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Signals mining and analysis of adverse events for sacituzumab govitecan
based on FAERS database

LIANG Chunhong', ZHANG Xueyan®, ZHOU Lijuan’, PENG Pingzhi', ZHANG Weiquan', XIAO Di’
('Drug Clinical Trial Institution, *Department of Clinical Pharmacy, the First People’s Hospital of Yulin City, Yulin, 537000,
Guangxi, China; *Department of Pharmacy, Xiangya Hospital, Central South University, Changsha, 410008, Hunan, China)

Abstract: Objective To explore the positive post—marketing adverse drug event (ADE) signals of sacituzumab govite-
can, in order to provide a basis for the safety assessment. Methods Sacituzumab govitecan—associated ADE reports from Q2
2020 to Q2 2024 were obtained from the FDA Adverse Event Reporting System (FAERS) for ADE signal mining using the
disproportionality method. Furthermore, age and gender differences were investigated in the reporting of ADEs by sub-
groups. Results A total of 3 332 ADE reports primarily suspected to be associated with sacituzumab govitecan were includ-
ed, with 69 ADE signals detected across 17 system organ classes (SOCs). The majority of reports involved female patients.
The median time to ADE occurrence was 14 days after medication. Male patients showed significantly higher proportions of se-
rious reports and greater risks of life—threatening ADEs and hospitalization—requiring events compared to female patients (P<

0.001). The most frequently affected SOCs included general disorders and administration site conditions (40.56%), blood and
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lymphatic system disorders (18.83%), investigations (13.01%), and gastrointestinal disorders (12.78%). The most frequently

reported ADE signals were disease progression, death, diarrhea, neutropenia and weight fluctuation. The signals with the

highest relevance were neutropenic colitis, cholinergic syndrome, weight fluctuation, and vascular device obstruction. 26

ADE signals not mentioned in drug labelswere identified, involving SOCs such as vascular and lymphatic vascular disorders,

renal and urinary disorders, and eye disorders, as well as specific signals such as accelerated heart rate, perforation of the

large intestine, and cholestasis. Conclusion In this study, the gender, age, time of occurrence, and system—organ distribution

characteristics of Sacituzumab govitecan—related ADEs were discovered. The results of the study contribute to the drug’s safe-

ty information and provide a scientific basis for clinical medication decision—making and adverse reaction management.

Keywords: Sacituzumab govitecan; FAERS; Adverse drug event; Signal mining
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Poisson shrinker, MGPS) kA 46 il X vb 22 ¥k B4t
W ADEfE 5, LR R 5 R 2 R alE R, A
REE PR IES % Gu 5 BT . 42— ADE A
I A2 b 3R DO A B0 ) E AR, $2 7R 1% ADE {5
AL, ROR{EMEK , W% ADE {5 5B, /) 2
P25 5 H AR ADE Z [A] (1) JC I b8
1.3 ZItFESH

K SPSS 23.0 Bkt AT et o b o RS
AR P E (n) MG R L (9%0) HEAT 434, TR DOk
DL v 57 B D O 43 {57 %5 18] BB (inter—quartile range,
IQR) 7R o SRR I7 K 56 L AAS [R) 1 3ol B8 AN
RS 3, B MK FR0E R P<0.05,

2 R

21 ADERFHEXRFER
PR J2E Hp 3 BT 07 38 DL S v 2 2R Tl

M BEZ Y1) ADE $i 5 38 3 332 1y, e 5ok U5 &
TSR L E N RREE . kR ADE )
HRCR W E S T BRSO A 174 0 i HEE
BEK . 65 B LITTEE SImE T 652 KU FEE.,
V15 B 5 R R | 18~64 % Lot R 3 1) ADE KUK
3 = T R AR B B M R E (P<0.001) , 110 65 %7 I
DL b 2 M 58 35 09 ADE JRURS: DU AR X #5241 (P<0.05) -
AR B8] 43 A1 S, 2022—2023 4 B 5l
&, H.2023 4R 5 R TP 0y ADE 5 L 2
Ttk (P<0.001),

