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Signal mining and analysis of adverse events of sacituzumab govitecan
WANG Yilu, ZHANG Ke, LI Zhengxiang (Dept. of Pharmacy, Tianjin Medical University General Hospital,
Tianjin 300052, China)

ABSTRACT OBJECTIVE To mine the adverse drug event (ADE) signals of sacituzumab govitecan and provide a reference for
its clinical safety application. METHODS The data of sacituzumab govitecan-related ADE reports were collected from the FDA
Adverse Event Reporting System (FAERS) database from April 1, 2020 to April 30, 2024. The reporting odds ratio (ROR)
method, the United Kingdom Medicines and Healthcare Products Regulatory Agency comprehensive standard method (MHRA ) and
Bayesian confidence propagation neural network (BCPNN) method were used for data mining. Systematic organ classification
(SOC) and preferred term (PT) in the ADE terminology set of version 27.0 of the Medical Dictionary for Regulatory Activities
(MedDRA) were used for data classification and statistics. RESULTS A total of 753 ADE reports were obtained for sacituzumab
govitecan, including 46 ADE signals, involving 12 SOCs, and 13 new suspicious ADE signals not recorded in the instructions. Top
5 PTs in terms of occurrence frequency were disease progression, death, diarrhea, off label use and inappropriate schedule of
product administration. Top 5 PTs in terms of signal strength were febrile bone marrow aplasia, neutropenic colitis, disease
progression, pulmonary sepsis, general physical condition abnormal. New ADE not recorded in the drug instructions included
neutropenic sepsis, hepatic cytolysis, meningitis, aplasia, etc. CONCLUSIONS When using sacituzumab govitecan in clinical
practice, special attention should be paid to ADE with highly reported cases and strong signal intensity, such as febrile
neutropenia, febrile bone marrow aplasia, weight fluctuations, colitis. We should also be alert to new suspected ADE such as
neutropenic sepsis, hepatic cytolysis, meningitis, and aplasia to ensure patient medication safety.

KEYWORDS sacituzumab govitecan; adverse drug event; antibody-drug conjugate; data mining

KV ZIRPHUE 2R — A LA F)ZH MR 1 H0 5 2 (human trophoblast cell surface antigen 2,

Trop-2) NHE s HTIA-25 ) (515 ) (antibody-drug conju-

ABRETR “FRE SRR-252PHRE ) " i B (No.B-19-H-

20200622

* E—1EE TN, W, WFSErm . EREZ . E-mail
18322603264@163.com

#BEEE BTN, BRIy R BE 2 2R . LIS : 022-
60363702, E-mail:13820893896@163.com

HEZED; 202445 35 45 20 1

gate, ADC)Y, 1% 24 i # [a] Trop-2 AY A VB AL B 58 [ Pt
A AT 2R I A P ST BRI MR A6 7 ) SN-38
ZH B, 308 3 L 1) 4555 o8 4 L 2 170 935 19 Trop-2., K SN-
381z 1k R HOANNE T A AR AL REVENE R, R T A5 S e 40

China Pharmacy 2024 Vol. 35 No. 20 2527 -



M, 202044 H 22 H , v 2 BR AT B ILE 36 R R4
BT TR Z R DRz I 2 IR R MR TR TR
TR A AT TR 0 Jag 7 06 300 B A% = B P L R
(triple negative breast cancer, TNBC) il \ & # ;2021 4F,
AR 2 A58 038 DIE—— TR YT Z A2 2 I
s 2R BRYT, b 208 — DO R R 1
AT )5 4 Jay 0 e S B B P TNBC B FR 35 RS E i
FEZ L E LT RS2 i — AR PSR T A AR 1A
T B — ol 4 B AR P AT T - TR 1A FRIE T Y SR
LR R IR b R BT Y, 20224E6 H 7T H,
IR R R 1 € 2 S B i Al O e > ) A Wl ek [=p g 2
B TNBCY, 20234F2 A 3 H, RIDZBRSAHI7E S [H 3R
HEB G — A NE—— M TR T N A iR B
ez ik R UL IR YT (REXTRG RSB ) I 3R A2 1k
(hormone receptor, HR) B (+) ARz A K H T34k 2
(human epidermal growth factor receptor 2, HER2) B 4
(=) B9 AT 53 A Jo S i 0] ke £% 4 HR+/HER2 — 7L
g JR A HET, a2 BREAHTRY 22 TG R 5 1R AR
TR T i , HAE e 01 /N B it s /N 200 R et e e RS A7
B R A5 22 A I e b e R A B BT R T
PET A R LIRS A DG 25 M)A B FH 14 (adverse
drug event, ADE) 3247 P 20 A /D S ALK
mAEY, BRI, VD Z 2R BB I 207 ADE W] i 37
BB se) 1L IV o T 0/ R e e ) 187 S 2

