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Abstract

Background: Transitions from hospital to home are risky for older people. The role of patient involvement in supporting safe
transitions is unclear.

Objective: To assess the clinical effectiveness of an intervention to improve the safety and experience of care transitions for
older people.

Trial design: Cluster randomised controlled trial.

Participants: Eleven National Health Service acute hospital trusts and 42 wards (clusters) routinely providing care for older
people (aged 75 years and older) planning to transition back home.

Intervention: Patient involvement ward-level intervention—Your Care Needs You (YCNY).

Outcomes Unplanned hospital readmission rates within 30 days of discharge (primary outcome). Secondary outcomes
included readmissions at 60 and 90 days post-discharge, experience of transitions and safety events.

Randomisation: Ward as the unit of randomisation from varying medical specialities randomised to YCNY or care-as-usual
on a 1:1 basis.

Blinding: Ward staff, research nurses and researchers were unblinded. Patients were unaware of treatment allocation.
Statisticians were blinded to the primary outcome data until statistical analysis plan sign-off.

Results: Using a mixed effects logistic regression we saw no significant difference in unplanned 30-day readmission rates (OR
0.93; 95% CI, 0.78 to 1.10; P =.372) between intervention (17%) and control (19%). At all timepoints, rates were lower
in the intervention group. The total number of readmissions was lower in the intervention group (all timepoints) reaching
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statistical significance across 90-days with 13% fewer readmissions (IRR: 0.87; 95% CI 0.76 to 0.99) than the control. At 30-
days only, intervention group patients reported better experiences of transitions and significantly fewer safety events. Serious
adverse events were similarly observed in both groups [YCNY: 26 (52.0%), Care-as-usual: 24 (48.0%)]. None related to
treatment.

Conclusions: YCNY did not significantly impact on unplanned hospital readmissions at 30 days but in some secondary

outcomes we did find evidence of clinical benefit.

Keywords: transitions; involvement; safety; older people

Key Points

* Patient education or self-management within care transitions interventions is thought (but not proven) to contribute to

positive patient outcomes.

* The Your Care Needs You is an evidence based co-designed intervention that facilitates patient involvement during their

hospital stay to prepare them for managing at home.

* The cluster randomised controlled trial did not demonstrate a significant impact on the primary outcome of unplanned

hospital readmission rates at 30 days post-discharge.

* The trial did demonstrate significantly fewer unplanned hospital readmissions 3 months after discharge and significantly

fewer adverse events at 30 days post-discharge.

Introduction

For older people and those with complex needs, the tran-
sitional period of moving from hospital to home poses
many risks [1, 2]. Up to one in five patients experience
an adverse event during this time; an estimated 62% of
which could be prevented or ameliorated [3]. Over the last
decade, unplanned readmission rates have been increasing
with around 30% of all readmissions estimated to be avoid-
able [4-6]. In the UK, routinely recorded readmission data
for 202223, shows that older people had the highest rates of
readmissions (average of 17.7%) [7]. This compares with the
rate of emergency readmissions of 13.3% for those within the
16-74 age range. Thus, older people have the greatest need
for support in improving transitions of care and reducing
emergency readmissions [7].

A meta-analysis of 92 randomised controlled trials (RCTs)
found that interventions to improve transitional care for
older people with chronic illness reduced hospital readmis-
sions at 3 and 12 months [8]. Included interventions were
often costly and highly complex, comprising many of the
Ideal Care Transitions model [9] and National Transitions
of Care Coalitions [10] including discharge planning, struc-
tured follow-up, coordination of care, patient education and
self-management. They were generally initiated shortly after
discharge, included follow-up calls and visits, and lasted
around 6 months. The application of high intensity, mul-
tidomain and multidisciplinary transitions interventions for
older people [10, 11] has been widely advocated, however,
also acknowledged is the cost of these [8, 12]. There is some
suggestion that interventions, which seek to enhance patient
capacity to ‘reliably access and enact’ post-discharge care
[13, 14] or which emphasise patient education and promote
self-management [11], are most likely to be effective.

