2148 1 Il PR 25367 4=k Vol.21, No.11

2023411 H Clinical Medication Journal November, 2023
e &

E T FAERSHEEMIKFEAR FHESEREEST

SR SRR R AR R AR I R

1A R AR ERE 25508, Jbat 102699;2. HASERIRAMEIL st LEBEEE KRR, b5t 10004553, B HERKE
MRt WIPH R BE 25500 R, JbaT 10002054, 3E 25 BERe 255008, R 3E 5 )5 463003 ;5. B #EERFRZ MR 5 24 E b
Z5FIFE, AL 5T 100038 6. Jbats] FHIX B S B R oG 2500, dbst 100020

(fZE] BHH %R FDA R R FHIRE R 5 (FAERS) 248 & P ok W 8548 % R B F 4 (AEs) , A I R A 25 %
ARAEIE R, FTiE @it OpenVigil 2. 1F & # % FAERS 235 & P ok W 8548 % AEs, &R B 1] % 2004 4 %
15EZE20225% 3FE . RNAREIALIL(ROR) ik Fo i 4 FLAR L (PRR ) 3 3t 30 4B 3 47 947, SHAR B & A 90 &
Folz 52 E AT HAERATH R, BER AR TE A B2 IR 69 AEsIRE A 28 53914, A 65. 94% #1iRk4 kIR
T#£H. ZRORAPRR % H L G2 798 MR 455, L P30 5 RICHE I R R FHE T 1444 AEs A8
AGBEH»E(SOC)H 27 4, £ 2 R AAhihym £ (32.49%) A F Wk ym A 24 5302 & AP B (17.00%) . & %
AP R G (10.40%) S MR G B R (2. 44%) 5 . AEs B it K& B JE (1455) Fedp AR5 (1194 ) 2 K A IR KA
% A B B P AR R 80 I F M4 (ROR=1973.262) . va i B ¥ &% " (ROR=281. 866) = & A 3 4% 40
BE(ROR=17.869)1 5 5% FEH 4 4T 2015 %, ok WEE A B TR . ZEiE 216 JRAE ok W 85 B, B m 3% 5 2 8
SAPAR AT EAGHEAY B SR B KR D RR R (B HR DU AEs 09 KR, B LR AT, 18 T A A 8 4%
AAE EE R R FIEESLI B PRI R AEs 69 K A

[£47] FDA R R EHIRE A %% T B IR WAL Lok S Bl R 2 0180k R B SE4HE 5 33 1545

(FES>ZES] R971.7 [ XEk#RIRAE] A [XZEHS] 1672-3384(2023)11-0081-06

Doi:10.3969/j. issn. 1672-3384.2023.11.016

Data mining and analysis of signals of methylphenidate-related adverse events based on FAERS database

HAN Sai', XIU Bing—yu*,ZHOU Hong’, LI Hong-ru*,ZHANG Qi—ming’,SUN Xiang—yu®

1. Department of Pharmacy, Daxing District People's Hospital , Beijing 102699, China;2. Department of Dermatology , Beijing Children's Hospital , Capital
Medical Unwersity , Betjing 100045, China; 3. Department of Pharmacy, Beijing Chaoyang Hospital, Capital Medical University , Betjing 100020, China;
4. Department of Pharmacy, Zhumadian Downtown Hospital, Henan Zhumadian 463003, China: 5. Department of Pharmacy, Fuxing Hospital, Capital
Medical University, Betjing 100038, China; 6. Medicines and Equipment Department, Beijing Chaoyang Emergency Medical Rescuing Center, Beijing
100020, China

[Abstract] Objective To identify and describe adverse events (AEs) associated with methylphenidate reported by the U. S.
Food and Drug Administration Adverse Event Reporting System (FAERS) and provide clinical drug safety guidance. Methods
The FAERS was searched by OpenVigil 2.1 data platform for AEs reports for methylphenidate received from Q1 2004 to Q3
2022. The reporting odds ratio (ROR) and the proportinal ratio ratio (PRR) were used to analyze the data, and the data were
sorted according to the frequency of occurrence and signal intensity, respectively. Results A total of 28 539 AEs reports includ-
ed methylphenidate as the primary suspected drug, with 65. 94% of the reports come from the United States. A total of 798 cases
of AEs signals were mined by the ROR method and the PRR method, including 144 AEs signals that were not recorded in the
drug instructions. The AEs of methylphenidate involved 27 SOC types, mainly concentrated in psychiatric disorders
(32.49%), general disorders, and administration site conditions (17.00%), nervous system disorders (10.40%), cardiac dis-

orders (2.44%) , and others. Among them, anxiety (1455) and depression (1194) were the most frequent PTs mentioned on
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the drug label. The signal intensity of ventricular premature beats (ROR=1973.262) , decreased limb circumference (ROR=
281.866) , and application site erythema (ROR=17.869) ranked in the top 20, with a strong correlation with methylpheni-
date. Conclusion In the clinical application of methylphenidate, medical staff should pay more attention to such as anxiety or
depression, new mental diseases, cardiovascular diseases, limb girth decreased, skin changes, pregnancy conditions, and oth-
er AEs. Meanwhile, clinical professionals should guard against cerebral salt consumption syndrome, misophonia nail-biting,
and other AEs not mentioned in the drug manual.
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