25Ut A5 ADE 4548 25 BRI R e 2
H T2 5l RIS 1) 52 1A A% BN AR E, HLH
2 J) ) RO s Ta) A B, X LA & BIGR & 1 5 ULAY ADE,
iR S A o757 S A1 o E5 I L ST 5/ S A S =
S SR Y 2 R S D, A T R GE A 5 D %
BREPUAT g R iy AW TS 7E ADE R A2 . Sk
BRI, DL A ROR A S/ ADE, AI fiff ADE i
IME R IR SR IR KA. A, AT 3R T S E FDA R
K FH & A2 45 (FDA Adverse Event Reporting System,
FAERS) 73 M % U0 2 2k 540 i T BE ADE, DL A i PR 42
E ST
1 #EREHZE
L1 HiEskiR GRENS 4032

F| F OpenVigil 2.1 £ £& T. H (https://openvigil.
sourceforge.net/) , LA “sacituzumab govitecan” “TRODELVY”
KA, Y 2020 4F 4 A 1 H E 2024 4E 4 F 30 H
FAERS %t #i8 & I #it 79 LA sacituzumab govitecan,
TRODELVY i & ZMEE25 ) (1) ADE et . WA Bk
FEBEPER AR SRR E R 2 E N RS . IR ADE

-+ 2528 - China Pharmacy 2024 Vol. 35 No. 20

et IR A Rl T B 2 RN OC ) ADE R o ARECHEIFREE
2F 18 iR #L ) (Medical Dictionary for Regulatory Activities ,
MedDRA ) 27.0 hi i 1 #E R 1 (preferred term, PT) . R4
5% B 702 (system organ class, SOC) X} 44 A ) ADE 47
7RG,
1.2 55k

W5 K AR 15 FUAE HE (reporting odds ratio, ROR)
g [E 2 5 O i A PR 25 A BR T (United King-
dom Medicines and Healthcare Products Regulatory Agency
comprehensive standard method, DA T & #8 “MHRA” )72 |
DU H7 05 B 32 1 4 22 X 4% (Bayesian confidence propa-
gation neural network , BCPNN) 15 #4745 5 kg ™", #%
Fb A 2 ik DU A % (36 1) S 2 g A X313 ROR A
PRRE IC A, [l i e 3 FARifERT , 2742 141
Pef55 (£2). RORH PRRE ICH#K, Fom Hbrzy
Y15 HA5 ADE Z [a] i CH PR R 5R™ . ADE {5 5 51 55 1Y
FIWRIE I ——(1)MHRA 7% : 4<< <100, {5 53R £ 4K
553 100<x"<<1 000, {5 53R EE P45 ; =1 000, 5 555 K
B . (2)BCPNN #:: 0<IC025<1.5, i SO 45 ;1.6 <
[C025<<3 {77 4 1C025 =3 5 7 LR o

x1 EOIKEERMER

bt Hi7 ADEHREH Hh ADEHf A1t
L] a b b
Hihzidy c d etd

Ait e bd athrerd
£2 ROR % MHRA % .BCPNNZERTE AR KIE

SHE R
s AR fife
ROR . a3, ELROR (A 950%C R 1 AR LM S

be

050 CI =R+ 196 Gr+r++-+7)

MHRA ~ allath) 023, PRRIEZ2, 224, AR 1 MES
" dllewd)
= (a#b) (etd) (aro) (b+d)
BCPNN3 =g alatbretd) a23,1C005>0, A 1M

(atc)(ath)
1C025=¢ht10)-196) (G +3++7)