Qualitative evidence increasingly shows that patients
and their carers have a central role in supporting safe care
throughout the care pathway [15-17]. Patient involvement
in care during the hospital stay (through retaining knowledge
and capability to undertake usual care activities) may be a
key mechanism for enhancing patients’ capacity to support
the system to deliver safe care [18]. A meta-synthesis of
20 studies investigating the experiences of older people
as they transitioned from hospital to home [19] argued
that those providing healthcare should seek to encourage
cultures that supported questioning and discussion and
older people’s and carer’s needs for independence in care
transitions. Previously we too identified the importance of
supporting the greater involvement of patients in their care,
particularly during the hospital stay to help prepare patients
for being at home [20, 21]. However, participants were not
always willing or able to be actively engaged in their care
and this desire was highly variable [20]. In fact, patient
involvement in hospital care is not considered intuitive [20,
21] and is unlikely to be enacted without intervention or
support. The mechanism for doing this has not been fully
explored.

Using a theoretical approach that aims to build resilience
in patients [22], we developed an intervention to support
greater involvement of patients and their families. The “Your
Care Needs You’ (YCNY) intervention was codesigned with
patients and healthcare staff and aims to facilitate older
people (and their family/carers) to ‘know more’ and ‘do
more’ whilst in hospital [23, 24].

By involving people during their hospital stay, we hypoth-
esise that they will be better prepared to manage their
health and wellbeing on returning home [25] thus avoiding
unplanned readmissions, enhancing their experience of the
transitions process and reducing adverse events.
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Methods

Study design and setting

A cluster RCT of the YCNY intervention vs care-as-usual
for people aged 75 years and older, during the transition
from hospital to home was conducted. For a full descrip-
tion see the published protocol [26]. We randomised at
ward level to minimise the risk of contamination. Wards
were eligible if they routinely provided care for people aged
75 years and older, from National Health Service hospital
trusts in the north of England. Wards were ineligible if they:
were non-NHS funded/private inpatient wards; did not
routinely provide care for patients aged 75 years and over; did
not have regular medical input (e.g. discharge wards); were
acute medical admission wards; were participating in another
trial, which included similar follow-up time points to this
trial.

Full methods and findings from cost-effectiveness and
fidelity analyses will be reported elsewhere. Findings from
a parallel process are published elsewhere [27].

The intervention

The intervention focuses on four key activities that were
identified by modelling the transitional period using
interview and observation data collected earlier in the
programme of research [25]. The activities are managing
their: health and wellbeing; medications; daily activities; and
escalating care needs. These were incorporated into patient-
and staff-facing intervention elements through codesign
[23].

Wards were free to decide upon how and when the fixed
and flexible elements were delivered, however, they were
asked to deliver these at ward level and ensure that all
elements (except the advice sheet for managing at home)
were delivered early in the patient’s ward stay.

Outcomes

The primary outcome was unplanned hospital readmission
(readmitted vs not) at 30 days post-discharge. Secondary
outcomes comprised: unplanned readmission at 60 and
90 days; time to, number and duration of unplanned
readmissions; patient experience and safety event rate
measured using the Partners At Care Transition Measure
(PACT-M) [28] and 3-item Care Transition Measure (CTM)
[29] around 7, 30 and 90 days (see Appendix 1 in the
Supplementary Data section for full details of the measures);
quality of life (Eq5D) [30] and resource use measures. The
latter two outcomes were used for the health economics
analysis that will be reported elsewhere.

Data relating to hospital readmissions were assessed using
routinely collected hospital episode data from participating
Trusts. All other data were collected through a nested cohort
study requiring individual patient consent and completion
of questionnaires.

Sample size

Based on similar interventions targeting readmission [13]
and an 18% baseline risk of readmission for older patients,
we anticipated a 4%—6% absolute difference in readmission
rates at 30 days between control and intervention wards.
Using a 4.5% reduction in readmissions, with 80% power,
alpha of 0.05, intracluster correlation coefficient (ICC) of
0.01, and an average cluster size of 140, accounting for a
10% attrition rate, we determined 5440 participants were
required for the primary outcome.

A nested cohort for individual data was powered based
on the secondary outcome of transition quality using the
PACT-M [28]. With a mean difference of 2.7 points, which
equates to a reduction of around half an adverse event and an
Standard Deviation (SD) of 9, and 80% power, alpha 0.05,
we required 170 patients per group. Adjusting for clustering
and a 25% attrition rate, we aimed to recruit 500 patients
per group (1000 total) across 40 clusters, assuming an ICC
of 0.05.

