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Participant Information Sheet 
Interventional Study - Parent/Guardian consenting on behalf of participant 

 
 

 
Title 

Taste and smell to improve nutrition in very preterm infants: a 
randomised controlled trial 

Short Title TASTE trial 

Protocol Number HREC/16/MHS/112 

Coordinating 
Principal Investigator 

Dr Friederike Beker 

Associate 
Investigators 

A/Prof Helen Liley, A/Prof Luke Jardine, Dr Richard Mausling, Dr David 
Risson, Dr Kelly Dixon, Dr Paul Woodgate, Dr Maureen Dingwall,      
Dr Lucy Cooke, Prof Vicki Clifton, Dr Fiona Hutchinson, Ms Deborah 
Caldararo, A/Prof Sue Jacobs, Prof Peter Davis, Ms Emily Twitchell 
 

Location Neonatal Critical Care Unit at the Mater Mothers’ Hospital 

 

Part 1 What does the child’s participation involve? 
 
1 Introduction 

 
This is an invitation for your baby to take part in this research project because they were born extremely 
premature. The research project is testing whether smelling and tasting milk before each feed improves 
nutrition and digestion. The only change in your baby’s care will be that the baby may be given milk to 
taste and smell at the beginning of every tube feed.  
 
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 your baby to 
take part in the research. 
 
Please read this information carefully. Ask questions about anything that you do not understand or want 
to know more. Before deciding whether or not the child will take part, you might want to talk about it with 
a relative, friend or the child’s local doctor. 
 
Participation in this research is voluntary. If you do not wish your baby to take part, they do not have to. 
Your baby will receive the best possible care whether or not they take part. 
 
If you decide you want the child 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 your baby taking part in the research project, 
• consent for your baby to have the tests and treatments that are described and  
• consent to the use of your baby’s personal and health information as described. 

 
You will be given a copy of this Participant Information and Consent Form to keep.
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2  What is the purpose of this research? 
 
Babies born extremely premature initially rely on nutrition given through the vein because their 
gut is immature and milk is not easily digested. When feeds are started, milk is routinely given 
directly into the stomach through a tube. We use a tube because preterm babies cannot yet 
coordinate sucking, swallowing and breathing.  
We already know that preterm babies do not tolerate milk feeds very well. Many studies have 
tried to improve milk tolerance but there is still room to improve. 
 
With this study we are investigating whether preterm babies tolerate milk better if they are able 
to smell and taste their milk before and during the time milk is given into their stomach via a 
tube. This is important because we know that preterm babies grow better when they are able to 
tolerate their milk. Regular smell and taste is not usually considered in the care of preterm 
babies. 
 
We have already completed a smaller trial investigating the effects of smell and taste in preterm 
babies and are required to repeat it in a larger number of babies. 
 
We hope to improve the care of preterm babies in the future. Smell and taste of milk could 
easily be included in routine care if it were shown to improve milk tolerance. 
 
This research has been initiated by the study doctor, Dr Friederike Beker. 
 
This research has been funded by Mater Research Institute. 
 
3 What does participation in this research involve? 
 
 Consent 
Your baby will only participate in the study if you agree and have signed the consent form. 
 
 Initial steps 
We will have checked if your baby is eligible to participate in the study. Your baby will be 
excluded if he/she has significant problems with his/her gut from birth and/or if he/she has a 
medical condition that is known to affect growth.  
 
Your baby can participate in this study if you sign the consent form. 
 
Enrolment in this study will not affect participation in other studies. 
 
All babies will be allocated to one of two groups by chance. One group of babies will receive 
routine care, the other group will receive the intervention (smell and taste their milk before each 
feed).  
 
 Intervention 
 
Babies in one study group will smell and taste their milk before each feed, starting after you 
have consented. A cotton wool pad with a drop of milk will be placed in front of their nose. In 
addition, a cotton wool bud soaked in milk or a small feeding syringe will be used to provide 
taste by touching the tongue with milk. Cotton wool buds and feeding syringes are used in 
routine care for the application of medication.  
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The control group will not smell and taste their milk with tube feeding as is currently the common 
practice in the nursery. The intervention will continue until the nasogastric tube is removed. All  
babies in the treatment or control group may have breast feeds, dummies, sucrose for pain 
relief, cuddles with parents and/or parents scent at any time at the discretion of the treating 
clinical team.  
 
Your baby will be participating in a randomised controlled research project. Sometimes 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 and to 
reduce bias it is important that each participant is put into a group by chance (random). 
 
This research project has been designed in this way to make sure the researchers interpret the 
results in a fair and appropriate way and avoid study doctors or participants jumping to 
conclusions. 
 