CI: B{5 X ] ; IC025 HICHY95%CT F B ; PRR : FL B4 45 L% 1C
(35N %

2 #R
2.1 XiDFIHREBEH ADEREHERER

KT R B V2 BR R PUAH C ADE Hi245 753 13 . 7E
TR 451 ADE 1, o (78.09%) 2 T 44 (13.55%) , 4F
1% DL 40~60 % (20.85%) k&=, b i B K LA ¥k H
(30.81%) 2 , ik 32 (21.25%) , TNBC J& EE 1)
HEIVAE(52.19%) 45503,

HhEZG 2024 4E55 35 4245 20 31



K3 XD ZHBEH ADERSHERER

A g ADEH R & %
T3 % 102 1355
% 588 78.09
NER S 63 837
Y ] 1 0.3
29~39 30 398
40~60 157 2085
61~80 9% 1301
>4 6 080
UNETSR 461 6122
HHRER B4 sfi) e 232 3081
FH 160 225
mex 71 943
XA 60 797
B 60 797
ERIE(HEA RT3 L) TNBC 303 50,19
ERHEAN 108 1434
CAREl 5 691

2.2 ADEHREZRRMSOC RG 5

kT RTS8 A
5, A WFFE 4T ROR : \MHRA #: HI BCPNN 3= 2546t 1
ADE {5 S 74007 o 455 w3 R 2:3946 i /) ADE
FITE(S SA 464>, 363 & 124> SOC, LUK K ik B R 5¢
PRI RGP R A S R R L 61
ADE 55 58U 2 1) hy 4> B MBI I 4 245500 45 o SR g
(47.66%) , Kk R8240t e PRI A (11.38%)
ML S R G (10.27% ) , B 1 2 55950 (9.38% ),
JEYL R AR YL (6.25% )45, FEER LK 4,
2.3 ADERXG{ESHKNLER

S LEACHE A B 5 L0 PT 43 R s i7E g BB
RGN AT oSS IR E /oo i 0 1= N DR B v

JRLu DM BREEE AR 22 R GRS AR A VD R BR BT
PSRRI R D AR TRE /H%Ju%%5
2.4 ADE{ES3EEKNLE

5T R HEAA 5145’] PT 73 5 S AP B i P A
B | P 20 R A 25 B A% e T R i R B

— BRI F . BB A R s e B
i 55 PT ARAE VD ZERAPTI 25 S W] rpic . 45
L6,
2.5 FHYAIEERI ADE

AWFFEILAT 2] 13 BT iR i 2R HT i A] BERY
ADE {55, EEALHE Bk JEE KR BN B 0 rbed (A2 4&
BEARFZ PR (5A) , HFIH R Gepi (24> ), Jle R f= s
KPR (21, 5Kk (1), B RGP (11) i
W FRGE W S ARSI (1), e RAE R Mg AL 1 <
(1),

TEZED; 202445 35 45 20 1

T4 XD EHBEHADEREER SOCEZERESSH

hER
F5 S0C PT(fEAD) (A ATHRERGE)
| AEWERRATHAL ERERQA) JT(38) E005) .~ 5 427(47.66)
il PRAENERILE AL (19) B ARAE (4)
RS SN IS iﬁi}‘éﬂﬁ%ﬁi so FRATHEERGES), 3 1020138)
i HERRE

3 MRIRE RS A M*ﬂrﬂﬂ@ﬁz ﬁ42 SE R 6

Uy r 30) RAMEB R B 9) AR

E(S) RN 5 (3) SR (3)

4 BRALIH Jﬁﬁ 53) Bk (17) PRI S 5 84(9.38)
(6) B (S) k()

COVID-19(17)ﬁﬂ'ﬁ*ﬁﬂﬂﬁﬂ‘dﬁ@"ﬁﬂﬁﬁa 6 56(6.25)

(12) JRPHERRTE (1) BRTRAE (10) BiMESRiE

92(1027)

5 BRI

(3) Ml 3)
6 FXfk — BB RIS (19) JRERER(16) ek 6 53(5.92)
AR (7) I (4)  SARS-CoV-2

Wit(4) SRR (3)
TR EHRFAME MR ) PERAREER(D FE S 24(2.68)
T (EERRERR)  Be(4) BHHQ) H50)
8 PERAS SRS R (6) MR (S) M (3) 3 (156)
9 JFIHRGSA IFEEERR(6) FAIIARR(5) S HIME3) 3 14(1.56)
10 REREREHR TREREN(10) AMFET-(3) 2 (145)
I ERRRIEFAS RS BkG2) | (134)
12 RRMREEREEEE  LEA2(5) | 5(0.56)
a: 25 i B R0 2 AT 19 ADE ; COVID-19 : 5 A SR s 21k
Y ; SARS-CoV-2 : F B eb IR 77