Inclusion and exclusion criteria

Eligible patients were aged 75 years and older expecting to
be discharged back to their own homes; an inpatient on a
participating ward for at least one night; were able to give
informed consent (or personal consultee if lacking in mental
capacity). Patients were excluded if they: had previously
been recruited to the study; required an interpreter; lived
out of area; expected to be transferred to another acute
hospital/trust prior to discharge or a community rehabil-
itation unit; admitted for psychiatric reasons (other than
dementia/delirium); nursing/residential home resident or
planning to be discharged to a nursing/residential home on
a permanent basis; at the end of their life/subject to fast-
track discharge to palliative care or; unable to give informed
consent (with no suitable personal consultee).

Randomisation

Wards were randomly allocated following recruitment to the
study in an equal allocation ratio (1:1) independently by
statisticians at the York Trials Unit using minimisation soft-
ware minimPy [31] and stratified by ward type (speciality),
the percentage of patients over 75 years (split by <66% and
>066%, based on the feasibility cRCT) [24] and NHS trust.
Allocations were concealed until researchers notified wards
about their allocation.

Masking

Due to the study design, it was not feasible to mask par-
ticipants, ward staff, research nurses or members of the
study team. The intervention was delivered as treatment as
usual on wards and patients were recruited (by local research
team) to follow-up only and were unaware of ward treatment
allocation. Statisticians did not see primary outcome data
until after the statistical analysis plan was signed off.
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Analysis

All analyses were conducted in R v4.3.1 [32] and Stata v18
[33] and followed the principle of intention-to-treat. Results
are reported using the CONSORT 2004 checklist [34] (See

Appendix 2 in the Supplementary Data section for the details
of the CONSORT checklist).

Participant flow

Ward and participant flow through the study are presented
in CONSORT flow diagrams for the primary and nested
cohorts.

Primary analysis

The number of readmissions and deaths at 30 days are
reported by treatment group.

The primary estimand was the difference in the pro-
portion of patients with an unplanned hospital readmis-
sion (readmitted vs not) at 30 days post-discharge between
patients on YCNY and care-as-usual wards, regardless of
treatment crossovers but excluding those who died within
30 days and had no readmission recorded before death. A
mixed effects logistic regression including treatment alloca-
tion, ward type, baseline ward readmission rate, percentage
of patients 75 and over and gender as fixed effects and trust
and ward as random effects was used. The prespecified model
(including hospital and ward as random effects) did not fit
the structure of the data so were excluded. Two wards had
missing baseline readmission rates and were imputed using a
simple linear regression model with ward type, percentage of
patients 75 and over and average age as predictors. Robust-
ness of the model to multicollinearity and the method for
categorising ward type were evaluated. ICCs for wards have
been presented.

A complier average causal effect (CACE) analysis was
carried out using ward level scores for the fidelity to the
intervention categorised as cither ‘low’ (minimal evidence
intervention delivery), ‘medium’ (evidence of delivery but
with ‘scope for improvement’) or ‘high’ (competent deliv-
ery as intended) [35]. A two-stage instrumental variable
approach was used with treatment allocation as the instru-
mental variable [36]. No missing data analysis was planned
due to the method of data collection.

A subgroup analysis (<85 and > =85 years of age) was
conducted by including the interaction between age category
and allocation in the primary analysis.

Secondary analyses

Secondary data were analysed using the same fixed and
random effects as specified in the primary analysis model
unless otherwise stated. Readmissions at 60 and 90 days were
analysed using the same model specification as the primary
analysis. Time to first readmission was analysed using a Cox’s
proportional hazards model and deaths were accounted for
using right censoring. Number of readmissions over 90 days
was analysed using a negative binomial, zero inflated model

4

due to overdispersion. Total duration of readmissions within
90 days was analysed using a mixed effects linear regression
model and included an average length of stay at ward level as
an additional fixed effect.

