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Analysis of adverse drug events of ceftriaxone in children based on FAERS database
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[ ABSTRACT ] AIM To investigate and analyze the adverse drug event ( ADE ) signals associated with ceftriaxone in
children in the real world, and provide references for the safety evaluation of cefiriaxone in children. METHODS  ADE reports
in the US FDA Adverse Event Reporting System ( FAERS ) from the first quarter of 2004 to the third quarter of 2022 involving
children aged 0—17 years with ceftriaxone as the primary suspected drug were extracted. ADEs were classified into organ systems
using the Medical Dictionary for Regulatory Activities ( MedDRA ) . The reporting odds ratio ( ROR ) and proportional reporting
ratio ( PRR ) methods were utilized to identify ADE signals associated with ceftriaxone. RESULTS A total of 999 ADE reports
were collected for children aged 0—17 years with ceftriaxone as the primary suspected drug. There were 139 related ADE signals
affecting 18 organ systems. The top 3 ADEs in terms of frequency were acute kidney injury, cholelithiasis, and postrenal acute
renal failure. The top 3 ADEs in terms of signal strength were postrenal acute renal failure, ureteral calculus, and intravascular
hemolysis. The top 10 ADEs in terms of signal strength for ceftriaxone in different age groups of children primarily involved the
hepatobiliary system, renal and urinary system, and the blood and lymphatic system. After the update of the ceftriaxone package
insert in July 2007, the proportion of pediatric stone-related ADEs caused by ceftriaxone decreased from 5.88% to 5.61%
among all ADEs. Among the top 10 concomitant medications reported in ADEs, other types of antibiotics and nonsteroidal anti-
inflammatory drugs were the most commonly used. CONCLUSION = When ceftriaxone is used in children, caution should be
exercised regarding its potential adverse events on the liver, gallbladder, and renal system. Additionally, attention should be paid

to the risk of adverse events when used in combination with other medications.
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(KR ] skikwkd s FREF ; LE; B8 ; FRAHE; AWHEHEH

[(WE] Be FRHFERERAkE OO0 RBEREE DA ERTRAT W, 5k BBRIATL H BN F
HMFEAREIN, FH1~6%, BHAR, ZEKBEEHB2 2% ] ~ T4, HEBI2HIHIILL (1 <EFH<3Y)
FLEA (< FER<6% ), 24EH EILHL Tk A T REKR 0.5mg ke, RAEE LK E Ramsay HE#T 4
ERENPBEHERTIQLANEFHEFFEXIFLNEN, KARERT RN ETFRERET -0 EILTR
BRI A O REREFE, EFMUR2ALEINEHH AT IFMERN AR, RELILAGHE, XA
PR BT V3 A T S ek kv 11 R R T4 S8 /N LA R B Y 95% 7 35 E( EDys VB AH B 95% & 15 X [8]( 95%CI ),
2R 4 LAH EDgs H 0.83 mgekg' (95%CI: 0.69~0.88 mg-kg™ ), JLE 41 #] EDgs # 0.89 mg-kg™' (95%CI: 0.69~0.97
mg-kg'), 2ALRTEEZR (P>0.05), %A ITH Hekakek & 0 REREMER 1~6 2 D ILRATERE
EDys 4 0.89 mg * kg™ (95%CI: 0.79~0.97 mg - kg ). 2 AE LA HHATH T L HFAELEZ R (P<0.05), EILKkK
HEEUREEZFZF (P>0.05), 2 418 LA 5 40 FRE 7 B3 B A R LA RAME .. FRIH . ToRet®
TR, & HALLOREREZHENILRNERNTEAZFRNYH, hkw b0 RERATEM 1~6
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