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NAVA-REDI STUDY

Neurally Adjusted Ventilatory Assist (NAVA)– Reference values for Electrical Activity of Diaphragm

Invitation
Your baby is invited to participate in a research study to determine the normal electrical strength of the diaphragm, the main breathing muscle.

The study is being conducted by:

Ms Priya Gurumahan, Medical student, Royal Hospital for Women
Dr Srinivas Bolisetty, Neonatologist, Royal Hospital for Women
Dr Timothy Schindler, Neonatologist, Royal Hospital for Women
A/Prof Kei Lui, Neonatologist, Royal Hospital for Women
Ms Joanne Sheils, Nurse Educator, Royal Hospital for Women

Before you decide whether or not you wish your baby to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.


1. What is the purpose of this study?
Many of the newborn infants admitted to neonatal intensive care units (NICUs) have breathing difficulties and require assistance from a breathing machine. Neurally Adjusted Ventilatory Assist (NAVA) is a new ventilatory technique in neonates. In our NICU, NAVA has been in routine clinical use for over 2 years. There is some early evidence to suggest that NAVA provides better respiratory support to babies than conventional ventilators. 

NAVA works based on the electrical signals, called Edi (electrical activity of diaphragm), generated from the diaphragm, the main breathing muscle in babies. A special feeding tube (called an Edi catheter) that has tiny electrodes at the end of the tube picks up these Edi signals. This feeding tube can otherwise be used as a normal feeding tube. Clinicians currently work on Edi signal reference values extrapolated from bigger children and a small number of newborns with breathing difficulties. However, knowing normal Edi signal values from newborns with no breathing difficulties will help the clinicians to improve the use of NAVA ventilation.

2. Why has my baby been invited to participate in this study?
Your babyis eligible to participate in this study because your baby currently has no difficulty breathing and does not require ventilation, and requires tube feeding.


3. What if I don’t want my baby to take part in this study, or if I want to withdraw later?
Participation in this study is voluntary. It is completely up to you whether or not your baby participates. If your baby does not participate, it will not affect the treatment your baby receives now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for your baby.

If you wish to withdraw your baby from the study once it has started, you can do so at any time without having to give a reason.


4. What does this study involve?
If you agree to participate in this study, you will be asked to sign the Participant Consent Form.

If you agree for you baby to participate in this study,we will insert the special feeding tube in a similar way to theconventional feeding tube. The special feeding tube will only be inserted when the baby is due for a new feeding tube. The other end of the feeding tube is connected to a NAVA machine that measures the signals. This machine will not be providing respiratory support to your baby, as your baby does not require it.We aim to measure the Edi signals and other relevant vital data for a total of 4 hours. Once this is complete, the machine will be disconnected and the feeding tube can be used as standard feeding tube.The next time the feeding tube is due to be replaced, your baby will be given the standard feeding tube again. There are no blood samples or other invasive procedures to be undertaken for the purpose of this study. The study will not change any part of your baby’s therapeutic treatment. 

There is an undergraduate medical student involved in this study. They will be involved in the collection of data and synthesis of the information into a report format. Their involvement in this study forms part of their university assessment. 

In addition, the researchers would like to have access to your baby’s medical record to obtain information relevant to the study.


5. How is this study being paid for?
The conduct of this study is a self-funded study of our department at the Royal Hospital for Women.The only exception was that themanufacturer supplied us with the feeding tubes.


6. Are there risks to my baby in taking part in this study?

Participation in this study is not known to involve additional risks for your baby. However, all medical procedures involve some risk of injury. In spite of all reasonable precautions, your baby might develop medical complications from participating in this study. The known risks of this study are related to the insertion of a feeding tube, which your baby requires regardless, to provide nutrition. The Edi catheter used in this study is not known to have any higher risks than a conventional feeding tube. 


There may also be risks associated with this trial that are presently unknown or unforeseeable.


7. What are the alternatives to participation? 
The alternative is not to participate. Your baby does not have to take part in this research project to receive treatment at this hospital.  


