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Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you are taking a medication for the treatment of a mental illness. You will be asked to donate a sample of saliva which will be used to determine how your genes affect the way your body responds to different medications.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information 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.
Participation in this research is voluntary. 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 the research project, you will be asked to sign the consent section. By signing it you are telling us that you:
• Understand what you have read
• Consent to take part in the research project
• Consent to have the tests and treatments that are described

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.

2
What is genetic research?

Genes are made of DNA – the chemical structure carrying your genetic information that determines many human characteristics such as the colour of your eyes or hair.

Understanding a person’s genes may be able to explain why some people respond to a treatment, while others do not, or why some people experience a side effect and others do not.
3 
What is the purpose of this research?

Approximately 25% of all medicine is broken down by liver enzymes called CYP2D6 and CYP2C19. In many people these enzymes work more slowly than normal causing particular medicines to accumulate in the body at concentrations higher than intended. In some people these enzymes work too quickly, clearing some medicines before they can work. 
This type of testing is called precision medicine. Recommendations based on a genetic test may suggest an increase or decrease in medication or that a medicine not be used and that an alternative be prescribed. Numerous genetic studies have shown that a significant number of prescribed medicines are ineffective or cause negative side effects. This study aims to improve the genetic methods used to guide and inform medicine prescriptions. Precision prescriptions may reduce side-effects and increase symptom relief for many individuals. 
In the main research project, the randomised controlled trial (phase 2) of the Precision Medicine Pathway, we are testing whether genetic testing which determines how well the liver processes medication when given to the participant and their psychiatrist, actually influences any changes in prescribing and in so doing reduces psychiatric symptoms, improves the severity of the illness and quality of life.  Understanding a person’s genes may be able to explain why some people respond to a treatment, while others do not, or why some people experience a side effect and others do not. In the pilot project (phase 1) we are piloting or checking all of the processes of the project and to see what improvements if any need to be made. 
In this second part of the research project we would like to talk to some of the participants, their carers and the research and clinical mental health staff involved in the project to learn whether in the pilot or the main trial the genetic information was beneficial or not, and whether there were any barriers or difficulties being involved in the process of the Precision Medicine Pathway including saliva collection, filling in questionnaires, and receiving the information from the genetic testing. We would also be interested in whether any improvements could be made in any of these processes. 

This research has been initiated by the study doctor, Prof Malcolm Battersby.

This research has been funded by the Flinders University College of Medicine and Public Health.

4
What does participation in this research involve?

You are being invited to participate in a secondary research project for either a pilot trial (Phase 1) of 24 people conducted over 4 months or a randomised controlled research project (phase 2) of 1032 people conducted over 3 years. A randomised controlled trial is used when we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random).
In this the second part of the pilot or randomised trial we will be inviting a small number of participants, carers and staff to participate in an interview to learn about their experiences of being involved or observing their loved one or patient/consumer being involved in the project. 

Participants will need to agree to being in the study and sign a consent form prior to any study assessments being performed.

Participants will be required to give a single saliva sample which will be used to isolate your DNA. This involves spitting 2ml of saliva into a tube and takes most people 2 - 5 minutes.

In addition, you will be asked to list any medications you are currently prescribed, and those you remember taking in the past. You will be asked a series of questions about your psychiatric history and treatment and asked to complete several questionnaires about depression, psychosis and your quality of life. All participants who consent to be involved in the study will be asked to provide a saliva sample for genetic testing. After genetic testing you could be allocated to one of three groups:

· Group 1 – together with your psychiatrist you will be provided with recommendations for your medication management based on the guidelines endorsed by the Australian and New Zealand College of Psychiatrists;

·  Group 2 - together with your psychiatrist you will be provided with recommendations based on the results of the genetic test;

·  Group 3 - will receive care as usual and not be required to participate in any further in the study. 
The expected time required to participate when you commence in the project will be 40 - 60 minutes to provide consent, a saliva sample, and complete questionnaires and an interview about your psychiatric history. You will also be asked to complete the same questionnaires 6, 12 and 18 months later each time taking about 30 minutes.
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions. 
There are no additional costs associated with participating in this research project, nor will you be paid. Any medication, tests and medical care required as part of the research project will be provided to you free of charge.
It is desirable that your local doctor be advised of your decision to participate in this research project. If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.

