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• Introduction to Clinical Trials

•Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04

• Is a Clinical Trial right for me?

CONFIDENTIAL AND PRIVILEGED 3

Agenda



FDA Approved Drugs

• Food and Drug administration is 
responsible for regulating 
prescription medications

• All drugs that are utilized today 
outside of clinical trials have 
gone through approval process
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Clinical Trial Phases
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EARLY STAGE BREAST CANCER: BEFORE 
SURGERY

Goals:

•Increase the likelihood that we 

significantly reduce or eradicate all 

cancer cells before surgery

•Find treatments that have less 

toxicity and side effects

•Find treatments that work in 

patients where traditional 

treatments have not



Early stage breast cancer: AFTER SURGERY

• Depending on a patient’s 
response at surgery, we may 
want to give more or less 
medicine afterwards

Goals:

• Decrease patient’s risk of 
cancer returning

• Match appropriate level of 
treatment with patient risk to 
reduce recurrence



Metastatic breast cancer

• Find treatments that have less 
toxicity and side effects

• Find treatments that are more 
effective than our current drugs and 
can extend a patient’s life

• Understand how to use existing 
therapies in sequence for maximal 
benefit



SERENA-6

• Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04
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Camizestrant + CDK4/6 inhibitor for the treatment of emergent ESR1 mutations during first-line endocrine-based therapy and ahead of disease progression in patients with
HR+/HER2– advanced breast cancer: <br />Phase 3, double-blind ctDNA-guided SERENA-6 trial

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



Background

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



Background to the SERENA-6 study

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



ESR1m surveillance during first-line AI+CDK4/6i

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



SERENA-6 study design

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



Baseline characteristics

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



Primary endpoint: Investigator-assessed PFS

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



Time to deterioration in global health status/quality of life<br />EORTC QLQ-C30

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



Second progression-free survival (PFS2)<br />Key secondary endpoint

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



Adverse events (≥10% of patients)

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



Conclusions

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



Ready for Prime Time?
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• 548 out of 3256 patients had a positive test (16%)

• 43% of patients who had positive test declined to participate in study, 

suggesting reluctance to potentially continue on treatment that may 

not be controlling emerging mutations

• Lack of crossover to camizestrant in the control group, 10% of the 
control group received a different oral SERD

• Greater portion of patients received chemotherapy in the camizestrant 

group as next line therapy

• Overall survival data remains immature



VERITAC-02
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• Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04



Vepdegestrant, a PROTAC ER Degrader, vs Fulvestrant in ER+/HER2- Advanced Breast Cancer: Results of the Global, Randomized, Phase 3 VERITAC-2 Study

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



Background

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



VERITAC-2: Global Phase 3 Trial of Vepdegestrant

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



VERITAC-2: Baseline Characteristics

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



VERITAC-2 Primary Endpoint: <br />PFS by BICR in Patients With ESR1m

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



VERITAC-2 Primary Endpoint: <br />PFS by BICR in All Patients

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



VERITAC-2: Safety and Tolerability (All Treated Patients)

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



Conclusions

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



TRADE

• Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04
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The TRADE Study: A Phase 2 Trial to <br />Assess the Tolerability of Abemaciclib <br />Dose Escalation in Early-Stage HR+/HER2- <br />Breast Cancer

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



TRADE: Background

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



TRADE: Design

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



TRADE: Patient Characteristics

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



TRADE: Primary Results

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



TRADE: Conclusions

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



DESTINY BREAST-09
• Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04
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Trastuzumab deruxtecan (T-DXd) + pertuzumab vs taxane <br />+ trastuzumab + pertuzumab (THP) for first-line treatment <br />of patients with human epidermal growth factor <br
/>receptor 2–positive (HER2+) advanced/metastatic<br />breast cancer: interim results from DESTINY-Breast09

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



Rationale for combining pertuzumab with T-DXd

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



DESTINY-Breast09 study design

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



Patient demographics and key baseline characteristics

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



PFS (BICR): primary endpoint

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



ORR and DOR (BICR)

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



Possibly treatment-related (investigator assessed) TEAEs in ≥20% of patients (either arm)

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



Conclusions

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



ASCENT-04
• Updates from ASCO 2025

• HR+/HER2- disease: SERENA-6, VERITAC-02, TRADE

• HER2+ disease: DESTINY BREAST-09

• TNBC: ASCENT-04
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Sacituzumab Govitecan Plus Pembrolizumab vs Chemotherapy Plus Pembrolizumab in Patients With Previously Untreated, <br />PD-L1 Positive, Advanced or Metastatic Triple-
Negative Breast Cancer: Primary Results From the Randomized, Phase 3 ASCENT-04/KEYNOTE-D19 Study

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



Unmet Need in Previously Untreated, PD-L1+, Locally Advanced Unresectable or Metastatic TNBC

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



ASCENT-04/KEYNOTE-D19 Study Design

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.



Progression-Free Survival by BICR

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



Tumor Responses and Duration of Response by BICR

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



Most Common Adverse Events (≥20% in any group)

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



Conclusions

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



Is a Clinical Trial Right for Me?
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• Talk to your oncologist!

• Is there a clinical trial that you can suggest for me?

• Can you provide me additional information about this trial?

• How often will I have to be seen?
• What are the side effects I may experience on this trial?
• Does this trial include a placebo? Will I get one?

• What costs are covered by the trial?

www.ClinicalTrials.gov or www.BreastCancerTrials.org

http://www.ClinicalTrials.gov/
http://www.BreastCancerTrials.org/


Blood, stool, and tissue collection

We can collect blood, stool, and tissue either once or even at multiple time points to better 

understand how cancers change over time and react to our therapies.



Quality of life

• Fertility

• Sexual Function

• Long-Term Side Effects

• Emotional Well-Being

• Mental Health

• Financial Toxicity

• Diet

• Exercise

• Family



Thank you.
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