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HOSPITAL LETTERHEAD 

 

 
PARENT INFORMATION SHEET AND CONSENT FORM 

Study Title:     The Lactoferrin Infant Feeding Trial (LIFT) Study   

Principal Investigator:    Professor William Tarnow-Mordi 

Invitation 

Dear ______________________________, 

You are invited to take part in a research study because your baby is a very low birth weight baby. 
This study aims to find out if bovine lactoferrin (BLF) improves survival free from infection and 
other complications in very low birth weight babies.   

Before you decide whether or not you wish to take part, it is important for you to understand why 
the research is being done and what it will involve. You can discuss it with a relative, friend or 
anyone else. Please read this carefully and feel free to ask questions.  

If you agree for your baby to join the study, you will be asked to sign the Consent Form. By signing 
it, you show that you understand the information and consent to join the study. 

You will be given a copy of this document and Consent Form to keep as a record. 

1.  What is bovine lactoferrin?  

Human lactoferrin is a protein in breast milk which helps protect against infection.  Bovine 
lactoferrin is a dairy protein in cow’s milk and a normal part of our diet. Bovine lactoferrin is very 
similar to human lactoferrin. Several products containing bovine lactoferrin are listed on the 
Australian Register of Therapeutic Goods ARTG). Bovine lactoferrin is classified as Generally 
Recognised as Safe by the United Stated Food and Drugs Administration. Also, bovine lactoferrin 
(BLF) is approved for use in infant formulas, toothpaste and functional foods by many authorities 
worldwide. BLF is sold in powder form over the counter in pharmacies in Australia, and is 
registered as a nutraceutical product. Use of BLF to improve survival free from complications is not 
listed as a standard indication in very low birth weight babies. 
 

2.  What is the purpose of this study? 

This is a randomised study that will look at whether bovine lactoferrin improves survival free from 
infection and other complications in very low birth weight babies.   
 

3.   Why have I been invited to participate in this study? 

Your baby is eligible to take part because she or he is a very low birth weight (VLBW) baby - less 
than 1500 g. VLBW babies get more infections and other complications than full term babies.  
In a European randomised study in VLBW babies, some had BLF added to feeds for up to six 
weeks and some had 5% glucose instead. More of the babies who had bLF survived without 
infections or eye or gut disease. There was no significant difference in overall survival. No harmful 
effects of BLF were seen.    
 

A total of at least 1,100 VLBW babies will take part in this study. 
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4.   What if I don’t want my baby to join, or if I want to withdraw later? 

Joining the study is voluntary. It is completely up to you. If your baby does not take part, it will not 
affect your baby’s treatment or your relationship with the staff, now or in future.  
You can withdraw your baby from the study at any time, without giving a reason.   
Before you decide to take part, a member of the study team can answer your questions. Please 
ask anything you want. Sign the Consent Form only if you are satisfied with the answers. 
New information about BLF 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 decide to withdraw from this study, please tell a member of the research team first. With your 
consent, we would also like to contact you to follow your baby up if you move, using the Medicare 
Australia database held by the Department of Human Services to provide the study with your up to 
date contact details. However you may also withdraw this consent as well.  This would take effect 
when your withdrawal is received by the LIFT study. Information collected before withdrawal would 
still be used in the study. 
Your study doctor may withdraw your baby from the study if he or she does not think it is in your 
baby’s best interests to continue. 
 

5. What are the alternatives to participating in this study? 

If you decide that you do not want your child to participate in this study, your child will still receive 
the standard treatments available for their condition. 
 

6.  What does this study involve? 

If you agree to participate in this study, you will be asked to sign the Participant Consent Form. 
Your baby will get either bovine lactoferrin (BLF, the study treatment dissolved in the milk he or she 
is having or nothing added to the milk he or she is having. The BLF is added to one feed each day, 
up to 34 weeks corrected gestational age. Neither you nor your doctor can choose if your baby will 
get the study treatment (BLF) or the control treatment. The choice of bovine lactoferrin or control is 
made at random (by chance) by a computer.   

There are no extra blood tests or investigations. If for medical reasons your doctor needs to find 
out if your baby is getting bovine lactoferrin or the control, he or she can. After your baby goes 
home we will keep in touch with you from time to time and send you a parental questionnaire at 
two years of age to assess your baby’s development. We will also send you surveys of Parental 
Labour Force Participation and Child Hospital Use annually for up to 3 years.  
 

7.  How is this study being paid for? 

The study is being sponsored by the University of Sydney and funded in part by the National 
Health and Medical Research Council. The hospital will be paid enough to cover the costs of your 
baby taking part. The sponsor and investigator have no financial interest. 
 

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

So far, no harm has been described with BLF. No rare side-effects are known at this time. Since 
bovine lactoferrin comes from milk, there is a small possibility of milk allergy in people who have 
had adverse reactions to milk proteins. No baby given bovine lactoferrin has developed cow’s milk 
allergy. All medical procedures involve some risk of injury and there may be risks in this study that 
are presently unknown or unforeseeable. Even with all reasonable precautions, your baby might 
develop complications from the study.   
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9.  What if my baby suffers injury or complications from the study? 