5
What do I have to do?
Apart from providing a saliva sample and completing some questionnaires as described above, there is nothing else that you need to do. If you are in one of the groups that is provided with any recommendations about your medications once you have discussed the recommendations with your psychiatrist or treating doctor in the mental health service it is entirely up to you whether you make any changes to your medications. Otherwise you should continue to take your usual medications. 
6
Other relevant information about the research project
Your involvement will be either for a pilot project of 24 people or a randomised controlled trial of 1032 people recruited from the Southern Adelaide Local Health Network Mental Health Service and conducted by researchers from:

· Flinders University
· South Australian Health and Medical Research Institute

· University of South Australia
Participants will be randomly assigned to either the control group, who will continue to receive their current standard care, or to the test group, whose medication will be assessed in light of their genetic results. Ultimately, all participants will receive their genetic results with a guide on how to interpret them.
This study will only examine the two genes of interest, CYP2D6 and CYP2C19 which only effect how medication is processed by your body. These genes do not diagnose any medical or psychiatric conditions. No other genes will be examined so there will be no possibility of other genetic problems being uncovered.

Participants’ DNA and saliva samples will be securely stored for five years. Participants have the option of consenting to their samples being used for the current study only, or for extended use in future studies. Future studies are likely to be closely related to the original study. 
7
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with SALHN Mental Health Service
8
What are the possible benefits of taking part?

We cannot guarantee or promise that you will receive any benefits from this research. However, improvements in the method used for testing CYP2D6 and CYP2C19 genes may remove a significant barrier to genetic testing for personalised medicine ie where the medications an individual receives are partly determined by their genes. The information could result in changes to prescribing which reduces side effects, or reduces depression, psychosis, distress and suffering. If these results are shown in a larger trial, up to 25% of Australians receiving medications for mental illness could benefit with more rapid resolution of their condition. This could also reduce the number of suicides. 

9
What are the possible risks and disadvantages of taking part?
It is important to understand that results from this genetic research will not indicate that you have a disease or disorder, or whether you will develop it. You may learn information from your test result that may influence your decisions about which medications may suit you but are not based on which mental illness you may or may not have. 
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What will happen to my test samples?
If consent for tissue use is ‘specific’

Your saliva and DNA samples will only be used for the purpose of this research project. The sample that you provide during the research project will be destroyed 5 years after the completion of this research project, 
If consent for tissue use is ‘extended’

We would like to store your saliva and DNA samples for future use in research projects that are an extension of this research project. Alternatively, we may use your sample for future research that is closely related to the original research project or as a control tissue sample. We will seek your permission to retain your DNA on the consent form but if you chose not to this will not affect your involvement in this study.
If consent for tissue use is ‘unspecified’

We would like to store your saliva and DNA samples for use in any future research studies that may or may not be related to the original research project. Further information can be found in this document’s section on banking.
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What is the potential impact on my family if I take part?

You may be asked to give us health information about your relatives. Any information you give us will be kept confidential. We will not contact your relatives without your permission. We may discuss with you the possibility of including your relatives in the research project in the future. 
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Will I be given the results of the research project?

Your genetic test results will be available to you should you wish at a timing determined by which group you are randomised to as described above. In all cases the results and recommendations regarding your medication will be provided to you in the presence of your psychiatrist. It is your decision whether you wish to be informed of your results. Before you decide if you wish to have your genetic test results, it is important that you read the information above regarding risks carefully so that you can make an informed decision.

Being provided with the results will be at no cost to you.

In the future, if during the course of this research project we discover new information that is important for your health care, you will be asked whether you wish to receive the results (this may require you to have the test repeated in a clinical laboratory). If you agree, we may contact you if such a situation arises.
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Will drug or biotechnology companies be able to use my sample for profit in the future?

Drug or biotechnology companies will not have access to your individual sample or results. However, there is the possibility that this research may result in commercially viable technology or treatments in which case you will not be able to claim financial benefit from any discoveries arising from the use of your saliva and DNA.
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Banking (Long term storage of samples)

“Banking” is storing health information and/or blood or tissue for future research studies. A “bank” is the place where the health information and/or blood or tissue is stored.

Your saliva and DNA samples will be stored as a re-identifiable specimen.

