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[ Abstract)] Objective Using the U.S. Food and Drug Administration (FDA) Adverse
Event Reporting System (FAERS) database to analyze post-marketing adverse drug event (ADE)
risk signals of three antibody-drug conjugates (ADCs)—trastuzumab emtansine, trastuzumab
deruxtecan, and sacituzumab govitecan—for breast cancer, and to provide references for safe
clinical medication. Methods Reports were retrieved from the FAERS database from Q1 2004
to QI 2025, extracting primary suspected drug reports for three ADC drugs. Signal detection
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was performed using report odds ratio and the proportion of reports ratio. Signals were screened, and
the distribution of system organ classes (SOCs) and severe outcomes were analyzed. Results A total of
7,620 ADE reports were included, 2,786 for trastuzumab emtansine, 3,705 for trastuzumab deruxtecan,
and 1,129 for sacituzumab govitecan. The proportions of death outcomes were 15.83%, 22.29%, and
18.42%, respectively. Three drugs exhibited significant risk signals in the hepatobiliary, respiratory, and
gastrointestinal systems, respectively. Certain signals—such as subcapsular hepatic hematoma, Pneumocystis
jirovecii pneumonia, and necrotizing colitis—were not explicitly highlighted in the product labeling. A total
of 14 SOCs and 40 preferred terms were identified as new ADE signals. Conclusion Three ADCs exhibite
multisystem ADE signals in breast cancer populations, with some risk indicators remaining insufficiently
characterize. Clinicians should enhance recognition and monitoring of severe ADEs associated with ADC
drugs, particularly in immunocompromised patients, those receiving multiple lines of therapy, or individuals

with comorbidities. This study provides real-world evidence to optimize clinical management strategies for

ADC drugs.

[Keywords ] Antibody-drug conjugates; Breast cancer; FAERS database; Pharmacovigilance; Adverse
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Table 1. Formulas for the ROR and PRR methods
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Table 2. Baseline demographic characteristics of ADE reports [1(%)]
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Figure 1. Geographic distribution of reports by country
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Table 3. Top 20 ADE signals for trastuzumab emtansine

[=2=) PT soC 4% (4~)  ROR (95%CIRKR) PRR ()
1 LR it i FFRR 2R e 3 324.03 (33.70) 323.92 (241.44)
2 LHILYSER i d S AN S 12 216.24 (81.14) 215.95 (855.82)
3 IR AR B e 4 216.05 (39.57) 215.95 (285.27)
4 Ja kb PESSHE A: R M R BN B 6 64.83 (23.56) 64.78 (235.50)
5 FE iR JHAR R e 3 54.00 (13.50) 53.99 (104.01)
6 ST R AR FFRR 2 B 24 50.95 (31.35) 50.81 (796.98 )
7 FFIGEEATE RV E2 N S &N T 6 38.13 (15.03) 38.11 (160.25)
8 FEPN I 1 BEMAE RPN 5 36.01 (13.09) 35.99 (127.57)
9 iR ek Rk M e BRI e 3 36.00 (9.75) 35.99 (76.54)
10 [IKERNE [INERSH INRRES SV 4 33.24 (10.84) 33.22 (95.60 )
11 rRRX R 2E R GRS HI% RGP 3 32.40 (8.92) 32.39 (70.21)
12 pig i) HE%‘% /R 3 27.00 (7.62) 26.99 (60.07)
13 I Te K e R FFRR 2R e 32 25.13 (17.09) 25.04 (599.57)
14 SIS B W RGN 3 24.93 (7.10) 24.92 (55.96)
15 ML R AR E s hay 3 24.93 (7.10) 24.92 (55.96)
16 B AT i IR R GE B 5 20.78 (7.98) 20.76 (78.89)
17 B Y RAE W Ik B e VB 8 19.65 (9.25) 19.63 (119.70)
18 ki gk B 12 19.36 (10.47) 19.34 (177.00)
19 [LEIPN B R G 18 19.28 (11.67) 19.24 (264.25)
20 DK FEVERT IR AR GEB 6 18.52 (7.79) 18.51 (84.84)
T4 EHZERERHEZBI20MADEE S

