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An Adaptive, Implementation-to-Target cRCT
using remote records and opt-out inclusion to embed guideline-adherent delirium care in UK palliative care units

Creating Learning Environments

Although evidence-based for Compassionate Care-

guidelines exist, their consistent Palliative Delirium (CLECC-Pal
implementation in PCUs is Delirium) is a co-designed multi-
llmlted, and |mplementat|0n component implementation

strategies to support guideline- strategy to help embed

contributing to complex care adherent care have not been arEe o
needs and increased healthcare . S guideline-adherent delirium
rigorously evaluated in this

resource use. > . > care Within routine PCU
setting. practice.

DAMPen-Delirium Il is an adaptive implementation-to-target, Type lll hybrid effectiveness-implementation parallel group cluster randomised controlled trial
(cRCT) across 20 UK PCUs (10 per arm, ~50 patient records per cluster at each timepoint.

Delirium affects up to two-thirds
of palliative care unit (PCU)
Inpatients, causing distress for
patients, families, and staff, and
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The design emphasises efficiency and low burden on local teams by
')) Centralised remote data extraction from electronic medical records to minimise site staff workload
')) Opt-out inclusion (Confidentiality Advisory Group-approved) for all PCU inpatients unless they or their consultee decline

,)) Adaptive implementation-to-target progression, meaning full evaluation proceeds only where pre-specified implementation-readiness criteria are met, optimising
resource use and focusing evaluation where the strategy is deliverable

Our study design focuses on minimal data collection by PCU site staff with our central study
team accessing electronic medical notes remotely. The central study team held information Total 43 :
sessions where we described the study which led to a total of 43 sites showing interest in PCUs Diverse
» . . . : : : | of
g joining the study with of a target of only 20 sites required. expressed pPooO
0 interest PCUs
£ The Confidentiality Advisory Group approval for an opt-out strategy materially decreased
burden on site staff while maintaining patient rights regarding data.
Interest from 43 potential sites indicates strong feasibility for delivering a national CAG Working
Implementation trial in typically research-naive PCU environments. Approved with
Opt-out reﬂsear.ch
Discussion strategy naive sites

DAMPen-Delirium Il demonstrates several methodological innovations applicable beyond palliative care :

Q]) The use of remote clinical-record outcome ascertainment in a cRCT, ethical and operational application of opt-out data inclusion to reduce site workload

An efficient trial design that produces actionable results for decision-makers, by using routine data to rigorously test the effectiveness of an
Implementation strategy for improving clinical outcomes

An adaptive implementation-to-target trial design that maximise efficiency through only proceeding to full evaluation where implementation-readiness
criteria are met.

Together, these methods offer an efficient, scalable model for evaluating implementation strategies in small, dispersed healthcare settings
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