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Signal Mining of Adverse Drug Events Induced by Enfortumab Vedotin Based on the FAERS
SUN Jiewei'? ,ZHANG Wei'? ,DONG Yanfei"?> ,WU Yupei’, CHENG Jie'?

(1. Hebei Provincial Hospital of Chinese Medicine ,Shijiazhuang ,Hebei,China 050011; 2. Key Laboratory of Evaluation and Transformation of
Traditional Chinese Medicine Under Hebei Provincial Administration of Traditional Chinese Medicine ,Shijiazhuang,Hebei,China 050011; 3. Hebei
General Hospital ,Shijiazhuang , Hebei, China  050051)

Abstract: Objective To provide a reference for the clinical safety and rational use of enfortumab vedotin. Methods Adverse drug
events (ADE) reports related to enfortumab vedotin from the first quarter of 2020 to the third quarter of 2024 in the US Food
and Drug Administration Adverse Event Reporting System (FAERS) were retrieved, and they were classified and described
according to the preferred term (PT) and system organ classification (SOC) in the MedDRA 27.0. The Reporting Odds Ratio
(ROR) method, the proportional reporting ratio (PRR) method,the Multi — Item Gamma Poisson Shrinker (MGPS) method,and the
Bayesian Confidence Propagation Neural Network (BCPNN) method were used for signal mining. Results A total of 2 950 ADE
reports were screened, the primary suspected (PS) drug,the reported patients were mainly male (73.93%),and the patients’ age
was mostly concentrated between 65 and 85 years old (42.81%) ;the main reporters were physicians (45.97%) ;the main reporting
countries were Japan (40.20%) and the United States of American (39.25%) ; the clinical outcomes were mostly related to
hospitalization (22.88%) ,followed by death (17.90%);ADEs mostly occurred within 30 d after medication (24.41%) by excluding
reports that did not specify the time. A total of 170 ADE risk signals with enfortumab vedotin as PS drugs were identified,
involving 17 SOCs, mainly including skin and subcutaneous tissue diseases (22.35%) ,metabolic and nutritional diseases (9.41%),
and infectious and contagious diseases (8.82%) ,etc. A total of 4 895 cases of ADEs occurred, and the SOCs with the highest
cumulative reported cases were skin and subcutaneous tissue diseases (32.71%) ,various neurological diseases (12.13%) , metabolic
and nutritional diseases (11.60%) , etc. Among them, the PT with higher frequency were rash, peripheral neuropathy, decreased
appetite, pruritus, etc. The PT with higher signal intensity included chemotherapy — related toxic erythema, increased salivary
liquefied glycan antigen (KL — 6),leukoderma,skin symptoms, peripheral neuropathy, etc. Ten new suspected ADEs were identified,

including chemotherapy — related toxic erythema, increased KL - 6, and leukoderma, etc, which were not mentioned in the drug

CESIE Ty R 2 F AT X R B [2025237 ],
FE—1EE IR, X, LB, EEHIF AR T @ Al R, (B F 4540 ) 1007757125@qq. com,
CEEEE RN X REAR L, TESEF AR T ARG F S HFFRE, (T34 )323240022@qq. com.

123



TR

Drug Evaluation

¥ &35 ¥

China Pharmaceuticals

20254F 11 H 5 H 5 34 %5 21 1)
Vol. 34,No. 21,November 5,2025

package insert. Conclusion Through mining the real — world safety warning signals of enfortumab vedotin,it is helpful to discover

potential ADE risk signals, reminding clinical medical staff to pay sufficient attention to new suspected signals in addition to the

known ADEs,and taking corresponding intervention measures to ensure the patients’ medication safety.
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Tab.1 Fourfold table of disproportionality analysis method
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Tab.3 Basic information of ADEs related to enfortumab vedotin

=4 B#BRZRBHADERFESHSOCHTE
Tab.4 SOC distribution of ADE signals of enfortumab vedotin
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Tab.5 Top 30 risk signals in terms of the cases of ADE reports related to enfortumab vedotin
F5 soc PT ADEARE3(#H%) ROR(95%CITR)  PRR(YME)  EBGM(EBGM,)  IC(IC,;)