Table 4. Top 20 ADE signals for trastuzumab deruxtecan
75 PT SOC R (4~) ROR (95%CIRER) PRR ()
1 BIRIR T R KA 3 167.37 (17.41) 167.32 (1124.00)
2 MR =R R B e 7 55.81 (19.57) 55.77 (188.28)
3 SEEARI RN G R AR R P 4 44.64 (11.98) 44.62 (94.76)
4 AR PR BB TP 3 33.47 (8.00) 33.46 (59.05)
5 )iy liprs) WP RGE . SN 460 19.02 (17.08) 18.21 (5658.23)
6 AT BT R S 17 12.50 (7.38) 12.48 (146.67)
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44
P PT SOC 5 () ROR (95%CITFKR) PRR ()
7 YHMIZET RSB TR 21 12.35 (7.70) 12.33 (179.07)
8 WIS I i~ Rk R R AR 6 11.96 (4.95) 11.95 (49.59)
9 WS SRR B W RGN 3 11.95 (3.44) 11.95 (24.79)
10 JHFPEIRSE S VTN Sk S S (P 2 T 12 11.55 (6.20) 11.54 (95.72)
11 HI EC it HUib 4 TR R AR YL 48 11.34 (8.30) 11.30 (374.78)
12 A PER 98 Y R AR B 12 10.15 (5.49) 10.14 (83.67)
13 A2l 92 FI . T RAREIT RE 4 10.14 (3.50) 10.14 (27.89)
14 PR WP ARG . M AR 3 9.85 (2.88) 9.84 (20.26)
15 it 2 WP ARG, M SN 32 9.27 (6.38) 9.25 (201.99)
16 i 3 WP 2R G5 KRR 12 8.59 (4.68) 8.58 (69.66)
17 EL Bk ca W RGP 21 8.50 (5.37) 8.49 (120.42)
18 fili S AR5 MR RGN 18 8.24 (5.02) 8.23 (99.64)
19 = EpARTE ] FaRAS7S 3 7.61 (2.28) 7.61 (15.15)
20 Jili s S A R N &N R 158 7.56 (6.40) 7.46 (781.61)
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Table 5. Top 20 ADE signals for sacituzumab govitecan
hia=2 PT SOC WAEEC(4)  ROR (95%CITRR ) PRR ()
1 JEmRBELEAAE HRANZ RGP 6 254.57 (51.36) 254.15 (378.24)
2 WHEPESS s % B W R G0 3 84.79 (17.11) 84.72 (124.09)
3 Gl KPR 3 63.59 (14.23) 63.54 (105.52)
4 ERR s vkt O R et B S = 1 T E S ) 16 29.59 (16.74) 29.47 (326.52)
5 RS R REL H W R G5 3 25.43 (7.00) 25.41 (54.13)
6 it BRI R GBI 3 19.57 (5.57) 19.55 (42.90)
7 B B 3 18.17 (5.22) 18.15 (40.05)
8 Yo ik e G B R e 2 2GRN B 382 15.33 (13.68) 13.83 (3942.83)
9 RPN PR B E B 45 12.48 (9.11) 12.34 (409.69)
10 T B A B VRSB B2 2N S 3 11.56 (3.46) 11.55 (25.45)
11 SRR DG R R BSE RGP 3 11.56 (3.46) 11.55 (25.45)
12 S EREMZEEEIREE SRS REER 3 11.06 (3.32) 11.05 (24.26)
13 J I BB P A LI Sk L R GEBE 14 10.63 (6.09) 10.59 (108.11)
14 — P AR KKK 9 10.19 (5.10) 10.17 (66.43)
15 YRR T Je AR 18 8.19 (5.04) 8.15 (103.13)
16 AN T T B W R G0 6 8.08 (3.49) 8.07 (33.93)
17 rhRL A A KA 8 7.46 (3.62) 7.45 (41.06)
18 A INAE TR R B gR 3 6.20 (1.92) 6.20 (12.19)
19 BRAKRW VA AN ST 4 6.06 (2.20) 6.05 (15.74)
20 17833 B R 3 6.06 (1.88) 6.05 (11.81)
6 FLIREMEEBRAYIHADERKIES
Table 6. Novel ADE risk signals associated breast cancer ADC