R5 RAESURHREET20 RS S

75 T [ ROR(95%CI) PRR(y?) 1C(1C025)
I it U1 104916(89.506,122.979)  66.797(15581.995) 38.019(32435)
1B 138 5432(4502,6553) 4501(390413)  40.297(33.399)
3K 53 3360(2.537,4449) 3169(78525)  38.042(28.728)
4 RSB 50 2341(1755,3.14) 2239(34223)  38.374(28.760)
5 PRATHEERY 48 13.015(9.700,17462)  12.137(482.037)  35.819(26.697)
6 PR 4 12204(8927,16684)  11.488(393.655)  35.513(25.977)
T RAMERHRAEEME 30 20.992(14551,30285)  20.079(525562)  33.737(23.385)
§ b 25 2616(1.754,3.902) 2555(20450)  36.184(24.262)
9 bR 19 95.15(60.223,150348)  92.432(1620324)  30223(19.128)
10 —BEREEREL 19 7.224(4577,11402) T084(92925)  33930(21497)
I &k 17 19771(12211,32012)  19.285(276.800)  32.157(19.860)
12 COVID-19 17 3863(2.386,6.254) 3789(30.382)  34503(21313)
13 (kI 16 2264(1379,3.719) 2233(9.806)  35.090(21.366)
14 PRI 12 62155(35.080,110.126)  61.038(647.863)  29.493(16.646)
5 Bk 12 2176(1229,3851) 2154(6365)  34313(19.384)
16 ik 11 1L130(6.132,20200)  10.960(89.934)  31.715(17473)
17 [EKS 10 41810022373,78.134)  41.189(352.201)  29.533(15.803)
18 i 10 3592(1923,6.709) 3553(15.944)  33.065(17.705)
19 RS R 9 139.906(72.285,270.785)  138.003(1082.662)  27.492(14.204)
N PHRS RS 7 20.10909.545,42367)  19.905(107432)  29.351(14.026)

a: 2y ah 45 P oRIC B AT I ADE .

3 iTig
3.1 XiCZHBHIWEMBIER T

Trop-2 & — M 5 BB 45 11, 7610 % 2H 40 B Ik
ik, MTEZFh b R a2l 20 5t s 33k, JUHAE TNBC
FEIk LB = ik 88%", R I, Trop-2 Y K IR A VIR I 7

a2 RERIL R 2 — o XU RERPGUE Sy ek A

China Pharmacy 2024 Vol. 35 No. 20 25629 -



®6 (ESEEHRE20 HXKEES (2 RORHEF)

75 T filki ROR(95%C1) PRR(y") 10(10025)

1 RAMEERET RS 9 139.906(72.285,270.785)  138.003(1082.660) 27492(14.204)

(
TR EARY 48 13.01509.700, 17462
20 PERARRE 4 12204(8927,16.684

=)

12.137(482.037) 35819
11.488(393.635) 35513

26.697)
25977)

)

) RIS 6 132715(59.230,297370)  131512(647359)  26.391(11.778)
3 R 241 104916(89506 122979)  66.797(15581.995) 38.019(32.435)
4 ke 3 99.143(31.793,300.165)  98.695(199.547)  24.803(7.954)
5 AR 19 95.155(60.223,150348)  92.432(1620320)  30223(19.128)
6 KERE 50, 435(39 085,28.170)  93.724(368.725)  26.351(10. 906
A 36 557(20 404,197, 975) 63.272(126422)  25441(8.1

§ PRSI 12 62155(35.080,110.126)  61.038(647.863) 29493(16646)
9 Bl 5 43620(18076 1[)5263) 43296(166.087)  27461(11.379)
10 {A&ish 10 41810022373,78.134)  41189(352.291)  29.533(15.803)
I R 5 2387909900,57.59%)  23.705(87.126)  28.328(11.745)
12 RdbERARESE 30 20! 992( 14551,30.285)  20.079(525.562)  33.737(23.385)
13 PRHARARES T 20109(9545,42367)  19905(107432)  29.551(14.026)
4 Bk 17 1977(12211 32012)  19285(276800)  32.157(19.860)
15 MAEEDE 5 17058(7.156,41.619)  17.134(60652)  28.796(11.940)
16 IMiEE 4 17156(6417,45870)  17.058(45.446)  28.159(10532)
17 MR 30 15961(5.132,49644)  15893(28281)  27.430(8.820)
18 e 3 13.896(4468,43017)  13837(24033)  27.630(8.884)
1 1 ) ( 19(

