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1.
Introduction 

You are invited to take part in this research project. We are recruiting healthy babies born at 33 weeks or older. Before birth, while a baby is in the mother’s womb, the baby’s lungs are filled with fluid and the baby gets oxygen from the placenta. Once the baby is born, the baby needs to transition to using the lungs to get oxygen. In the hours after birth, the baby’s body will reabsorb the lung fluid and the lungs will fill with air. 
The purpose of this study is to describe the normal filling of a newborn baby’s lungs with air over the first few hours of life.   
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 healthcare worker. Participation in this research is voluntary. 
If you don’t wish to take part, you don’t have to. Your baby will continue to receive the best possible care whether you take part or not. 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 for your baby to take part in the research project;

(
consent for your baby to participate in the research processes that are described;

(
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. As the ‘person responsible’ for your baby, you are invited to consider their participation in this research project. Victorian law allows the person responsible for a patient to consent to the patient taking part in medical research where the patient is unable to provide consent for themselves
2.
What is the purpose of this research project?

The purpose of this study is to describe the normal filling of a newborn baby’s lungs with air over the first few hours of life using an ultrasound machine. We believe that with the knowledge gained in this study, we can improve our care for babies that need help breathing at birth.  
3.
What does participation in this research project involve?

This is a study of healthy babies during the first few hours of life. A neonatologist or neonatal fellow will get ultrasound images of your baby’s lungs by gently placing an ultrasound probe on your baby’s chest or back. Your baby will be placed on your chest or close to you as soon as possible after your baby is born. We can collect the information for the study while your baby is lying on your chest.

The lung ultrasound exams will be brief, limited to 2 minutes or less from the time of placing the ultrasound probe gently to your baby’s chest. The first two exams will be during the first 20 minutes after your baby is born and will be repeated when your baby is 1 hour old, 2 hours old, 4 to 6 hours old and 24 to 72 hours old. At 1 hour of life, the lung ultrasound exam will be slightly longer as we take images of the front, back and side of your baby’s chest to test if a specific location to place the probe is better than another.
Ultrasound exams are safe and painless. The ultrasound exams can be done while you hold your baby. Ultrasound measures the echo of sound waves moving through liquids and air to create images that can be used to look at your baby’s lungs. Ultrasound does not use radiation like an X-ray. Your baby most likely had ultrasound exams while in your womb. The ultrasound probe has a smooth surface and we don’t need to apply extra pressure to get images. During the exam we will put warm ultrasound gel on your baby’s bare skin and place probe on the gel to get the images of your baby’s lungs. Some babies might find the sensation of the ultrasound gel or placement of probe on the chest to be uncomfortable. We will stop the ultrasound exam if your baby becomes distressed. 
Before the ultrasound, we will also place a pulse oximetry sensor on your baby’s hand or wrist to measure the baby’s heart rate and oxygen levels. We plan to take these measurements whilst your baby is on your chest or lying close to you. Our goal is to collect the information without interfering with your experience as you introduce a new member to your family. After each exam, we will wipe the ultrasound gel off your baby’s skin and take off the pulse oximetry sensor. We will then leave.
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The picture above uses a doll to show you what the ultrasound exam might look like. Your baby will be placed on your chest or close to you as soon as possible after your baby is born. We can do the ultrasound exam while your baby is on your chest or while you hold your baby. 
If we have any concerns about the health of your baby during the exams performed for the DOLFIN study, we immediately alert the medical team caring for your baby.  

4.
What are the possible benefits?

We do not anticipate that your baby will receive any benefits from this research. The results of this study will be important in helping us to know how to care for other babies in the future.

5.
What are the possible risks?

The lung ultrasound examination may be uncomfortable for your baby. We will reduce the chance of discomfort by limiting the exam to 2 minutes, warming the ultrasound gel, gently applying the ultrasound probe, and wiping the gel from your baby’s skin after the exam is completed. We will stop the ultrasound exam if your baby becomes distressed.
6.
Do I have to take part in this research project?
No, your baby’s participation in any research project is voluntary. If you do not wish your son or daughter to take part you don’t have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.

Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your baby’s treatment or your relationship with any of the medical/nursing team involved in their care. 

7.
How will I be informed of the results of this research project?

If you would like to know about the results of the research, please let the research team know, because at the completion of data analysis, we can send you a written account of the results.  Group results only (and not individual) will be reported.
8.
What will happen to information about my baby?

Any information obtained in connection with this research project that can identify you or your baby will remain confidential and will only be used for the purpose of this research project. It will only be disclosed with your permission, except as required by law. 

In any publication and/or presentation, information will be provided in such a way that your baby cannot be identified, except with your permission. The records for this study will be kept in a locked filing cabinet and the computer records will only be accessible by a password known to the research team.  Once the information has been collected it will be stored with a study number but not your baby’s name. Information about your baby’s participation in this research project may be recorded in their health records. The DOLFIN study will also be submitted as part of Dr Blank’s PhD thesis. 
9.
 How can I access my baby’s information?

In accordance with Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about your baby. You also have the right to request that any information, with which you disagree, be corrected. Please contact one of the researchers named at the end of this document if you would like to access your baby’s information.

10.
 What happens if my baby is injured as a result of participating in this research project?

Ultrasound exams and pulse oximetry monitoring are used in every hospital, every day in Australia to take care of babies. All other treatments for your baby are part of routine care. It is extremely unlikely that harm could come to your baby as a result of this study. However, if your baby suffers an injury as a result of participating in this research project, hospital care and treatment will be provided by the public health service at no extra cost to you. If you are ineligible for Medicare, the cost of any medical treatment required to treat the injury or complication must be met by you. 
11.
 Is this research project approved?

Yes, this project is approved by the Human Research Ethics Committee at the Royal Women’s. 

This project 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. This statement has been developed to protect the interests of people who agree to participate in human research studies.

If you would like more information about this project or if you need to contact a member of the research team in an emergency, the person to contact is 

Dr Douglas Blank (principal researcher) 
Tel: 8345 3763
Dr Omar Kamlin



Tel: 8345 3763
If you have any concerns about the project or the way it is being conducted and would like to speak to someone independent of the project, please contact  

The Royal Women’s Hospital Consumer Advocate

Telephone:
8345 2290

Email: advocate@thewomens.org.au
Participant Information and Prospective Consent Form
Principal Researcher:  Dr Douglas Blank
Prospective Consent

I have read, or have had read to me in a language I understand this document, and I understand the purposes, procedures and risks of this research project as described within it. I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I give my permission for ……………………………………………………..............................   (Insert Baby’s Name) to participate in this research project according to the conditions as outlined in this document. 

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

Name of person giving consent 
………………………………………………………………………………………  

Relationship to participant: 
………………………………………………………………………………………

Signature







Date

Name of witness to parent/guardian signature …………………………..………………………………

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant’s parent/guardian has understood that explanation.

Researcher’s name

…………………………….……………………………………………………………………

Signature







Date

*A member of the research team must provide the explanation and provision of information concerning the research project. 

· Note: All parties signing the consent section must date their own signature. I would like a copy of the summarised results posted / emailed** to me


** Email address:
…………………………………………………………………………………
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