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HOSPITAL LETTERHEAD 
 

PARTICIPANT INFORMATION AND CONSENT FORM 
 

You are invited to join a research study. Please take your time to make your decision 
and feel free to ask questions. You may wish to discuss this study with relatives or 
friends. 
 

Title 
Statins in Metastatic Castration-Resistant 
Prostate Cancer 

 Short Title Statins in Metastatic CRPC 

Protocol Number Version 2.1 

Project Sponsor Chris O’Brien Lifehouse 

Principal Investigator Professor Lisa Horvath 

Location  [Location where the research will be conducted] 

 

1. What is the purpose of this study? 
 
You are invited to take part in this clinical research study to test a lipid-lowering drug called 
simvastatin in addition to standard docetaxel chemotherapy for prostate cancer.  This study may 
be suitable for you because you have been diagnosed with metastatic castration-resistant 
prostate cancer (CRPC) and will be starting docetaxel chemotherapy shortly. 
 
A key clinical hurdle for metastatic CRPC is resistance to current chemotherapy and anti-
androgen treatment, which allows cancer cells to grow despite treatment.  The importance of 
lipid metabolism (i.e. the synthesis, use, breakdown and storage of fats) in prostate cancer is 
emerging, with obesity and metabolic syndrome associated with worse outcomes.  Levels of 
specific circulating lipids in the blood have been found to be associated with a worse prognosis 
in men with metastatic CRPC.   
 
The purpose of this study is to answer the question of whether a 12 week course of a lipid-
lowering drug called simvastatin (commonly used to treat high cholesterol, heart disease and 
diabetes) will lower the specific circulating lipids in blood that are associated with a worse 
prognosis.   
 
This study is not designed to assess the effectiveness of simvastatin with docetaxel as a 
treatment for prostate cancer.  However, if this study is successful, other studies may be 
planned to investigate this. 
 

2. Why have I been invited to participate in this study? 
 
You are invited to take part in this study because you have been diagnosed with metastatic 
CRPC and will be starting docetaxel chemotherapy shortly.  You can help by taking the 
simvastatin and providing your blood sample before and after the simvastatin therapy to see if it 
has an effect on the levels of circulating lipids.  We plan to include 60 participants from 
Australia, who will all receive simvastatin in addition to standard docetaxel chemotherapy. 
 
Giving informed consent: 
This Participant Information Sheet/Consent Form tells you about the study in detail.  It explains 
the tests and treatments involved.  Knowing what is involved will help you decide if you want to 
take part in the study. Please read it carefully.  Ask questions about anything that you don’t 
understand or want to know more about.  Before deciding whether or not to take part, you might 
want to talk about it with a relative, friend or your local doctor. 
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Participation in this study is voluntary. You do not have to take part in this study to receive 
treatment at this centre. Your study doctor will discuss these options with you before you decide 
whether or not to take part in this study. If you don’t wish to take part, you don’t have to.  You 
will receive the best possible care whether or not you take part. 
 
If you decide you want to take part in this study, you will be asked to sign the consent form.  By 
signing it, you are telling us that you: 

 Understand what you have read 

 Consent to take part in the study 

 Consent to have the tests and treatments that are described 

 Consent to the use of your personal and health information as described. 
 
Study specific assessments will not be performed unless you give your written consent to take 
part in this study.  You will be given a copy of this Participant Information and Consent Form to 
keep. 
 

3. What does this study involve? 
 
The study involves taking the lipid-lowering drug called simvastatin (trial medication) in addition 
to your docetaxel chemotherapy (standard care) for the first 12 weeks of chemotherapy. 
 
Specifically, the study schedule consists of: 

 Screening – to check that you are suitable to go on the study (involves taking a medical 
history, a physical examination and blood testing of your kidney and liver function) 

 Baseline blood test (fasting) – to measure circulating lipids prior to simvastatin treatment 
(20ml) 

 Treatment period – simvastatin 40mg tablet daily, starting at the same time as your first 
cycle of docetaxel chemotherapy and continuing for 12 weeks.  During this time, you will 
continue to be seen regularly as part of routine practice prior to each cycle of docetaxel 
chemotherapy.  At these visits, you will also be assessed for any side effects of 
simvastatin. 

