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Objectives

1. Chemotherapy benefit in the elderly

2. RCB score in triple negative breast cancer

3. Trastuzumab alone in elderly

4. Omission of radiation therapy using molecular markers



Final results from a phase III randomized clinical trial<br />of adjuvant endocrine therapy ± chemotherapy<br />in women ≥ 70 years old with ER+ HER2- breast cancer and a high 
genomic grade index:<br />the Unicancer ASTER 70s trial 
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Genomic Tools for BC and Older Patients
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ASTER 70s Study Design<br />Adjuvant systemic treatment for ER+ HER2- BC in women over 70 according to GGI<br />Hypothesis: 4-year OS with CT � ET > 4-year OS with ET only if 
high GGI
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Objectives
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Statistical considerations
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Selected Patients Characteristics
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Selected Tumour Characteristics
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Treatment Realization in Randomized Patients
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OS: ET ── vs CT�ET ── (intent to treat) (primary endpoint)
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OS: ET ── vs CT�ET ── (intent to treat) (primary endpoint)
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OS: ET ── vs CT�ET ── (per protocol)
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How does this change clinical practice?

• The Genomic Grade Index (GGI) was prognostic but 
not predictive in early-stage breast cancer in the 
elderly

• ASTER 70s trial successfully enrolled representative 
elderly patients

• The GGI should not be used in clinical care decision 
making given data on other tumor gene expression 
assays



Event-free Survival by Residual Cancer Burden After Neoadjuvant Pembrolizumab + Chemotherapy vs Placebo + Chemotherapy for Early-Stage TNBC: Exploratory Analysis From 
KEYNOTE-522
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KEYNOTE-522: Primary Results
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Residual Cancer Burden (RCB)
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KEYNOTE-522 Study Design (NCT03036488) 
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Primary Analyses of KEYNOTE-522
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Prevalence of RCB Categories in All Patients
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EFS Analysis by RCB Category
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EFS in RCB-2
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Summary of First EFS Events by RCB Category
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How does this change clinical practice?

• Pembrolizumab + neoadjuvant chemotherapy is 
standard for stage II/III TNBC

• This exploratory analysis confirms that RCB is 
prognostic, but addition of pembrolizumab improved 
DFS across RCB categories



Randomized controlled trial of 
trastuzumab with or without 
chemotherapy for HER2-
positive early breast cancer in 
older patients

Sawaki, et al, JCO 2020

• Women 70-80 years 
• Early stage HER2-positive 

breast cancer



FIG 2. Kaplan-Meier estimates of disease-free survival (DFS). DFS at 3 years was 89.5% (95% CI, 82.9 to 93.6) in the trastuzumab monotherapy group versus 93.8% (95% CI, 87.9 to 
96.8) in the trastuzumab + chemotherapy group (HR, 1.36; 95% CI, 0.72 to 2.58; P = .51). The difference in restricted mean survival time for DFS between the study arms at 3 years was 

−0.39 months (95% CI, −1.71 to 0.93; P = .56). Tick marks indicate censored data.
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FIG 4. Kaplan-Meier estimates of overall survival (OS). OS at 3 years was 97.2% (95% CI, 91.2 to 99.1) in the trastuzumab monotherapy group versus 96.6% (95% CI, 89.53 to 98.9) in 

the trastuzumab + chemotherapy group (HR, 1.07; 95% CI, 0.36 to 3.19). Tick marks indicate censored data.
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How does this change clinical practice?

• Trastuzumab alone did not meet non-inferiority for DFS 
in women >70 years

• However, OS differences were small (< 1 mo at 3 
years) and QOL worsened with chemotherapy and 
trastuzumab

• Adjuvant trastuzumab alone can be considered in 
select patients

• Trastuzumab + weekly paclitaxel also an option



LUMINA: A Prospective Trial Omitting Radiotherapy following Breast Conserving Surgery in T1N0 Luminal A Breast Cancer 
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Background – Adjuvant Breast Radiotherapy (RT)
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Background – Molecular Biomarkers

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



Background – Intrinsic Subtypes

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



Background – Intrinsic Subtypes
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General Objective - LUMINA
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Central Ki67 Testing
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Statistical Considerations
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Conclusions
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Omission of post-lumpectomy radiation therapy

2014 meta-analysis* identified women >65 years with:
• clinical node negative, ER+, HER2- breast cancer < 

3cm 
• willing to take endocrine therapy

• Need to consider other risk factors like grade, LVI, low 
ER expression and patient comorbidities

*Van de Water, et al, Ann Sur Onc 2014



How does this change clinical practice?

• Omitting post-lumpectomy radiation should be 
individualized

• Incorporating molecular signatures is a step towards 
identifying patients in which local therapy can be further 
de-escalated



Thank you.

Questions?





ASTER 70s ~ 2,000 patients enrolled in 4 years
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Conclusion 1: In older patients w/ ER+ HER2- BC
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Conclusion 2: In older patients w/ ER+ HER2- BC
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Summary and Conclusions
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