) ( 13(

a: 25 BB AR AR BT ADE
#[) Trop-2 1Y ADC 254, CL7F TNBC GRS PR PR I Iz
R T R T RIS AR A e v Bk
PR T 2020 A7 98 BT, T R I R R
A 2 8O TP 2 2R B AH ¢ ADE i 45 85t 3 0
FEBUE R VD ZBR BLBUAROC ADE i, Xevb 23k
PO A B RIE N TNBC, 525 5 360 B0 #1038 1
WE—30. ADE#f b LhLotk aoh 8 R A
B9 TNBC #9415 o L8, H TNBC 4 & T2 ™
Gt R, TNBC #E & 4F ARE T i &R e, A
WF5E 45 19 ADE i, JRE AR AR h #E 40~60 %, 551
PRt DL IEAAHLT o
3.2 XDEBHKBMEHIBHMIREIESHHT
WY A5 1R 1 46 4~ ADE {55, ¥ ) 124~ SOC,
V> ZER PTUEI AICEA ZE Af B R EOk [ A T

i LAY ADE BL4E A AN HE08 D (84% ) PR 4 i
THEC D (75%) 12148 /0 (69%) JETS (64%)
0 (64%) Ik EL A0 BT B0 2D (63%) (%97 (51%) it &
(45% ) 250 K AR5 A3 2 9 ADE 55 5 25 b Ui
Lo XS e 2 B, & AR AU HE 44 11T 20 57 1) ADE AR 7E X 70
ZYRBHTR 25 U B A e, B A BT R
K, H UL ADE 525 S B ECh — 3. IR 254
ST R R, DR S 2R IR R G
45 ADE JAURS 38 0 58 5 AH G, A0 rher 4 s 2 | 14
0 AN (1A T W RTINS R S

-+ 2530 - China Pharmacy 2024 Vol. 35 No. 20

T ARBESE IT A R B ST 5

HR A 20 R /R I T R S VD R BRI FDA
245 I 45 v BEAE 45 1 ADE , 3% 2 Ff ™ 8 ADE 2 i i
ST TE AR ) SN-38 P A 1y, Vb T Bk BT
H %) SN-38 LA A 4 4 M 128 1R A 1) 0 M0 X 2 3t P f
BRIME X AELE , BB, v Z 2Rk B i o %
SR s ARFE A OL . AL AR T 2% 25
5L H ™5 ADE, BF5E & B, SN-38 AT Bl A7 AE T AT Al
J 306 DY) DR 8 TR ) 4 W I TR 5 B 1 1AL (uridine
diphosphate-glucuronosyltransferase 1A1, UGT1A1) {8
R TGP B SN-38G, N IlL , UGT141 3£ N 2 35ME 2=
628 ADE (19— A EZEE R, UGT1A1 HEH T 4
WA R 3 A FH 2 24 ) T 25 5 A v P 24 i o />
JiE | Sz AP v AT R D AR L, XN AR
HAEAE VD Z R AT, Nk 5 UGT1AT #5515
P S HI [ B, LA/ ADE B &4 o A, I R A

XD Z R BHTIRYTHT 6T I ] 35 10 A I A8 3 A 1 20
JHH, — ERGI 2] e ok 20 i AR I 1 500 4 /mm’
afg P 2 DD 1 i A DU A A 2h % T e A
PR 20 B D H R IV ST BV B B 2501697 -
X TS R, AR S T LA T AR LA T, IR IR AL
JEA RS S, WA, , T S7 I 25 T8 R T 1 X 1
U RIS R W B 2 BTSSR <19,
I e s,

