TO BE PRINTED ON INSTITUTIONAL LETTERHEAD

Example 
INFORMATION SHEET AND INFORMED CONSENT FORM
[Insert site and protocol specific information wherever RED text is entered; this has been entered as an example.  Remove all BLUE annotated text from the final Informed Consent Form versions]

TITLE: 
[Insert full protocol title]

PROTOCOL NO:
[Insert protocol number]
SPONSOR:

[Insert sponsor name] 
[Insert sponsor address]
INVESTIGATOR:
[Insert name of Principle Investigator]
You are invited to take part in a research study.  The following information is provided to help you make a decision about whether or not you would like to participate in the study. 
This consent form may contain words that you do not understand.  Please read the information carefully and ask the study doctor or the study staff to explain anything you do not understand.  You may take home a copy of this consent form to think about or talk about with family or friends before making your decision. 

This is a research study and you do not have to be involved.  If you do not wish to participate, your medical care will not be affected in any way.

Once you understand what the study is about and if you agree to take part, you will be asked to sign the Consent Form.  Signing the Consent Form indicates that you understand the information and that you give your consent to participate in the research study.

1. Background and Purpose of this Study

[This section should explain to the participant, the name of the sponsor running the trial, the name of the study treatment and the reason the treatment is being studied.]
[State the aims of the project including the background of the study.  State if any standard treatment is being withheld during the course of the study, i.e. is participation in the research project an alternative to other standard treatments for the patient’s condition/disease, or is it because standard treatment has not been successful for the patient’s condition? 

Include the current registration status in Australia, e.g. whether the treatment has been approved for marketing in Australia.

Include a comparison with other treatments currently used for this indication.]
[Name of sponsor] is studying a treatment called [name of treatment].  This [medicine/device etc] is not available for the treatment of [study indication] in Australia, and is being tested as a possible treatment for [study indication].  You are being invited to participate in this study because [state reason].
A total of [number] people will participate in this study.

2. Study Procedures

[This section should include a statement explaining that the participant will be asked about their relevant medical history and, depending on the clinical trial, may exclude pregnant women and require all women of childbearing potential to undergo pregnancy testing as part of the inclusion criteria.  This section will also explain that participants are required to inform study staff of all other current medications they are taking.  The section should disclose to the participant: the duration of the trial; the number of visits the participant will be required to attend; and the study procedures which will be conducted.
If the study is controlled, explain the use of controls, including the use of placebos and their purpose.  State whether the placebo arm of the study means that patients will not receive any treatment for their condition/disease, or whether they will still receive standard treatment.  

If the study is randomised, explain the process of random assignment, the probability of receiving active treatment, and whether the study is blinded.]
Prior to the study you will be asked about your medical history, and any medication you may be taking.  It is important that you do not participate in the study if you suffer from [list any specific exclusions which the patient will need to disclose], or if you are pregnant, breastfeeding or are likely to become pregnant during the study.   
Your doctor will perform a number of tests to determine if you are able to join this study.  If you decide to participate, you will be asked to sign this consent form, and you will be given a copy of the signed form to keep.  

Your participation in the study will last approximately [insert duration of study] and you will be required to attend the clinical a total of [insert number of visits].  
[The number of visits and the test procedures required will be highly specific to each clinical trial protocol; please amend this as required for your study protocol. 

A description of the different tests and procedures should be listed under each Visit including the expected duration of each study visit.  A table of visit schedules and procedures may be used, but lay terms must be used.  Ensure any procedures listed are also explained in lay terms.
If tissue samples are collected, describe the procedure for the collection, analysis and retention of samples, including any genetic testing which will be performed.]
Visit 1

At visit 1 this consent form will be signed and you will be entered on the study.  A number of tests will be done including a physical exam.  A medical history will be taken. A blood sample and a urine sample will be collected, [detail all other specific tests to be done].  This visit will take approximately [insert approx time]. 

[Include details of any treatment (study medication or device) which will be provided at this visit, and any medications which the patient will have to stop taking.]
Additional Study Visits
[Provide details of timing of subsequent visits, and the procedures which will be done.  Include information on the return of study medication if applicable, and the visits at which study treatment will be provided.  Include approximately the duration of visits.  Each visit does not need to be listed separately, unless each is different, a statement such as “visits will be conducted every XX weeks, and each visit the following tests will be done” will suffice.