 Post-treatment blood test (fasting) – to measure circulating lipids after completing 
simvastatin treatment (20ml) 

 Follow-up visit within 21 – 30 days after completing treatment period – to check for any 
adverse effects from the simvastatin treatment (involves taking a medical history, 
physical examination and blood testing of your kidney and liver function) 

 
The total duration of the study is 17 – 20 weeks, and there will be at least 8 visits to your study 
doctor.  Study visits and blood tests will be timed at the same time as your routine visits and 
blood tests as much as possible, to minimise any discomfort or pain and to avoid additional 
needle punctures.   
 

Screening Baseline Start of 
treatment 

Treatment visits End of 
treatment 

Follow-up 

visit 

Day - 28 Day -14 Day 1 Days 22, 43, 64 Day 85 Day 106-115 

 
If you have a local doctor, we strongly recommend that you inform them of your participation in 
this study. 
 

4. What happens when the study ends? 
 
Simvastatin will not be available to you after the study. Your study doctor will inform you of the 
results of the study after it has been analysed and reported. 
 
 
 
 



Statins in Metastatic CRPC – Master Participant Information Sheet/Consent Form v2.1 dated 15 Jun 2017 Page 3 of 9 

5.  Are there risks or disadvantages to me in taking part in this study? 
 

Medical treatments can cause side effects.  The drug simvastatin has been registered and 
approved for use in Australia to treat high cholesterol, heart disease and diabetes.  It is 
commonly used in this setting and its side effect profile is generally well known.  It is not 
currently registered for treatment related to prostate cancer. 
 
You may have none, some or all of the effects listed below, and they may be mild, moderate or 
severe.  There may be side effects that the researchers do not expect or do not know about and 
that may be serious.  Tell your study doctor immediately about any new or unusual symptoms 
that you get. Your study doctor will be monitoring you for side effects. 
 
Many side effects go away shortly after treatment ends.  However, sometimes side effects can 
be serious, long lasting or permanent.  If a severe side effect or reaction occurs, your study 
doctor may need to stop your treatment.  Your study doctor will discuss the best way of 
managing any side effects with you. 
 
Possible risks, side effects and discomforts of being treated with simvastatin are listed below. 
The list is based on past studies of simvastatin, however currently unknown safety issues may 
arise from participation in this study. The known side effects are grouped according to how 
commonly they are thought to occur:  

 Very common (estimated to occur in 10 or more of every 100 people treated),  

 Common (estimated to occur in 1 to 10 of every 100 people treated)  

 Uncommon (estimated to occur in 1 to 10 of every 1000 people treated)  

 Rare (estimated to occur in less than 1 of every 1000 people treated). 
 
Possible risks, side effects and discomforts of treatment with simvastatin include: 
 
Common (estimated to occur in about 1 to 10 of every 100 people treated) 
Constipation, diarrhoea, wind 
Stomach upset or pain, feeling sick (nausea) 
Headache 
 
Uncommon (estimated to occur in about 1 to 10 of every 1000 people treated) 
Acid reflux 
Insomnia 
Rash 
Abnormally raised liver enzymes on blood tests, without any other symptoms of liver problems 
 
Rare (estimated to occur in less than 1 of every 1000 people treated) 
Liver problems leading to jaundice 
Aching muscles, muscle tenderness or weakness, not caused by exercise 

 In very rare cases this may not go away after stopping simvastatin and can be serious, 
causing muscle breakdown resulting in kidney damage that can lead to death. 

 
The risk of muscle problems is greater for: 

 Patients taking higher doses of simvastatin, particularly the 80mg dose which will not be used 
in this trial. (Note: the risk of muscle problems with the 40mg dose used in this trial is 7-fold 
less than at the higher 80mg dose.) 

 Older patients (65 years of age and older) 

 Female patients 

 Patients with abnormal kidney function 

 Patients with thyroid problems 
 

If any of the side effects happen to you, ask your doctor for advice. Many of them (e.g. 
diarrhoea) can be treated. If side effects are more than mild (for example, moderate to severe), 
we will stop the trial drug and you will come off study. We will treat your side effects until they 
disappear. 