PRI R R VD Z R BT R AR AR R 2 1) PT, AT g
(R ok FAERS B8 02 A R S R 4 i i AR Ll
NBE A% B (g Rtk Ji Rt A A ADE L4z, HLAAK
T LR TG PRI — RS, FET R & A ATUCHESE 2 057 11
PT. TNBC.JRE& I K AR /N M98 45 A B HA 4
PR BT SR AT K Y P S5 T T XUt B
L BRI A 5 T RE R R A B R R R . A
TROPICS-02 MBIAHFE Hr A 1 5] J 35 4 FH e vb 2 Bk i
PG, PPN s 1 25 B 46 5 | R IR e M AR v T AE
T AR I RAEE T e Vb 22 SR BT, 10V 2 S )
PUMIFIE ST s 20 Bk 20 1 445 i 2R | 3kt fo 0T 7™ 11
ADE KA. WAL, 950 i e FAE T- X% 1 i) SOC 4> &
PESIR B 25 2T 450 SN, 1t T BB 15 % SOC 2R
TR R R
3.3 XiDEBRBIMIAIEERI RIS S o4

AHIFFE R X VD % Bk B HTAE 5 5 B HE 44 T 20 16 1Y
ADE 4R35 HEF 740 HT, B0 T 6 4538 A nT 58 1) =5 KUK ADE
55 . X2 3R G i 7% e B BRI 3 1Y) mT BE 1Y
ADE, B A BRI {5508 B, {H 2 304 SCHR ok WAR G
I8 X AT RE 5P A B G, B CIEE R E A T2 |

HhEZG 2024 4E55 35 4245 20 31



YR G5 e, DR G — 2 R

FE I 2R G852 96 7 1T, S 4 L5 i 2 19 ADE, iR
SR SRR B, (HJ& ADE {5558, 5 X1 ZER ATy
RIRME AR, HORTE IR SOk 88 2, R e I 2Y
ik i v g ) W AR D A B A S RN O O e
T,

ADC [ PENLT 5 A 2R 2R B iR
PELL I ADC I NARA G o VD2 2Rk Bt v (9 A 308y
SN-38 AJ 7E 5 A #E i (16 0 T Rk, (B 76 b (i A g5
BF TS8R 2 6 e 7 AL BEPEAE RS SR, 24 SN-38 7ERR
Jir e BB AL ASI ) T H 2H 2 oRE RO, T e A wE I
FH ARG AS ], o] e B R [R] ADE™, Hip
i % 9% 114 K A= sl T B8 VAT DR T SN-38 Xof I &% 68 41 il i)
Y ML EEPEAE ™ AR Bk K A RO L H

F o R, I B I RS PR IR E , PRt
7RI R AR

KRB AN RAIRA S AU 501 AR HAF 550
AEwom, R KB AL S XKV Z 2R RHTRY S T
5o H RN, oAW1 ADE., A5
I, ADC 22514 M-I LER 1 Mt e s ™. il
R BT R ORI T I R R A A R
TR e A e — 2 e A T IR L ARG
AN 22 BR BT AT AT R D A B 7
SPGB R . SN-38 & —Fh
LB AL A Y, PRI S V2 Bk B ] BB A SO 1
AN 5 DRI -BE LB B T 4 Uik 0 L A s
B AR R T A AP AS S vD Z BR BT R LR
FERUS: o X T B I 301 0% Lok g 35 T e R 24300 ) B A vk
HZ5)5 6 4~ H PakE4e , 9Pk B TR 32 % 25 1R Y7 1A 1R) I
FKIRG 25 34 H ezt

BEAN, AT 4 e P e 7 R R v R BT
B AT BERY ADE , Ho R A SRS S o B A i o PRIt
o FENG PRI A2 B, RO R btk 4 i a2
PEMEEEAE , A BT o0t O )™ 5B 1 rh Mok 20 B/
AR =
34 HRHBRME

ARHFFFEAFAE LA R BRAE « (1) A8 R 103 ADE
55 Z R AEAE— 8 ORI, IR AR R R G R
2 A R4 DA I DR FH 24 3 A v R 8 2 %45 o (2) FAERS
BIEE T AR EMARG, AR D Z R By
1 ADEfEE , HH T 2MA &5 BOFERIR Ik
AIRE . (3) RVDZER BB 117 (BI04 G ADE s

