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Real-world adverse events analysis of ceftaroline fosamil based on FAERS
database

ZHAO Xinhong, XIAO Xu, SUN Jie, ZHAO Lixue, HAN Yujie
Department of Pharmacy, Affiliated Hospital of Chengde Medical University, Chengde 067000, China

Abstract: Objective To analyze the adverse events associated with ceftaroline fosamil in the real world based on FAERS, and provide
evidence for its safe clinical use. Methods Adverse event reports for ceftaroline fosamil from the first quarter of 2011 to the second
quarter of 2025 were extracted from the FAERS database. Signal detection was performed using the reporting odds ratio (ROR) and
proportion reporting ratio (PRR) methods. Results A total of 1 430 adverse event reports involving 608 patients were identified. The
median time to adverse event onset was 2 days, with 47.94% of adverse events occurring within the first 3 days of medication.
Concomitant medications primarily consisted of antibacterial agents (86.01%). A total of 62 related adverse event risk signals were
excavated after removing invalid signals, involving 12 organ systems. Adverse events involving blood and lymphatic system disorders
included pancytopenia, haemolytic anaemia, haemolysis, and myelosuppression. Frequently reported adverse events included
neutropenia, leukopenia and rash. Stronger risk signals were identified for acute eosinophilic pneumonia, eosinophilic pneumonia, and
exfoliative rash, among others. Adverse events, such as exfoliative rash, haemolytic anaemia, and bacteraemia were not listed in the
drug's prescribing information. Conclusion During the clinical use of ceftaroline fosamil, attention should be paid not only to known
adverse events related to the blood and skin but also to potential adverse events not currently mentioned in the prescribing information,
in order to ensure patient medication safety.

Key words: ceftaroline fosamil; FAERS database; reporting odds ratio; proportion reporting ratio; exfoliative rash

ks HER: 2025-09-21

ESWA : ARMEHRBITRIBE (202204A062); A TR ARG K EIFRITUE (201706A043); 1648 252 B 5% FHRF I (2020-
Hbsyxhqn0029)

TEEENY: BB, 5, REAIN, B RNIERZ % . E-mail: zxh09043@163.com

HEEEE: B W, B, BIERAE, BT RAIEIRZY . E-mail: wzg2573@163.com



EAqBRE Y 20251 A AR & 5tk &

Drugs & Clinic

Vol. 40 No. 11 November 2025 - 2905 -

SLIEMRER 2 5 AT ISP 259, K2R
PR SR AR A R E PR ER, (Eh
BN TR YT PO L B R 25 1 f T R LR R
RETI X T 2 E 24 (1 22 B o B R
WG PE, 0% EN 2l A BEER B . AT AR T B
M 26 1) & 9 (03 ) BR 1 451 31,2010 4 10 A Forest
Laboratories /A 7] /£ 3£ [H & & 25 & 2R (FDA) 3K
19 7S F SR s AR ER 0 ok BT, B A
Teflaro, F£1 2011 7 1 HAESEE E 1T 2012 4F
8 H ARG X RAT W 24 5 A B kg bl
2 B TR IT BN SO AN B R AN Rk 4
PRI . E DX SRAG PR B PRI 26 554, 2016 3%
FDA ¥k fis AREs (13E FH A BEY B3 2 AL L
B, IR AR P AR G €0 4 BR R BT SR 1) 2R 4
JUBGL IR AL T B 25 i £ 50, Sy MR g T
2015 4 12 HEh E G Eii, 2024 4 12 H
[ PN Bt BH 1) 245 CL 28 1) ] 5% 2 o B A 3 )= 4R 38 1
B2, HATE T8 VER B T Sk s kg
X} 22 i 254 2 PV R B R T A, TR IR
YR 25 T35, ARSRAT O IR B B R T
(W EEEBAW L —.

