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Abstract: Objective

To provide a reference for the safe use of infliximab in the clinic. Methods

Adverse event (AE) reports
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related to infliximab in the Food and Drug Administration Adverse Event Reporting System (FAERS) were searched from the first
quarter of 2004 to the third quarter of 2023. The preferred term (PT) in the Medical Dictionary for Regulatory Activities (version 26.0)
(MedDRA 26.0) was used to describe the searched AEs. The AEs were classified by the system organ classification (SOC),and
the reported odds ratio method (ROR) method and Mdicines and Healthcare Products Regulatory Agency comprehensive standard
method (MHRA method) were used for data mining. Results A total of 163 297 AE reports were collected with infliximab as the
primary suspected drug,involving 163 297 patients, mainly concentrated in the age group of 18 — 65 years old (38.33%). A total
of 27 SOC were obtained by corresponding effective signal mapping, among which various types of injuries, poisoning, and surgical
complications accounted for the highest proportion (16.01%) , followed by general disorders and various administration site
conditions (15.35%) , and gastrointestinal disorders (10.83%). The common AEs were joint pain (10 241 cases) , weight gain (6
940 cases) , and weight loss (6 782 cases). The AE with high correlation mainly included respiratory tract carcinoma in situ
(ROR = 144.16) ,infusion site joint erythema (ROR = 108.12),and B — cell unclassifiable lymphoma low grade (ROR = 60.07).
Among them, infectious iritis, variant Creutzfeldt — Jakob disease, dermatogastropathy, oral and facial granulomatous disease, bacterial
sinusitis, ear bacterial infections, mycobacterial infections, anal fissures, bacterial otitis externa, and others were new AEs, and the
proportion of infectious and contagious diseases in new AEs was the highest (66.67%). Conclusion It is useful to discover the
potential AE risk signals through mining and analyzing the AE signals of infliximab based on real — world data, and it is

suggested that in addition to paying attention to adverse reactions mentioned in drug instructions, clinical attention should also be

paid to new suspected AEs,especially infectious AEs,so as to ensure the patients’ medication safety.
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Tab.3 Basic information of infliximab — related adverse event
reports (n = 163 297)
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(10. 83%) . M\ 163 297 4 AE 25 hHERR 5 259 A8 B o %
1 AE 3£ 149 690 3, Ho gk gy K f2 Y e fie &4k o L
K (21. 85%) , HUCH £ K4 (21. 40%) B W R 5%

i sl B(%) A i f;ﬁ 5 (17. 02%) A FPLA B S 2540 20505 (7. 62% ) I8k

J% s 76354 4676 | LB REX 62044 37.99 %&1’%’%%%%{%%%3&(3744\) ’ /ﬁ\:‘{i{ﬂ\j E‘ﬁ \zﬂu]f“\‘l‘%&
3 S 05 g 240 211 PN B e (B FG 2R RALE AR, 261 4Y) (S AR
o B 0.7 eh 523 3.1 K BEIFEAE(137 1) PRI 4 FIE 1,

St S} 264 151 49 M5 309 PT: HEBR 5 25W A 5 TC Y AR, A RUE 5% AE
18~435 LI 3 4 2% i R 7 HE S, 80 HEE T 30 19 AE (95 B 11 A4S
46~65% 30077 1854 *E 4816 2.9 SOC) , Horfs & WL AE N 263596 (10 241 4y ) A S i
e - L (6 940 ) B BRI (6 782 )% HEIL AR 5K
*;W . NN MR AR ROR (TR HER) 91k HFF 20

RE4 R 913 30.08 1Al 18 13 AE, IR JE B B AR 3222y WF W I AT 9 (ROR =
44 W ne L v pg  144.16) FRBGRAICTLLBE(ROR = 108. 12) AR 7p2E
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Tab.4 SOC of the PT of infliximab — related adverse events
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7EPTAZ5 4 B Bt 2 ROR &= MHRA 22 AR E R 9 PI B AT 0915 5 2 - A5 HMA G R AN AE, RT3, RANSHT; 14

