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Participant Information Sheet/Consent Form
Interventional Study - Adult providing own consent
	Title
	Microbial Shift Analysis

 Clinical trial study on healthy volunteers

	Short Title
	A clinical trial of healthy adults

	Protocol Number
	TBA

	Project Sponsor
	ANZCTR

	Coordinating Principal Investigator/ Principal Investigator
	Associate Professor Danilla Grando

	Associate Investigator(s)

	Dr Kyle Berean

	Location 
	RMIT University




Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have indicated that you would be willing to consume a set diet for 3 days and collect your faecal samples daily.  The research project is testing a new way of reporting your gut microbial communities so that people can better understand that diet can change your gut health.

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments 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 the purpose of this research?
This study aims to replicate the changes in gut communities that occurred when the diet was last administered during the gas sensing capsule study. A novel way of analysing the data was used to show the changes that occurred on low fibre and high fibre diets. This trial will analyse the microbial communities again to show whether the tool can again show the shifts in your microbial communities. 

It is hoped that this novel analysis tool will provide a way to deliver these community changes to the general public in a way that is easy for the public to understand. Validation of the analysis tool means that we can use it in future to easily demonstrate which foods change gut communities in healthy ways. As well as the health benefits to individuals due to improved understanding of the impact of food choices, better communication to the public could result in better food choices and this could help to reduce health care costs. 

This study aims to replicate the changes in gut communities that occurred when the diet was last administered during the gas sensing capsule study. A novel way of analysing the data was used to show the changes that occurred on low fibre and high fibre diets. This trial will analyse the microbial communities again to show whether the tool can again show the shifts in your microbial communities. 

It is hoped that this novel analysis tool will provide a way to deliver these community changes to the general public in a way that is easy for the public to understand. Validation of the analysis tool means that we can use it in future to easily demonstrate which foods change gut communities in healthy ways. As well as the health benefits to individuals due to improved understanding of the impact of food choices, better communication to the public could result in better food choices and this could help to reduce health care costs. 
This study aims to replicate the changes in gut communities that occurred when the diet was last administered during the gas sensing capsule study. A novel way of analysing the data was used to show the changes that occurred on low fibre and high fibre diets. This trial will analyse the microbial communities again to show whether the tool can again show the shifts in your microbial communities. 

This research has been initiated by the study doctor, Associate Professor Danilla Grando and is funded by RMIT University.
3
What does participation in this research involve?

If you agree to participate in this study, you will be asked to sign the Participant

Consent Form.

This study consists of three stages: 1. A screening stage by filling out the questionnaire that you previously filled in; 2. Clinical trial stage (to be conducted over 3 days in your home); and 3. Cross-over diet clinical trial (to be conducted over 3 days in your home).

If you agree to participate in this trial, you will then be asked to undergo the following procedures: 

Questionnaire

· You will be asked to complete a questionnaire including demographic information and details of your health status and medical history. The questionnaire will take approximately 15-20 minutes to complete. 
· You will be asked by the chief investigator to nominate a 3 day period where it will be convenient for you to collect samples and eat the prescribed diet.
You will be participating in a cross-over study. In a cross-over study you will have one dietary intervention and then at a later time (time to be decided to fit your and our schedules) you will received the different dietary intervention.
Clinical trial low fibre diet
· The evening before Day 1, you will be visited by the chief investigator who will drop off meals for Day 1 and a faecal sample collection kit.

· On Day 1 you will sample the first faecal material of the day using the materials in the provided kit. You will continue with your normal activities and consume only the supplied food. You will drink only water but are free to consume as much water as you wish. You will record the amount of any supplied food that you have decided not to consume.
· On the evening of day 1, you will be again visited by the chief investigator who will drop off materials and food for Day 2.
· On Day 2 you will sample the first faecal material of the day and consume only the supplied food. You are again free to continue with your normal activities and consume as much water as you like but no other types of beverages.

· On the evening of day 2, you will be again visited by the chief investigator who will drop off materials and samples of high fibre snacks for Day 3. 

· On Day 3 you will sample the first faecal material of the day. You are free to resume your normal food and drink intake. It is not necessary to eat the supplied high fibre snacks, this is purely if you feel you wish to add some more fibre to today’s diet. 
· On the evening of day 3, you will be again visited by the chief investigator who will collect the faecal sample.
Clinical trial high fibre diet
· In the week following your low fibre diet intervention, you will be asked if you wish to repeat the clinical trial, this time using the high fibre diet. 

