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Detection and analysis on safety signals of Clonidine Hydrochloride Sustained-
Release Tablets for attention deficit hyperactivity disorder based on FAERS
database
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Abstract: Objective To mine and analyze the safety warning signals of Clonidine Hydrochloride Sustained-Release Tablets in
treatment of attention deficit hyperactivity disorder in the FAERS database, and provide reference for clinical safety medication.
Methods “clonidine” or “clonidine hydrochloride” is targeted as the primary suspect, and extracted adverse event reports related to
“attention deficit hyperactivity disorder” in the FAERS database from first quarter 2004 to third quarter 2023, using the report odds
ratio method (ROR), proportional reporting ratio (PRR), while bayesian confidence progressive neural network (BCPNN) were used
for signal detection analysis. Results There were 136 ADE reports with clonidine or clonidine hydrochloride as the main suspected
object and the indication corresponding to attention deficit hyperactivity disorder, involving 8 systems and 36 safety warning signals,
including the nervous system, cardiovascular system and respiratory system. The main ADE are common sedation, drowsiness, sinus
bradycardia, hypotension, withdrawal hypertension, respiratory depression, apnea, etc. In addition, prolongation of QT interval and
generalized tonic convulsions not mentioned in the instruction manual were detected, including suicidal behavior, overweight and other
ADE signals. Conclusion When using Clonidine Hydrochloride Sustained-Release Tablets clinically, it is necessary to monitor the
medication, especially the heart rate and blood pressure. In children with behavioral disorders or brain development, it is also necessary
to consider the relationship with this drug, and make a safe and rational use of the drug.
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Table 2 Standard of signal detection and calculation formula
RUPIRS EAK TN
ROR de  ad a=3, ROR=2, 95%CI>1
ROR= i be
1,1,1,1
95%C1:eln(ROR)i 196 |- +3+-+5
PRR PRR alla+b) a(ct+d) a=3, PRR=2, =4
c/(ctd) clat+b)
2
, (\ad—bc\-g) n

X =

(a+b)a+t+c)ct+d)(b+d)
n=a-+b+c+d

BCPNN , a=3, IC—2SD>0
E(IC) =log2 (Coy T, NCHa)(CHP)
(CHN(CFa)(Ct8)
1 (C-CoyFyyy) (C-Cyta-a) (C-C,tB-B) }
(1c) (1n2)2{((C.vy+9'11)(l+C+"/))+((Cx+a1)(1+C+a))+((Cy+ﬂl)(l+C+/f’))

_ . _(CHaxCHp
e ranc,+4,)

IC—2SD=E(IC)—2,/V(IC)
oun=p=1; a=p=2; yu=1

C=a+b+c+d; Cx=a+tb; Cy=atc; Cy=a

*3 AOFHHER™E ADE M 1ER

Table 3 Demographic characteristics and composition of
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Table 4 Results of key system organ signal detection
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