B TRAAESAAE, BB F IR TEH I,

Note:The number of PT signals refers to the number of signals that meet the judgment criteria of both ROR and MHRA methods simulta-

neously; — refers to AEs unrelated to the drugs,these are not listed and will not be included in the analysis. One patient may have multiple AEs,

therefore the total number of outcome events exceeds the number of patients.
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Fig.1 SOC distribution of AE signals of infliximab
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Tab.5 The top 30 AE signals in descending order of the number of AE reports
e 9561 b 9561

By S0C ) RORYE PRI —— rh| A5 pr S0 @) RORYE PRI —— 1l
| £%4 ARIAABRAGARAR 1041 233 231 209 THAT| 17 SERAN Akt 1549 604 603 573 599434
) hREER AikE 6940 289 287 28 SISL&| 1§ kR BERREARA 159 940 938 891 10000.58
I ORRERIE ARk 6782 220 218 214 4M6S8| 19 BEEBAR aFEREEERA 1419 1130 17126 1634 1828017
b WA Tl A% R% S84 209 228 LB A06LT3| N RERRFRAEAE AERREARA 147 669 668 6% 631041
5OnEfE AREE 4T 08 281 LT 536006 | A KEE RIEERREARAGME 133 64 623 59 560.%
6 COVID-19  REREERER 479 275 24 267 50318 (a4 ERPENR)

T aEkd  AFHREEEAR 4399 1054 1943 1890 6058367 | 2 WA BRI R4 AR 198 285 285 27 1581.68
§ f#a RS 358 646 64 624 IS08.03| 23 AEE BhAsAR 130 346 345 30 22267
9 SEREK ARhE 3065 84 82 T 140 ¥ Bia L EY NI ENT S 138 216 215 2. 791,15
10 BERE  ARERRAGREABRE 2000 246 245 2% 2% |5 ki Bh sk 191 3530 1523 300 B8.10
ok LK T EhA 29 21 213 206 150681 ) 26 HEEK RETHA 186 1073 1072 1012 986446
10 FREBAE ARMARBRLHARER 155 75 05 L7 604 | 0 RRakE RIEERREATAGME 1250 788 T8 T4 675.65
B oRAA HRALMRARAR 240039239 230 1854 (BEERBANRK)

WORRET  ARRRERAR 2B 33 338 M 38| 8 kA AARRRRAHIEARAL 140 2% 23 L) 936. 56
15 Bhk RERRERRR 194 1598 1594 152 03| 09 RAFTEERE  AAAGER 155219 218 2.0 770,89
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Tab. 6 The top 20 AE signals in descending order of the signal strength
. i 95041 ) , iS4 956%C1 )
F%5 pr 800 @) ROR PRI —— | RS 4l 500 @) RORGE PRRY - xh
I PRERGE  REEERAATANEE 6 14416 14416 3605 83|10 HESE AERBERAR 38 4128 4.2 B 3484
(B#ERPENK) I kER RULEMREATHARE 4 4119 4119 1206 %.81
) REBEETAE AJRARRAEBEAMAE 3 10812 10812 18.07 121.35 (aBERPARK)
3 OATHAMMER R BEARATAMRE 560.07 60.07 1833 1841 |12 wEFAFIHE BhAGER 44119 419 1206 9.81
UBaRRCE  (BBERPARK) 3 GEBIEL ARRERREAR M 4040 4039 3509 74345
4 RBMRRE ARRBERER 305406 5406 1210 0.8 14 FHuiAL  RERBEERA SOA 404 %04 18
5 EARmERER ARRBERER 0 5.4 5148 2.8 WIS ENRMHERE BERERRAR $ 4010 4000 3070 208760
RIS 16 HHEsE AERBEEAR 06 3807 3803 TS 1666519
6 B AERBERAR 16 405 805 5B Wl ey ThAs%Rs 191 35.30 353 300 2884510
T IRA-BE ARRBERER Io8n B85 0H T3R8 Rk RUEEMRRATASME 100 2.6 36 2576 2109.88
§ MMEEAME  ABNATBREBASAA 154 75 L9 LT 65234 Heh (BBERPANK)
9 CPREZMRE  REERARATANEA 0N L4 L4 ud 0.0 19 WSEEA RERERERR 69 3209 .09 416 1438.00
(BFERBENR) N AHEMEE RERRERAA 735 3B Y 143.97

A SR B P RIR A9 ADR,

Note:* refers to ADR not mentioned in the drug instructions.
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