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Data Mining of Adverse Events Related to Levothyroxine Sodium Tablets Based on FAERS
DU Jing ,REN Ziyu,WU Jinlin, HUANG Qixuan,YANG Shuting,TIAN Mingyuan,LIU Dongfang
(The Second Affiliated Hospital of Chongqing Medical University ,Chongqing,China  400010)

Abstract: Objective To provide a reference for the safety use of Levothyroxine Sodium Tablets (L — T,) in clinical practice.
Methods The adverse drug events (ADE) reports in the U. S. Food and Drug Administration Adverse Event Reporting System
(FAERS) were searched from the third quarter of 2014 to the fourth quarter of 2023. The reporting odds ratio (ROR) method and
proportional reporting ratio (PRR) method were used to perform signal mining. The preferred term (PT) and the system organ
classification (SOC) in the Medical Dictionary for Regulatory Activities (MedDRA) were used to describe and classify the ADE,
and the order and analysis were carried out according to the number of PT occurrences and the signal intensity of ROR value.
Results A total of 3 487 ADE reports with L. — T, as the primary suspected drug were included, among which 625 cases were
severe. The ADE reporls were more common in age of > 45 — 65 years old (48.06%). The proportion of reports for female
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patients was 8.85 times that of male patients. Among the reporting individuals, physicians constituted the highest proportion
(40.92%). Most ADE occurred within 30 d of drug administration. When ADE occurred,the dosage of L — T, was 50.0 — 125.0 pg,
and most severe ADE were hospitalized. The reporting countries were mainly France (47.95%) and the U.S. (28.39%). A total of
176 ADE positive ADE signals, 87 PT were identified, involving 19 SOC. The involved SOC mainly included systemic diseases and
administration site reactions, various nervous system disorders, various psychiatric diseases, various examinations, heart diseases, skin
and subcutaneous tissue diseases (PT > 300). ROR and PRR analyses revealed a high correlation between L — T, and adverse
drug reaction (ADR),including abnormal blood tests, palpitations, alopecia, and dizziness, sorted by the number of reports and the
signal intensity of ROR value. Among these, certain ADR were mentioned in the specification, while others were not,including body
weight gain, dizziness, memory loss, abnormal blood tests, and polyhydramnios. Conclusion The middle - aged and elderly women
within 30 d of treatment with L. — T, conventional dose are high — risk group for ADE. In addition to the ADR included in the
specification, it is also important to consider the relevant risk signals not mentioned.

Key words:levothyroxine sodium;adverse drug reaction;signal mining;medication safety; FAERS
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ik AL #hik
; _ale _ad 3,959
RORZ*  Rok = = b 0>3,95%Cl
950 CI = "(ROR) = 1961l + Vb + Ve + 1id _FFﬁ >1
PRR%  prr=“la*b)
PRR= e ) a>3,PRR>2,
, (ad=be)(a+b+c+d) X4

(a+b)(a+c)c+d)(b+d)

1.3 SitFELE

K SAS 9. 4 GE A5 X B R AT AL B SR XL
P55 1. 9 Microsoft .Excel #4247 5504 347 -

2 #£R
2.1 ADEREEXRER

HHIFLAL - T, b EEEEA YN ADE e 3 48741,
Horp ™ E ADE 625 il o 21 o i i 7 55 0 AR
RPTE > 45~ 65 % 5 B4R, BRI Y o (40.92%)
FHUR S 25 0 (25.98%) 5 b 4 B &K A vk O s
(47.95%) , Hovk S 55 [ (28. 39%) . ™ 5 ADE DL e N
F 15 3 Bk AN HE ADE & A B L - T, f H 57 &
50.0 ~ 125.0 pg, Ltk ADE o R ARFIRI A 9 d, BEH
17 d, EEAE30 d N (26.01%) . ILFK 3,

2.2 ADE 552K SOC RlsKFRHN

24519 3 487 ] ADE fig v, B & 194> S0C, 15 %]
176 D FHPEAR S, B4 e 4 B PR S 45 2537
N AP RGEEIA A5 MG PO A SR A O RS
BRI B RR B R T SV AR UL IR B RN g
LV W RGO A SCH: ek B 90 , o Hak
93.52%. L3 4.

ADE 245 H b K 874~ PT . & A= B HE44 1T 5 (4 PT
MU Sy IR A S5 57 SRR LR e i B
B o e, S LR R AR B A O AR LR
ZIF T A PT S L - T, 25 i i 45— 2, HoAth 134>

5 A2 UL B ISR AHOC PT R ) SOC 2

119



25t 'r (ﬂ ;,';'; 2025 4 10 H 20 H 45 34 445 20 )

Drug Evaluation China Pharmaceuticals Vol. 34,No. 20, October 20,2025
#*3 ADEREEARER(n=3487) x5 HAB 20 XSS (3£61%)
Tab.3 Basic information of ADE reports (n = 3 487) Tab.5 Top 20 risk signals(according to case)
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Tab.6 Top 20 risk signals(according to intensity of ROR)
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