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5.) NEE « R 1.1 Locally Advanced or Metastatic Triple-
Negative Breast Cancer

TRODELVY is indicated for the treatment of

adult patients with unresectable locally

advanced or metastatic triplenegative breast

cancer (mMTNBC) who have received two or

more prior systemic therapies, at least one of

them for metastatic disease.

1.2 Locally Advanced or Metastatic Urothelial
Cancer TRODELVY is indicated for the
treatment of adult patients with locally
advanced or metastatic urothelial cancer (mUC)
who have previously received a platinum-
containing chemotherapy and either
programmed death receptor-1 (PD-1) or
programmed death-ligand 1 (PD-L1) inhibitor.
This indication is approved under accelerated
approval based on tumor response rate and
duration of response. Continued approval for
this indication may be contingent upon
verification and description of clinical benefit

in a confirmatory trial.

ML - & The recommended dose of TRODELVY is 10
mg/kg administered as an intravenous infusion
once weekly on Days 1 and 8 of 21-day
treatment cycles. Continue treatment until

disease progression or unacceptable toxicity.
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NCCN Clinical Practice Guidelines in Oncology
(NCCN Guidelines®) Breast Cancer Version 4.2021
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» 10mg/kg IV on dayl and 8
» Cycled every 21 days
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N Engl J Med 2019;380:741-751.
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pubmed (Z T [Sacituzumab Govitecan AND clinical trial] T, &> h L7233
B (1) o5 6, HAAICEET S FFRo 2 CHRE&E LT,

<A BT D B IR >

PIER Y

ASCENT Bk D&% & £HE 9) N Engl J Med. 2021 Apr 22;384(16):1529-1541. (2
ELBER D,

1) IMMU-132-01 (7)
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FER. 108 A NIEEEZ T, 74ue—7 v 7P RMEix, 9.7 » HT, BH=R
1% 33.3% (95% 15X : 24.6-43.1) . BRI P RAEIL 7.7 B A (95%1E 44
X[H :4.9-10.8) 7o7=, ERBAEFEELIL. EBL (67%). TH (62%) . BB
(55%) . WFHHERBUVE (64%) . BELOEIM (50%) THYH ., HEREN 10%%
¥z % Grade3 DL EOHFEFELIILFEBAGE (42%), &L (11%) Th o7z,
LR %EZH > T, FDA THEAR I N TV D,

2) ASCENT (9)

FERRHLFEE 3 MR (AARLRSM),

KGIL, Db 2 LIOAVUEDOWIEROH S M) TARTT 4 T
FLyE, A X, sacituzumab govitecan (SG) (10mg/kex 1 HH. 8 H B IZAHH
FEL.21 BZ 1 A7) B FIRERIROAFRIER (=Y 7V 54%,
B LILE Y 20%, DRV HAE L 13%, TAVXE L 12%) O 2 BEC 1 %1
DOEEGTHV AT o, EEFME B IIMES O R WEF I 5 B EA
eI (PFS), #&R (20203 AWy b A 77 —%) : MEEBE D72\ 468 4 D
BENEERINTZ, 74 —T v 7HBP R, 177 » H (5.8 -28.1)Th
W . PFS T ML SG £ (235 4) T 5.6 # H(95%C1:4.3-6.3), {L.FIRIERE (233
4) 1% 1.7 # H(95%CI: 1.5-2.6) (hazard ratio [HR] = 0.41; 95%CI 0.32-0.52, P
<.0001)& . SG BT L FHIEREICH N, ARICPFS 2 E LT, £70. 247
A PR SGRET 12.1 % A (95%ClL, 10.7 - 14.0), fbFHEREL 6.7 » A
(95% CI, 5.8 - 7.7)(HR = 0.48; CI, 0.38 - 0.59 P < .0001) & SG B CHEIZLFEL
720 ZEENEIX, SG BE 35%. L FHIERE 5%, ERIRMAZNHEIL 45%, 9% Th -
72, F72 Grade3 ML EOBFEFES (FEIMNIX SG &) 1%, HFHERBAE (51%) .
F BRI E (10%) . FHT (10%) . & 1L (8%) . 38 L OV B 4 HR BRIV E (6%)
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1)  Devita, Hellman, and Rosenberg's Cancer, 1

1™ edition

Sacituzumab govitecan is an antibody-drug conjugate that targets trophoblast cell-

surface antigen 2 (Trop-2), commonly overexpressed in many TNBCs, for the delivery
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of SN-38, the active metabolite of irinotecan. In a study of 108 patients with heavily
pretreated metastatic TNBC, the ORR was 34 percent, median PFS was 5.5 months,
and median OS was 13 months which compare very favorably to typical
chemotherapies used. Primary toxicities were hematologic and diarrhea. Additional
comparative studies are ongoing. Bardia et al. N Engl J Med 2019; 380:741-751

2 )  Uptodate : Later line option

Sacituzumab govitecan — Sacituzumab govitecan is an antibody-drug conjugate
that targets Trop-2 for the selective delivery of SN-38, the active metabolite

of irinotecan. It is approved by the FDA for the treatment of adult patients with
metastatic TNBC who have received at least two prior therapies for metastatic
disease. Severe neutropenia and diarrhea may occur with this agent, including cases
of neutropenic colitis. (7)

A randomized trial enrolled patients with metastatic TNBC that was relapsed or
refractory to two or more previous standard chemotherapy regimens; previous
therapy had to include a taxane (for any indication) (9). Among 468 patients, those
assigned to sacituzumab govitecan had improved OS compared with those assigned
to clinician’s choice of chemotherapy (12.1 versus 6.7 months; HR 0.48, 95% CI
0.38-0.59). They also experienced improvements in PFS (5.6 versus 1.7 months; HR
0.41, 95% CI 0.32-0.52) and objective response rate (35 versus 5 percent). The rates
of key grade >3 treatment-related adverse events were as follows: neutropenia (51
percent with sacituzumab govitecan and 33 percent with chemotherapy), leukopenia
(10 and 5 percent), diarrhea (10 and <1 percent), anemia (8 and 5 percent), and
febrile neutropenia (6 and 2 percent).
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https://www.uptodate.com/contents/sacituzumab-govitecan-drug-information?search=triple+negative+breast+cancer+and+Sacituzumab+Govitecan&topicRef=14227&source=see_link
https://www.uptodate.com/contents/irinotecan-conventional-drug-information?search=triple+negative+breast+cancer+and+Sacituzumab+Govitecan&topicRef=14227&source=see_link
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22;384(16):1529-1541.
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