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Participant Information Leaflet

We would like to invite you to take part in the ABA-feed study, run by University of Birmingham (study sponsor), with the Universities of Bristol, Stirling, Central Lancashire and Cardiff University.

What is the purpose of the study?
The purpose of the ABA-feed study is to compare two different methods of helping mothers to feed their babies. This leaflet explains why you have been approached, who can take part, what taking part would mean, and how the information we collect will be used. If anything is not clear, or you would like to ask questions, please contact us: our contact details are at the end of this leaflet. 

Why have I been chosen?
We are looking for women who are expecting their first baby to take part. It doesn’t matter how you are thinking about feeding your baby.

What will happen if I am interested?
We will approach women either when they attend for their 20-week scan or at an antenatal appointment to ask whether they might be interested in taking part in the study or you can contact us using the details at the end of this document to find out more about the study. We will answer any questions you may have and ask you to fill out a brief questionnaire. You will be asked to complete a consent form to say that you agree to take part in this study.

What do I have to do?
If you agree to take part in the study, we need you to let the research team know as soon as you have had your baby, by text or phone message. That way we can keep in touch with you after you have had your baby. 

What sort of help with feeding my baby will I get?
Comparing different ways of doing things is the best scientific way, of learning ‘what works’. For our ABA-feed study, we will put pregnant mothers into two groups by chance (randomly), each group will be offered different support with feeding their baby, and then we will compare the results. One group of women will have usual information and support for feeding their baby from their midwife, health visitor and other available voluntary groups. The other women will have usual care as well as meetings, telephone calls and texts from the ABA-feed team to help them to feed their baby successfully and confidently. The ABA-feed team consists of trained peer supporters who have received additional training to become infant feeding helpers. 

What happens afterwards?


We will keep in touch with you until your baby is 5½ months (24 weeks) old. A few days after your baby is born we will text you to ask how you are feeding your baby. When your baby is 8 weeks and 16 weeks old we will ask you to complete a short questionnaire (taking less than 20 minutes) about your experiences of feeding your baby and how you are feeling. You can complete the questionnaire online, over the phone, or we can post you a copy with a prepaid return envelope – whichever is easiest for you. When your baby is 24 weeks old we will send a final very brief questionnaire (taking less than 5 minutes) to ask you how you are feeding your baby. Please ask for any assistance if you are having any difficulties in completing the questionnaires online, over the phone or by post by contacting the ABA-feed trials office. 

We may also invite you to talk with one of our researchers about your experiences of feeding your baby in the weeks after you have given birth, this would be completely voluntary. 
We will look at the information collected by the feeding support team about how often they were in contact with women they supported. 

Do I have to take part?
No, taking part is YOUR CHOICE, and you can withdraw at any time without giving a reason. If you withdraw from the study, we will keep the information about you that we have already obtained. To safeguard your rights, we will use the minimum personally identifiable information possible. 

How will you use the information you collect about me? 
We will use the results to find out which way is most effective in helping new mothers to feed their baby. The research team will aim to publish findings from the study in academic journals and present them at conferences and to organisations that provide or commission infant feeding support services. Any information used in this way will be anonymised: identifying information will not be used. 

What are the risks of taking part in this study?
There are no known risks to taking part in this study. 

What are the benefits of taking part in this study? 
You may have additional support in feeding your baby, and will, at the same time, be contributing to the design and delivery of services that could benefit other mothers in the future. 
As a thank you for taking part in the study and for completing the questionnaires, we will send you shopping vouchers after you have completed the follow up questionnaires at 8 and 16 weeks. 

Who is organising and funding the research?
The researchers are from the Universities of Birmingham, Bristol, Cardiff, Central Lancashire and Stirling. The study is funded by the Department of Health through the National Institute for Health Research. The University of Birmingham is sponsoring this research.

Who has reviewed the study?
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to protect your interests. The study has been reviewed and approved by the East of Scotland research ethics committee.

What if I have questions or do not understand something? 
You will continue to have contact details for members of the study research team so you can ask any questions throughout study. 

What if I am unhappy with the study?
If you have a concern about any aspect of this study, you should ask to speak to a member of the research team who will do their best to answer your questions (details below). If you remain unhappy and wish to complain formally, you can do this by contacting <insert local PALS contact information>.  You can also contact the University of Birmingham Research Governance Manager: Dr Birgit Whitman: tel: 0121 415 8011 email: researchgovernance@contacts.bham.ac.uk . 

Who will know about me taking part in this study?
We will place a note in your maternity records so that everyone looking after you knows that you are taking part in this study and can let the research team know if there is any reason why we shouldn’t contact you. All the information about you taking part will be kept confidential. There are some situations where we need to pass information about you between organisations. These are described in the consent form. They include passing your details and questionnaire from where you are recruited into the study to the local research team at the Universities of Bristol, Central Lancashire, Cardiff, Stirling or Birmingham and to the Birmingham Clinical Trials Unit (BCTU). If you are allocated to the group that will be contacted by the ABA-feed team, then the research team will pass your contact details onto your local ABA-feed team. If we don’t hear from you when your baby is 8 weeks old, we will ask the local health visiting team about how you are feeding your baby at this time.  

The ABA-feed team will keep a record of contacts between themselves and the women they support in a secure password protected database that only they and the research team at BCTU have access to. This will only include the study identification number and initials of the woman being supported.  

Anonymised data may be shared with other researchers for research purposes. Personal information recorded will be regarded as strictly confidential and will be handled and stored in accordance with the General Data Protection Regulation and Data Protection Act 2018 for health and care research. The ABA-feed data collection forms will be kept secure in the locked cabinets at BCTU and the building has swipe card access. The data are also stored in the BCTU trial database on a secure server, which is backed upon a regular basis. The University of Birmingham will be using information from your medical records to undertake this study and will act as the data controller for this study. This means that the University of Birmingham are responsible for looking after your information and using it properly. University of Birmingham and the NHS will keep identifiable information about you for at least 10 years after the study has finished, to allow the results of the study to be verified if needed. 

Your rights to access change or move your information are limited, as we need to manage your information in specific ways for the research to be reliable and accurate. 

The NHS and the University of Birmingham will use your name and contact details to contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study. The legal justification we have under data protection law for processing your personal data is that it is necessary for our research, which is a task we carry out in the public interest. These data will not be used to make decisions about you. The people who analyse the information will not be able to identify you and will not be able to find out your name or contact details. All individuals who have access to your information have a duty of confidentiality to you. 

Only research team members, representatives of the sponsor and members of the quality assurance team will have access to identifiable data. Anyone authorised to view it will be bound by a confidentiality agreement. The information you provide will only be disclosed to other persons if there is a legal requirement to do so. Further information on University of Birmingham privacy statement can be accessed via https://www.birmingham.ac.uk/privacy/index.aspx 

Contact for further information
If you have any questions about taking part in the ABA-feed study or anything related to it, please contact the local Birmingham research team aba-feedstudy@contacts.bham.ac.uk, 0121 415 8060 or contact the  ABA-Feed trial office aba-feed@trials.bham.ac.uk, 0121 414 7878.

If you have any queries about the processing of your personal data, please contact dataprotection@contacts.bham.ac.uk for the attention of the Data Protection Officer.

Please leave a message and we will always call you back.

THANK YOU FOR TAKING TIME TO READ THIS INFORMATION LEAFLET.
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