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Abstract: Objective To explore the signals of adverse events (ADE) related to mirvetuximab soravtansine in the real
world, and to provide reference for clinical medication safety. Methods Data from Q3, 2004 to Q3, 2024, in the US Food
and Drug Administration Adverse Event Reporting System (FAERS) database were retrieved for disproportionality and
Bayesian analysis. Reporting odds ratio method and Bayesian confidence interval progressive neural network method were
used to analyze the occurrence of ADE. Results A total of 26 ADE signals were detected, involving 355 ADE reports, in re-
lation to 9 system organ classes (SOCs). Among patients with documented gender, females reported more adverse drug
events (ADEs) than males. In cases with available age data, the majority of ADEs occurred in individuals aged over 45
years. ADE reports were predominantly concentrated between 2023 and 2024. The predominantly involved SOCs included
eye disorders, various nervous system disorders, respiratory/thoracic/mediastinal disorders, and gastrointestinal disorders.
High—frequency ADE signals comprised pneumonitis, peripheral neuropathy, blurred vision, abdominal pain, and keratopa-
thy. Six new suspected adverse reactions that were not recorded before were found, including pulmonary fibrosis, colitis, ex-

travasation, oxygen saturaion decreased, etc. Conclusion The common adverse reactions of mirvetuximab soravtansine in
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the real world are consistent with the drug instructions, but there are some newly discovered signals with high statistical correla-

tion. According to the principle of suspicious report, we should pay attention to such signals in clinical practice.
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P v IR A W Ay 52 R M R T 24 e 9
PRI HE AL . AN FRa B R SR PR 25 M 1 Bk
¥ (antibody—drug conjugate, ADC) FHAEAE 55 . &
K Z H B B (Mirvetuximab soravtansine, X R
IMGN853) J& 1 4~ #E [1] FRa 19 ADC 2542 . 2022
AF, 6 A AL 25 0 W B 1R (Food and Drug Ad-
ministration, FDA)#EHEZAKZ 5T TRYT FRa
PR AT 24 52 J P b B P O SR O
RAERE R B 2T 2024 45 5 H 7E P ERIR
IRRIXARAE BT, FF 2024 4F 11 A 7ERK B3R
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FLE A SE . AW B 7R 20 FDA A R =
#2415 22 4t (FDA Adverse Event Reporting System,
FAERS) rf"AYAH JC K | 42 9 28 0K 2 5 AP g ml S
AN RFIF S, DU G SLF 58 Sl R4 4 FH 2454
S U

PR Y E AR TR TR CRIZ T A
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Tab. 1 Two—by—two contingency table for the measure of

disproportionality
1 &RlE7AH; X H##ADE AL ADE X
RS TTiE 25k w ey B
o WA N
L1 HMERR ‘ FREERS o b b
FHT) 2 1T 259 it 58 4 OpenVigil2.1 ez . 4 ord
(http://openvigil.sourceforge.net/) " J&— 3 H T £ I Hit a+tc b+d n=a+b+c+d
K2 WA KA F R RAT T AT R
Tab. 2 Measure of disproportionality and signal generation criteria
Jitk A 155 A bR IfE 5 R 55 4
ROR = AD/BC a=3;
RORY os RORAEAEK {55
(Zt‘. ROR 95% CI — eln(ROR)L 1.96(1/a + 1/b + /e + 1/d) ROR 95% C]‘FBE>1 ﬁtj{ /f':l 5‘igﬁ
=3; N
BCPNNi#%  [C=log2[a(a+b+ctd)/(a+tc)(ath)] ]C(LZSD 0 1C-2SD T FRAABRK {7 5 ik
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Tab. 3 Basic information of ADE reports of mirvetuximab

soravtansine

s Vs ADE# 55 #itt/%

el 5’ 277 63.10
5 3 0.68
NES 159 36.22

AR <18 0 0.00
18~44 2 0.46

45~64 30 6.84

65~74 21 478

>75 12 2.73
NG 374 85.19
RS R B BT ] T 124 28.24
T 58 13.21

T R AR PR 6 1.37

f& KA 5 1.14
A 246 56.04
i 4Ry 2023 134 30.52
2024 304 69.25

A 1 0.23
s ER EH 424 96.58
B 6 1.37

EtE| 4 0.91

JIESN 2 0.45

i [ 1 0.23

Hrig ko 1 0.23

NeE 1 0.23

2.2 ADE{ESHISOCH %

ILFZ AR ZOKZ B BT OC ADE [ 5 261, 2
o ADE iR 355 17, 2 B ) 94~ SOC, 2 = IR 4%
BYRIA & KM A RGP , W RS0 B AR o
i, B M RGN, A B B 4 2 45 R
N, o RGN S (e 4) .

