
Margaret Lavery – Clinical Nurse Specialist 
Oncology & Haematology Clinical Trials Unit

Alan Walker Cancer Care Centre
Royal Darwin Hospital

Department of Health

Breast Cancer 
Clinical Trials - 101



2

Why do Clinical Trials matter?
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Treatment advances as a result of Clinical Trials

•That breast conserving surgery followed by radiotherapy can be a safe alternative to mastectomy for many women 
diagnosed with early breast cancer.

•The introduction of trastuzumab (Herceptin) for treatment for HER2-positive breast cancer

•That adding a CDK inhibitor, such as ribociclib and palbociclb, to hormone therapy can slow down the progression of 
hormone positive, HER2-negative metastatic breast cancer.

•That extending aromatase inhibitor treatment from five to ten years can provide further protection against a breast 
cancer recurrence for women with hormone positive early breast cancer.

•That hypofractionated radiotherapy (i.e. a shorter, more intense course of radiotherapy) may be as effective as 
conventional radiotherapy for some women aged 50 and over who have cancer at an early stage and who have had 
breast conserving surgery with clear surgical margins.
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Types of Breast Cancer Trials
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Why consider a Clinical Trial
• You may get access to a new type of treatment.

• You will get an excellent standard of care and be closely monitored by 
doctors, research nurses and other health professionals.

• Research shows that patients treated in clinical trials usually fare better 
than those who are not involved.

• You will be helping researchers develop new treatments for breast cancer 
that will help others in the future.
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Some types of Clinical Trials
• Prevention trials – the switch from 5 to 10 years of endocrine therapy for hormone 

positive early BC

• Screening trials – CAPTURE

• Treatment trials – breast conserving surgery followed by RT can have similar                    
outcomes to mastectomy for early BC

STARs outcomes for women given hormone therapy 
before or after radiotherapy 10 year follow up 

• Supportive care trials – unmet needs
there are many others……..
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Considerations in a Treatment Clinical Trial
• The new treatment may not be better than or as good as standard treatment

• You may receive the standard of care treatment not the trial treatment or even a 
placebo

• New treatments may have unexpected side effects or worse that those from 
standard treatment

• You may need to make more visits to the doctor and be required to undergo 
extra investigations than if you were on standard treatment

• A new treatment may benefit some patients but not all

• Access to a clinical might involve travel interstate with added expenses and 
separation from support network
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❖What is the aim of the clinical trial?

❖Who is running the clinical trial? 

❖What are the possible benefits and risks of taking part in the clinical trial? 

❖Why am I eligible to take part in this trial?

❖How long will I participate in the clinical trial? 

❖Why do the researchers think this treatment will work for my cancer?

❖ What is known about the drug/s being used in this trial?

❖How is it decided which treatment I will receive? Will I know? Will my doctor know?

❖How often will I have to attend appointments as part of the trial?

❖Who will be part of my clinical trial team?

❖ If I gain benefit from this trial, will I be able to keep receiving the treatment after the trial ends?

❖When will I know the results of the clinical trial?

Questions to you might ask
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• Regional & rural location

• Culturally and linguistically diverse, including indigenous

• Other health conditions

• Male breast cancer

• Lack of information

Some barriers to participating in clinical 
trials
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Resources
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Resources

• https://www.cancercouncil.com.au/wp-
content/uploads/2022/01/Understanding-Clinical-Trials-and-Research-
2022.pdf

• https://www.breastcancertrials.org.au/wp-
content/uploads/2021/11/What-Are-BCCT.pdf

• https://www.bcna.org.au/media/7426/bcna_clinicaltrials_factsheet_mar19.
pd

https://www.cancercouncil.com.au/wp-content/uploads/2022/01/Understanding-Clinical-Trials-and-Research-2022.pdf
https://www.breastcancertrials.org.au/wp-content/uploads/2021/11/What-Are-BCCT.pdf
https://www.bcna.org.au/media/7426/bcna_clinicaltrials_factsheet_mar19.pd
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Herceptin – HERA trial

Start video

https://www.youtube.com/watch?v=7tor4e8G1b4


Thank you

“ improving the quality of life of breast cancer 

patients and helping them to live longer is always 

at the front of our minds when we conduct our 

research ”  

Associate Professor Shom Goel
Peter MacCallum Cancer Centre


