 6.58 52 13.16
P i Fl 8 2.03 41 10.38 49 12.41
I sk 19 481 17 4.30 36 9.11
e A Bl 4 1.01 29 7.34 33 8.35
1 A} 9 2.28 12 3.04 21 532
AR} 2 0.51 18 4.56 20 5.07
FEYLR} 2 0.51 15 3.80 17 431
BE 4 1.01 5 1.27 9 2.28
Japs 2 0.51 2 0.51 4 1.02
JUE 0 0 3 0.76 3 0.76
s F 0 0 2 0.51 2 0.51
S2E 2 0.51 0 0 2 0.51
T LA ) 1 0.25 0 0 1 0.25
JRIEERL 1 0.25 0 0 1 0.25
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Table 4 Analysis of characteristics of SADR of traditional monitoring model
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Table S Analysis of characteristics of SADR of critical value monitoring model
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