8. What happens if my baby suffers injury or complications as a result of the study?
[bookmark: OLE_LINK3][bookmark: OLE_LINK4]In the unlikely event thatyour baby requires treatment or suffers loss as a result of the negligence of any of the parties involved in the study you may be entitled to compensation; the cost of your baby’s treatment would have to be paid out of such compensation.


9. Will my baby benefit from the study?
This study aims to further medical knowledge and may improve future treatment of babies, however, it has no direct benefit to your baby.


10. Will taking part in this study cost me anything, and will I be paid?
Participation in this study will not cost you anything and you will not be paid.


11. How will my baby’s confidentiality be protected?
Of the people treating your baby, the medical and nursing staffwill know whether or not yourbaby is participating in this study. Any identifiable information that is collected about your baby in connection with this study will remain confidential and will be disclosed only with your permission, or except as required by law. Only the researchers named above will have access to information collected about your baby for this study. Your baby’s information will be held securely at the Royal Hospital for Women.


12. What happens with the results?
If you give us your permission by signing the consent document, we plan to discuss the results at medical conferences and publish the results in peer-reviewed journals.

In any publication, information will be provided in such a way that your baby cannot be identified. Results of the study can be provided to you, if you wish.


13. What happens to my baby’s treatment when the study is finished?
This study does not change your baby’s treatment and your baby’s care and treatment will continue as normal during and after participating in this study. 


14. What should I do if I want to discuss this study further before I decide?
When you have read this information, the researchers will discuss it with you and address any queries you may have. If you would like to know more at any stage, please do not hesitate to contact Dr Srinivas Bolisetty on 93826190.


15. Who should I contact if I have concerns about the conduct of this study?
This study has been approved by the South Eastern Sydney Local Health District Human Research Ethics Committee. Any person with concerns or complaints about the conduct of this study should contact the Research Support Officewhich is nominated to receive complaints from research participants. You should contact them on 02 9382 3587, or emailSESLHD-RSO@health.nsw.gov.auand quote HREC project number 17/083


Thank you for taking the time to consider this study.
If you wish to take part in it, please sign the attached consent form.
This information sheet is for you to keep.
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PARTICIPANT CONSENT FORM 

NAVA-REDISTUDY

1. 	I,................................................................................................................. of................................................................................................................
agree for my baby to participate in the study described in the participant information statement set out above.

2.	I acknowledge that I have read the participant information statement, which explains why my baby has been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction.

3.	Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm my baby might suffer as a result of my participation and I have received satisfactory answers.

4.	I understand that I can withdraw my baby from the study at any time without prejudice to my relationship to the Royal Hospital for Women.

5.	I agree that research data gathered from the results of the study may be published, provided that my baby cannot be identified.

6.	I understand that if I have any questions relating to my baby’s participation in this research, I may contact Dr Srinivas Bolisetty on telephone 93826190, who will be happy to answer them.

7. I acknowledge receipt of a copy of this Consent Form and the Participant Information Statement.

Complaints may be directed to the Research Ethics Secretariat, South Eastern Sydney Local Health District, Prince of Wales Hospital, Randwick NSW 2031 Australia (phone 02-9382 3587, fax 02-9382 2813, emailSESLHD-RSO@health.nsw.gov.au.

Signature of parent/guardian	Please PRINT name 			Date

_________________________	_______________________		_______________

Signature of witness 		Please PRINT name			Date

_________________________	_______________________		_______________

Signature of investigator 	Please PRINT name			Date

_________________________	_______________________		_______________
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WITHDRAWAL OF CONSENT

NAVA-REDISTUDY


I hereby wish to WITHDRAW my consent for my baby to participate in the study described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with the Royal Hospital for Women.


Signature of parent/guardian	Please PRINT name 			Date

_________________________	_______________________		_______________


The section for Revocation of Consent should be forwarded to Dr Srinivas Bolisetty at Newborn Care Centre, Royal Hospital for Women, Barker St, Randwick, NSW 2031.
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