A mixed-effects linear regression was used to analyse
CTM-3 and PACT-M experience. The primary time point
of interest for the nested cohort was prespecified as 30 days.
A mixed-effects Poisson regression model was used to analyse
the PACT-M Safety (number of adverse events experienced)
due to severe deviations from the normality assumption.
Sensitivity analyses were undertaken using the same models
described above but restricted to participants recruited dur-
ing the first 5 months to reflect the same recruitment period
as in the nested cohort. No adjustments for multiple testing
were applied.

Results

Participant flow

In total 42 wards were randomised (YCNY =21 and Care-as-
usual = 21). Three wards withdrew from the study: two from
YCNY and one from Care-as-Usual. Reasons for withdrawal
included one ward undergoing a change in function and two
citing concerns over staffing and recruitment. Additionally,
four wards (three from YCNY and one from Care-as-Usual)
withdrew from the nested cohort but provided routine data.
Participant screening for the nested cohort occurred from
November 2021 to March 2023. However, data on readmis-
sions were restricted to the initial 5 months of recruitment
spanning November 2021 to November 2022.

Primary cohort

Eleven Trusts returned routinely collected data from 39
wards (18 intervention, 21 control) (Fig. 1). During the
first 5 months of recruitment a total of 8906 patients
were admitted to participating wards and readmission
data was returned for 5483 patients (YCNY = 2765, Care-
as-usual =2718). Three hundred thirty-six (YCNY =155,
Care-as-usual = 181) patients were excluded for the reasons
provided.

Routine data for 5147 patients (YCNY =2610, Care-
as-usual = 2537) were available for up to 30 days post-
discharge and 4947 of these patients (YCNY =2525, Care-
as-usual = 2422) were included in the primary analysis,
which exceeded the target of 4896.

Nested cohort

Eight thousand, three hundred nineteen patients across 35
recruiting wards (Fig. 2) were screened for eligibility; an aver-
age of 237 patients per ward (mean = 237.7, minimum = 58,
maximum = 600). Of those screened, 2542 (30.6%) were
eligible, 625 (24.6% of those eligible) consented and 613
(98.2% of those consented) were discharged and subse-
quently sent follow-up questionnaires [331 (54%) care-as-
usual and 282 (46%)] to YCNY. Complete summaries of
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Intervention wards (n=18)
Patients admitted to wards in 5 month
recruitment period (n=4505)

l Data returned v

Patients on whom sites returned data
(n=2765)

Data not returned (patients not 75 or over, no
overnight index stay, not discharged to usual
residence) (n=1740)

l Readmission data

Patients with readmissions data (n=2610)
Patients excluded (n=155)
* Outside 5 month recruitment window
(n=61)
* Did not have an overnight index stay
(n=20)
*  Followed up for less than 30 days (n=3)
* Died during index stay (n=71)

Patients admitted

Control wards (n=21)
Patients admitted to wards in 5 month
recruitment period (n=4401)

Patients on whom sites returned data
(n=2718)

Data not returned (patients not 75 or over, no
overnight index stay, not discharged to usual
residence) (n= 1683)

Patients with readmissions data (n=2537)
Patients excluded (n=181)
* Outside 5 month recruitment window
(n=91)
* Did not have an overnight index stay
(n=12)
* Followed up for less than 30 days (n=8)
* Died during index stay (n=70)

1 1 |

Follow up duration ] l l l

Patients followed up to

Patients followed up to

30 days (n=2610
Patients included at 30
days (primary analysis
cohort) (n=2525)
Excluded as death within
30days and no
readmission recorded
before death (n=85)

60 days (n=2570
Patients included at 60
days (n=2445)

Excluded as death within
60 days and no
readmission recorded
before death (n=125)

Wards (n=18)

Patients followed up to
90 days (n=2492
Patients included at 90
days (n=2298)

Excluded as death within
90 days and no
readmission recorded
before death (n=194)

Wards (n=18)

Patients followed up to

Patients followed up to

Patients followed up to

30 days (n=2537)
Patients included at 30
days (primary analysis
cohort) (n=2422)
Excluded as death within
30days and no
readmission recorded
before death (n=115)

60 days (n=2453
Patients included at 60
days (n=2338)

Excluded as death within
60 days and no
readmission recorded
before death (n=115)

Wards (n=21)

90 days (n=2397
Patients included at 90
days (n=2219)

Excluded as death within
90 days and no
readmission recorded
before death (n=178)

Wards (n=21)

Wards (n=18)

Wards (n=21)

Figure 1. CONSORT flow diagram showing flow of patients in the primary cohort study.

reasons for ineligibility and refusal (where available) are
provided in Appendix 3 (see Supplementary Data files).