There are no additional costs associated with participation in this research project, nor will you 
or the participant be paid. All medical care required as part of the research project will be 
provided to your baby free of charge. 
 
4 What does my baby have to do? 
 
Your baby will be randomised to either the treatment or intervention group. According to 
randomisation, your baby will receive routine care or will taste and smell the milk before each 
tube feed. Data will be recorded about your baby’s progress but there are no additional 
commitments required for your baby. 
 
5 Other relevant information about the research project 
 
A total of 330 preterm babies will take part in this research project, 165 in each group. Babies 
will be recruited at the Neonatal Critical Care Unit at the Mater Mothers’ Hospital and at the 
Neonatal Intensive and Special Care at the Royal Women's Hospital, Melbourne. This project is 
a follow up from the previous pilot study called ‘Smell and taste to improve nutrition in preterm 
infants: a randomised controlled pilot trial’ and involves researchers from the Mater Mothers’ 
and Royal Women’s Hospitals and from the Mater Research Institute. 
 
6 Does my baby have to take part in this research project? 
 
Participation in any research project is voluntary. If you do not wish your baby to take part, they 
do not have to. If you decide that they may take part and later change your mind, you are free to 
withdraw your baby from the project at any stage. 
 
If you do decide that your baby can take part, you will need to sign this Parent Information and 
Consent Form and you will be given a copy to keep. 
 
Your decision that your baby may or may not take part or that they may take part and then be 
withdrawn will not affect their routine treatment, relationship with those treating them or their 
relationship with The Mater Mothers’ Hospital. 
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7 What are the alternatives to participation?  
  
Your baby does not have to take part in this research project to receive full treatment at this 
hospital. 
 
8 What are the possible benefits of taking part? 
 
We cannot guarantee or promise that the child will receive any benefits from this research. 
However, possible benefits may include better tolerance of milk feeds and/or improved growth.  
 
9 What are the possible risks and disadvantages of taking part? 
 
Medical treatments often cause side effects, however, we are not aware of any issues 
associated with smell and taste of milk. In case your baby experiences any discomfort or side 
effects, or you are worried about them, talk with any of the staff. We will take your concerns 
seriously and will manage any discomfort and concerns related to the study. 
 
If you or your baby becomes upset or distressed as a result of participation in the research, the 
study doctor will be able to arrange for counselling or other appropriate support. Any counselling 
or support will be provided by qualified staff who is not members of the research project team. 
This counselling will be provided free of charge. 
 
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 doctor will tell you about it and 
discuss with you whether you want your baby to continue in the research project. If you decide 
to withdraw your baby, their study doctor will make arrangements for their regular health care to 
continue. 
 
11 Can the child have other treatments during this research project? 
 
Your baby can have all other treatment during the research project. No restrictions are 
necessary. 
 
12 What if I withdraw the child from this research project? 
 
If you decide to withdraw your baby from the project, please notify a member of the research 
team before you withdraw them. This notice will allow that person or the research supervisor to 
discuss further any health risks or special requirements linked to withdrawing. 
 
If you do withdraw your baby from the study, personal information already collected will be 
retained but no further data will be collected. This is to ensure that the results of the research 
project can be measured properly and comply with law. If you do not want the study team to use 
already collected data, you must tell them before your baby joins the research project.  
 
You also have the option to withdraw your baby from the study procedure only and allow the 
research team to continue with data collection past the time point of withdrawal from the study 
procedure. 
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13 Could this research project be stopped unexpectedly? 
  
This research project may be stopped unexpectedly for a variety of reasons. These may include 
reasons such as unacceptable side effects. 
 
14 What happens when the research project ends? 
 
Babies born at less than 28 weeks gestation or below 1000g are routinely offered 
developmental follow up at 1 and 2 years of age. We would like to collect data from those follow 
up assessments. 
If you give us permission, we will contact you at ~ 1 year corrected age to ask how your baby is 
doing and about how long you breast fed.  
 
  

Part 2  How is the research project being conducted? 
 
15 What will happen to information about the child? 
 
By signing the consent form you consent to the study doctor and relevant research staff 
collecting and using personal information about your baby for the research project. Any 
information obtained in connection with this research project that can identify your baby will 
remain confidential.  
 
Data will be stored de-identified under a study number on a password locked work computer. A 
list linking the study number to your baby’s personal details will be kept in a locked cupboard in 
the Research Office. Your baby’s 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 baby may be obtained from their health records held at this and other 
health services for the purpose of this research. By signing the consent form, you agree to the 
study team accessing health records if they are relevant to your baby’s participation in this 
research project. 
 
It is anticipated that the results of this research project will be published and or presented in a 
variety of forums (e.g., conferences, journal articles, teaching presentations). In any publication 
and/or presentation, information will be provided in such a way that your baby cannot be 
identified, except with your permission. Confidentiality will be maintained as results will only be 
published in a de-identified manner.  
 