TEZED; 202445 35 45 20 1

ARXF =, I = v [ R B 258, X 3
T2 AT AT TR
25 LTIk  AHF 5 3 T FAERS 85 i o) S Vb 2 2 o

$UIY ADE {55 #4742 48 , 1600 £ ) ADE {5 5 54 524

O IO E B IR AR D 2 BR BT, R 1)

SRR R T P A A E | R PR B A R

PRE Bl A5 2 S i BLE 798 SR I ADE;; if

IV v R v Y O R et == T e RS N 1S

KT ANEAEH B AT S ADE, IR 38 2540 4

(1] kb, BLE, 6 Vb ZERAHTE FUR R KA S A

Je v IR PR N B BIF 5 E JRE (). R AE , 2022, 41 (6)
253-258.
ZHANG D, LI L X, MA F. Research progress of clinical
application of sacituzumab govitecan in breast cancer and
other solid tumors[J]. Chin J Cancer, 2022, 41 (6) :
253-258.

[2] LIANGY,ZHANGPR,LIF,et al. Advances in the study
of marketed antibody-drug conjugates (ADCs) for the
treatment of breast cancer[J]. Front Pharmacol, 2024, 14:
1332539.

[3] WAHBY S, FASHOYIN-AJE L, OSGOOD C L, et al.
FDA approval summary: accelerated approval of sacitu-
zumab govitecan-hziy for third-line treatment of meta-
static triple-negative breast cancer[J]. Clin Cancer Res,
2021,27(7) :1850-1854.

[4] Gilead. U. S. FDA grants accelerated approval to Tro-
delvy® for the treatment of metastatic urothelial cancer
[EB/OL].(2021-04-13)[2024-07-09]. https://www. gilead.
com/news-and-press/press-room/press-releases/2021/4/us-
fda-grants-accelerated-approval-to-trodelvy-for-the-treat-
ment-of-metastatic-urothelial-cancer.

[5] B, 22m . BUARIB S YTe SRR T T RO RITFE B i
[3]. o A I PR S5 A2, 2023, 30(7) :406-415.

LYU Z, LI X. Research progress of antibody-drug conju-
gate in the treatment of breast cancer[J]. Chin J Clin
Oncol Rehabil ,2023,30(7) : 406-415.

[6] RUGO H S, BARDIA A, MARME F, et al. Overall
survival with sacituzumab govitecan in hormone receptor-
positive and human epidermal growth factor receptor 2-
negative metastatic breast cancer (TROPiCS-02) : a ran-
domised, open-label,, multicentre, phase 3 trial[J]. Lancet,
2023,402(10411):1423-1433.

[7] HEIST R S, GUARINO M J, MASTERS G, et al.

Therapy of advanced non-small-cell lung cancer with an

China Pharmacy 2024 Vol. 35 No. 20 + 2631 -



[10]

[11]

[12]

[14]

[15]

[16]

+ 25632 -

SN-38-anti-Trop-2 drug conjugate, sacituzumab govitecan
[J1. J Clin Oncol, 2017,35(24) : 2790-2797.

GRAY J E,HEIST R S, STARODUB A N, et al. Therapy
of small cell lung cancer (SCLC) with a topoisomerase-
I -inhibiting antibody-drug conjugate (ADC )targeting
Trop-2, sacituzumab govitecan[J]. Clin Cancer Res, 2017,
23(19):5711-5719.

SANTIN A, KOMIYA T, GOLDENBERG D M, et al.
Sacituzumab govitecan (SG) in patients (pts) with previ-
ously treated metastatic endometrial cancer(mEC) : results
from a phase I/ study[J]. J Clin Oncol, 2020, 38
(Suppl.15):6081.

BARDIA A, HURVITZ S A, TOLANEY S M, et al. Saci-
tuzumab govitecan in metastatic triple-negative breast can-
cer[J]. N Engl J Med,2021,384(16):1529-1541.

TR, B R, A IR A YA RFAR(R
SIS T[], P EZY 5, 2023,34(20) : 2513-2518.
LONG X, HUANG M W, PU S Y, et al. Mining and
analysis of lorlatinib-induced adverse drug event signals
[J]. China Pharm,2023,34(20) : 2513-2518.

Sl B A, 5 RSE L R L, A 24 AN RSN R i
ARIEZGPrE b i I b E BN FH 27,2024, 41
(6):864-870.