A4 ERELFEHAADESR S R A SOC
Tab. 4 Results of the SOC of ADE signals of mirvetuximab

soravtansine

SOC FER RS FR/%

R B 8 129 36.34
BN 2 R GLIIR 3 77 21.69
SN p e Y 4 48 13.52
VB 2 32 9.01

4 BV R A L ’ 648

25T BE

PE RGN 2 22 6.20
Kkt 3 14 3.94

I Bk L R SR 1 7 1.97
BHA R MBI E 1 3 0.85

2.3 ADERXES A

B2 H Y 26 1~ ADE 15 50 B1l3% A A2 SR K
SR R195% CI (ROR) FIR 1A HEF . &4
WU A8 1 T P45 i 8 A A L J) Bl b 220 AL A
BT G IR AR AR A A5 o R A = 1 PT A4 IR A
B AR IR EEPE AR R AR il
RIEF (RS,
24 HEAMATEEARR RN

BRI 19 26 1~ ADE 15 5 HE B 18 N FAH A5
T R 24N BEA R N fE S (R 6). 5
] R DG A T ) K 2 BB 24 S BRI IR L 42
Pt HH BT 2 B T BE 25 AN RV 64>«

3 itig

31 ADEESEXREBEENH

ARBEFTUCEE (1) 439 15y ADE #f45 w , RE AE e
24 LA R P R B (FL7E Lk S B JR A R
R SR E S TR, X 5Z4Y B £
T B0 R IT B VA OC . BRAFIRE B A TER R
HAN, BB R R 37~85 %, i 45 % D) I
07 HE 2T 75 4 DL B SR D X — A e
TIE 55 D1 595 (1) 2 0 A7 08 A58 1 S A T 2 e FAH W)
A BT A ok F  Hie s 24 P 7E 2023—
2024 4F, H 2 BURAE I ¥, 78 Ml o3 Ay i,
R Bk A E G AN 96.58%) , X 5% 25
14 L T 1 B A P AR A
3.2 ADE{ESEKSOCHH

TE ADE {55 21 91> SOC R 2% B B0
BRME RGN VPR R G I SRR BN, E
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Tab. 5 PT ranking based on frequency and signal intensity

e Fie R AN HE T & ROR 5 59 S HE 7
PT BR 95% CI'FIR PT AR 95% CI T [R
1 Jiti 8 9 A 37 62.62 AR 1 495 3 1451.34
2 Je L e 2205 37 16.93 4 B 7% 22 1203.14
3 MIBR] 37 11.03 /e85 15 528.17
4 JE 9 27 4.83 FAEA 22 291.55
5 A L 22 1203.14 SURAA IR 5 4 108.41
6 FARE S 22 291.55 Jiti #8 98 E 37 62.62
7 P 22 15.12 BEIEPUIR 125 F+5 8 58.00
8 FHRAE 20 16.14 A1 B 29 3 40.12
9 A 20 5.68 J Bl o 229 37 16.93
10 Pt e 20 5.31 TR AE 20 16.14
11 i YR AH DG S5 BE 19 15.46 A 5 SN 19 15.46
12 R A 15 528.17 N 22 15.12
13 BEPTR 125 FH 5 8 58.00 HNB 3 12.71
14 LI 2 i 7 1.73 MR 37 11.03
15 fiti £ 4k Ak 5 6.77 Jiti & 4 Ak 5 6.77
16 b 5 3.37 451 20 5.68
17 SRR 4 108.41 P F Jre 20 5.31
18 AR 9 4 2.33 I 27 4.83
19 AR it ) £ 3 1451.34 iln R 5 3.37
20 HMEE Bl 2 3 40.12 AR He 4 2.33
21 LIRS 3 12.71 IR iE 7 1.73
22 f &= 3 1.67 &= 3 1.67
23 I R T B AL 3 1.16 I 4R T AT 3 1.16
24 (1] J5 P it 5 o 3 1.14 (i) S5 P it o 3 1.14
25 it &8 5 3 1.10 it & 5 3 1.10
26  RINAARAEBEHIT I 3 1.06 RITARIRAEE LR T 3 1.06
A6 RREFERLTERRRE
Tab. 6  Suspected adverse reaction of mirvetuximab soravtansine
SOC PT( 4540
PP FAERAE (22) M4 (22) (AP BE(22) T IREE(20) H3E41 3 (20) (IR HEME
(15) JARfA IS (4) HRFEIE (4)
KA RGP MBI (37) JE FEAR 229005 (37) HMEEE S 49 (3)
BRI ES N NS EN R JliB A (37) MliEF b (5) BrA(3) MliFBEsR*(3)
VB WEIR (27) E5 e+ (5)
G B VR S 4 2R 45 TR HMB*(3)
oI R GEPIR HRAH OGN (19) | fa) B Mt (3)
KHKAr IR BRI (3) R T A HR AL BT = (3)
IR Bk L R SR ML/ NBR I i (7 )

