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Thank you for the introduction. I’m really pleased to have been given the opportunity to talk to you about clinical trials and  why we do them.



Introduction 

• What are clinical trials? 
• Brief history of clinical trials 
• Who benefits from clinical trials 
• Medical Oncology Clinical Trials 
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During this talk I will provide a brief overview of  the following.

What are clinical trials?

A brief history.

Who benefits

Then  a little bit about our program and where we fit in the big picture



“Clinical Trials provide the evidence basis 
for rational decision making in medical 

therapeutics” 
 

What are Clinical Trials? 
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So What are Clinical trials?
Clinical Trials provide the evidence basis for rational decision making in medical therapeutics.

I think we are all aware of this. However there are many more reasons why we do clinical trials and indeed a clinical trial is very often seen as part of the suite of treatment options discussed with cancer  patients.




Where did it all Begin? 
• The earliest record around 

530-540 BC. 
• King ordered his people to eat 

only meat and drink only wine 
• Daniel and his followers 

preferred vegetables and 
water. 

• King allowed the rebels to 
follow their diet for 10 days.  

• Vegetarians appeared in 
better condition than the meat 
and wine imbibers  
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Where did it all begin?
The earliest record of a clinical trial is in the book of Daniel around 540 BC. The story has it that the King ordered his people to eat and drink only meat and wine a diet he believed would keep them in sound condition. Daniel and his followers preferred a diet of vegetables and water. The king allowed the rebels to follow their diet but only for 10 days. When the experiment ended the teetotal vegetarians appeared in better condition than the meat and wine imbibers and so the king allowed them to continue on their diet. 

To this day there those among us who are disappointed by the result!



Lind Scurvy Trial 
• 1747 James Lind was the first to introduce a control 

group to a clinical trial.  
• Documented that citrus fruit in the diet could prevent 

scurvy 
• Nearly 50 years before the Navy made citrus a 

compulsory part of the seafarer’s diet.  
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In 1747 Lind was the first to introduce a control group.
His experiment on sailors in the Royal Navy proved that citrus fruit in the diet could prevent scurvy. Although the results were clear Lind hesitated to recommend the use of Oranges and lemons because they were so expensive. It was nearly 50 years before the navy made lemon juice a compulsory part of the seafarer’s diet. 



Modern Trials are Complex 
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These days our clinical trials are a lot more complex than eating citrus fruit or not. There are extra visits and tests for the patient’s,  potential nasty side effects not to mention those unknown and what happens if they get sick?
So when your patient turns up with a 20 page information sheet and the drug doesn’t have a name just  a number and there are 5 pages of potential adverse events listed and another 5 pages of legalese I completely understand that this is enough to make anyone think it  is all too hard. 



Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 
3. The community 
4. Health Care Professionals 

5. Third party payers (e.g. 
government) 
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So lets go through some of the benefits and  beneficiaries which I’ve outlined here.





Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 
3. The community 
4. Health Care Professionals 

5. Third party payers (e.g. 
government) 
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Participating Patients receive treatment under rigorously defined protocols.

There is  some evidence that patients on a trial survive longer than patients outside a trial.

Patients get access to new treatments. For example there is a new drug called  lenvatinib which  has shown amazing results in patients with metastatic thyroid cancer for which there was previously nothing. We have patients who have maintained progression free, good quality of life for years on this drug. One particular lady  comes to mind. Back in 2011 her disease was starting to spread significantly and she was becoming quite sick. She started on our trial of lenvatinib in March 2012. The tumour growth was stopped and reduced in size by more than half. It hasn’t gone away but she continues too live a good life today in 2016.





Primary Endpoint: PFS 

CI, confidence interval; HR, hazard ratio; NR, not reached;  
PFS, progression-free survival. 

Median PFS, months (95% CI) 
Lenvatinib 18.3 (15.1, NR) 
Placebo 3.6 (2.2, 3.7) 

HR (99% CI): 0.21 (0.14, 0.31) 
Log-rank test: P <0.0001 

Progression  
events, 41% 

Progression 
events, 86% 
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As an example Here are the two progression free survival curves for the lenvatinib versus placebo group  and its pretty plain to see the marked  difference in outcomes.

The blue line is lenvatinib and the grey line is placebo





Magnitude of response: 
Lenvatinib 

 
CR, complete response; PD, progressive disease;  
PR, partial response; SD, stable disease.  

Median tumour 
size change 

(range): 
-52%  

(-100%, -30%) 
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And this waterfall plot demonstrates the maximum change from baseline in the size of the target lesions of each patient on the lenvatinib arm. The Median tumour size change was -52% (range, -100% to -30%)

A very significant result.




Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 

3. The community 
4. Health Care Professionals 
5. Third party payers (e.g. 

government) 
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Future Patients 
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Satisfaction of helping future patients is a purely altruistic motive for trial participation. A great many of our trial patients speak of their desire to be part of something which contributes to medical research for future generations.