Information about your baby’s participation in this research project may be recorded in their 
health records. 
 
In accordance with relevant Australian and Queensland privacy and other relevant laws, you 
have the right to request access to the participant’s 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 whose name appears at the end of this 
document if you would like to access your baby’s information. 
 
Any information obtained for the purpose of this research project that can identify your baby will 
be treated as confidential and securely stored.  It will be disclosed only with your permission or 
as required by law. 
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16 Complaints and Compensation 
 
If your baby suffers as a result of this research project, appropriate medical treatment for your 
baby will be arranged. If your baby is eligible for Medicare, they can receive any medical 
treatment required free of charge as a public patient in any Australian public hospital. 
 
 
17 Who is organising and funding the research? 
 
This research project is being organised and funded by the Mater Research Institute. 
 
No member of the research team will receive a personal financial benefit from your baby’s 
involvement in this research project (other than their ordinary wages). 
 
18 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 the Mater 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. 
 
20 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 the participant has any medical 
problems which may be related to their involvement in the project (for example, any side 
effects), you can contact the principal study doctor on 07 3163 1918 or any of the following 
people: 
 
 Mater Research Nurse     Phone: 07 3163 8543 
 Human Research Ethics Committee    Phone: 07 3163 1585 
 
  
 

 
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 the information sheet and consent form is for you to keep.
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Consent Form – Parent/Guardian 
 

Title 
Smell and taste to improve nutrition in very preterm infants: a 
randomised controlled trial.  

Short Title TASTE trial 

Protocol Number HREC/16/MHS/112 

Coordinating 
Principal Investigator 
 

Dr Friederike Beker 

Associate 
Investigators 

A/Prof Helen Liley, A/Prof Luke Jardine, Dr Richard Mausling, 
Dr David Risson, Dr Kelly Dixon, Dr Paul Woodgate, Dr 
Maureen Dingwall, Dr Lucy Cooke, Prof Vicki Clifton, Dr Fiona 
Hutchinson, Ms Deborah Caldararo, A/Prof Sue Jacobs, Prof 
Peter Davis, Ms Emily Twitchell 

Location 
Neonatal Critical Care Unit, Mater Mothers’ Hospital, South 
Brisbane 

 

Declaration by Parent/Guardian 
 

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 give permission for my baby’s doctors, other health professionals or hospitals outside this hospital to 
release information to the study team concerning my baby’s disease and treatment for the purpose of 
this project. I understand that such information will remain confidential.  
 

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

I freely agree to my baby’s participation in this research project as described and understand that I 
am free to withdraw them at any time during the research project without affecting their future 
health care.  

 
I agree to the collection of the results of my baby’s 1 and 2 year follow-up developmental 
assessment (if performed) 
 
I agree to be contacted by a research nurse when my baby is 1 year old about the duration of breast 
feeding. I can change my decision any time. 

 
 

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

    

 Name of Baby (please print)   
      
 Name of Parent/Guardian (please print)   

    
 Signature of Parent/Guardian  Date   

 
 

 

 Name of Witness* to Parent/Guardian 
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. 
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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 
parent/guardian 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.  
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Form for Withdrawal of Participation – Parent/Guardian 

 

Title 
Smell and taste to improve nutrition in very preterm infants: a 
randomised controlled trial.  

Short Title TASTE trial 

Protocol Number HREC/16/MHS/112 

Coordinating 
Principal 
Investigator 
 

Dr Friederike Beker 

Associate 
Investigators 

A/Prof Helen Liley, A/Prof Luke Jardine, Dr Richard Mausling, Dr 
David Risson, Dr Kelly Dixon, Dr Paul Woodgate, Dr Maureen 
Dingwall, Dr Lucy Cooke, Prof Vicki Clifton, Dr Fiona Hutchinson, 
Ms Deborah Caldararo, A/Prof Sue Jacobs, Prof Peter Davis,        
Ms Emily Twitchell 

Location Neonatal Critical Care Unit, Mater Mothers’ Hospital 

 

Declaration by Parent/Guardian 
 

I wish to withdraw the child from participation in the above research project and understand that such 
withdrawal will not affect their routine treatment, relationships with those treating them or the relationship 
with the Mater Mothers’ Hospital. 

I agree to data collection to continue past withdrawal from the study procedure: □ yes; □ no 

 

    
 Name of Child (please print)   

 
 Name of Parent/Guardian (please print)   

    
 Signature of Parent/Guardian  Date 

  

  
Description of circumstances: 

 
 
 
 

 
 

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 parent/guardian 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. 

 