The study doctor seeks your permission to store your saliva and DNA samples for future research. In the future, other doctors and scientists at this and other medical and research centres may use your saliva and DNA samples to learn about many different diseases and conditions. Their goal is to improve health outcomes and develop new treatments.

The study doctor will store your saliva and DNA samples at SAHMRI along with samples of many other people.

Your saliva and DNA samples will be stored for five years after the research project is over, which we expect will be 2028.

Your saliva and DNA samples will be stored at SAHMRI. It will be stored as a re-identifiable sample. This means that your sample will be identifiable by a code; it can be identified as yours even though the bank does not know your identity. You can have it removed, destroyed or returned to you by contacting the study doctor, Professor Malcolm Battersby, in writing at Discipline of Psychiatry, Margaret Tobin Centre, Flinders Medical Centre, Bedford Park 5042.
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What are the possible benefits of banking my saliva and DNA samples?

There is no direct benefit to you. Other people might benefit if researchers learn more by using your banked saliva and DNA samples.
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What are the possible risks and disadvantages of banking?

This procedure forms part of the main research project. There is no extra physical risk to you as part of the research.

Your saliva and DNA samples will be stored in a re-identifiable form in the bank. The risk of identifying you will be minimal. Your sample will be assigned a code to remove all identifying details. Codes will be kept securely to enable us to provide you with results at the end of the study. Codes will be used in presentations or publications and at no time will your name be associated with your sample or results. Results including raw data and CYP2D6  and CYP2C19 genotypes cannot be used to identify you. Your coded saliva sample and isolated DNA will be stored in our secure cryogenic facility and will only be accessed by our team.
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Will I be informed of results of future research using my biospecimen?

You will be informed of the results of this research project and any future research project that uses your DNA. These results will be of a general nature and not specific to you so there are no risks associated with receiving this information.
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Banking of Health Information

The health information we will collect and store in a bank for this research project is: saliva and DNA samples which will be retained for 5 years at which time they will be destroyed.
We will not use your personal health information for a different research project without the permission of a Human Research Ethics Committee. Once all personal identification is removed, the information might be used or released for other purposes without asking you. Results of the research project may be presented in public talks or written articles but information will not be presented that identifies the participant.
Part 2
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What will happen to information about me?
By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. This will be entered into a data base held in the Discipline of Psychiatry at Flinders Medical Centre using the Flinders University research data base which is designed with the highest levels of protection and confidentiality. Only the research staff and statistician will be access to the data base. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

Information about your participation in this research project may be recorded in your health records.

In the future, your saliva and DNA may be given to researchers as part of the search for genetic effects on medications or other research purposes. The samples will be labelled as described in Part 1 of this document.

Your sample will have all identifiers (e.g. name and personal details) removed and replaced with a code. It will be possible to re-identify the sample as yours using the code. The genetic information will be held at SAHMRI. Your samples and data will not be released for any use without your prior consent, unless required by law.

Your health records and any information collected and stored by the study doctor during the research project may be reviewed for the purpose of verifying the procedures and the data. This review may be done by the ethics committee which approved this research project, regulatory authorities and authorised representatives of the Sponsor, Flinders University, or as required by law. In these circumstances, the Sponsor will not collect (i.e. record) your personal information. By signing the consent form, you authorise release of, or access to, this confidential information as noted above.

In accordance with relevant Australian and/or South Australian 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.

It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your express permission.
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Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with 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.
If you suffer any distress or psychological injury as a result of this research project, you should contact the study team as soon as possible. They will assist you in arranging appropriate treatment and support.
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Who is organising and funding the research?
This research project is being conducted by Professor Malcolm Battersby
Flinders University or SAHMRI may benefit financially from this research project if, for example, the project assists Flinders University or SAHMRI to obtain approval for a new genetic test. 
By taking part in this research project you agree that samples of your saliva (or data generated from analysis of these materials) may be provided to Flinders University or SAHMRI. 
Flinders University or SAHMRI may directly or indirectly benefit financially from your samples or from knowledge acquired through analysis of your samples.

You will not benefit financially from your involvement in this research project even if, for example, your samples (or knowledge acquired from analysis of your samples) prove to be of commercial value to Flinders University or SAHMRI.
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to Flinders University or SAHMRI, the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries. 