FE A AR, ™ OADE )5 A
90.40%. #E—L ot LB, BV E 1™ E ADE 4t
e H B A8 B A A i i ) B A e 4t B B 2
m Pt (P<0.001) . BEFIFE, &
e B U Ry ol ™ B = B ISE T35 (6 1)

A1 XK FAR K ADE FRE 4 AE [ (%))

Tab. 1 Characteristics of ADE reports submitted for sacituzumab govitecan [n (%)]
iF S HE ¢ P
o B AR
o 3332 2 880 278 174
S P AE(IQR)  56.00(46.00~65.00) 55.00(45.00~64.00) 66.00(60.00~74.00) 51.50(43.00~59.00)
<18 0 (0.00) 0(0.00) 0(0.00) 0(0.00)
18~44 360(10.81) 347(12.05) 3(1.08) 10(5.75) 30.96 <0.001
45~64 864(25.93) 801(27.81) 47(16.91) 16(9.20) 15.35 <0.001
65~74 287(8.61) 241(8.37) 43(15.47) 3(1.72) 15.61 <0.001
>75 148(4.44) 121(4.20) 24(8.63) 3(1.72) 11.37 0.001
A 1 673(50.21) 1370(47.57) 161(57.91) 142(81.61)
JREREE R ERE 3012(90.40) 2613(90.73) 271(97.48) 128(73.56) 14.59 <0.001
S| TRCE ey 320(9.60) 267(9.27) 7(2.52) 46(26.44)
L] f& K A 158(4.74) 105(3.65) 52(18.71) 1(0.57) 121.70 <0.001
fEBE 936(28.09) 737(25.59) 191(68.71) 8(4.60) 227.12 <0.001
By 76(2.28) 70(2.43) 5(1.80) 1(0.57) 0.44  0.509
T 876(26.29) 749(26.01) 83(29.86) 44(25.29) 1.94 0.164
il 2(0.06) 2(0.07) 0(0.00) 0(0.00) 0.19  1.000
HAbE S 2547(76.44) 2317(80.45) 108(38.85) 120(68.97) 246.19 <0.001
et A 2020 77(2.31) 53(1.84) 0(0.00) 24(13.80) 415 0.042
2021 356(10.68) 303(10.52) 25(8.99) 28(16.09) 0.64 0.425
2022 1184(35.53) 1049(36.42) 75(26.98) 60(34.48) 9.87  0.002
2023 1205(36.17) 1014(35.21) 159(57.19) 32(18.39) 5249 <0.001
2024 510(15.31) 461(16.01) 19(6.84) 30(17.24) 16.55 <0.001
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gk
i H AR ) X P
Eegidn Pitico KA
et % X 1108(33.25) 916(31.80) 106(38.13) 86(49.43) 4.63  0.031
%E 493(14.80) 455(15.80) 29(10.43) 9(5.17) 5.63  0.018
YIEPN 366(10.98) 361(12.53) 4(1.44) 1(0.57) 30.54 <0.001
[ 137 (4.11) 124 (4.31) 9(3.24) 4(2.30) 0.72  0.397
HoAth 1228(36.86) 1.024(35.56) 130(46.76) 74(42.53) 13.73  <0.001
AR B 398(11.95) 363(12.60) 15(5.40) 20(11.49) 12.50 <0.001
2 1217(36.52) 1058(36.74) 73(26.26) 86(49.43) 12.11  0.001
B 1714(51.44) 1 458(50.63) 190(68.34) 66(37.93) 31.91 <0.001
N 3(0.09) 1(0.03) 0(0.00) 2(1.15)

EF AR TR K (n=2 880) 5 B 1 (n=278) #94R & & £ %,

Note: The chi-square test was used to compare the reporting rates between females (n=2,880) and males (n=278).

