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1. HER2-positive

2. Hormone receptor positive

3. Triple negative

4. Germline BRCA mutations
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Kaplan–Meier Analysis and Subgroup Analysis of Progression-free Survival.

Cortés J et al. N Engl J Med 2022;386:1143-1154

• MBC prior taxane and trastuzumab
• Controlled brain metastases allowed
• No interstitial lung dz



First Interim Analysis of Overall Survival.

Cortés J et al. N Engl J Med 2022;386:1143-1154



Most Common Drug-Related Adverse Events and Adjudicated Drug-Related Interstitial Lung Disease or Pneumonitis.

Cortés J et al. N Engl J Med 2022;386:1143-1154



HER2-positive MBC

Setting Regimen Trial

1st-line Taxane + trastuzumab and pertuzumab CLEOPATRA

2nd-line Trastuzumab deruxtecan DESTINY 03

3rd-line Tucatinib, trastuzumab + capecitabine HER2CLIMB

Trastuzumab emtansine EMILIA

4th line and beyond Trastuzumab + chemotherapy

Lapatinib + capecitabine 

Trastuzumab + lapatinib

Neratinib + capecitabine NALA

Margetuximab + chemotherapy SOPHIA
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Hormone receptor positive MBC
Study PALOMA 2

(palbociclib)
MONALEESA 2
(ribociclib)

MONALEESA 7
(ribociclib)

MONARCH 3
(abemaciclib)

Population postmenopausal postmenopausal Pre/perimenopausal postmenopausal

N 666 668 672 493

Prior chemotherapy 
for ABC?

No No < 1 No

Median PFS (mos) 24.8 vs 14.5 25.3 vs 16 23.8 vs 13 28.2 vs 14.7

OS (mos) 53.9 vs 51.2 63.9 vs 51.4 58.7 vs 48 67.1 vs 54.5 
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Hormone receptor positive MBC

Setting Regimen Trial If endocrine resistant

1st line AI + CDK 4/6 inhibitor Taxane, capecitabine, other sequential 
therapies

2nd line Fulvestrant

-if PIK3CA
alteration

Fulvestrant + alpelisib SOLAR-1

3rd line Exemestane + everolimus BOLERO-2

tamoxifen

SERD?
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Kaplan–Meier Analysis of Progression-free Survival and Overall Survival in the Hormone 
Receptor–Positive Cohort and among All Patients.

Modi S et al. N Engl J Med2022;387:9-20

• HR+ (89%) with HER2 1+ or 2+ by 
IHC

• 1 or 2 prior lines chemotherapy  
• Controlled brain metastases allowed
• No interstitial lung dz

• Randomized 2:1 to trastuzumab 
deruxtecan or physician’s choice 
(capecitabine, eribulin, gemcitabine, 
paclitaxel/nab-paclitaxel)



Demographic and Clinical Characteristics of the Hormone Receptor–Positive Cohort and All Patients at Baseline.

Modi S et al. N Engl J Med2022;387:9-20



Most Common Drug-Related Adverse Events (in ≥20% of Patients) in the Safety Analysis Set.

Modi S et al. N Engl J Med2022;387:9-20

Interstitial pneumonitis 12.1% vs 0.6%, 
including 2 deaths in trastuzumab deruxtecan arm



Hormone receptor positive MBC

• FDA approved trastuzumab deruxtecan for HER2 1+, 2+ 
and ISH negative on August 5, 2022.

• The phase II DAISY trial has looked at heavily-pretreated 
patients with HER2 immunohistochemistry 0 to 3+ with 
promising results.



TROPiCS-02: A Phase 3 Study of SG in HR+/HER2- Locally Recurrent Inoperable or Metastatic Breast Cancer

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Demographics and Baseline Characteristics

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Slide 9
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Response Rates
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Safety Summary
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A randomized phase II trial of fulvestrant or exemestane with or without ribociclib after progression on anti-estrogen therapy plus cyclin-dependent kinase 4/6 inhibition in patients with 
unresectable or metastatic hormone receptor positive, HER2 negative breast cancer:<br />MAINTAIN Trial

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Schema
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Slide 7
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Primary Endpoint: Progression Free Survival (PFS)

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Exploratory Analysis <br /> PFS in Fulvestrant or Exemestane Subgroups

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Progression Free Survival by Subgroup
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Treatment-Related Adverse Events

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Hormone receptor positive MBC

Setting Regimen Trial If endocrine resistant Trial

1st line AI + CDK 4/6 inhibitor Taxane, capecitabine

2nd line Fulvestrant +/- ribociclib? MAINTAIN Trastuzumab deruxtecan if 
HER2 1+ or 2+ and ISH 
negative

DESTINY 04

-if PIK3CA 
alteration

Fulvestrant + alpelisib SOLAR-1 Sacituzumab govitecan? TROPiCS 02

3rd line Exemestane + everolimus BOLERO-2 Other sequential therapies

tamoxifen

SERD?
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Triple negative MBC
Setting Regimen Trial

1st line, if PDL-1 CPS >10 Pembrolizumab + chemotherapy (nab-
paclitaxel, paclitaxel, gemcitabine/carboplatin)

KEYNOTE-355

1st line if PDL-1 <10 Taxane or taxane combination 

2nd line Trastuzumab deruxtecan if HER2 1+ or 2+ 
and ISH negative

DESTINY 04

3rd Sacituzumab govitecan ASCENT

4th line Other sequential therapies
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gBRCA-mutated MBC (HER2 negative)

PARP inhibitor Prior lines of 
chemotherapy for 
MBC

Comparator PFS (mos) Trial

Olaparib < 2 Capecitabine
Eribulin
Vinorelbine

7.0 vs 4.2 OlympiAD

Talazoparib < 3 Capecitabine
Eribulin
Gemcitabine
Vinorelbine

8.6 vs 5.6 EMBRACA



Thank you.

Questions?



Sacituzumab Govitecan (SG) Is a First-in-Class <br />Trop-2‒Directed Antibody-Drug Conjugate (ADC)1-5
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