Baseline characteristics

Wards and patients showed similar characteristics across
treatment groups in the primary cohort. For the nested
cohort, participants were admitted into hospital between
26th October 2021 and 27th March 2023. The nested
cohort had more females (58%) and more White British
(94%) compared to the primary cohort (41%) and (89%),
respectively (see Appendices 4 and 5 in the Supplementary
Data files for details of the baseline characteristics for the
primary and nested cohorts).

Primary outcome

A total of 895/4947 (18%) patients had at least one
unplanned hospital readmission within 30 days post-
discharge, 436 (17%) in the YCNY and 459 (19%) in the
care-as-usual group. There were 289 (6%) deaths within
30 days post-discharge (YCNY: 130; 5% and Care-as-usual:
159; 6%).

There was no difference in 30-day readmission rates
between the two groups (OR 0.93; 95% CI, 0.78 to
1.10; P =.372) (Table 1). Results were robust to sensitivity
analyses and did not change findings when assessing
multicollinearity, inclusion of index length of stay as a

fixed effect and impact of fidelity to YCNY. There was
no interaction between age and treatment (OR 0.89; 95%
CL 0.66-1.20; P =.447) (See Supplementary Data files,
Appendix 0).

Secondary outcomes

At 60 and 90 days, readmission rates across groups were
similar (OR 0.85; 95% CI, 0.70 to 1.03; P =.100, and OR
0.82;95% CI, 0.67 to 1.01; P =.061) (Table 2).

There was no significant difference in time to first
readmission across 90 days (HR 0.87; 95% CI, 0.75 to
1.01; P =.076) and total duration of readmissions (adjusted
mean difference: —2.26; 95% CI, —4.65 to 0.12; P =.063).
Patients in wards randomised to intervention experienced
0.87 times as many readmissions within 90 days of discharge
compared with participants in control wards, a 13%
reduction in readmissions. This difference was significant

(IRR 0.87; 95% CI, 0.76 to 0.99; P =.039).

Nested cohort

Participant follow up and retention

Of those consented, 110 (17.6%) subsequently withdrew
from the study, 50 (8.0%) died, five (0.8%) were lost to
follow-up, eight (1.3%) died prior to discharge, two (0.3%)
withdrew prior to discharge and two (0.3%) were eligible but
were not discharged within study time frames.

5
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+ Died post 90-days (n=6)
+ Withdrew post 90-days (n=9)

Figure 2. CONSORT flow diagram showing flow of participants in the nested cohort study.

Table I. Primary outcome

n in model
Primary analysis model 4947
CACE analysis (based on fidelity 4947

scores low, medium and high)

Readmissions at 30 days Odds ratio (95%

ICC (ward)

YCNY n (%) Care-as-usual 7

confidence

interval)
(%)

Unplanned hospital readmission at 30 days post-discharge
436 (17%) 459 (19%) 0.93 (0.78-1.10)
Sensitivity analysis models to assess

0.02

0.98 (0.94-1.03)

P-value

372

435
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Table 2. Secondary analyses including both the primary and nested cohorts

