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Phase 2 summary

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 UK 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. 

Before the BRACELET Study it was 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 
was a need, therefore, for rigorous research to 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 has defined for the first time in the UK the extent of mortality in 
intensive care RCTs involving babies and children, and in the NICUs and 
PICUs that contribute to these RCTs. 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 start to address the theoretical and empirical shortfall that exists 
on the subject of bereavement subsequent to trial enrolment;

2. to consider the implications of bereavement subsequent to trial 
enrolment from the multiple perspectives of the key people involved 
(families, clinicians and trial teams);

3. to consider the similarities and differences in how bereavement in 
this context is approached in trialist-led and clinician-led policy and 
practice;

4. to act as a methodological foundation for future research in this new 
research territory. 



Phase 1 – Preparatory research
Phase 1 identified and surveyed all UK Level 2 and Level 3 NICUs and Level 
II-IV PICUs and aimed to identify all RCTs that recruited babies and children 
from these units during the period 1 January 2002 to 31 December 2006.

Overall, 50 RCTs were identified, and recruitment and mortality data were 
available for 39 RCTs (28 neonatal, 11 paediatric). Preliminary results 
suggest that 534 (16.1%) children died following RCT enrolment; 522 (16.9%) 
in NIC trials compared to 12 (6.0%) in PIC trials. Given the relatively small 
numbers of paediatric deaths reported in Phase 1, Phase 2 will concentrate 
only on the neonatal context.

Of the 149 NICU respondents, 76 reported participating in at least one RCT, 
and 54 NICUs witnessed at least one death (range 1-37) following enrolment 
One quarter (n=145) of all neonatal deaths occurred in five units. he majority 
of all neonatal deaths (N=429 or 82%) were concentrated in only four RCTs.

Phase 1 suggests a substantial number of families are bereaved 
subsequent to their decision to enrol their baby in a neonatal RCT and 
that further research into the experiences and views associated with 
this situation is appropriate.

Deaths following RCT enrolment 
0 – 37 across 76 NICUs

Deaths following RCT enrolment 
0 – 278 across 28 NIC RCTs
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Phase 2 – Qualitative research
Phase 1 identified five “core units” and four “core trials” with greatest 
experience of death and bereavement in this context and these were 
invited to collaborate with Phase 2. The qualitative phase of the study will 
involve in-depth interviews with:

25 principal members of the core trial teams. Interviews will explore 
their views on bereavement and RCTs and bereavement-related policy  
and practice.

25 clinicians from the core units. Interviews will explore their views on 
bereavement and RCTs and bereavement-related policy and practice in 
their local setting.

30-60 parents of babies and children who died subsequent to 
enrolment in a trial. Parents whose baby was enrolled in a core trial will 
be recruited with the help of the four core neonatal units. Parents of babies 
enrolled in any neonatal trial are also eligible to participate and will be 
recruited via publicity about the study and online opt-in. 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.

We will record any insights and recommendations that interviewees might 
have for the conduct of RCTs and support of bereaved parents and staff. 
Interviewees will not be identifiable in any publications arising from the 
study.

Ethics

The BRACELET Study has been approved by North West Research Ethics 
Committee. 

Website

Full and summary protocols can be downloaded from the BRACELET 
Study website (www.bracelet-study.org.uk). Letters, information leaflets 
and other details of the study can also be accessed via the website.

For more information, please contact: 
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