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management plan for PDA at this hospital. For babies involved in this study, we 
will only try to close the PDA if it is causing problems for the baby. 
 
The main reason we may choose not to try and close the PDA in all babies is 
that the medications we use to close the PDA have a relatively high rate of 
unwanted side effects. Paracetamol has only recently been found to help close 
the ductus arteriosus and it appears to be safe when compared with the other 
medications we use. This is the first study that investigates whether early 
paracetamol can help to close the ductus arteriosus without the need for these 
other medications. 
 

2. Why has my baby been invited to participate in this study? 
Your baby is eligible to participate in this study because your baby was born at 
less than 29 weeks gestation and has been admitted to the Neonatal Intensive 
Care Unit at the Royal Hospital for Women. 
 
 

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 you decide not to 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. 
 
New information about the treatment being studied may become available during 
the course of the study. You will be kept informed of any significant new findings 
that may affect your willingness to continue in the study. 
 
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. 
 
This study will be conducted over three years. 
 

‘Randomised trial’: Sometimes doctors don’t know the best way of treating 
patients with a particular condition so comparisons need to be made between 
different treatments. To do this, study participants are put into groups and given 
different treatments, and the results are compared to see whether one treatment 
is better. To ensure the groups are similar to start with, a computer allocates 
each study participant into a group randomly, like the flip of a coin. Neither the 
doctor nor the study participant can decide which treatment the participant 
receives.  
 
‘Blind trial’: In a “blind trial” the study participants do not know which treatment 
group they are in.  If the trial is “double blind”, neither the doctor nor the study 
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participant knows which treatment the participant is receiving (although, if the 
doctor needs to find out, he/she can do so).  
 
‘Placebo’: A placebo is a treatment that looks like the genuine medicine but 
contains no active ingredient. 
 
If you agree to participate in this trial, we will perform an ultrasound on your baby 
at six hours of life (an ultrasound that we perform on all preterm babies as part of 
their routine care). If your baby has a patent ductus arteriosus they will be 
randomised to receive either paracetamol in their fluids or a placebo consisting 
of the fluid that your baby normally receives. Your baby will receive either 
paracetamol or placebo every six hours for the first five days. This will be the 
main difference between the care your baby receives as part of the study and the 
standard of care at this hospital. 
 
Samples of blood taken from a vein will be required, however, these can be 
added to blood that your baby will have tested as part of their routine care. The 
amount of blood required will be equivalent to half a millilitre taken daily. No 
additional blood tests outside your baby’s usual blood tests are required. 
 
Ultrasounds will be performed to check on your baby’s progress after 48 hours 
and 5 days.  
 
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 being supported by Running for Premature Babies, 
which is an organisation that raises money for the Newborn Care Centre at the 
Royal Hospital for Women. 
 
 

6. Are there risks to my baby in taking part in this study? 
All medical procedures involve some risk of injury. In addition, there may be risks 
associated with this study that are presently unknown or unforeseeable. 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 
effects that paracetamol has on the liver, which can result in reversible impaired 
liver function. The chances of permanent liver damage is extremely low because 
we are using doses of paracetamol that have been shown to be safe in preterm 
babies and we will be monitoring liver function every day. If there is any sign that 
the medication is affecting the liver it will be stopped immediately. 
 

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

7. What are the alternatives to participation?  
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You do not have to take part in this research project to receive treatment at this 
hospital.  Other options are available, which are usually at the discretion of the 
neonatologists looking after your baby. They may include either using other 
medications or not using medications at all. Your study doctor will discuss these 
options with you before you decide whether or not to take part in this research 
project. You can also discuss the options with the neonatologist on call. 
 
 

8. What happens if my baby suffers injury or complications as a result of the 
study? 
If your baby suffers any injuries or complications as a result of this study, you 
should contact the study doctor as soon as possible. You may have a right to 
take legal action to obtain compensation for any injuries or complications 
resulting from the study.  Compensation may be available if your baby’s injury or 
complication is caused by the drugs or procedures, or by the negligence of any 
of the parties involved in the study. If you receive compensation that includes an 
amount for medical expenses, you will be required to pay for your baby’s medical 
treatment from those compensation monies.  
 
If you are not eligible for compensation for your baby’s injury or complication 
under the law, but are eligible for Medicare, then you can receive any medical 
treatment required for your baby’s injury or complication free of charge as a 
public patient in any Australian public hospital. 
 
 

9. Will my baby benefit from the study? 
This study aims to further medical knowledge and may improve future treatment 
of preterm babies, however, it may or may not directly benefit 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 staff will know whether 
or not you are 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 your baby’s details and 
results that 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 will be provided to you, if you wish. 
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13. What happens to my baby’s treatment when the study is finished? 
This decision will be made in consultation between you and the neonatologist 
looking after your baby about the most appropriate treatment for your baby at 
that time. 
 
 

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 
any queries you may have. If you would like to know more at any stage, please 
do not hesitate to contact them 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 Office 
which is nominated to receive complaints from research participants. You should 
contact them on 02 9382 3587, or email RSOseslhd@sesiahs.health.nsw.gov.au 
and quote HREC project number 15/232. 
 
 

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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