Evidence from earlier trials helps future patients and doctors with treatment decisions

The Internet as you know  is a blessing and a curse. Patients are savvy these days. They will find clinical trials and they will ask you about them.





Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 

3. The community 
4. Health Care Professionals 
5. Third party payers (e.g. 

government) 
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The Community 
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Clinical trials provide the community with  access to cutting edge health services and new developments.

Clinical trials provide practice changing evidence.




Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 

3. The community 
4. Health Care Professionals 
5. Third party payers (e.g. 

government) 
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Health Care Professionals 
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Clinicians have the benefit of defined regimens, they benefit from early contact with new developments and  collaboration with like minded peers.




Clinical Trials Beneficiaries  

1. Participating patients 

2. Future patients 

3. The community 
4. Health Care Professionals 
5. Third party payers (e.g. 

government) 
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Third Party Payers 
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Government and medical  insurance companies learn which treatments work and are cost effective, and just as importantly which ones don’t work or are poor value. In short, trials tell us what works and what doesn’t work.




Clinical trials are good value 
for money 

  
“Combined health and health system 

returns in the order of $3 to $5, per year, 
for every dollar of one-off investment” 

 
ACTA June 2016 

(submission to MRFF Advisory Board) 
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Everybody wants to know they are getting value for money and  Clinical Trials are good value for money.

Successive international reviews (and early analysis of Australian trials) of return-on-investment in large scale public-good clinical trials and registries have shown combined health and health system returns in the order of $3 to $5, per year, for every dollar of one-off investment.




International 
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As of July 2016 the international clinical trials database ,  clinical trials.gov had over 220,000 studies registered. These figures cover all clinical trials not just oncology.

Australia punches well above its weight in efficiency, recruitment and quality of data. Whilst we have a comparatively  small population Australia is a sought after clinical trials site.



Australia 
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Australia has around five and a half thousand   clinical trials registered.

Queensland has just over 1500 and there may well be many more not registered particularly local investigator driven studies.

One of the biggest problems we face in Queensland is distance. It is much harder to offer equity of access to clinical trials for our patients when they have to travel so far for treatment. Very often these patients do present to their local health care providers with problems in between visits to the major centre and we rely on good communication to avoid protocol deviations and to ensure patient safety. So whether you are in Atherton or Zillmere if a patient on a clinical trial presents to you with a problem  a phone call to the oncologist will be very useful and   greatly appreciated.





Cancer Care Services  
Clinical Research Unit  

 July 2016 
 

978 378 

149 

Patient Recruitment Numbers 

Medical Oncology

Radiation Oncology

Haematology Oncology
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The Medical Oncology Clinical trials unit is part of a bigger group within Cancer Care Services. The   Clinical Research Unit is the umbrella for  medical Oncology, haematology and bone marrow transplant and radiation oncology clinical trials .

This is a snapshot of current numbers. Between us we have over 1500 patients on a clinical trial. This includes patients on treatment and those in follow up.



Medical Oncology  Clinical Trials  
• Started 1995 

• 11 Oncologists 

• 11 FTE research staff 

• 10 broad tumour groups  

• 90 active  studies, 30 recruiting. 

• Nearly 1000 patients on a clinical trial.  

• Started 8 new studies this year, 13 on the books to start in the next few 
months. 

• The number of studies offered has ramped up 

• Hold on new studies due to insufficient resources. Includes staff and space. 
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Medical Oncology  Clinical Trials have maintained steady growth since  commencement in 1995. 

 We have 11 oncologists and 11 full time equivalent research staff.

We have studies covering 10 broad tumour groups and the  many subsets of these groups

We currently  have  90 active  studies, 30 of these are recruiting.

We have nearly  a 1000 patients  on a trial either on treatment or follow up.

We have started 8 new studies this year and have 13 more on the books to start in the next few months.

The number of new studies being offered , particularly phase I, has really  ramped up in the past couple of years.

We have recently had to put a hold on any new studies due to insufficient resources. This includes staff and space.




“You see, if we want a great health care system, yes we 
need hospitals and equipment, but to provide for an ever 

improving health system - we need research.” 
 

Professor Johnathon Morris AM, 
Chief Investigator ACTA Clinical Trial of the Year 2016 
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I think this quote by Professor Johnathon Morris says it all.

“You see, if we want a great health care system, yes we need hospitals and equipment, but to provide for an ever improving health system - we need research.”
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I will now hand over to Dr Wyld who will discuss some  practical aspects of the medical management of our clinical trial patients and  how our trials have helped to provide mainstream treatment options. Thank you.



Our Patients 

They are not - 
    “Subjects in a Clinical 

Trial” 
  

They are -  
    “Partners in Research” 

 
(Dennis Slamon) 
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Our patients  are not 	“subjects in a clinical trial”
 
They are “partners in research”. And they are helping to pave the way for new treatments to become mainstream.
 
I will now hand over to Dr Wyld who will discuss some  practical aspects of the medical management of our clinical trial patients and  how our trials have helped to provide mainstream treatment options. Thank you.
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