SOC PT A% (1) ROR (95%CI IR ) PRR ()
R i Z 2R s

iR s JHELRSET il 3 324.03 (33.70) 323.92 (241.44)

IR R G FE MR 3 54.00 (13.50) 53.99 (104.01)

IR R G KA ZEME IR 6 18.52 (7.79) 18.51 (84.84)

BN e N ki ok 12 19.36 (10.47) 19.34 (177.00)

SN E SRR Bk sk 3 24.93 (7.10) 24.92 (55.96)

LR 2 S & N BT R e R 6 38.13 (15.03) 38.11 (160.25)

FEIR B Rz T HH A Wi 12 216.24 (81.14) 215.95 (855.82)

I3 B Ik 2 R G J R 18 19.28 (11.67) 19.24 (264.25)

R M R BN B I Jrikb ST R A 6 64.83 (23.56) 64.78 (235.50)
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SOC PT HER (D) ROR (95%CIFKR) PRR (1)
R UM R BN B e JH-4m g 3 36.00 (9.75) 35.99 (76.54)
BRI R GBI i P e s I 5 36.01 (13.09) 35.99 (127.57)
BIME RGBIR PR 2 R GRS 3 32.40 (8.92) 32.39 (70.21)
A5 B A 3 27.00 (7.62) 26.99 (60.07)
BLE IR RS 3 24.93 (7.10) 24.92 (55.96)
TR Z 2R AT
TR R A Y B LIRSRE 3 167.37 (17.41) 167.32 (124.00 )
TR RAZ YA HJS EG it s i 2 48 11.34 (8.30) 11.30 (374.78)
JERe R A YRR A MR 2 12 10.15 (5.49) 10.14 (83.67)
JEG BAR G SEEARI BRI 48 4 44.64 (11.98) 44.62 (94.76)
TG BAR G HIEC A7 MU 6 11.96 (4.95) 11.95 (49.59)
S . R MR RO HFPEIRSE 12 11.55 (6.20) 11.54 (95.72)
FFUG . AR R EZ TP 4 10.14 (3.50) 10.14 (27.89)
TR B E B AMAEAET 21 12.35 (7.70) 12.33 (179.07)
HRK A e IR N 2 17 12.50 (7.38) 12.48 (146.67)
FaR=S781 HYIEE )20 3 7.61 (2.28) 7.61 (15.15)
R E2 N SN R YIRS 3 9.85 (2.88) 9.84 (20.26)
XV BB
TR B E T B IR 45 12.48 (9.11) 12.34 (409.69)
R R Y B JEE eI 18 8.19 (5.04) 8.15 (103.13)
JRe R A GBI B MM 3 6.20 (1.92) 6.20 (12.19)
SV E BN PRAEESE I % 3 84.79 (17.11) 84.72 (124.09)
Bh R 5 m rpep A R 2 i 16 29.59 (16.74) 29.47 (326.52)
B IR B B 3 25.43 (7.00) 25.41 (54.13)
B B 3 18.17 (5.22) 18.15 (40.05)
B UNITE 7 6 8.08 (3.49) 8.07 (33.93)
SV e 17513 3 6.06 (1.88) 6.05 (11.81)
AR RGN ARfRAELR AL 6 254.57 (51.36) 254.15 (378.24)
BHEMAE RGN A 3 19.57 (5.57) 19.55 (42.90)
KPR I 3 63.59 (14.23) 63.54 (105.52)
L Rk B R G AR P A A 14 10.63 (6.09) 10.59 (108.11)
W Ik B e TR e AU ERERSH 4 6.06 (2.20) 6.05 (15.74)
HRK A — B BRI S 7 9 10.19 (5.10) 10.17 (66.43)
e 22.29% 1 18.42% ;5  “f& M aw” 45 sy b A5 43 il
3 iTit
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