2.2 ADEXRAREIH S IER

3332 V> Z Bk P AH C ADE 5 b, A
1 1520385 T ADE &A= e o X130 o i 2540 B
KB, ADE BAR A & Az 5] 14 d, Hi 63.80%

ADE & A2 )5 30 d N, At B35 (64.40%) Fl
HEBRE (61.39%) 1 &R AHL. EH 25511
AR, Bl UL EE B B B AE 4, ADE i 2 L S 30 R
FEiash(k2),

A2 XV EBR I FANE ADE 89 K L B R 5[5 (%)]

Tab. 2 Time to onset of ADE associated with sacituzumab govitecan [n (%)]

S ; PES
ADE LT BIRG=1152) 2HE (n=927) A (n=215) A (n=10)
T (IQR) 14.00(7.00~60.00) 14.00(7.00~55.00) 15.00(10.00~64.00) 5.50(0.00~161.00)
0~30 735(63.80) 597(64.40) 132(61.39) 6(60.00)
31~60 130(11.28) 104(11.22) 26(12.09) 0(0.00)
61~90 76(6.60) 56(6.04) 20(9.30) 0(0.00)
91~120 56(4.86) 43(4.64) 12(5.58) 1(10.00)
121~150 31(2.69) 26(2.80) 5(2.33) 0(0.00)
151~180 29(2.52) 24(2.59) 3(1.40) 2(20.00)
181~360 67(5.82) 56(6.04) 10(4.65) 1(10.00)
>360 28(2.43) 21(2.27) 7(3.26) 0(0.00)
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TEHEBR BbRE 45 284400 | rh i SRR I A E 7
i () 5P TR R B B 7 5 55 mT e bl 5 s R
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5% Z Bk BHUA EHY ADE (5 5 331 69 4>, ¥
174~S0C, Horr, #3255 v 19 SOC 2R 51 A 4 4
By M S 2 2GR 45 N (40.56% ) IR A2 Itk
[RGB (18.83%) (& Kk & 78 (13.01%) . H
W Z G 9  (12.78%) 55 . 78 Lk fr A FHYE(E 5
HE— 2 0 BEAS 2] 26 A~ 24 fi B B 5 op A 10 28 1T B
ANRFEE AFEW I W RGN S I 5%
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Tab. 3 ADE signals of sacituzumab govitecan involved systems organs class

SoC F55 PT W MR/ %
B PRGN B4 25300 PIRUE IR FETS R 2 R OOEAL B R AE AR I | 1
7 . 1799 40.56
AR B

H AL 0 R R R PR T P A R R B L 1t/ e 2

BN SR NS WL 12

JE |2 UL 20 B v A B BE AN A B A R IR B B AR R 835 18.83

Bk I REE | 240 DB E A 0 ke = A L T
PR AR PR RO AR E S O T A R

HERK A 12 AR B AROL SR PR A R R SARS-CoV-2 kDU, 577 13.01
1 o e U RN I VT e S AN R 1 [N O EA R AR B
Y5 5l R RN S B R Wk B E R NS
B RS 12 RGP ETE A R AL R R AT 567 12.78
A
PR B 20 3 REDESh ANMAE T | R O A 185 4.17

WRBEAE" RS PEAR ST | H PR AN s P FEAE S MBS AR

BRBESRIIIE T e s i IRB R e B e
FE IR B R T 48280 1 Bk 136 3.07
WP RS MR ESS S 1 BERARE 48 1.08

FFRRR Ge 90 4 BRIFUARY FFAUREIA AR | e B NAE Sk R R 38 0.86

I 559 B A R 30 FRBKEEEAS R OREK M F kG 28 0.63

HRMA RGN 1 mdReLE Ak 13 0.29

%2§§§§§ﬁ | ERERERA 02

N ES 1 ERTHEE R 4 0.09

L RLETES 1 EH 3 0.07

AR5 B P 1 FHRAE 3 0.07

Ga g RGN 1 HVRHSCHE U Y 3 0.07

E WS EN T 1 MRS 3 0.07
= 69 4435 100.00

& RT G BLY H b KT e ADE4E 5

Note: * indicates ADE signals not documented in the drug package insert.
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F4 RV HBR B R AR S IR EHE AT 3049 PT