ZHOU R S,LU P W,CHEN J H, et al. Application of ad-
verse drug reaction of data mining in pharmacovigilance
[J].Chin J Mod Appl Pharm,2024,41(6) :864-870.
GOLDENBERG D M, STEIN R, SHARKEY R M. The
emergence of trophoblast cell-surface antigen 2 (Trop-2)
as a novel cancer target[J]. Oncotarget, 2018, 9 (48) .
28989-29006.

TAGAWA S T, BALAR A V, PETRYLAK D P, et al.
TROPHY-U-01: a phase II open-label study of sacitu-
zumab govitecan in patients with metastatic urothelial car-
cinoma progressing after platinum-based chemotherapy
and checkpoint inhibitors[J]. J Clin Oncol, 2021,39(22)
2474-2485.

SRIVASTAVA A, AHMAD R, YADAV K, et al. An up-
date on existing therapeutic options and status of novel
anti-metastatic agents in breast cancer: elucidating the mo-
lecular mechanisms underlying the pleiotropic action of
Withania somnifera (Indian ginseng) in breast cancer at-
tenuation[J]. Int Immunopharmacol, 2024, 136:112232.
W BRI, 220505 , 55 | AR = B LR IR R
JAERAIE KU B9 AR [J]. P SRR, 2021, 30
(11):1285-1293.

YANG H W,CHEN M S, LI F F, et al. Association of age

China Pharmacy 2024 Vol. 35 No. 20

[17]

[20]

(21]

(22]

[24]

(25]

at diagnosis with clinicopathologic features and prognosis
in patients with triple-negative breast cancer[J]. Chin J
Gen Surg,2021,30(11):1285-1293.
FDA. TRODELVY® (sacituzumab govitecan-hziy) for in-
jection, for intravenous use[EB/OL]. (2023-02-03) [2024-
07-09]. https://www. accessdata. fda. gov/drugsatfda docs/
label/2023/761115s0351bl.pdf.
SHIM Q,LI Z J, WANG T Z, et al. Third-line treatment
for metastatic triple-negative breast cancer: a systematic
review and network meta-analysis[J]. Am J Clin Oncol,
2024,47(2):91-98.
AFZAL F, AIMAN W, ZAHOOR H, et al. Efficacy and
safety of antibody-drug conjugates in triple-negative and
HER-2 positive breast cancer: a systematic review and
meta-analysis of clinical trials[J]. Breast Dis, 2023, 42
(1):121-136.
KATHPALIA M, SHARMA A, KAUR N. Sacituzumab
govitecan as a second-line treatment in relapsed/refractory
metastatic triple-negative breast cancer patients: a syste-
matic review and meta-analysis[J]. Ann Pharmacother,
2024,58(1):44-53.
ETIENNE-GRIMALDI M C,BOYER J C, THOMAS F,
et al. UGT1A1 genotype and irinotecan therapy: general
review and implementation in routine practice[J]. Fundam
Clin Pharmacol, 2015,29(3) :219-237.
WA B8, oK SO, X3, 4 L 24 = B LI B8 i
PRIFEE 3R Gevad 7 Hems (). vh ek, 2023, 33(5) :
506-516.
CHENJY,ZHANG W T, LIU Q, et al. Clinical dilemma
and systemic treatment strategy of triple-negative breast
cancer in the elderly[J]. China Oncol, 2023, 33 (5) :
506-516.
T B BAL, % FE ) Trop-2 MPTIAMER 254 . i
Z IR P[] P R 25 5 R 2% A, 2023, 42 (8)
498-502.
WANG H, HUANG J, ZHONG W, et al. Trop-2-targeted
antibody-drug conjugate: sacituzumab govitecan [J]. Chin
J New Drugs Clin Rem,2023,42(8):498-502.
D’ ARIENZO A, VERRAZZO A, PAGLIUCA M, et al.
Toxicity profile of antibody-drug conjugates in breast can-
cer: practical considerations[J]. eClinicalMedicine, 2023,
62:102113.
LAMBERTINI M, PECCATORI FA , AZIM HA Jr. Targeted
agents for cancer treatment during pregnancy[J]. Cancer
Treat Rev,2015,41(4) :301-309.

(Ui H 1 :2024-06-10 &[] H 18 : 2024-09-10)

(i 57 42%)

HhEZG 2024 4E55 35 4245 20 31