No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).
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Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The study has been approved by the Southern Adelaide Clinical Human Research Ethics Committee (SAC HREC. This research project will be conducted according to the NHMRC National Statement on Ethical Conduct in Human Research 2007 (Updated 2018).
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Further information and who to contact
To participate in this study please contact Prof Malcolm Battersby at Malcolm.battersby@flinders.edu.au  or 84042314. Based on your preference Prof Battersby will contact you by telephone or email to answer any questions and provide you with a consent form. Consent can be given on a signed printed form or via an email. If you consent to be part of the study, we will give you a personal code and organise your participation. We will arrange for you to participate when you attend one of your scheduled visits to your doctor at SALHN Mental Health Services.
If you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on 84042314 or any of the following people: Rhys Fogarty on rhys.fogarty@flinders.edu.au, martin.lewis@sahmri.com or Michael.musker@sahmri.com 

Clinical contact person

	Name
	Professor Malcolm Battersby

	Position
	Head of Psychiatry, Flinders College of Medicine and Public Health

	Telephone
	84042314

	Email
	Malcolm.battersby@flinders.edu.au 


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Complaints contact person

	Position
	Manager, Research Governance and Ethics

	Telephone
	8204 4507

	Email
	Health.SALHNOfficeforResearch@sa.gov.au


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Southern Adelaide Clinical Human Research Ethics Committee (SAC HREC)

	Telephone
	61 8 82046285

	Email
	Health.SALHNOfficeforResearch@sa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
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Consent Form

	Title
	Cost Effective Improvements in Mental Illness using Pharmacogenetics

	Short Title
	Precision Medicine Pathway

	Protocol Number
	 2021/HRE00061 (31.21)



	Project Sponsor
	Flinders University

	Coordinating Principal Investigator/ Principal Investigator
	Prof Malcolm Battersby 

	Associate Investigator(s)

	Dr Martin Lewis, Prof Tarun Bastiampillai, Prof Michael Sorich, A/Prof Niranjan Bidargaddi, Dr Michael Musker, A/Prof Hossein Afzali, Dr David Smith, Prof Michael Baigent, Dr Michael Nance, Dr Lynette Rose, Dr Titu Mohan, A/Prof Rohan Dhillon

	Location 
	Southern Adelaide Local Health Network


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 
I understand the purposes, procedures and risks of the research described in the project.

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting my future health care.
I understand that I will be given a signed copy of this document to keep.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Flinders University concerning my condition and treatment for the purposes of this project. I understand that such information will remain confidential. 

In respect to the storage and use of my genetic samples, I give permission for the use of my DNA and/or tissue for the purpose of:
	1.  this research project only


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	2.  this research project and any closely related future research projects


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	3.  future research projects that may or may not be related to this research project


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



I understand that I can withdraw my consent to participate in this research project by completing a “Withdrawal of Consent” form. I can also specify whether I wish to have my saliva and DNA samples, which has already been collected and stored, deleted, destroyed or returned to me if it is still identifiable as mine.

I understand that, if I decide to discontinue the study treatment, I may be asked to attend follow-up visits to allow collection of information regarding my health status. Alternatively, a member of the research team may request my permission to obtain access to my medical records for collection of follow-up information for the purposes of research and analysis.
	

	
	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 research project, 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 research team must provide the explanation of, and information concerning, the research project. 

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

Form for Withdrawal of Participation
	Title
	Cost Effective Improvements in Mental Illness using Pharmacogenetics

	Short Title
	Precision Medicine Pathway

	Protocol Number
	 2021/HRE00061 (31.21)



	Project Sponsor
	Flinders University

	Coordinating Principal Investigator/ Principal Investigator
	Prof Malcolm Battersby 

	Associate Investigator(s)

	Dr Martin Lewis, Prof Tarun Bastiampillai, Prof Michael Sorich, A/Prof Niranjan Bidargaddi, Dr Michael Musker, A/Prof Hossein Afzali, Dr David Smith, Prof Michael Baigent, Dr Michael Nance, Dr Lynette Rose, Dr Titu Mohan, A/Prof Rohan Dhillon

	Location)
	Southern Adelaide Local Health Network


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with SALHN
I request that all my saliva and DNA samples collected and banked be deleted, destroyed or returned to me if it is still identifiable.

	

	
	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 research project 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 research team must provide the explanation of, and information concerning, withdrawal from the research project. 

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