1 KBREKTARERA B 420 6.52(5.91) 6.27(1869.88)  6.18(6.26)  2.65(2.50)
2 BEWZARGRER RB#Z5A 293 19.36(17.22)  18.79(4904.55) 18.65(16.91)  4.22(4.05)
3 RMABAEER BRRE 206 5.93(5.16) 5.82(823.94) 5.81(5.18)  2.54(2.34)
4 RBREETARERA RE 184 3.18(2.75) 3.14(269.77) 3.14(2.78)  1.65(1.44)
5 RMREKTARERR A 160 5.45(4.66) 5.38(570. 46) 5.37(4.71)  2.42(2.19)
6 BEMZRRER R R 143 24.80(21.01)  24.44(3184.54)  24.20(21.07)  4.60(4.35)
7 REEETRERER 2 f 139 30.99(26.19)  30.55(3924.97)  30.18(26.21)  4.92(4.67)
8 AHURRALHFLEAIE AHA 132 2.66(2.24) 2.64(134.53) 2.63(2.28)  1.40(1.14)
9 ERMRAK TARERER B IR T 125 23.29(19.50)  22.99(2605.99) 22.78(19.64) 4.51(4.25)
10 ©hERAHKEZGEER BRI 102 12. 72(10 46) 12.59(1083.80) 12 53(10 64) 3.65(3.36)
11 hRAKEAAER R 101 3.98(3. 3.95(222.59) 3.94(3. 1.98(1.69)
12 hRAKEELER LRE ) R 99 3.92(3. 3.89(212.74) 3.88(3. 1.96(1.67)
13 RRAK FTARERER % M - L AL (S)S) 96 46. 58(38. 03) 46.12(4158.31)  45. 27(38 20) 5.50(5.20)
14 RRAKREEALER o s 4 L A A 77 10.77(8.60)  10.69(673.80)  10.65(8.82)  3.41(3.08)
15 EBEETARERR AR RSN BEE (TEN) 71 36.03(28.48)  35.76(2364.24) 35.25(28.95)  5.14(4.80)
16 SRAMKEALER KA B g R, 70 6.35(5.02) 6.31(312.48) 6.30(5.17)  2.65(2.31)
17 REMWERGER R RE 65 3.26(2.55) 3.25(101. 06) 3.24(2.64)  1.70(1.34)
18 FFie A %% R 5 58 10.63(8.21)  10.57(500.63)  10.53(8.48)  3.40(3.02)
19 RFEFTHRERR Bk 53 3.30(2.52) 3.29(84.4) 3.28(2.62)  1.72(1.32)
20 PR AL AR EEE R ] SR VLA 9 51 6.88(5.22) 6.85(254.12) 6.83(5.42)  2.77(2.37)
20 KBEATARERR KA 50 55.14(41.63)  54.85(2584.15)  53.64(42.40) 5.75(5.34)
2 RRAKERGER SRR Y 49 3.03(2.29) 3.02(66.12) 3.00(2.38)  1.59(1.18)
23 AMAETHLERR % 45 17.60(13.12)  17.53(696.30)  17.41(13.61)  4.12(3.69)
24 AERREERR Medrsz 44 2.89(2.15) 2.88(54.12) 2.88(2.25)  1.53(1.09)
25 AMAETAREER B R B 43 3.14(2.32) 3.13(62.19) 3.12(2.43)  1.64(1.21)
2%  AMAETAREER R 41 5.00(3.68) 4.98(130.35) 4.97(3.85)  2.31(1.87)
21 REBERA Fik 38 4.52(3.29) 4.51(103.69) 4.50(3.45)  2.17(1.71)
28 ERAKETAREER KAME K 37 41.47(29 94) 41.31(1430.76)  40. 62(30 94) 5.34(4.87)
29 BMEALE A GER B E 37 2.71(1. 2.70(39.70) 2.70(2. 1.43(0.96)
30 KRAKTAREER RELEA 36 4.86(3. > 4.84(109.71) 4. 84(3, 2.27(1.80)