A IARN | h g LA KR HR I ) 113 (3)

EAREI A B BB B RIBE R

Note : * refers to adverse reactions not reported in the instructions.
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A3 Sy 3, 55 24 U6 A3 B SOk RGE — 8. SR
O LHLHI TR AE 259 5 M B b e 80P FRa
g5 4 W g5 AL, i g B Pk 2K fir DM4 (Ravtan-
sine/ soravtansine, 3¢ A FR A YIS 531 ) 1Y i
FO” SO0 T8, DM4 S — R s iU s 2 il
A3 S O U D 48 T A0 B o3 RN B B, S 3
PERE L OCAE o SCHRARGE L 12225 51k 0 R 28 B M
F TRy AT SR AR L R ARE R R B R
s AL

BRM A RFBIR RSS2, 8RR
KZH PRI R G F W WL, B
25 i Ul B A5 R 20 10 & AR R 24 R 36%
W25 5 T L & A B TR R 5.9 J8 , 24 28% 1 i
I A SER T, 0.4%~0.7% W 3 K A5 24, AAITF
FEMEE I 5 25 S B 4 R A — 3,

W12 2% 98 5 8 (1) e A5 B0 JE 5 3 R R oK %
B AP ITI R G R AN A . B SE 2 i
W5 S o Bl 9 B % 2 3R 2 10%, 1 I 24 )5
I A 1) oA 18.1 J] , i TE 58 e G2 i i R E L 3% 1Y
R PRI 9 A A2 o A WP R G 1) B
RALTHR &% B A4 2K & RGP0 , (B 2 R
I A5 25 % 5, HLFDA 24 idd BH 13 i o JHL 7™ o A
B, AT REAE M A A o LA FRAL 5 AN WA, A B
FEHEDN T 8 2 B P B AR E SN AT 14 7K A il 45
Pt XL A S AR T 2 S B TR EAR
RS2 B R o DN R A 1 R S S RO A
FOKZH PRI R v, S R R
Pt AR , I B AT At A 2

5 KA | IR R B R G {5 ORI
BT, $E7R 1% 2P0 1 2R 58 FIAS: 2 48
WIS . SR GARTT 250 HE , 2OKR 28 L
FEA SR AN 2 4 T AT e 23
3.3 ADEESH#
331 ARRABFIERMVADERES ARG
5 ROK 2 HLPTRR 95 2 5 id B A5 i DL A ER

