2026 4F2 H 5 H 45 35 %45 3 0] "r (a ;;{'; AR

Vol. 35,No. 3, February 5,2026 China Pharmaceuticals Drug Evaluation
B 4255 :R95;R979.5 XEAFRARRD A XEHS:1006 — 4931(2026)03 — 0127 — 07

d0i:10.3969 / j.issn.1006 — 4931.2026.03.025

E T FAERS 17542 Stevens - Johnson &4 1T
P HERERIEMRBESAREHESER

sk, ERRE, EBRE, TEE,ETEFE

(LALEETPEER, LE BE 276800)

WE.BA  424& 3L Stevens — Johnson 42 A 4E(SJS) fo b b R R SR sL A 2 (TEN) BB A 254 35 S5 w6 R ik £ A
OpenVigil 2. 1 F &tk £ B R Kb hEHRER R EMHIRE R4 (FAERS) ¥ 2004 45 1 /5 £ 2023 45 3 FE 024 5 SIS fo
TEN #8 % 25 & R B F 4+ (ADE)# 45 ; i@ i DrugBank M 357 % 25 %@ )0 %, K AR & WAA W (ROR) sk Ae 3 B 25 S Ao R 5 B 22 5
(MHRA) Zz 8 AR R 423k ADE 455, R AR LA LR G D5t 7 ke P o ey B35 67 FAMNF KRG (ATC) 44 s &
26925 R B R (ADR) AT S A, 4267 R A HMATIA R R B RFAHW A B ZIRE R o) SIS A TEN R4 23 200 4, Is
IR By # =& ADE 89 5 67. 68%. 244 8 SIS F= TEN 69 ADE R45 & A3 K H 4 3T 50 69254 P, 4535 =R (3 210 411  J 77 A ¥ o
v (2 532 48] k) R348 (1 970 460 5k ) BT 345, ATC 9 R H LT 3 6925 5 R A MBI 2h A MR A3k SRR K 25 ARk
P R RAN K M ERANE 11 A2 2h Bt 5 P 3 RARZ SIS Fe TEN 48X ADR.ZEK SJS A= TEN #4612 5 52 EHE & 3T 50 692540,
WA Z (PRR = 52. 82) % Ik (PRR = 44. 24) K53 41(PRR = 39. 02) BT 3 45 WA % Z ks A X EEF B AL HO L S
WP 3 R4 R SIS A= TEN A8 X 49 ADR.EEIR SIS A= TEN 69X A 5 S A shapAn X, 6 R iE J7 B i 2 B & X HH45 A T Ee s sh o,
FAE R R BB B P RIRAZ ADR WS A REE LM A A R EBALG MR R A% Y B2 L (HLA - B)
KW F L Wk bk B IR BA 69 48 KM, TR G & AL B AR ST TR = Z a9 BB R

K48 :Stevens — Johnson 42 A48 P AR E R IR EE; £ ARG EMTEOREFHRE AS4; H R RREMH 2 515%

Signal Mining of Adverse Drug Events of Drug — Induced Stevens — Johnson Syndrome

and Toxic Epidermal Necrolysis Based on the FAERS
ZHANG Yan ,WANG Mingfang ,WANG Xiaolei, WANG Jiajia , WANG ]inyuA
(Rizhao Hospital of Traditional Chinese Medicine ,Rizhao ,Shandong 276800, China)

Abstract: Objective To mine the potential drug — induced Stevens — Johnson syndrome (SJS) and toxic epidermal necrolysis
(TEN),and to guide the rational use of these drugs. Methods The OpenVigil 2.1 platform was used to retrieve reports of adverse
drug events (ADEs) related to drug — induced SJS and TEN in the US Food and Drug Administration Adverse Event Reporting
System (FAERS) from the first quarter of 2004 to the third quarter of 2023. The DrugBank database was used to determine the
generic names of the drugs. The Reporting Odds Ratio (ROR) and UK Medicines and Healthcare Products Regulatory Agency
(MHRA) comprehensive standard methods were used to mine ADE signals. The Anatomical Therapeutic Chemical Classification
System (ATC) of the WHO Collaborating Centre for Drug Statistics Methodology was used to encode the retrieved adverse drug
reactions (ADRs) and categorize them according to therapeutic categories. Results A total of 23 200 ADE reports of SJS and TEN
with drugs as the primary suspected (ps) factor were obtained,with severe ADEs accounting for 67.68% of the clinical outcomes.
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sulfamethoxazole / trimethoprim (2 532 cases) , and phenytoin (1 970 cases) ranked the top three, with antiepileptics, systemic
antimicrobials, and non — steroidal anti — inflammatory drugs (NSAIDs) being the top three types of drugs by the ATC
classification system,and the SJS and TEN - related ADRs were not mentioned in the drug package inserts for 11 drugs such as
amlodipine, prednisolone, and dexamethasone. Among the top 50 drugs ranked by the signal strength of ADE reports of drug -
induced SJS and TEN, bemiparin (PRR = 52.82), glucarpidase (PRR = 44.24),and phenytoin (PRR = 39.02) ranked the top
three, and the SJS and TEN - related ADRs were not mentioned in the drug package inserts for 13 drugs such as bemiparin,
glucarpidase, and griseofulvin. Conclusion The incidence of SJS and TEN is associated with multiple drugs. In clinical practice,
prompt identification and discontinuation of suspected causative and allergenic drugs are critical. Particular attention should be given
to those potential drugs that are not mentioned for these ADRs in their drug package inserts, in order to ensure the patients’

