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We would like to invite you and your baby to take part in a research 
study. The study is for babies referred for breastfeeding support who 
are thought to have tongue-tie.  Please discuss this with staff at the 
clinic and feel free to ask as many questions as you wish. It is important 
that you understand why the research is being done and what it would 
involve for you and your baby. This leaflet will remind you of the details, 
do discuss this with family and friends before making your decision if 
you are not sure about taking part. 

What is the purpose of the study?

Many mothers and babies have difficulties when they first start 
breastfeeding. In some babies it is thought that their difficulties may be 
linked to a condition called tongue-tie, in which a piece of skin tightly 
joins the middle part of the underside of the tongue to the base of the 
baby’s mouth. Mothers may be offered breastfeeding support, including 
advice on attachment and positioning. Some babies may be offered a 
frenotomy, a procedure to divide the piece of skin which may be limiting 
movement of the baby’s tongue.
Both of these forms of care are standard practice in many hospitals in 
the UK. However, currently, we do not know which of these is better for 
mothers and babies. 
This means that the services offered to mothers and babies vary across 
the UK and we don’t know which services the NHS should be providing.
We aim to find out if breastfeeding support, or breastfeeding support with 
a frenotomy helps mothers and their babies to successfully breastfeed. 
Half the mothers and babies in the study will receive breastfeeding 
support, and half will receive breastfeeding support with a frenotomy. 
We will compare the groups to see how many babies in each group are 
still breastfeeding at three months old.
The findings of this study will help guide care for women and their 
babies who are trying to breastfeed in the future.
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Why am I being invited to consider this study?

You are being invited to take part in this study because you have been 
referred for breastfeeding support and your baby may have tongue-tie.

Does my baby have to take part?

No, it is entirely up to you whether you take part. The clinical care you 
and your baby receive will not be affected if you decide not to take part. 

What will happen if my baby does take part?

If you agree to you and your baby taking part in the study you will be 
asked to confirm consent either by signing a consent form or giving 
verbal consent whereby the local research team complete the consent 
form on your behalf. Information will be collected about your baby 
and the difficulties you are having with breastfeeding. Your baby will 
be randomised (put into one of the groups at random) to either the 
breastfeeding support, or the breastfeeding support with a frenotomy. 
The frenotomy will be performed according to your local hospital’s usual 
procedure. The chance of being in either group is equal.
When you come back to have your routine follow-up appointment, 
we will collect some information about you and your baby regarding 
breastfeeding.
When your baby is 3 months old we will contact you. We will send you a 
questionnaire asking you whether you are still breastfeeding, and what 
your experience has been.
When your baby is 6 months old, we will ask you whether you are still 
breastfeeding. This will be the last thing we ask you to do as part of the 
study.
We will write a letter to your General Practitioner (GP) informing them 
that you are taking part in the trial.

Are there any possible disadvantages or risks from taking part?

There are some risks associated with the frenotomy procedure. These 
include bleeding, a small risk of infection, and a small risk of salivary duct 
damage. The breastfeeding support and the frenotomy are standard 
care practices. Therefore we do not believe there is any additional risk 
to you or your baby as a result of taking part in this study. 



FROSTTIE PIL  REC ref: 18/SC/0580 IRAS ID: 235355  Version 3.0, 23-Jul-2020

What are the possible benefits of taking part?

Regardless of which group your baby is in you will receive breastfeeding 
support. There may be no other direct benefit to you or your baby as 
a result of taking part in this study. The findings of the study may help 
guide care and service provision for mothers and babies in the future.

What will happen with my data and will my taking part in the 
study be kept confidential?