7 in model ICC (ward) YCNY Care-as-usual Estimate (95% P-value
confidence interval)
Primary analysis cohort
Readmission at 60 and 90 days N (%) N (%) Odds Ratio (95% CI)
60 days 4783 0.02 612 (25%) 677 (29%) 0.85 (0.70-1.03) .100
90 days 4517 0.02 692 (30%) 779 (35%) 0.82 (0.67-1.01) .061
25th percentilex 25th percentilesx Cox’s proportional
readmission time in readmission time in Hazard ratio (95% CI)
days (95% CI) days (95% CI)
Time to first readmission (days) 5158 0.02 67 (58 to 77) 50 (46 to 57) 0.87 (0.75-1.01) .076
Total number of Total number of Incidence rate ratio
readmissions readmissions (95% CI)
Total readmissions 4517 0.03 898 1027 0.87 (0.76-0.99) .039
Median duration of Median duration of Adjusted difference in
all readmissions all readmissions means (95% CI)
(IQR) (IQR)
Total duration of readmissions 1179 0.02 9 (3 t021) 10 (4 to 25) —2.26 (—4.65-0.12) .063
(days)
Nested cohort
CTM-3 Adjusted difference in
means (95% CI)
T1 392 0.01 67.0 63.8 3.21 (—0.91, 7.33) 127
T2 356 0.01 68.4 63.4 4.93 (0.46, 9.40) .031
T3 297 0.01 68.5 65.9 2.59 (—2.08,7.27) 277
PACT-M (8-experience items) Adjusted difference in
means (95% CI)
T1 407 0.01 20.2 19.6 0.68 (—0.50, 1.87) .260
T2 372 0.02 23.7 23.2 0.57 (—0.41, 1.56) 255
T3 309 0.01 24.2 23.8 0.47 (—0.66, 1.61) 409
PACT-M (7-safety items) IRR (95% CI)
T1 420 0.02 0.86 (0.66, 1.10) 231
T2 385 0.01 0.75 (0.57, 0.99) .039
T3 318 0.01 0.85 (0.69, 1.04) .120

Overall, 435 (71.0%) participants completed the 7-day
post-discharge assessment, 400 (65.3%) completed the 30-
day assessment and 321 (52.4%) completed the 90-day

assessment.

Secondary outcomes

There was evidence of a difference in CTM-3 score, favour-
ing the YCNY group at 30 days (adjusted mean difference
4.93, 95% CI 0.46 to 9.40, P =.031) but not at 7 (3.21,
95% CI-0.91 to 7.33, P =.127) or 90 days (2.59, 95% CI
—2.08 to 7.27, P =.277) (Table 2).

There was a decrease in the adverse event rate in
the YCNY group (IRR 0.75, 95% CI 0.57 to 0.99,
P =.039) (Table 2). Sensitivity analyses, which restricted the
population to those recruited and discharged within the first

5-month recruitment period, reflected these results. Further
detailed considerations in relation the statistical methods and
results can be found in Appendix 7 in the Supplementary
Data files.

Serious adverse events

A total of 50 deaths were recorded, 26 (52.0%) were within
care-as-usual and 24 (48.0%) within the YCNY group.
No deaths were determined to be related to YCNY or
participation in the trial.

Discussion

There were no significant differences in the primary outcome
(unplanned 30-day readmissions rate), 60-day or 90-day

7
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readmission rates, which were similar to the national average
[7]. The rates however were consistently lower in the YCNY
group. The ‘total number’ of readmissions, whilst lower
in the intervention group at all timepoints did not reach
statistical significance until 90-days post-discharge. There
were no significant differences in PACT-M experience and
CTM-3 across all timepoints, and PACT-M safety items
at 7- and 90-days post-discharge. At 30-days, a significant
difference was observed for the CTM-3 and PACT-M safety
items in favour of the intervention.

Our study has a number of strengths and limitations in
relation to the analytical methods and trial implementation.
Cluster randomisation can be susceptible to selection bias;
however, our primary cohort was based on routinely col-
lected data comprising all patients who met our eligibility
criteria. Some contamination between wards may still have
occurred through staff movement between wards. We did not
monitor this. We did monitor patient movement however
and observed that 25% of patients in intervention wards
had at least one ward move to a control ward and that just
over 1% moved in the opposite direction. It is possible that a
small proportion of patients could have been readmitted to
other hospitals or settings however we did not monitor this
and assume that this would have been similar across groups.
Some participants in the nested study were not followed up
for the full 90-day period however this only affected some of
the secondary outcomes and we assume this to be consistent
across groups. The nested cohort had a higher proportion of
females and White British people than the primary cohort
so assessment of some secondary outcomes may not be
fully representative of the diversity of patients on wards.
Similarly, the intervention was developed and tested in the
English language and we did not assess its acceptability across
different cultural groups. The impact of the intervention
on safety inequities remains unknown. Whilst readmission
rates could be influenced by variability in patients from
different ward specialities, this was a stratification variable in
the randomisation and a covariate in the analysis model. To
capture accurate recollections of hospital-based transition’s
experiences we included a 7-day post-discharge follow-up.
However, this time point saw our greatest loss to follow-up,
and we do not know if including this time point jeopardised
participation in subsequent follow-up timepoints. Recruit-
ment to the nested study was impacted by the COVID-
19 pandemic. Of those who were eligible, 25% provided
consent. This echoes reports of challenges from other clinical
trials conducted at the same time [37, 38]. In addition to staff
shortages, our recruitment was hampered by communication
difficulties (due to mask and visor wearing), patient lethargy
and disinterest (due to patients being restricted to the bed
area), and lack of patient support (family members had
limited access to wards). We also had to deliver condensed
training sessions and support online because of reduced
access and workforce availability. This will have affected the
potential impact of our intervention. Despite the enormous
challenges imposed by COVID-19 we managed to over-
recruit to our primary outcome. Further we adapted at short