Statins in Metastatic CRPC – Master Participant Information Sheet/Consent Form v2.1 dated 15 Jun 2017 Page 4 of 9 

Please discuss with your study doctor any medications you are taking at this time.  If you start 
taking any medications during the study, let your doctor know.  The doctor will advise you if the 
medications are safe to take while you are on treatment.  Medications include non-prescription 
medicines, vitamins or herbal remedies/alternative medicines including acupuncture.  It could be 
dangerous to your health if you do not completely disclose all information about any medication 
that you are taking, as simvastatin may interact with other medications.  
 
The following foods and drinks may also interact with simvastatin and are best avoided, if 
possible, whilst on study treatment: grapefruit juice, large quantities of alcohol. 
  
Risks related to blood sampling 
Skin irritation, redness and discomfort can result from needle puncture during blood collection.  
The blood samples will be collected at the same time as your routine blood tests where 
possible, to minimise these risks. 
 

6. Are there benefits to taking part in the study? 
 
The information obtained from this study will give us an increased knowledge of prostate cancer 
and the people it afflicts.  The outcome of this research will not affect your treatment or be of 
direct benefit to you.  However, if we make discoveries that are either important in your clinical 
management or have serious implications for you or your family, we will contact you through 
your treating doctor and fully explain the implications of these discoveries for you and your 
family.  If you do not wish these results to be given to your doctor, please inform us. 
  

7. Will this study affect my future treatment options for prostate cancer? 
 
This study will not affect your future treatment or management options for your prostate cancer. 
  

8. What happens to my personal information and test samples? 
 
Your personal information will be kept confidential and Chris O’Brien Lifehouse will be the 
custodian of all data and biospecimens collected.   
 
All blood samples for research will be labelled with a unique study number, and will have no 
other information that allows you to be identified. Laboratory researchers will not be able to link 
your blood samples to your personal information.  For the analysis of your circulating lipids, a 
portion of your blood sample will be sent to the Baker Heart and Diabetes Institute in Victoria for 
testing.  Leftover samples (if any) will be returned to Lifehouse after testing and stored 
indefinitely for future research purposes for which future ethics approval will be sought. 
 
The study data will be kept in coded form and will be stored in a computerised database at Chris 
O’Brien Lifehouse.  These records will be accessed by research personnel only.  
 

9. What happens if new information arises during this study? 
 
Sometimes during the course of a study, new information becomes available about the 
treatment that is being studied.  If this happens, your study doctor will tell you about it and 
discuss with you whether you want to continue in the study. If you decide to withdraw, your 
study doctor will make arrangements for your regular health care to continue.  If you decide to 
continue in the study, you will be asked to sign an updated consent form confirming that you 
have been made aware of the new information.  
 
Also, on receiving new information, your study doctor might consider it to be in your best 
interests to withdraw you from the study.  If this happens, he/she will explain the reasons and 
arrange for your regular health care to continue. 
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10. What happens if I suffer an injury or complications as a result of the study? 
 
If you suffer any injuries or complications as a result of this study, you should contact the study 
doctor as soon as possible, who will assist you in arranging appropriate medical treatment. If 
you are eligible for Medicare, you can receive any medical treatment required to treat the injury 
or complication, free of charge, as a public patient in any Australian public hospital.   
 

11. What if I don’t want to take part in this study, or if I want to withdraw later? 
 
You don’t have to take part and you can withdraw without a reason. This wouldn’t affect your 
care.  Please ask the study team any questions you wish. Only sign the consent form if you are 
happy with the answers and decide that you want to take part in the study. If you decide to 
withdraw from the study, please notify a member of the study team before you withdraw, either 
verbally or in writing by signing the Withdrawal of Participation form on page 9 and posting to 
us.  This notice will allow that person or the study supervisor to discuss any health risks or 
special requirements linked to withdrawing. 
 
If you do withdraw your consent for collection of any future personal information, information 
already collected will be retained to ensure that the results of the study can be measured 
properly and to comply with law.  You should be aware that data collected up to the time you 
withdraw will form part of the study results.  If you do not want them to do this, you must tell 
them before you join the study. 
 
