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Participant Information Sheet/Consent Form
	Title
	The Tummy Trial - The study of omega-3 supplementation in breast-feeding mums on gut health of their baby


	Short Title
	The Tummy Trial

	Protocol Number
	1

	Coordinating Principal Investigator/ Principal Investigator
	Associate Professor Beverly Muhlhausler

	Location 
	Flinders Medical Centre


Part 1
What does my participation involve?
1
Introduction 

You are invited to participate in a study to determine whether increasing the amount of a special omega-3 fat, called DHA, in the diet of breastfeeding women ​​​​​will be beneficial to the development of their baby’s microbiome (the bacteria within the gastrointestinal tract). This study is being conducted by A/Professor Beverly Muhlhausler and her colleagues from the Child Nutrition Research Centre and the University of Adelaide. 
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research 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 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 the tests and research 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?

The human gut microbiome (the bacteria within the gastrointestinal tract) plays an important role in human health. Babies are born with very few gut bacteria and the first few months after birth are a critical time for the development of their microbiome. Understanding the factors that regulate this development and finding a way to make sure that the right bacteria are established are important for the short and long- term health of the baby. 

Breastfeeding is one of the factors that influence the microbiome of your baby the most. Breast-fed babies not only benefit from all the nutrients and protective elements in breast milk, there is recent research showing that the breast milk also has its own microbiome. However, very few studies have looked at how the mother’s diet affects her breast milk microbiome and how this may impact on the development of the microbiome of her baby.

The omega-3 fatty acids, especially DHA, have been shown to help create a healthy microbiome in adults. There is some research showing that it can also promote the development of the microbiome in older infants. The level of DHA in breast milk is directly related to the amount of DHA in the mother’s diet. Many women in Australia don’t get enough DHA in their diets, and this may be affecting the way that the microbiome develops in their infants. 

In The Tummy Trial we want to find out if increasing the amount of DHA in the breast milk, by taking DHA supplements while breastfeeding, will change the development of the microbiome in the baby. We believe that increasing the supply of DHA to the baby during their first 3 months after birth may increase the number of ‘good’ bacteria that colonise the gut, leading to a healthier microbiome. 
This research has been initiated by the Principal Investigator, Associate Professor Beverly Muhlhausler and is being funded by a BASF Newtrition™ Asia Research Grant
3
What does participation in this research involve?
If you wish to take part in this study you will be randomly assigned (like flipping a coin) to one of two groups. One group will be asked to take fish oil capsules containing the omega-3 fatty acid, DHA, and the other group will be assigned a capsule containing a vegetable oil blend. You will be asked to take four x 500mg oral capsules per day from study entry until your baby is 3 months old. Neither you, nor the research team, will be able to choose which group you are in or know which type of capsules you have been assigned to take. 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.  

We are inviting women who have given birth by normal vaginal delivery at term (>37 weeks gestation) and who are planning to exclusively breastfeed their infants for at least 3 months to be part of this research. If you are currently taking multivitamin supplements containing fish oil (<250mg DHA), you can still take part in the study if you are willing to stop taking those supplements or change to ones that do not contain fish oil. Prior to consenting to the study you will be screened for your eligibility. 
· At enrolment (within 7 days of the birth of your baby).

We will collect some information about you including your contact details, your weight, height, education and diet. We will also ask you some questions about your pregnancy and baby. We will collect the following samples;

· a tiny finger prick blood sample

· a breast milk sample (~10-20mls)

· a stool sample from both yourself (using a special collection kit) and your baby (from a soiled nappy we will collect from you). 

We will try and collect these samples from you while you are in hospital after having your baby. If this is not achievable, we will send you home with the relevant collection tubes and kits to collect yourself, within 7 days of birth, which can be stored in the same manner as the 6 week samples. 
· When your baby is 6 weeks old, we will ask you to collect some specimens in your home including;

· a finger prick blood sample from you and a few drops of breast milk onto specially designed collection paper.

· a breast milk sample (~20mls)

· a stool sample from both yourself and your baby (using the special collection kit). 

Breast milk samples can be stored in your home freezer and will be collected by one of our study staff. The blood spot and stool samples can be returned to the study staff in a reply paid envelope (which we will give to you). 

· When your baby is 3 months old, we will schedule an appointment for you to attend Flinders Medical Centre where the following samples will be collected (You will receive $20 when you attend this appointment to reimburse you for travel/parking costs);

· a finger prick blood sample from you and a few drops of breast milk onto specially designed collection paper.

· a breast milk sample (~20mls)

· a stool sample from both yourself and your baby (using the special collection kit)
We will contact you at week 3, 6, and 9 to monitor your progress and ask a few brief questions about you and your baby.
Consent form will be signed prior to any study assessments being performed. 
4
What do I have to do?

The study asks you to: 

· take 4 x 500mg capsules daily for 12 weeks

· cease taking supplements containing ≥250mg DHA/day

· not be involved in any other studies with DHA

This study does not ask for you to change your existing lifestyle, dietary intake or physical activities.