BT LS MRERTE L E . RRINEEK EH £
E, CEMRTEEMIRKMEHEYE, A5
k& EE FDA A R H4Hk 5 241 (FAERS) AR
HOREEAE, S L g ik R 45 P AR Y
(ROR) 5 Eufil4k 25 Ef EiZ: (PRR) X ECSEH Fep
SLAEARBE A B A R AS 5 3792408 5 70
SRAF T TETEM FH 25 AR, DA PR 22 4 FH 251 41t
B,

1 #&REEE
1.1 HERIFESER

JEid FAERS 95 T# 2011 4F55 1 Z=E—
2025 4FER 2 ZRAEA 36 EE B BB HERY (ASCID
Beafo, # ASCI S\ SAS 9.4 B HEAT HIEIEVE
555 #r, DLk A& RIS 38 FH 44 FR “ ceftaroline
fosamil” FIFE T ZFR “Teflaro” NG R TH R,
WA S AV AREE A R SR, MR ER 51E
B . RSy bR 1 R BE 25 1
ARFAWRE, W IS G BE 2 )
(MedDRA) (27.0 i FHIEIEARIE (PT) 55%
FWHTE (SOC) MA RFAHR AT IREI S o
%5, HH SOC NARFEHAZEA], PT AAREM
iR

1.2 HIEES S

K H Ee B R ik DUk R (3R 1), &4 ROR ¥k
5 PRROVEFAT R AVEMREEA R FAHE 51248, Hp
ZHRAF R 1A RORBEAS 5 75 B[Rl 2 DL 2% A
(DROR VAN R Ff-4 5 4(=3, H ROR ] 95% CI
NIR>1; @PRR EA R HFF#H 5 %=3, PRR=2 H
=40 RS RFHH RN EANX: TTO=
EVENT DTT—START DT, HH# TTO &4 K4
P AW A], EVENT DT &R R4k A,
START DT ZH4HZ HM, T E LA EEA R
HAPEFE R A,

®1 EEGIKEANER

Table 1 Four-grid table of ratio imbalance method

BiH  HRARFEMS HAA RS =it

HbRZ54 a b a+b
oAb Z59 c d c+d
£t a+c b+d a+b-+c+d
2 R

2.1 ANREHREERFHE

M FAERS #4522 7 3R EL 608 1] 582 1) 1 430 17
A R FHR S 5 Sk s B G, o Bk 258 il
b (42.43%). MIFER D RE, =65 Zik
118, HhE (19.41%). BEA. 25700, W
WH LT E FIR AR (79.28%), FARFEZFLIZERE N
F (57.89%). LL 5 H NI RIEL, ka5 HdEE 2L
BmERIGES . WIRE RSN, BAM™ELRT
AR EM ((EREsE R R E K JET, fa A
) it b 52.47%, W 2.
22 AREHFARIESH

IS MR GG . AR LR R A R AR A
(a6 194 451 B3 BOAS R S AR B Te) gk 47
T, R RFLFE R AR EE 2 (1, 4 d,
47 94% A R EF R AR ZIRITIN 3 d 2N,
KB R &R T 60d, WA 1.
23 BERBERS

15 LA Sk U9 AR B N 8 EERBE Y A R F 4
W, 193 BlEEfEERRE I ZE 0L, HERTET 3 it
B B IATEE R 82 4. I HEZR 20491, A
19 B, LK 2.
24 FAREHESER

% FH ROR %5 PRR {EIR1FAS R F AR5 5



+2906+ ZE40HBEU1H 2025FE 11 A

LR S

Drugs & Clinic Vol. 40 No. 11 November 2025

R"2 CKIORMERT REMREEARFHE
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Fig. 1 Time to onset of adverse events for ceftaroline fosamil
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Fig.2 Analysis of combined medications for ceftaroline fosamil
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Table 3 Top 30 PTs with reported cased of ceftaroline fosamil adverse events
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" indicates adverse events that are not described in drug instructions.
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Table 4 Top 30 PTs with signal intensity of ceftaroline fosamil adverse events
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“indicates adverse events that are not described in drug instructions.
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Table 5 Risk signals for main adverse events in the blood and lymphatic systems of ceftaroline fosamil
PT n/fl PRR (%) ROR (95% CI)
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A1t 207 — —
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*indicates adverse events that are not described in drug instructions.
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