If your baby suffers any injuries or complications from this study, you should contact the study 
doctor as soon as possible, who will help you to arrange any medical treatment needed.  
Treatment for the injury or complication will be provided free-of-charge in a public hospital. 

You may have a right to take legal action for compensation for any injuries or complications from 
the study.  Compensation may be available if your baby’s injury or complication is sufficiently 
serious and is caused by unsafe drugs or equipment, or by the negligence of one of the people 
involved in the study (for example, the researcher, the hospital, or the treating doctor).  If you 
receive compensation that includes an amount for medical expenses, you will have to pay for your 
baby’s medical treatment from that compensation money. 

You do not give up any legal rights to compensation for your injury or compensation by 
participating in this study.  If you are not eligible for compensation for your injury or complication 
under law, but are eligible for Medicare, then you can receive any medical treatment required for 
your injury or complication free of charge as a public patient in any Australian public hospital. 

 

10.  Will my baby benefit from the study? 

The study aims to improve medical knowledge and may improve treatment of VLBW babies in 
future. BLF may reduce infections, gut and eye complications and improve survival in VLBW 
babies.  However, being in the study may not directly benefit your baby.   

 

11.  Will taking part in this study cost me anything and will I be paid? 

No, it will not cost you anything.  You will not be paid for taking part in this study.   

 

12.  How will my confidentiality be protected? 

Nurses and doctors involved in your care will know if your baby is taking part in this study.  Any 
information about your baby in this study will remain confidential and will not be disclosed without 
your permission, except as required by law. 

Your baby’s personal medical details will be held by the National Health and Medical Research 
Centre (NHMRC) Clinical Trials Centre of the University of Sydney.  This information will be held 
securely and confidentially.  Authorised representatives of the NHMRC Clinical Trials Centre may 
contact you to obtain follow-up information.  

Your health records and any information obtained during the study may be examined by authorised 
representatives of the hospital’s Health Research Ethics Committee, the study sponsor (University 
of Sydney), or by regulatory authorities such as the Australian Government’s Therapeutic Goods 
Administration (TGA) as required by law, to verify study procedures or data.  By signing the 
Consent Form, you authorise these arrangements. This will only occur when necessary and the 
provisions of Australian privacy law will be complied with. 

After completion of the study, the research data collected for this project will be archived for a 
minimum of 23 years as per the regulatory requirements. After this time, the information will be 
disposed of by secure destruction. 
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13.  What happens with the results? 

The results of the study will be presented as grouped data at medical and scientific meetings and 
published in medical journals.  Your baby will not be identified in any publication. 

Results of the study will be provided to you, if you wish, by your study doctor. 

 

14.  What happens to my baby’s treatment when the study is finished? 

Your baby will receive normal care and treatment according to his or her needs. 

 

15.   What should I do if I want to discuss this study further before I decide? 

If you need further information or have any questions about this study, you can contact the 
principal investigator or study staff.  The investigators responsible for this study are [list the names 
and contact phone numbers, including after hours numbers]. 

Name:  

 

Position:  

 

Telephone:  

 

16.  Who should I contact if I have concerns about the conduct of this study? 

This study has been approved by the Northern Sydney Local Health District HREC. If you have 
concerns or complaints about the conduct of this should, you should contact [name] who is the 
person nominated by the Human Research Ethics Committee to receive complaints from research 
participants.  You should contact them on [number] and quote HREC/10/HAWKE/32 

Name:  [This person should be someone independent of the study] 

Position: 

Telephone: 

 

 

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. 

This information sheet is for you to keep. 
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[Hospital letterhead] 
 
 
 
 

The Lactoferrin Infant Feeding Trial (LIFT) Study PARENT CONSENT FORM 
 
1. I, ....................................................................................................................... [name]  

of...........................................................……………………………………[address] have read and understood 
the Information for Participants on the above named research study . I understand that I am agreeing to 
participate my child in a research study.  

2. I have been made aware of the procedures involved in the study, including any known or expected 
inconvenience, risk, discomfort or side effect, and of their implications as far as they are currently known by 
the researchers. I acknowledge this 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 child might suffer as a result of his/her participation and I have 
received satisfactory answers. 

4. I understand that the research project will be carried out according to the principles in the National Health 
& Medical Research Council Statement on Ethical Conduct in Research Involving Humans.  

5. I freely choose to participate my child in this study and understand that I can withdraw my child from the 
study at any time without prejudice to my relationship with the treating hospital 

6 I also understand that the research study is strictly confidential. 

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

8. I understand that if I have any questions relating to participating in this research, I will contact  

Dr………………………………………….. on telephone………………….. who will be happy to answer them. 

9. I acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet. 

10.  I authorise the Department of Human Services to provide updated details of my residential address, as 
held on Medicare records, to the LIFT Coordinator, Locked Bag 77, Camperdown, 1450. This consent will 
remain valid for a period of 5 years from the date this consent is signed. 

 

 
NAME: ......................................…  
 
MEDICARE NUMBER: …………………………….. 
 
DATE OF BIRTH: …………………………….. 
 
SIGNATURE: ......................................… 
 
DATE: ......................................… 
 
 
 
NAME OF INVESTIGATOR: ……………………………… 
 
SIGNATURE OF INVESTIGATOR: …………………………. ……..    DATE: ………………...  