PE RN R BEA — B, Horp IR R4 LA
B F A5 5 3 S EOh 48 i, 29 H IR SR E &R
BEPRIR Y 37.21% , (5 BRI B 13.52% ; JH] Fil b
M55 WA B 3701, 295 i 48 RS 1Y
48.05% , 15 B AR KL 10.42% 5 i 5 &4 A5 5 1)
HHOR 3T IR, 295 VI R G M e B 1Y)
77.08% , i BEARIR A5 K01 10.42% . ADE {55 1942 1
PR S 259 Z WA AR Ge i 24 TR {5 5 ks | %
NP ARG K . AR HE ROR ¥, 1<95% CI T FR
<50 N5 5 550<95% CI FFR<1 000 Ay 4558 fE {5
*5395% CI'FFR>1 000 & BEAG 51 . HEBRIE I
HETHE R 2R 5, o B 15 46 A I E0 05 A i
Ag AR AR S LR IR BRI AR | R A
R M RAE AR BI R EAE S . RS E BN
GBI L 55 o, U HR MABR AR, 5 25 5
5 R SCHRIR A & FE 32 o IRk, B9 i A ¢
AN AR T RN RS - i rE=E Sy 4 S =N]
AINAS R /D R S A 7 S A BIE T 28 6B
TSRS RN o
332 BRI TERARKE AOFRH LT
A EEAR K55 H 64, B 46 Il 45 4k | il 5 5
Wi SR TR IS | I AU VRL R EE R AROR AR g
BT o AE 245 Ul B B R A I R 56 v il
ADE FZ A5l 48, MiA W58 &I 1 il £F 44k il
PRI R RS BRI ) 55 5 TH AL R G WHT &
WA 255 s UL B3 RG-S 1 & AEDLHNR & 5 R
E e S RN A KA FEdE— LIk . 255 Ui B
G0 4 R i VROFE 56 S N T AT 5T B0 K BR 4 243
BAMBAE S, P BOK 28 BT nT B I H AT ol
WOVE o A5 ARG OB R B I S N R AR AR S
2 BRI S 4k R T ADE K H A5 PR AT 5 2 ]
FGGUE o £ 24007 . P 8 SRR I &0 ) 4 7 ff ot
S5 , B B> AR5 5 ek, TR SR AN
BAEM 23 E L AR R S5 3 SR TE IR 2ok
S H PRI IA] IR SRS A AR RT3 in R AR S 4 45
15, il s MR A 5 ST AU R i, FRAR DA B
RIL ADE {55 A8 i 2 M AUE 7~ (B i T4
P AR R R X e 5 5 HaE R R H 5 R oK%
WY AE G T4 0GR, B B A R X R AT A
S BT AR AIE I R A FH 24 25 A A7 5 DG T A
5
34 ARERNMFEZEMLGE

24 it U B X 2K 2 H BT R IS R RO B
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MR T U Rk A i, USRI T B 1) AT Al 3 R
VB CAS 55 37 J8 3790 ) AR 2% i1 Pty R VA, A 38 T BT AR
I W ) o B A MR A A, OO0 e 5 M % b 28
AR R FMARAE o RG24 T A5 4 IR 28 B
i I ) P 28 9 8 TR A6 A B TR SR 2 6 1~2 4
A, B34 BB WK 0 B i i 58 04 vh A & Az g
] Ry 4~51 1 1 JC BRI B8 . SCEkRaE , R
K BT A R B2 — B 1] {1 26 °F 18T FH (area under the
curve, AUC) 5 HR AR B B0 A8 Bl i 289 AHOC , R &
BRSSO o Ol o NI = B A VA O e e s e A
HFOKZ A T ADE (%) U FiAb & S AR HE . A
H B MR 5 5 ) B 28 2R G ADE, 0] 3l o 9 i ok 5%
fift, i 6 mg-kg W/ 2 5 mg-kg!, B AR AZ, AT
4y 4 mg-kg!, ARETTAZ 4 mg-kg_l%@ilﬂ(ﬁ\{’%’;
25, KB A A AN B RO G2 ff PR S i mT g . 4
B A, B AT TS RSSO A i
SEARNALIRY A AN IR S K2
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[i] 356 % 5 265 A AR P 28 2R 96 B it 38 1 4610 4 A A R
B LRI R g 1838 3 T 2 5 150 B A5 5 AR G
FEMVEHE 2 AT AT AR LSt BRI

50 i UL A IR AN R BN, A7 SCRRER I, B
THBEEA A RTARE S, FoRZE PR
R = i A A PE R8I #7 BREAE 14 d NG, A
o SRR R a2 00 1) T U IR A RO e
RAF K PHBE bk S i B B IR B2 5% . Ik, 75 i
B ECTIRAE B9 fa 6 LR, W i WA BE A L
TERZS TR R 2 TR A AR
A8 T AR REIR T AR BB () 22 ), AT R TR
B B R s, A 3OK 2 B4 Bl
W SRR R, TS B i Rk 25

Jiti 9 e A FR A T HR BRI R 28 RGEA RN,
RS T W] R A ™ G W AR AN E AL
FoAb Ty %8 BTG T HERE A B A ST M
AL R BIRIT RIS N 25 TR IR IR , 2ROK 2 B
PURT AL Ry B 2 A I AR R, (R Rl | 2], ]
A i, A BT IR JE A B 1 mg kg -d' 2 /D
14 d3 A RO 22 15 e A, AR S R OK 2%
WP, P AT IR IRTT D ER T DO R whits
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3.5 ERM
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EARBERARG AR R RS B
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