· If you wish to repeat the clinical trial, you will be asked to nominate a 3 day period where it will be convenient for you to take the diet and to be home in the evenings.
The food for this trial will be prepared by the researcher who has many years of experience in food handling. There are no additional costs associated with participating in this research project, nor will you be paid. You will be reimbursed for your time to participate. We will need you be home in the evenings to receive the following days meals and we need you have sufficient time in the mornings to collect your faecal samples. We will also need you to sort your meals, reheat meals as indicated and record any variations to the meals you consume. We anticipate this will take two hours of your day, each day for 3 days. Thus based on average hourly earnings in Australia, you will be reimbursed $200 for your time for each 3 day intervention.
4
Do I have to take part in this research project?

Previous samples that were collected from you can no longer be used as they were spoiled due to an equipment failure. A successful insurance claim has provided the funding for this 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 relationship with those conducting the study or with RMIT University.

5
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include helping you understand the benefits of a high fibre diet. This study aims to provide further medical knowledge and may assist in the development of a reporting tool that helps the general public understand the benefits of consuming certain foods. In addition to health benefits this could also lead to significant health cost savings. 
6
What are the possible risks and disadvantages of taking part?

The diet, whether low fibre or high fibre, is based on healthy eating guidelines. There will be no chemical additives and all food consumed will be regular food that can be found in supermarkets.  You will be asked in the questionnaire whether you have any allergies or food intolerances and you will not be given any foods likely to trigger allergy or food intolerances.
7
What will happen to my test samples?
You will receive a sample collection kit that is only labelled with your participant number. Only you and the principal researcher know your individual participant number. Once you have collected your samples you will store them in an ice mould until collected by the researcher in the evenings. The samples will be analysed to determine the make-up of the microbial communities present. When we receive the results of the analysis we will prepare a graph that shows the shift in your microbial community. You may choose to see this result, only your sample will be identifiable to you but you will see your shift in comparison to others on the study. 

We will store your sample in a dedicated University laboratory that is certified for medical testing at RMIT University for up to two years in case we wish to perform further analysis. Analysis will be limited to analysing the microbial communities and your sample will not be used for any other purpose, nor will it be passed on to any other researchers. At the end of our research your sample will be destroyed at RMIT University’s medical waste disposable facility.
8
What if I withdraw from this research project?

If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. 

9
What happens when the research project ends?

You will be provided with a graph of your results so that you can see the changes that occurred in your gut communities when on the two diets. You will also see how your changes compare to that of other participants but only your samples will be identifiable to you.
If you give us your permission by signing the consent document, we plan to complete a final report for the Human Research Ethic Committee as well as publish and present the results in peer-reviewed journals, and at conferences or other professional forums.

Part 2
How is the research project being conducted?

10
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. All the information you provide us in the screening questionnaire will be kept securely in the study doctor’s locked office at RMIT. 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.

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. 
11
Complaints

Should you have any concerns or questions about this research project, which you do not wish to discuss with the researchers listed in this document, then you may contact: 

	Reviewing HREC name 
	RMIT University 

	HREC Secretary 
	Peter Burke 

	Telephone 
	03 9925 2251 

	Email 
	human.ethics@rmit.edu.au 

	Mailing address 
	Research Ethics Co-ordinator 

Research Integrity Governance and Systems 

RMIT University 

GPO Box 2476 

MELBOURNE VIC 3001


12
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 ethical aspects of this research project have been approved by the HREC of RMIT University. 
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.

13
Further information and who to contact
The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or 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 0414 709932.
	Reviewing HREC name
	RMIT Human Research Ethics Committee

	HREC Executive Officer
	Dr Peter Burke

	Telephone
	(03) 9925 2251 

	Email
	humanethics@rmit.edu.au


Reviewing HREC approving this research and HREC Executive Officer details
Consent Form - Adult providing own consent
	Title
	Microbial Shift Analysis

 Clinical trial study on healthy volunteers
	

	Short Title
	A clinical trial of healthy adults
	

	Protocol Number
	TBA
	

	Project Sponsor
	ANZCTR
	

	Coordinating Principal Investigator/

Principal Investigator
	Associate Professor Danilla Grando
	

	Associate Investigator(s)

	Dr Kyle Berean
	

	Location 
	RMIT University
	


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 consent to the storage and use of faeces collected by me for use, as described in the relevant section of the Participant Information Sheet, for this specific research 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 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
	
	

	


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.
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