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Abstract 

There are increasing rates of internalising difficulties, particularly anxiety and depression, being reported in children 
and young people in England. School-based universal prevention programmes are thought to be one way of helping 
tackle such difficulties. This paper describes an update to a four-arm cluster randomised controlled trial (http://​www.​
isrctn.​com/​ISRCT​N1638​6254), investigating the effectiveness of three different interventions when compared to usual 
provision, in English primary and secondary pupils. Due to the COVID-19 pandemic, the trial was put on hold and 
subsequently prolonged. Data collection will now run until 2024. The key changes to the trial outlined here include 
clarification of the inclusion and exclusion criteria, an amended timeline reflecting changes to the recruitment period 
of the trial due to the COVID-19 pandemic and clarification of the data that will be included in the statistical analysis, 
since the second wave of the trial was disrupted due to COVID-19.

Trial registration ISRCTN Registry ISRCTN16386254. Registered on 30 August 2018.

Keywords  Adolescent, Young person, Children, Cluster randomised controlled trial, Mental health, Well-being, 
School-based

*Correspondence:
Jessica Deighton
EBPU@annafreud.org
Full list of author information is available at the end of the article

http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://creativecommons.org/publicdomain/zero/1.0/
http://crossmark.crossref.org/dialog/?doi=10.1186/s13063-023-07238-8&domain=pdf
http://orcid.org/0000-0002-7124-9968
http://www.isrctn.com/ISRCTN16386254
http://www.isrctn.com/ISRCTN16386254


Page 2 of 4Hayes et al. Trials          (2023) 24:220 

Introduction
This paper describes an update to a four-arm cluster 
randomised controlled trial (http://​www.​isrctn.​com/​
ISRCT​N1638​6254) [1], investigating the effective-
ness of three different interventions when compared 
to usual provision, in English primary and secondary 
pupils. Due to the COVID-19 pandemic, the trial was 
put on hold and subsequently prolonged. Data collec-
tion will run until 2024.

Inclusion/exclusion criteria
In addition to the original inclusion criteria for schools 
[1], schools are only eligible for participation in the trial if 
they sign a Memorandum of Understanding, data sharing 
agreement, and provide pupil lists to the research team. 
These criteria have been added to provide more clarity 
because they were already included in the process but 
had not been explicitly stated in the inclusion/exclusion 
criteria, so it was deemed necessary to be explicit that 
these steps are requirements.

Timeline
Recruitment of schools for wave 1 opened in March 2018 
and closed in September 2018. Schools recruited in wave 
1 completed the baseline assessment in September to 
October 2018 (time 1), delivered the intervention from 
January to March 2019 and completed the follow-up 
assessment in May 2019 (3–6 months time point, time 
2) and January to March 2020 (9–12 months time point, 
time 3).

Recruitment of schools for wave 2 opened in February 
2019 and closed in June 2019. Schools recruited in wave 
2 completed the baseline assessment in September to 
October 2019 (time 1) and delivered the intervention 
from January to the end of March 2020, with follow-up 
assessments due in May to June 2020 (time 2) and 
January to March 2021 (time 3). Due to the start of the 
COVID-19 pandemic in the UK in March 2020, delivery 
of the interventions could not be finalised, and the 
follow-up assessments due in May to June 2020 (time 2) 
could not be conducted (including the primary outcome). 
The follow-up assessment in January to March 2021 
(time 3) was collected.

To achieve the required sample size, recruitment 
recommenced in January 2022 and closed in September 
2022 (wave 3). Recruitment of schools for wave 3 
opened in February 2022 and closed in September 2022. 
These schools will complete the baseline assessments 
in September to October 2022 (time 1), deliver the 
intervention from January to March 2023 and complete 
the follow-up assessments in May 2023 (time 2) and 

January to March 2024 (time 3). See the Supplementary 
material for an updated timeline.

Due to the challenges around data collection created 
by the COVID-19 pandemic, the following data will be 
available at the end of the trial:

–	 Wave 1: baseline (time 1), post-intervention (time 2) 
and 1-year follow-up (time 3)

–	 Wave 2: baseline (time 1) and 1-year follow-up (time 
3)

–	 Wave 3: baseline (time 1), post-intervention (time 2) 
and 1-year follow-up (time 3)

Statistical analysis of the primary outcome
As the primary outcomes for all trials remain unchanged 
and are measured at 3–6 months follow-up (time 2), 
only wave 1 and wave 3 data will be used for the primary 
outcome analysis. The original protocol proposed to 
estimate three mixed models, each comparing an active 
treatment with the control arm. We would like to clarify 
that these will be conducted separately for primary and 
secondary schools. These two contexts are significantly 
different in terms of the developmental stage of the chil-
dren and also the educational setting, so it is deemed 
preferable to analyse them separately. The analytic strat-
egy set out in the original protocol remains unchanged, 
with mixed models allowing for school-level cluster-
ing, control for baseline levels in the primary outcome 
and the minimisation variables. As outlined in the 
original protocol, the statistical power of the strategy 
allows for minimally detectable effect sizes (MDES) of 
MDES = .186 in primary and MDES = .173 in secondary 
schools. We will conduct sensitivity analyses to test for 
the differences between waves. As stated in the original 
protocol, a detailed statistical analysis plan will be writ-
ten prospectively and made publicly available.

Roles and responsibilities
As this is an ongoing trial, there have been various peo-
ple undertaking similar roles at different stages, outlined 
below. JD is the principal investigator. NH is the imple-
mentation lead. DH was the trials manager for waves 
1 and 2. AT is the trials manager for wave 3. AL sup-
ported in between trial managers. JS was the data man-
ager for waves 1 and 2, with ongoing support for wave 
3. ET is the data manager for wave 3. ES is the qualita-
tive lead. AM was the research officer/school liaison 
lead for waves 1 and 2, with ongoing support for wave 
3. KN is the research officer/school liaison lead for wave 
3. RM and EA were research assistants. JB is the trials 
statistician. PP provides expertise in measures and sta-
tistical analysis. BM provides expertise in evaluating 
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mindfulness practices. EB was the health economist for 
waves 1 and 2. SL is the health economist for wave 3.

Abbreviations
AEs	� Adverse events
DMC	� Data monitoring committee
GDPR	� General Data Protection Regulation
MDES	� Minimally detectable effect sizes
SAEs	� Serious adverse events
UCL	� University College London
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AEs which are likely to be related to the intervention or research, to the 
DMC within two working days. AEs thought to be unlikely related to the 
intervention or research should be reported within five working days and 
will be collated and reported quarterly to the DMC. The UCL Research 
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