Tab. 4 The top 30 PT in frequency and signal intensity of sacituzumab govitecan

HER AR (EREELES

PT %  ROR 1C025 PT %  ROR  1C025
1 P 1 e 1041  61.58 5.61 R AR S R 52 17122 493
2 BT 513 3.80 1.73 A8 EELFEAIE 13 129.70  2.88
3 i35 394 3.93 1.77 UNEER & 163 103.07  5.73
4 r P 2 R 328 15.69 3.70 11 A 2% 5 B %€ 3 70.30 0.48
5 KA VER AR RE 172 16.71 3.69 LRy el il R 28 63.22 3.78
6 LNGER D) 163 103.07 573 gl 1041 61.58 5.61
7 M55 154 2.51 1.06 AR DB B 3 44 .81 0.45
8 Jii A 136 421 1.78 VR e VAN e 7 42.98 1.76
9 TR 130 2.85 1.22 fiidin€s] 5 41.92 1.24
10 FP MR A TR 108 17.12 3.60 R AR Bl T A B0 26 39.97 3.47
11 AT N 89 2.48 0.97 TR AE 3 34.54 0.43
12 M. 85 2.68 1.07 YR AET 11 34.18 2.34
13 JHedEAE 70 3.81 1.52 R A0 R e E 40 33.13 3.75
14 DT 68 4.18 1.64 Gigi) 3 30.77 0.42
15 I IRk /D i 67 3.72 1.48 SERMERTAS 12 30.21 2.41
16 F AT REAIL 64 3.59 1.42 — Ml B AR S 29 25.80 3.29
17 2E g 9 59 10.03 2.74 (ERiiREHEH3 4 17.78 0.73
18 4 BpROLEAL 55 3.14 1.20 FP MR A TR 108 17.12 3.60
19 R gns S IR 52 171.22 4.93 it e 2 4 1700 072
20 IR 51 7.45 2.32 RIPETPER A D 5E 172 16.71 3.69
21 Jii E8 4 i 48 11.48 2.82 Fh PR 4 s /D i 328 15.69 3.70
22 4 1fiL 4 ek A i 41 4.55 1.62 H iE s 10 14.98 1.85
23 Rk e REE 40 33.13 3.75 I #E 18 13.23 234
24 A 34 9.26 2.41 1783 14 13.21 2.11
25 — B AR S 29 25.80 3.29 Jii ¥ 4 i 48 11.48 2.82
26 1 44 ek i 29 3.58 1.19 = 3 11.23 0.21
27 Rl ey vkl AR I o 28 63.22 3.78 AN 9 10.53 1.52
28 R AR B B T A P A 26 39.97 3.47 111 24 0 sk /i 17 10.26 2.08
29 FHIB A AE 26 6.14 1.81 ah i 9% 59 10.03 274
30 I #E 18 13.23 2.34 FLAR S W 3 9.90 0.17

FUS L ARHFSE Y ADE i 45 B 19 A I 4 A 2 T
B RARFEAR T 6528 LUTF MO 7 LA KA G, 23
AR B ADE 46 X 8t S o 3 o i — 2L i
R AE 18~64 B AE IS AL, Lo Ve E 19 ADE & A2 X
W 8205 T B T AE>65 2 AR IR 4L, TV X,
W S M R, AR R ARG AR R AR Y
B B3] 1 4 i 15 2 B2, TT R oA 3 45 AR IR R I R
K — Jey B AT RE X IF 9T 4590 1 T S P A — e B
Wi, PRI 12 4345 SR i 75 1 — 2L B
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