8

notice and worked with services to deliver the trial to a high
quality.

Our findings align with evidence from a meta-analysis of
92 ‘multidomain’ transitions interventions, which showed a
significant reduction in readmissions in intervention groups
from 3 months post-discharge onwards [8]. The delayed
impact (not seen at 1 month) on outcomes has been referred
to as an ‘investment effect’ [39]. Our theory of change pro-
posed that by ‘doing more’ and ‘knowing more’ during a hos-
pital stay, patients would have a safer transition home [25].
One mechanism could be through the triggering of patients
to take on an active role in their care resulting in more timely
engagement with community services to manage symptoms.
We know that there were fewer reported safety events in
the intervention group at 30 days indicating a potential
mechanism by which the ‘investment effect’ occurs. Further
insight into when the intervention may have been triggered
is suggested by other trial-related data. Preparedness for
transitioning home (measured by CTM-3 and experience
items in PACT-M1) did not suggest that patients in the
intervention group felt more prepared for going home. This
fits with our process evaluation findings that staff did not
always have time to explain or interact with the booklet and
that patients were rarely seen interacting with it [27]. This
indicates that during this trial, the intervention may have
been assimilated into care after discharge, perhaps supported
by family members who had limited access to wards.

Prior transitions interventions have taken a broad
approach by including multiple domains such as medicines
reconciliations, patient and family education and post-
discharge support. Our approach took a deep dive into one
domain, patient involvement, to fully explore its potential
contribution. Whilst subgroup analysis of previous multido-
main intervention trials suggested that interventions, which
aimed to ‘increase capacity to “enact” post-discharge care’,
are most likely to be effective [13], the included studies were
not necessarily about patient involvement. For example, a
primary aim of medicines reconciliation would be to avoid
errors rather than necessarily support patients or carers to
identify and prevent them. Our intention, from the outset,
was to involve patients and carers ‘as partners’ in care to
anticipate, respond, and adapt to evolving situations in line
with resilient healthcare theoretical approaches [22] and
thereby supporting system resilience. This was based on
literature that indicated that greater patient involvement
in care was desirable and potentially amenable to change
[40, 41] depending on the role or ‘work’ required [42]. That
intentionality steered us to thoroughly examine both the
concept of older people’s involvement in care transitions
and the way that it manifested within a complex healthcare
system [20, 21]. This intentionality, to go beyond an
assumed understanding of, and approaches to, patient
involvement perhaps indicates why we have been able to
demonstrate some evidence of benefit through a single
domain transitions intervention.

Systematic reviews of transitions interventions in general
tend to omit reporting safety events as an outcome [8, 13],
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despite these being both linked with poor discharges and
contributing to hospital readmissions [3, 43]. We therefore
recommend that future transitions trials capture early post-
discharge safety events and explore in more depth their
management to elucidate the mechanisms behind such inter-
ventions.

Conclusion

The World Health Organisation states that patient engage-
ment and empowerment through involvement across the
care trajectory saves lives and money, reducing the burden
of harm by 15% (https://www.who.int/campaigns/world-
patient-safety-day/2023). They call for systems to engage
and empower patients and families across the care trajectory
[World Health Assembly resolution (WHA72.6)]. Patient
involvement, as it is conceptualised through YCNY offers
a promising contribution to this and may therefore be of
interest to service planners and clinicians.
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