If you wish to withdraw from this study, you will be asked to complete and sign a “Withdrawal of 
Consent” form. This will be provided to you by the study team.  
 

12.  Could this study be stopped unexpectedly? 
 
This study may be stopped unexpectedly for a variety of reasons, such as unacceptable side 
effects. 
 

13.   Will taking part in this study cost me anything? 
 
There are no additional costs associated with participating in this study, nor will you be paid.  
Study medication, tests and medical care required as part of the study will be provided to you 
free of charge.  As much as possible, study visits will coincide with your standard clinic visits 
and we are unable to cover any incurred transport costs. 
 
You may have to pay for non-study medicines that are given as routine treatment for your 
condition according to hospital policy.  For example, there may be Medicare dispensing fees for 
PBS-listed drugs. No one will make a financial profit from this study. 
 

14. Who is organising and funding the study? 
 
This study has been initiated by a group of researchers - Professor Lisa Horvath, Professor 
Martin Stockler, Associate Professor Anthony Joshua, Associate Professor Andrew Weickhardt, 
Dr Francis Parnis and Associate Professor Peter Meikle. 
 
This study has been funded by the Movember Revolutionary Team Award on lipid metabolism in 
prostate cancer. Chris O’Brien Lifehouse is the sponsor of the study and will supply the study 
drug to conduct the trial. 
 
You will not benefit financially from your involvement in this study even if, for example, the 
knowledge acquired from analysis of your samples proves to be of commercial value. 
 
In addition, if knowledge acquired through this study leads to discoveries that are of commercial 
value to the study doctors or their institutions, there will be no financial benefit to you or your 
family from these discoveries. 
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No member of the study team will receive a personal financial benefit from your involvement in 
this study (other than their ordinary wages). 
 

15.   How will my confidentiality be protected? 
 
By signing the Consent Form, you consent to your study doctor and relevant study staff 
collecting and using personal information about you for the study.  Any information obtained in 
connection with this study that can identify you will remain confidential.  The information 
collected in this study will be identified by a code number.  Only your study doctor and the study 
team will be able to link the code number to you personally.  Your information will be included in 
the study database for analysis.  Your information will only be used for the purpose of this study 
and it will only be disclosed with your permission, except as required by law. 
 
Information about you may be obtained from your health records held at this and other health 
services for the purpose of this study.  By signing the consent form you agree that the study 
team can have access to health records if they are relevant to your participation in this study. 
 
Your study data will be held by Chris O’Brien Lifehouse.  This information will be held securely 
and confidentially. 
 
Your health records and any information obtained during the study are subject to inspection (for 
the purpose of verifying the procedures and the data) by the relevant authorities and authorised 
representatives of Chris O’Brien Lifehouse, approving Human Research Ethics Committee 
(HREC) and [name of institution], or as required by law.  By signing the Consent Form, you 
authorise release of, or access to, this confidential information to the relevant study personnel 
and regulatory authorities as noted above.  
 
It is anticipated that the results of this study will be published and/or presented at professional 
meetings.  In any publication and/or presentation, information will be provided in such a way that 
you cannot be identified, except with your permission.   
 
Information about your participation in this study will be recorded in your health records. 
 
In accordance with relevant Australian and State privacy and other relevant laws, you have the 
right to request access to your information collected and stored by the study team. You also 
have the right to request that any information with which you disagree be corrected. Please 
contact the study team member named at the end of this document if you would like to access 
your information. 
 

16.   What happens with the results? 
 
Study results will be provided to you, if you wish, by your study doctor when the study is finished 
and data analysed. Your doctor will inform you about your own results where relevant.  If you 
give permission by signing the Consent Form, we plan to discuss or publish the results in 
national and international meetings and in medical journals. In any publication, you will not be 
identified.   
 

17. Who has reviewed the study? 
 
All research in Australia involving humans is reviewed by an independent group of people called 
a Human Research Ethics Committee (HREC).  The ethical aspects of this study have been 
approved by the Ethics Review Committee (Concord Repatriation General Hospital) of the 
Sydney Local Health District. Any person with concerns or complaints about the conduct of this 
study should contact the Manager on 02 9767 5622 and quote protocol number XXX. 
 
