FAERS HVA0 28 K6 A o I 7R AR O™ 5 J BRAS B b B s 42 4

£ BV EEEEE L IARLESRVAER (L AATEEARER AR, B4 611130;2. &4
PEHRZHZR, B LT3 I LEXRAER, W Bx 6371004 HEERAFE %K, W)
EM - 646099)

FESZES R969.3 XERERE A XEHS  1001-0408(2023)22-2760-06
DOI  10.6039/j.issn.1001-0408.2023.22.13

B E HW BRI SATALEAES SR A (CI)MEEERRRRREE T, A REERARELAS Fik NE
FDA R B 43k % % %0 (FAERS) 3038 & K SR A7 I8 R 30 49 KA K30 paig A 2kt S F sk E i B AA L g £
H LW 2202255 4 FEAK = F KR R0 50 R B F 44 (ADEs) R4, KA 4R AL (ROR) ik A W ot 7 B A3 X J] i 24
AP 22 W % (BCPNN ) ik 2115 5t 4T84 5 54T, R AW ER P E AR R R B ARE 5 72645, H b 4y KA L4703 03740 bt
AR 4650 EARF) K 1304 T A k40 429 B IE R 306650, SAPICTs 3 A T Mz 5, L R E h iR
FBAR KT AT 2R B > T B A SR AR > gl KA B> AP I R4 > EARA R, SAPICIs ¥ A RE L -2 b fefe P
FEARAMEEE A, RBEA AR R E R RIR, i S5 ICIs A FE® R R B R K & 6 W, I AR AEAR A B R 5
Yk iE, K E AR R A 2R T B4 SR B R, B R 5 ICTs Z R A A L
KB SEAT BRI AT EERR R B R R4 25

Data mining of severe cutaneous adverse reactions related to immune checkpoint inhibitors in the FAERS
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ABSTRACT OBJECTIVE To mine and analyze severe cutaneous adverse reaction signals of 5 commonly used immune
checkpoint inhibitors (ICIs) , and to provide reference for clinically safe use of drugs. METHODS Based on the FDA adverse
events reporting system (FAERS) database, adverse drug events (ADEs) reports about severe cutaneous adverse reactions related to
ipilimumab, nivolumab, pembrolizumab, atezolizumab and durvalumab were collected from listing in the United States to the
fourth quarter of 2022. The ADE signals were mined and analyzed with reporting odds ratio (ROR) and Bayesian confidence
propagation neural network (BCPNN). RESULTS A total of 5 726 reports of severe cutaneous adverse reactions were collected,
including 3 037 reports for nivolumab, 1 465 reports for pembrolizumab, 130 reports for durvalumab, 429 reports for atezolizumab
and 665 reports for ipilimumab. All 5 kinds of ICIs caused positive signals, the correlation degree of which was as follows:
pembrolizumab > atezolizumab >nivolumab >>ipilimumab >durvalumab. Stevens-Johnson syndrome (SJS) and toxic epidermal
necrolysis (TEN) have been reported for all 5 ICIs, and the association was the strongest with pembrolizumab. CONCLUSIONS
All 5 kinds of ICIs are associated with the risk of severe skin adverse reactions, and close attention should be paid to their clinical
use, especially being cautious when using pembrolizumab. The combination of ICIs should be avoided as much as possible.
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