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1. Recruitment and consent 

 
 
This guidance sheet covers the following aspects of recruitment: 
 

 Eligibility 
 Taking consent/Consent checklist 
 Completing the consent form 

 
Eligibility 

 
Ensure infants are eligible for the trial. Inclusion and exclusion criteria are as follows. 
 
Eligibility criteria: 

 Any infant aged up to 10 weeks referred to an infant feeding service with: 
- breastfeeding difficulties 
- and judged to have tongue-tie 

 Referral can be by the mother or a breastfeeding support service. 
 
Exclusion criteria: 

 Born at <34 weeks 
 Breastfeeding difficulties but not judged to have tongue-tie 
 With a congenital anomaly known to interfere with breastfeeding, e.g. cleft palate, Down syndrome 
 With a known bleeding diathesis 
 Has had a frenotomy prior to recruitment 

 
Taking consent/Consent checklist 
 
Only authorised staff can take consent. Please ensure your local Principal Investigator has delegated 
responsibility for staff on the Delegation Log. 
 
Please use this as a guide when consenting participants for FROSTTIE. A consent checklist (Guidance Sheet 
1a) is attached. 
 
General information 
 

 Ensure the participants understand what a frenotomy is and why it might be needed. 
 Explain that there is a clinical trial they may be able to participate in, called FROSTTIE. 
 Show parents the Parent Information Leaflet (PIL), and give them a copy of it to read. 
 Explain that the trial has been approved by the Research Ethics Committee (South Central – Oxford 

B), and the Health Research Authority (HRA) – who regulate NHS research in the UK. 
 It is funded by the NIHR HTA programme, and sponsored by the University of Oxford. 

 
What happens if they choose to participate? 
 

 Explain that participation is completely voluntary.  
 Participation will not impact on future treatment. 
 Parents can withdraw from the study at any time. 
 Parents should be given adequate time to decide whether they wish to take part. 
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Explain the following: 
 

 We want to find out whether a frenotomy with breastfeeding support, or breastfeeding support 
alone, is better in helping mums and babies breastfeed. 

 If they agree to participate, their baby will have an equal chance of being on either trial group, 
which are: 

- Frenotomy with breastfeeding support 
- Just breastfeeding support (no frenotomy) 

 A frenotomy is a quick procedure where the frenulum (the piece of skin between the tongue and 
the bottom of the mouth) is divided using scissors or a special tool. 

 Both of these options are standard practice. We are conducting the trial because we do not know 
which is most effective. 

 Both groups will receive the same amount of breastfeeding support. 
 Babies in either group may be recommended other treatment as part of usual care if they have 

ongoing breastfeeding difficulties, including frenotomy or repeat frenotomy.  
 
Discuss the trial process (consult guidance sheet 2 for more information): 
 
1) Consent (now) 

 Discussion about the trial 
 Take consent and complete the consent form 

 
2) Trial entry 

 Collect some information – they will be sent a link via text and email and they can complete it on 
their phone or tablet. 

 They will be assigned to one of the two groups, but will not have a choice regarding what group 
they are in. 

 
3) If randomised to the frenotomy group 

 The frenotomy procedure will be performed  
 There will be an observed feed 
 We will collect some data 
 If randomised to no frenotomy, they will not have the procedure performed. 

 
4) Whichever group they are in, at one to two weeks after  randomisation they will have a follow-up for 

breastfeeding support 
 They will be asked to complete a short questionnaire, via text and email (to complete on their 

phone or tablet) 
 
5) At 3 months of age 

 They will be sent a text requiring a Y/N response 
 They will be sent a link to a questionnaire that they can complete on their smartphone, tablet or 

computer 
 
6) At 6 months of age 

 They will be sent a text requiring a Y/N response 
 
7) At 2-3 years 

 The trial team may consult their hospital records again to see how the infant is doing. This will not 
require any parent involvement, but they need to sign the consent form allowing the team to do 
this (optional). 
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Potential benefits and risks 
 

 There are some slight risks to having a frenotomy, if the baby is in that group. These include 
bleeding, a small risk of infection and a small risk of salivary duct damage. 

 The frenotomy and breastfeeding support are both standard care practices, so there are no 
additional risks or benefits to taking part. 

 
Planned treatment course if they do not consent 
 

 If they choose not to participate, it will not affect their standard planned treatment course. 
 
Data protection collection of data from medical records 
 

 Data collection and data protection are explained in the Parent Information Leaflet (p.5). 
 We will check their medical records for important things relating to the trial. 
 All data will be kept strictly confidential and processed and stored securely. 
 They will not be personally identifiable in any of the reports of publications produced by the trial 
 The University of Oxford is the sponsor of the trial, and therefore acts as data controller. They are 

therefore responsible for processing it, and you can look on the NPEU website for more 
information. 

 
Completing the consent form 
 
Consent may be taken in-person face-to-face or virtually (video conferencing or telephone) to fit the routine 
pathway at your centre. The healthcare professional should tick the relevant box on the consent form to 
state whether consent is taken in-person or virtually. 
 
 Face-to-face consent 

 
 The consent form must be signed and dated by the mother and the healthcare professional taking 

consent. 
 The professional taking consent should read through the consent form with the parents, and the 

parent must initial (not tick) each box, before signing and dating the form themselves. 
 All boxes must be completed. 
 Any healthcare professional signing this form must be on the Delegation Log. 
 The dates for the mother and healthcare professional signature must be the same. 
 The parents must not be given a consent form to “take away and sign”. 
 Separate consent forms will be required for twins, triplets, etc. Please make this clear on the 

consent form, e.g. FIRST NAME (TWIN 1) LAST NAME. 
 Please complete the consent form in BLOCK CAPITALS. Ensure all boxes are completed and that 

writing is clearly legible. 
 
Virtual consent (video conferencing or telephone) 

 
 Virtual consent may be taken if a mother will not be seen face-to-face before a decision about 

treatment may be taken. It may also be used in cases of mother or site preference such as 
minimising travel and hospital visits, or limited clinic space.  

 The mother should be given all relevant information and given sufficient time to consider the 
information (including the PIL) and ask questions. This may include sending out the PIL in advance 
of the discussion or arranging a second call if required. 
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 The healthcare professional will complete the consent form on behalf of the participant. They must 

be signed off on the delegation log.   
 The professional taking consent should read through the consent form with the parents, and the 

healthcare professional must initial (not tick) each mandatory box on behalf of the participant, 
before signing and dating the form themselves. 

 The consent form must be signed and dated by the healthcare professional taking consent. For 
virtual consent the consent form will not be signed and dated by the participant. No retrospective 
signatures should be collected even if the mother is subsequently seen face-to-face.  

 Separate consent forms will be required for twins, triplets, etc. Please make this clear on the 
consent form, e.g. FIRST NAME (TWIN 1) LAST NAME. 

 Please complete the consent form in BLOCK CAPITALS and that writing is clearly legible. 
 Participant should be provided with a copy of the signed consent form for their records. This should 

ideally be electronically via email, but it can be sent via post if that is their preference. 
 
Please use Guidance sheet 1a – Consent checklist as a guide for discussing and taking consent. 
 

 