Provide information on the procedures which will be performed at the final visit, and if these same procedures will be followed in the event of early termination.]

3. Possible Benefits
[Describe any likely benefits to participants.  This section should include a statement explaining that the experimental treatment being studied may not help the participant with their symptoms, and that it may cause them to worsen.  It should be explained that the only benefit of participating may be to provide information that may help other people in the future.]
Participating in this study may or may not help your [insert study indication].  It cannot be guaranteed that you will receive any direct benefit from participating in this study.  Your symptoms may not change or may worsen during the course of the study.  The information collected from this study may help other people who have [insert study indication] in the future.

4. Alternative Treatments

[A description of the current alternative treatments must be included in this section.  If there are no alternative treatments available, this should be stated]
Current available treatments which may be used to treat [study indication] include [list of alternate treatments].  Your study doctor will discuss these options with you.  
5. Risks and Discomforts

[Treatment name] is an experimental treatment, but information has already been collected on its effects in people.  [Insert number] patients have been treated with this medicine in previous studies.  These studies have shown that the side effects that occur most often are [list of adverse effects].  You may or may not have these symptoms during this study. You should let your study doctor know if you have any of these or any other side effects while you are on this study.  You should also tell the study doctor or other study staff if your current symptoms get worse.  If any have any side effects, you and your study doctor will decide if you should stop the study.  

[Include a statement on the risk of radiation if the study requires exposure to radiation.

Include risks and side effects associate with other procedures including blood tests.]
There may be other risks that are not known at this time.  

Only you, the study subject, can take the study drug.  It must be kept out of the reach of children and persons who may not be able to read or understand the label.

Reproductive Risks:

[Depending on the clinical trial protocol there may be a chance of harm to an unborn child, if this is the case this section should be included to explain that pregnancy should be avoided.  This section should also explain how a participant can avoid pregnancy.]

The effects of [name of study treatment] on an unborn child or newborn baby are unknown.  The drug has not been tested on pregnant or breastfeeding women.   Because of this, it is important that you are not pregnant or breast-feeding and do not become pregnant during the course of the study.  You must not participate in the study if you are pregnant or breast-feeding, or trying to become pregnant.  [If you are male, you should not father a child].  If you are female and pregnancy is a possibility, you will be required to undergo a pregnancy test prior to starting the study.  [Both male and female] participants are strongly advised to avoid pregnancy during the course of the study and for a period of [insert period] months after the end of the study.  You should discuss methods of effective contraception to avoid pregnancy with your doctor.  If you do become pregnant while you are participating in the study, you should advise your study doctor immediately.  You will be withdrawn from the study and advised on further medical treatment should this be necessary.  You must not continue in the study if you become pregnant.
[If applicable, include the following]

Chemotherapy treatment may cause temporary or permanent sterility. Please discuss this with your doctor if you have any concerns about future fertility.

6. Other Treatments/Medications while on study
Some medicines react with each other, and it is therefore important that you tell the study doctor or study staff about any other treatments or medicines you are taking while you are on this study.  This includes non-prescription medications, vitamins and herbal treatments.  It is also important that you tell the study staff about any changes to these medicines during your participation in the study.

7. Right to Ask Questions and/or Withdraw from the Study

[This section should include a statement explaining that the potential participant has the right to withdraw their consent at any time and provide details of a person that may be contacted to answer questions.]
You have the right to ask questions about the study at any time. If you have any questions about your rights as a research subject, you may contact the Chairman of the Research Ethics Committee at the [HREC name] on [phone number].  
Being part of this study is voluntary.  You may refuse to participate, or withdraw from the study at any time after signing the consent form.  If you choose not to participate in the study, or if you change your mind and withdraw from the study, it will not have any impact on the treatment you receive, or your relationship with your study doctor.  Your doctor will continue to take care of you regardless of your decision to continue in this study.

If you decide to leave this study after taking the study treatment, or are asked to leave by your doctor for medical reasons, you will be asked to come back to the doctor’s office for tests for your safety.  These tests are to protect you from any unexpected side effects. 

8. New information arising during the research

[It is imperative that participants are informed of any new information pertaining to the study treatment, therapeutic area or clinical trial, and that they understand that they will be kept up to date with new information or discoveries that may affect their decision to remain in the trial.]