[If appropriate:]  The conduct of this study at the [name of hospital] has been authorised by the 
[name of Local Health District]. Any person with concerns or complaints about the conduct of 
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this study may also contact the Research Governance Officer [or other officer] on [telephone 
number] and quote protocol number [insert local protocol number]. 
 
This study will be carried out according to the National Statement on Ethical Conduct in Human 
Research (2007, updated March 2014). This statement has been developed to protect the 
interests of people who agree to participate in human research studies. 
 

18.   Further information or any problems – whom do I contact? 
 
When you have read this information, your doctor will discuss it with you further and answer any 
questions you may have.  If you would like to know more at any stage, please feel free to 
contact him/her or Prof Lisa Horvath, the principal investigator for the study, on 02 8514 0149 or 
the co-ordinating investigator, Dr Blossom Mak, on 02 8514 0149. 
 
This information sheet is for you to keep. 
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Thank you for taking the time to consider being part of this study. 
If you wish to take part in this study, please sign the attached consent form. 

A copy of this signed information sheet is for you to keep. 
 

 

Title 
Statins in Metastatic Castration-Resistant 
Prostate Cancer 

 Short Title Statins in Metastatic CRPC 

Protocol Number Version 2 

Project Sponsor Chris O’Brien Lifehouse 

Coordinating Principal Investigator/ 
Principal Investigator 

Professor Lisa Horvath 

Location  [Location where the research will be conducted] 
 

Declaration by Participant 
 

I have read the Participant Information Sheet or someone has read it to me in a language that I 
understand.  I have had an opportunity to ask questions and I am satisfied with the answers I 
have received. 
 

I understand the purposes, procedures and risks of the study as described in the Participant 
Information Sheet. 
 

I give permission for my doctors, other health professionals, hospitals or laboratories outside 
this hospital to release information to [Name of Institution] concerning my disease and treatment 
for the purposes of this study.  I understand that such information will remain confidential.  
 

I freely agree to participate in this study as described and understand that I am free to withdraw 
at any time during the study without affecting my future health care.  
 
 

I understand that I will be given a signed copy of this document to keep. 

 Name of Participant (please print)     

 
 Signature   Date   

 
 
 Name of Witness* to 

Participant’s Signature (please print) 
  

 
 Signature   Date   

 
* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter 
is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older. 
 

Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the study, its procedures and risks and I believe that the 
participant has understood that explanation. 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature   Date   

 
†
 A senior member of the study team must provide the explanation of, and information concerning, the study.  

 
Note: All parties signing the consent section must date their own signature. 
 

 



 
 

 

Statins in Metastatic CRPC – Master Participant Information Sheet/Consent Form v2.1 dated 15 Jun 2017  Page 9 of 9 

 

Form for Withdrawal of Participation  
 
 

Title 
Statins in Metastatic Castration-Resistant 
Prostate Cancer 

 Short Title Statins in Metastatic CRPC 

Protocol Number Version 2 

Project Sponsor Chris O’Brien Lifehouse 

Coordinating Principal Investigator/ 
Principal Investigator 

Professor Lisa Horvath 

Location  [Location where the research will be conducted] 

 
Declaration by Participant 
 

    I hereby wish to WITHDRAW FROM STUDY TREATMENT but agree to continue study 

follow-up 

    I hereby wish to WITHDRAW my intent to participate further in the above study and 

understand that such withdrawal will not jeopardise my future health care. 

 
I understand that such withdrawal will not affect my routine treatment, my relationship with those 
treating me or my relationship with [Institution]. 
 

 
 Name of Participant (please print)     

 
 Signature  

 
Date   

 
 
In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior 
Researcher will need to provide a description of the circumstances below. 

 
 
 
 
 

Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the implications of withdrawal from the study and I believe that 
the participant has understood that explanation. 
 

 
 Name of Study Doctor/ 

Senior Researcher† (please print) 
  

  
 Signature  

 
Date   

 
†
 A senior member of the study team must provide the explanation of and information concerning withdrawal from the 

study.  

Note: All parties signing the consent section must date their own signature. 
 


