Box 1 – Motivating Example: DCM-EPIC
DCM-EPIC compared the clinical and cost-effectiveness of an intervention to improve the uptake of person-centred care (Dementia Care Mapping, DCM) plus usual care to usual care alone for people living with dementia in UK care homes. The intervention was targeted at the care home as a whole, but the primary outcome (agitation) was assessed in residents with dementia, 16 months following care home randomisation. Initially, a closed cohort PG-CRT design was adopted, with residents with dementia registered prior to cluster randomisation (baseline) and followed up at 6- and 16-months following cluster randomisation. However, unavoidably high loss to follow-up due to resident death or movement out of the care home, led to a design change to additionally include those residents with dementia at 16-months following randomisation not included at baseline. This allowed us to consider the open population of people living with dementia in UK care homes from baseline to final follow-up, who were exposed to the care home level intervention. There was substantial overlap in the residents included at baseline and final follow-up, distinguishing this open cohort PG-CRT design from a repeated cross-sectional PG-CRT design. Although linkage of some data over time within residents would have been possible, this was not done in the primary analysis.



Box 2 – Falls in Care Homes (FinCH)FinCH was a PG-CRT in care homes assessing effectiveness of a fall prevention programme [22]. All eligible participants were identified and recruited before cluster-randomisation (1a, 4a). Participants were assessed for the primary outcome 3 to 6 months following cluster-randomisation (2a, 3c). The intervention was at a cluster-level (7a) and included training of care home staff, provision of manuals and a poster displayed in care homes. All participants were exposed to the intervention at the same time following cluster-randomisation (5a) through to the end of the trial data collection period (6a). Although provision of manuals and posters were stable interventions (8a, 9a), staff training was not. Staff training had an embedding period of 3 months before outcomes were assessed (8b); refresher training was provided to counteract drift (9b). No information on the timing of intervention delivery and measurement across clusters was provided. All participants were present in the cluster before cluster-randomisation (11b/c).




Box 3 – Audit and Feedback INterventions to Increase evidence-based Transfusion practIcE (AFFINITIE)AFFINITIE was a programme of factorial CRTs in secondary care assessing the effectiveness of two feedback interventions (audit report and support) in a national comparative audit [23]. In both trials, clusters were the transfusion practitioners in NHS trusts. Due to the audit topic, which was elective surgery, participants at baseline and follow-up were unlikely to overlap, so some eligible trial participants were identified before cluster randomisation and some not (1c). The primary outcome was assessed at 12 months following cluster-randomisation (2a). As audit data was anonymised, it was not possible to link any repeated measurements from a participant (3b). Interventions targeted staff at a cluster-level (7a). Participants became eligible in discrete windows at baseline and 12 months following cluster-randomisation (4a). Trial participants at baseline were first exposed following cluster randomisation, while those at 12 months were exposed when they are admitted to hospital (5e). As participants were exposed during their hospital stay, exposure duration across participants was variable (6b). No embedding period was implemented so cluster-level learning might have occurred (8c). There was only one round of audit and feedback so drift might have occurred (9c). Audit reports were delivered at the same calendar time for all clusters, with support available from randomisation (10a). At 12 months trial participants were unlikely to have been present in the hospital before cluster randomisation (11a).




Box 4 – Strengthening Evidence base on scHool-based intErventions for pRomoting adolescent health (SEHER)SEHER was a PG-CRT in secondary schools assessing the effectiveness of an intervention to improve school climate and health outcomes [24]. Students in school at baseline and follow-up (or both) were eligible, so some trial participants were identified before cluster randomisation and some not (1c). The primary outcome was assessed on students 8-months after cluster-randomisation (2a). Some students were in the school at both baseline and follow-up, so it was possible to link repeated measurements (3c). The intervention was multi-component, consisting of cluster and individual-level components (7a). Students were consented at baseline and follow-up in two discrete windows (4a). Students in school at baseline were exposed to the intervention following cluster-randomisation; students enrolling later were exposed when they joined the school but were not recruited until 8-months follow-up (5e). As such, there were variable exposure lengths across students (6d). Due to a pilot before the main trial, the intervention was already embedded to some degree (8b). Training and supervision of counsellors and teachers was provided throughout to counteract possible drift (9b). Information on the timing of intervention delivery and measurement across clusters was not reported. Some students were in school before cluster-randomisation, so their time-in-school before cluster-randomisation could affect trial outcomes (11b/c).






Box 5 – Prevention Of Delirium (POD)POD was a feasibility PG-CRT in orthopaedic trauma wards of an intervention to prevent delirium in elderly care [25]. Participants became eligible when admitted to a ward, so no eligible trial participants were identified before cluster randomisation (1b). Data collection was post-admission, and was therefore unique to each participant (2b). The primary outcome was assessed over 10 days of hospital admission; repeated measurements were obtained with the ability to link outcomes over time (3c). POD was a ward-based intervention involving staff and volunteers to change the environment experienced by participants (7a). Trial participants were recruited continuously, as they became eligible (4c). As a result of the intervention level, participants were first exposed when they joined the ward, and if they met eligibility criteria were asked to consent within 48 hours of admission (5c). Participants were then exposed until they were discharged (6b). Following cluster randomisation, intervention wards underwent a 6-month embedding period before participants were recruited (8b). No information could be found about refresher training for staff in the ward or training for new staff (9a/b/c). All wards began participant recruitment at the same time (10a). Participants were not present in the ward before cluster-randomisation, so time in the ward at baseline was not an issue (11a).







Box 6 – PeRsOnaliSed Care Planning for OldER People (PROSPER)PROSPER was a feasibility PG-CRT in general practices, assessing whether a care planning intervention could improve frailty in older people [26]. All eligible trial participants were identified before cluster randomisation (1a). Participants were assessed for the primary outcome at 12 months following consent (2b, 3c). A team-based intervention was delivered to general practices (7a). Participants who had previously been identified before cluster randomisation were consented after cluster randomisation on an individual basis for logistical reasons (4b). Participants were exposed on an individual basis following consent (5b). The intervention was a fixed duration of 12 weeks (6b).






Box 7 – Shaping care home COVID-19 testing policy (VIVALDI-CT)VIVALDI-CT is a PG-CRT in care homes, assessing the impact of regular asymptomatic testing of care home staff for COVID-19, compared to national testing guidance, on incidence of COVID-19 related hospital admissions in residents [27]. Some residents are identified before cluster randomisation, while some are not (1c). The primary outcome is anchored to the randomisation of care homes (2a) with constant surveillance for hospital admission events in residents thereafter (3c). Although the intervention is delivered to care home staff, to achieve its aims it is delivered to all staff making cluster randomisation essential (7a). Some residents become eligible at baseline, while others become eligible as they enter the care home thereafter (4d). Residents who enter the care home prior to cluster randomisation are first exposed to the intervention following cluster randomisation, while those who enter the care home after cluster randomisation are first exposed when they enter the home (5d). As such, there are variable exposure lengths across residents (6d). While there is no embedding period for the intervention, it is not clear whether learning effects are likely (8a/c). Similarly, it is not clear what strategies were considered to counteract possible drift (9a/c). All care homes will be randomised at the same time, or in a phased approach by different providers as they become ready (10a/b). Some residents were in the care home before cluster randomisation, so their length of stay could affect trial outcomes (11b/c).