medication safety. Meanwhile, clinicians should remain alert to the association between genes such as HLA — B and drug - induced

immune — mediated skin injury,and preemptive genetic screening may prevent severe hypersensitivity reactions.
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Tab.4 Top 50 PS drugs that induced SJS and TEN ranked by the frequency of reports from 2004 to 2023
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Continued Tab.4 Top 50 PS drugs that induced SJS and TEN ranked by the frequency of reports from 2004 to 2023
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Tab.5 Top 50 PS drugs that induced SJS and TEN ranked by the signal strength of reports from

2004 to 2023

#5 G Sf;:iff‘ RR(y1E) ROR(95%CI) ;;ﬁif #A % Sf;:jff‘ PRR(4) ROR(95%CI) i;ij
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1 RkE 20 44.24(803.06)  47.58(30.18,75.00) % n F%% 169 10.23(1387.93) 10.38(8.91,12.10) %
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T MR R R 17 34170515100 36.11(22.14,58.91) 5 30 kRIE 61 21(378.23)  8.30(6.45,10.69) *
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15 HELER 4 2L 1483.71)  21.85(16.17,2.53) A 40 kkEE 12 6.17(520.59)  6.22(5.20,7.44) %
16 A%it 403 20.95(7487.30)  21.64(19.57,23.92) x 4 FARYE 533 5.87(2090.09)  5.91(5.42,6.45) x
17 F%% 36 20.76(657.35) 45(15.38,9.9) % 4 kREF 155 5.49(561.32)  5.53(4.72,6.48) %
18 gtk 17 16.16(227.07)  16.57(10.23,26.83) % 8§ ERAVE 546 5.40(1899.81)  5.44(4.99,5.92) *
19 RE 250 15.98(3455.27)  16.37(14.43,18.58) % W RkEAT 127 5.33(439.99)  5.37(4.50,6.39) x
20 KBBE 85 13.624967.92)  13.90(12.63,15.31) & 4§ i 1235 5.1(3821.19)  5.14(4.85,5.45) x
A FLEE 1048 13.32(11286.93) 13.57(12.75,14.45) % 46 BEEED 91 5.000293.74)  5.12(4.16,6.30) %
N kHEE 2 13.16(235.24)  13.42(8.80,20.48) % 41 FE Bl 489(853.22)  4.92(4.37,5.53) x
B AFBETEY 2532 12.43(23007.42) 12.63(12.11,13.18)  R# § rlEEE 640 4.75(1083.90) 2.58(2.38,2.79) x
M RFEBHK 303 11.88(2965.54) 12.09(10.78,13.56) % 49 HEARLR 368 4. 14(858.11)  4.16(3.75,4.62) *
5 HRE 1107 71(10220.30) 11.91(11.20,12.66)  # 50 ARA LR 305 3.54(544.16)  3.55(3.17,3.98) x
AH I 2 KBS T W [ S i v BRI R #ESIS I TEN A7 6

YR N S NV N 7 o R VA 35 ) IS I
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B S B, 5 R S S 2 X T O A R DU 2
i & i) SIS I TEN 35, WSO AE S A& I U 25 )
(UnFEmLEs)

02 7 it e W i e s i S 3% S i e S T TR 24
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AT REAATE I A R 2R B IR 2% I 22 , F 178 SIS F TEN Hif
BCRE R (an e #4 CPm ) &AE I AR FH 6T 2 gk 2 2 T
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SIS 1 TEN HER () i Al o e A1, X 2 ok 220 35 1 A0 A 38 2%
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55 SIS HITEN {5 B2 AH X 259 9 J5i P 2 —  SHA O 4512 if
5% T 1 868 4y 5 NSAIDs #HC Y SIS #ie i B3, A i 2% 5
SIS () LB Fe 5 . R, NSAIDs #H ¢ SIS B LI i A
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