During this research project, new information regarding the study treatment or the risks and benefits of the study may become known to the study doctors.  If this occurs, they will tell you about this new information.  The new information may mean that you can no longer participate in the research, or that you may not want to continue in the research study.  If this occurs, the study doctor will stop your participation in the study and you will be offered all available care to suit your needs and medical conditions. 

9. Privacy, Confidentiality and Use of Information
[This section should include a statement informing participants of who will have access to their medical records.]

Any information about you which is collected as a result of you participating in this study that can identify you will remain confidential and will only be used for the purpose of this research study.  Your information will only be disclosed with your permission, or as required by law.
Research staff of the sponsor company, [Name of sponsor], and their designees, the Ethics Committee overseeing this study and regulatory authorities will have access to your health records and test results.  These individuals will check your health records to confirm the study procedures and data.  By signing this consent form, you are allowing this access to your records.

The results of this study may be published in medical journals or presented at scientific meetings.  In any information which is presented, you will not be identified.

10. Discontinuation of Your Participation
The study doctor or the study sponsor may stop the study at any time, and you may be asked to leave this study.  You may also be asked to leave the study if you do not follow directions or if you suffer from side effects of the treatment.  The study sponsor may decide to end the study at any time.  If you are asked to leave the study, the reasons will be discussed with you and you will be asked to return to the clinic for a final visit.

[Include a statement about whether the study treatment will be made available to participants following the end of the study.]
11. Physical Injury Resulting from Participation
You should report any discomforts, problems, or research related injuries immediately to your study doctor or study staff.  If you are injured as a direct result of your participation in this study, appropriate medical care will be provided at no cost to you. 

12. Compensation

[Some clinical trials involve an honorarium to be provided to participants to compensate for their time; if this is the case, details of this should be included in this section.]
The sponsor [full corporate name of sponsor] agrees to provide compensation to you for any injury suffered as a result of your participation in the research study, in accordance with the Medicines Australia Guidelines for compensation for injury resulting from participating in a company-sponsored research project. A copy of the Medicines Australia Guidelines is available to you from the research staff on request.
13. Costs and Reimbursements

All treatments, visits and procedures related to this study will be provided to you at no cost.  You will not be paid for your participation in this study. 
[If participants will be reimbursed for costs eg: travel costs, this needs to be indicated.]
14. Ethical Review

The ethical aspects of this research study have been reviewed and approved by [Name of HREC].
This study will be carried out according to the National Statement on Ethical Conduct in Human Research (2007) produced by the National Health and Medical Research Council of Australia (NHMRC).  This document has been developed to protect the people who agree to participate in human research studies.  

15. Further Information
If you need any information about the study, or if you have any problems while you are participating in this study you can contact the study doctor or his/her staff.  They may be contacted at the telephone numbers listed below. 

[Insert name and contact details for appropriate contacts.]
16. Independent Contact
[The independent contact is often a representative of the HREC, however it does not have to be; it can be any person who is not a member of the team conducting the trial.]

If you wish to speak to someone not directly involved in the study, or If you have any complaints about any aspect of the project, the way it is being conducted or any questions about your rights as a research participant, then you may contact
[Insert appropriate HREC contact]
CONSENT FORM

TITLE: 
PROTOCOL NUMBER:
INVESTIGATORS:  

I have read and understood the Participant Information Sheet.  The nature and purpose of the research study has been explained to me. 
I have had the chance to ask questions, and understand the answers I have been given.  I understand that I may ask questions at any time during the study.  
I freely agree to be a participant in this study. 
I understand that I may not directly benefit from taking part in the trial.

I understand that, while information gained during the study may be published, I will not be identified and my personal results will remain confidential.

I have had the opportunity to discuss taking part in this investigation with a family member or friend.
I understand that there are unforseen risks to an unborn baby and newborn child, and have discussed appropriate methods to avoid pregnancy/fathering a child with the study doctor.
I understand that I am free to leave this study at any time, and doing so will not prevent me from receiving any future treatment.

I understand that I will be given a copy of this signed consent form.
Name of Participant:

Signature:

Date: 

Name of research staff member conducting consent discussion:

I certify that I have provided a verbal explanation of the study, including the procedures and risks and I believe the participant has understood the information provided.

Signature:

Date: 
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