All information that we collect about you and your baby during the study 
will be kept strictly confidential and stored securely. You and your baby 
will not be identifiable in any publications of the results or reports from 
this study.
If you decide to take part, we will collect some personal information about 
you including your name, address and contact details. This information 
will be sent to the Study Coordinating Centre at the University of Oxford, 
National Perinatal Epidemiology Unit Clinical Trials Unit (NPEU CTU). 
Authorised members of the research team will hold this data and store 
it securely so they can contact you for the purpose of this study only. 
Responsible and authorised members of the University of Oxford (as 
sponsor and coordinating centre), regulatory bodies, and your hospital 
may be given access to data for monitoring and/or audit of the study to 
ensure the research is complying with applicable regulations.
The study co-ordinating centre in Oxford will keep identifiable information 
about you from this study for 25 years after the study has finished. This 
is so that we are able to contact you in case a very long term effect of 
the frenotomy is discovered. This is very unlikely.
Anonymised information from this study may be shared with other 
researchers doing similar research in the future. None of your personal 
identifiable information will be shared, and you will not be identifiable 
from this data.
If you agree, we may like to find out how you and your infant are doing 
after the trial has finished, around 2-3 years later. To do this, NHS 
Digital will link your identifiable data to routinely collected hospital data 
(for example Hospital Episode Statistics).
For more information on how we process and protect your data, please 
see our website: https://npeu.ox.ac.uk/ctu/privacy-notice
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What will happen if I don’t want to carry on with the study?

If you decide you do not want to continue in the study you can withdraw 
consent at any time without giving a reason. This will not affect the care 
you or your baby receives. If you withdraw from the study, we will ask if 
we can use the data collected, up to your withdrawal, in the study.
If you are in the group randomised to not receive a frenotomy, but you 
or the clinical team later decided that you wanted a frenotomy, being 
part of the trial would not prevent you from doing so. It would be the 
decision of your usual clinical care team what services they then offered 
you and your baby. 
Similarly, if your baby was randomised to receive a frenotomy but you 
later decided you did not want a frenotomy, you would not have to go 
ahead with the frenotomy procedure. 
In both cases, you would still be able to be part of the study.

What happens at the end of the study?

We will analyse the data and the results will be published and 
presented widely via medical journals, conferences, and via 
public networks to make sure the results reach women who may 
benefit from knowing the results. We will send you a summary of 
the final results. The results will also be available on our website 
https://www.npeu.ox.ac.uk/frosttie

How have patients and the public been involved in this study?

This study was designed with the help of women who are breastfeeding, 
or have experience of tongue-tie. One of the research team is a member 
of the Breastfeeding Network (https://www.breastfeedingnetwork.org.
uk/).

Who is organising and funding the study?

The study is sponsored by the University of Oxford, and will be run 
by the National Perinatal Epidemiology Unit, Clinical Trials Unit (NPEU 
CTU) at the University of Oxford.
The study is funded by the National Institute of Health Research, HTA 
programme. 
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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. 
This study has been reviewed and given favourable opinion by  South 
Central – Oxford B Research Ethics Committee.

What if there is a problem?

If at any time you have concerns about your baby’s feeding, please 
speak with your breastfeeding support team. If you have any concerns 
about the study please contact the FROSTTIE team.
The Patient Advisory Liaison Service (PALS) is a confidential NHS 
service that can provide you with support for any complaints or queries 
you may have regarding the care you receive as an NHS patient, their 
contact details are below. Or you may contact the University of Oxford 
Clinical Trials and Research Governance (CTRG) office on 01865 
(6)16480, or email ctrg@admin.ox.ac.uk.
The University of Oxford, as Sponsor, has appropriate insurance in place 
in the unlikely event that you suffer any harm as a direct consequence 
of your participation in this study. NHS indemnity operates in respect of 
the clinical treatment which is provided.
For further information, please contact the FROSTTIE Coordinating 
Centre (contact details overleaf).



Contact Information:

Should you have any questions or want to talk anything through, you can 
contact your local research team:

{_MIDWIVES_}

The doctor or midwife leading this 
study at your hospital 

{_LEAD_}

Patient Advice and Liaison Service 
(PALS)

{_PALS_}

Thank you for reading this information.

FROSTTIE Trial Manager 
Victoria Stalker

NPEU Clinical Trials Unit, 
National Perinatal Epidemiology Unit 

University of Oxford, Old Road Campus, 
OXFORD, OX3 7LF

 01865 617919  frosttie@npeu.ox.ac.uk  www.npeu.ox.ac.uk/frosttie

This study/project is funded by the National Institute for Health Research (NIHR) Health Technology Assessment 
programme (project reference 16/143/01). The views expressed are those of the author(s) and not necessarily 

those of the NIHR or the Department of Health and Social Care.
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