E RIS B B RRA AR E 6,

Note: * refers to adverse drug reactions not mentioned in the drug package insert (for Tab.5 — 6).
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BAE(SIS) B 26 B R BEAA R AE (TEN) iz 2y Ll
TG PRI v 8 R R RN, LA 245 i B 3 2
HE A 413 - 140 IRBFF 5 v e B, 4k SR U BT ML FDA it
e T 2 2024459 H , FAERS it 174 Bk 4552 1% 24
BITH R R4 T SIS / TEN, YANG 25U piF 9 B
T 2 R 0 BT A R R B R ARG I 3 2 15 5, SIS 1)
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Tab.6 Top 30 risk signals in terms of signal strength for enfortumab vedotin
Vi soc PT ADE#RZ2(#%) ROR(95%CITFF)  PRR(YML)  EBGM(EBGM,)  IC(IC,,)
| ERAETAREER G F AR AL 12 220.12(121.81)  219.84(2393.22) 201.34(122.72) 7.65(6.82)
2 AEKRE SR AAEER (KL - 6) 5 h' 8 142.30(69.71)  142.18(1058.35) 134.23(73.88) 7.07(6.08)
3 RMRAEKTARERR G 5t 3 88.23(27.87)  88.21(249.42)  85.09(32.44) 6.41(4.93)
4 EMERTAREER KRk AER 9 70.34(36.24)  70.28(597.01)  68.29(39.21)  6.09(5.17)
5 BEWZRGRER 31 3B S B 13 66.53(38.33)  66.44(815.18)  64.66(40.76) 6.01(5.23)
6 ABAKRTARERR P &80 8 62.93(31.18)  62.88(474.64)  61.29(34.05) 5.94(4.96)
T ERMAETAREER KA 50 55.14(41.63)  54.85(2584.15) 53.64(42.40) 5.75(5.34)
8 B A%ER AU AR 6 54.37(24.20)  54.33(307.10)  53.14(27.00) 5.73(4.63)
9 RM ERARRARVMIE  WEELR 4 53.54(19.87)  53.52(201.62)  52.36(22.85) 5.71(4.40)
10 BRBRARTARERR SIS 96 46.58(38.03)  46.12(4158.31) 45.27(38.20) 5.50(5.20)
11 AYHERESHFILERRLE iRt 4 44.95(16.71)  44.94(168.65)  44.12(19.28) 5.46(4.16)
12 BWA%ER “Ehk 3 41.55(13.27)  41.54(116.66)  40.84(15.71) 5.35(3.89)
13 EBAETARERR KA K 37 41.47(29.94)  41.31(1430.76)  40.62(30.94) 5.34(4.87)
14 EBAETARERR SJS/TEN & & 7 39.91(18.90)  39.88(260.99)  39.24(21.00) 5.29(4.26)
15 EBAETARERR TEN 71 36.03(28.48)  35.76(2364.24) 35.25(28.95) 5.14(4.80)
16 EBAETARERR e 3 32.34(10.35)  32.33(89.86)  31.91(12.30) 5.00(3.54)
17 R EHEMRRWGE  REAR 15 31.61(18.98)  31.56(438.06)  31.16(20.34) 4.96(4.23)
18 BERZEEER JEAUR Y 3 31.48(10.08)  31.47(87.37) 31.08(11.98)  4.96(3.50)
19 hEHEREEEER H AP AR K 3 31.35(10.03)  31.34(86.96)  30.94(11.93)  4.95(3.50)
20 R#HRERERR SRk ¥id 139 30.99(26.19)  30.55(3924.97) 30.18(26.21) 4.92(4.67)
21 REETHER R 5 20.13(12.06)  29.11(134.11)  28.78(13.76)  4.85(3.66)
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