The study will last a total of 12 weeks (3 months). The enrolment appointment will occur when you are still in hospital and you will be provided with collection kits and instructions to collect the 6 week samples in your own home with a final visit to Flinders Medical Centre at 12 weeks. You will be called/emailed at 3, 6 and 9 weeks to answer a few questions. If you choose to stop exclusively breastfeeding before 12 weeks you will be withdrawn from the study.
5
Other relevant information about the research project

The Tummy Trial is aiming to include 90 mothers and their babies in the study. Half of these mothers and their babies will be in the control/placebo group (vegetable oil capsules) and half will be in the intervention group (DHA capsules). This study is being conducted solely at Flinders Medical Centre, South Australia and involves investigators from Child Nutrition Research Centre, Women’s and Children’s hospital and the South Australian Health and Medical Research Institute (SAHMRI).
6
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 Child Nutrition Research Centre.
7
What are the possible benefits of taking part?

There are no direct benefits associated with participating in this study. This research will help us to understand whether DHA supplementation could potentially improve the development of the microbiome in term infants. 
8
What are the possible risks and disadvantages of taking part?
Previous studies using DHA at the same dose or higher have been shown to be safe for you and your baby. 
9
What will happen to my test samples?
Breast milk, blood spot and stool samples will be collected as a part of this study (as outlined in “What do I have to do?”). These samples will be collected, stored and used for research purposes only. For the samples that are not immediately processed in the laboratory, they will be stored at -80°c and processed at a later date. All samples collected will be identified by a unique study ID, which only the staff involved in the study will be able to link to you. 
10
What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, the study staff will tell you about it and discuss with you whether you want to continue in the research project. 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 research project you will be asked to sign an updated consent form.

11
Can I have other treatments during this research project?
Whilst you are participating in this research project, you may not be able to take some or all of the medications or treatments you have been taking for your condition or for other reasons. It is important to tell the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell the study staff about any changes to these during your participation in the research project. The study staff should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.
12
What if I withdraw from this research project?
If you decide to withdraw from this research project, please notify a member of the research team before you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing.
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. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
13
What happens when the research project ends?
At the end of the study, we will ask you to return any unused capsules. You will be able to follow the progress of this project on the South Australian Health and Medical Research Institute (SAHMRI) website. 

Part 2
How is the research project being conducted?
14
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. Only study staff with have access to your file and your samples which will be stored securely. All samples collected will have unique study IDs which only study staff will be able to link to you. 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, except with your permission. Any information obtained for the purpose of this research that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
15
Complaints and compensation
If at any time during the study you have any problems, questions or concerns, please ring our office on 8204 6000 to speak to our study staff. If none of our staff are available, then you can leave a message on our answering machine, and one of our study staff will return your call as soon as possible. We will collect information from you regarding any adverse events that occur during the time you are participating in the trial, but if you wish to report any such events immediately please contact our study staff on the number above. 
Should you wish to discuss the study with someone not directly involved, in particular in relation to matters concerning polies, information about the conduct of the study or your rights as a participant, or should you wish to make a confidential complaint, you may contact the Manager of the Office for Research for the Southern Adelaide Local Health Network on 8204 6453. 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. Participation in this study does not impact on your basic legal right to seek compensation; however, if you do suffer harm, you may receive compensation without litigation.
16
Who is organising and funding the research?
This research project is being conducted by Associate professor Beverly Muhlhausler and is funded by a BASF Newtrition™ Asia Research Grant. 

17
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 Southern Adelaide Clinical Human Research Ethics Committee (SAC HREC) at Flinders Medical Hospital.  
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.
18
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 investigator on 0404313322 or any of the following people:


Clinical contact person

	Name
	Chloe Douglas

	Position
	Study Investigator

	Telephone
	0404313322

	Email
	Chloe.douglas@adelaide.edu.au


Complaints contact person

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:

	Name
	Villis Marshall 

	Position
	Director Office for Research

	Telephone
	8204 6453

	Email
	Health:SALHNOfficeforResearch@sa.gov.au




	Reviewing HREC name
	Southern Adelaide Clinical

	HREC Executive Officer
	Damian Creaser

	Telephone
	8204 6453

	Email
	Health:SALHNOfficeforResearch@sa.gov.au


Reviewing HREC approving this research and HREC Executive Officer details

Local HREC Office contact (Single Site - Research Governance Officer)

	Name
	Dawn Jennifer

	Position
	Research Governance Officer

	Telephone
	8204 6453

	Email
	Health:SALHNOfficeforResearch@sa.gov.au


Consent Form - Adult providing own consent
	Title
	The Tummy Trial - The study of omega-3 supplementation in breast-feeding mums on gut health of their baby


	Short Title
	The Tummy Trial

	Protocol Number
	1

	Coordinating Principal Investigator/ Principal Investigator
	Associate Professor Beverly Muhlhausler

	Location 
	Flinders Medical Centre

	
	


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.

	

	
	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.

Form for Withdrawal of Participation - Adult providing own consent
	Title
	The Tummy Trial - The study of omega-3 supplementation in breast-feeding mums on gut health of their baby

	Short Title
	The Tummy Trial

	Protocol Number
	1

	Coordinating Principal Investigator/ Principal Investigator
	Associate Professor Beverly Muhlhausler

	Location 
	Flinders Medical Centre


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 Child Nutrition Research Centre.
	

	
	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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