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Background
The current emphasis on the need for good evidence to guide care, and 
the establishment of the Medicines for Children Research Network
(MCRN), means that it is likely that increasing numbers of babies and 
children will be offered enrolment into randomised controlled trials (RCTs). 
This will include extremely sick babies and children in neonatal and 
paediatric intensive care units (NICUs/PICUs). Given the severity of the 
condition of many of these babies and children, a proportion will go on to 
die subsequent to their enrolment in research. 

It is not known how many babies and children die after enrolment in 
neonatal and paediatric intensive care trials, and research which examines 
how this situation is handled and experienced by the families and clinicians 
involved is extremely rare. There is a need, therefore, for rigorous research 
which will increase our understanding of the extent of mortality and the 
possible impact of bereavement in this particular context. 

The BRACELET Study is funded by the NIHR Health Technology 
Assessment Programme and is a mixed methods study in two phases.
Phase 1 will define for the first time in the UK the extent of mortality in 
RCTs involving babies and children, and will describe current policies and 
practice relating to bereavement in this context. Phase 2 will start the 
complicated processes of gaining insights into the viewpoints of the main 
participants – families, clinicians and principal members of the trial teams.

Objectives
1. To establish the level of RCT activity in neonatal and paediatric 

intensive care;

2. To establish the extent and distribution of mortality in the context of 
RCTs in neonatal and paediatric intensive care;

3. To consider the similarities and differences in how bereavement 
might be approached through trialist- and clinician-led policy and 
practice;

4. To explore the relevance of RCT enrolment to the issue of 
bereavement, by describing and exploring the range of responses 
which exist, and to consider the implications of the issues from the 
multiple perspectives of the main parties involved.

Methods
Phase 1
Surveys will be sent to:
- all UK NICUs and PICUs. The survey will provide details of all RCTs that 
units enrolled patients to during the period 1 January 2002 to 31 December 
2006. All RCTs of any size, assessing any intervention and measuring any 
outcome will be eligible for inclusion, from international trials (including those 
run from outside the UK) to small trials conducted in a single unit. This will 
map UK clinical trial collaboration in neonatal and paediatric intensive care.
- principal members of trial teams for RCTs that recruited babies and 
children during the period 1 January 2002 to 31 December 2006. The trial 
teams will be asked for the total numbers of survivors and non-survivors for 
their trial overall, and for each participating NICU or PICU. Permission will be 
sought from each participating NICU and PICU for the release of anonymised
data. This will map the extent and distribution of mortality in the context of UK 
clinical trial collaboration in neonatal and paediatric intensive care.

A documentary survey will also be conducted of trial protocols, letters, leaflets 
and consent forms, and of locally-produced documents which are used within 
individual NICUs and PICUs in relation to bereavement.

Phase 1 data will allow a matrix to be plotted to indicate the relationship 
between NICUs, PICUs and trials. This will identify a small number of “core 
units” and “core trials” to be invited to collaborate with Phase 2.

Phase 2
In-depth interviews will be conducted with:
- principal members of the core trial teams. Interviews will explore their 
views on bereavement and RCTs and their own bereavement-related policy 
and practice. They will record any recommendations that they might have for 
the conduct of RCTs and support of bereaved parents and staff.
- clinicians from the core units. Interviews will explore their views on 
bereavement and RCTs and bereavement-related policy and practice in their 
local setting. They will record any insights and recommendations they might 
have for the conduct of RCTs and support of bereaved parents and staff.
- parents of babies and children who died in hospital subsequent to 
enrolment in a core trial at a core unit. Interviews will allow parents to 
recount the story of events surrounding the death of their child and their 
involvement in a trial. They will explore the meaning and significance that trial 
participation held for them both at the time and in the period since their 
bereavement. Any recommendations they might have for the support of 
bereaved parents in the conduct of RCTs will be noted.

Interviewees will not be identifiable in any publications arising from the study.  


