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Lack of reliable data
on care home populations

Randomised controlled trials (RCTs) collect detailed, high 
quality data on all care homes and residents recruited

Regular observations for up to one year

PROBLEM

OPPORTUNITY

BENEFITS

Low risk, 
low cost

Use for 
exploratory 

analysis

Pooling individual participant data (IPD): 
More data, more power

Inform clinical trial 
design

Anonymised 
data sharing



Type of data Examples of data available from care home RCTs

Trial level
Duration of follow-up, Timing of assessment points, Intervention details

Region / geographical area covered

Care home level 
Number of beds; bed occupancy rates (at baseline and follow-up)

Case mix; funding mix; ownership; CQC rating; staff ratios; staff retention

Participant level 

Inclusion & exclusion criteria for residents

Age at randomisation / Time living in care home / Sex / Ethnicity / BMI

Medical conditions e.g. dementia, diabetes, COPD, previous stroke 

Status at end of follow-up (alive/dead/lost to follow-up) / Cause of death

Health resource use including hospitalisations and medications 

Events during follow-up e.g. falls, infections, advanced care planning, change in 

funding

Outcome 

measures

Individual domain levels & summary scores

Resident-reported, carer-reported, or researcher-reported responses

Baseline measures & follow-up measures



Developing the trials archive
Inclusion criteria:
• RCTs conducted in UK care homes, published since 2010
• Any intervention, any clinical area
• Documented protocol, evidence of consent, data validation

Role of Trialist Steering Committee (TSC)
Original trialists act as gatekeeper for their respective datasets

• Oversight of how trial data will be used
• Opportunity to contribute to novel research 
• Recognition in any future publications using their data

• As new trials are added, new trialists join the Committee



Process for sharing pooled trial data
Pooling IPD from multiple sources – considerable effort
Need to establish as a longer term resource

Working with Virtual Trials Archive (VTA) 
at University of Glasgow 

• VTA established 2002 – Stroke trials
• All trial data stored securely on the University of Glasgow (UG) server
• Management transferred from Herts to VTA at end of DACHA funding
• External researchers send proposals/data access request via VTA website
• VTA manage data requests with oversight from Trialist Steering Committee
• Analysis completed on VTA data platform





• Started Jan 2020 - Ethics approval, Data Protection Impact 
Assessment

• July 2020 - Protocol finalised, published Feb2021 (BMC Trials)
• July 2020 - Data sharing agreements sent to sponsors
• 1st dataset received Dec 2020, 2nd dataset received Sept 2021
• Original data sharing agreement – only between Glasgow & trial 

sponsor
• Agreeing suitable three-way contract – approx. 6 months
• Contract amendments, new signatures

• As of Sept 22: 6 trials, 8 cohorts
• 2011-2019
• 5669 residents / 339 care homes
• Total RCT budget (2020 prices) £11.9M
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Timelines & Contracting



Preparing and Pooling IPD 

• Data access via Glasgow server - 2 part log-in, similar to future 
users

• Checking data – received all we need? Nothing identifiable? 
Linkage possible? Long or wide format? Labels defined? How are 
missing values coded? Compare IPD received to published 
consort diagram, baseline characteristics, sense-check dates, 
number ranges, categorical values within range?

• Resolving discrepancies – original trialists in Steering 
Committee, contact CTUs

• Standardisation – rename variables, recode categorical/binary 
variables, all measures on the same scale?  Seek advice from 
TSC and record all decisions

• Creating Master IPD & codebook



Challenge 
DemCare

CAREMED FINCH CHIPPS DCM-EPIC ELECTRIC

Recruitment 2011-12 2011-12 2016-18 2017-19 2014-16 2018-19
Location England England England Eng, Scot & NI England Engl & Scot
Budget (£ 2020) £2.9M £350k £2.3M £2.2M £2.7M £1.3M

N participants 832 826 1698
WP6: 880

WP5 Pilot: 40 
Cohort 1: 726
Cohort 2: 261

406

N care homes 63 30 84 44 50 37
Follow up 
(months)

4 12 12 6 16 4

Intervention 
type

Dementia
Medication 

management
Falls 

prevention
Pharmacist 

review
Dementia Incontinence

Outcome 
measures

Challenging 
behaviour;

CMAI;  
Clinical 

dementia; 
EQ5D3L; 

Neuropsych
inventory

Falls, 
STOPP/START

Falls; Barthel; 
DEMQoL; 

EQ5D5L; Fear 
of Falling

Falls, Barthel; 
EQ5D5L; 

STOPP/START; 
MMSE

CMAI;EQ5D5L
DEMQoL; 

QUALIDEM
QOLAD-CH

NPI;
Clinical 

dementia

Barthel; 
Clinical frailty; 

DEMQoL; 
MMSE; 

Minnesota 
Toilet, 

Bladder
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Trials included so far…



Total data availability – “VICHTA Key Dem”
• Variables with complete data 

(n=5669)
• Age : range 23 – 106  Mean 85
• Sex  - 72% female
• Duration follow-up
• Death status at study end (DeathYN)
• Capacity / Ability to consent
• Year of follow-up
• Country, Region 
• Timepoints

• Other factors collected in some 
trials

• Education level, Previous residence
• Care home mix, funding
• Staffing, occupancy

• Outcome measures
• Proxy(staff)

• QoL: EQ5D, DEMQoL, 
• Cognitive: MMSE, QUALID, QUALIDEM, 

DEMQoL
• Physical: Barthel, Clinical Frailty Score, 

PAM-RC
• Disease specific: Minnesota toilet, 

Waterlow

• Co-morbidities – varying 
denominator 

• Dementia diagnosis
• Stroke, Diabetes, CHD, Parkinsons
• Charlson index
• Later – try to map to medications?
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Potential future uses for VICHTA

• Identifying subgroups of residents
• Data harmonization and/or multiple imputation – simulation 

studies
• Mapping / crosswalk for outcome measures (esp. Quality of life)
• Focus on health resource use / medications data
• Social care workforce issues (linked with resident outcomes)
• Macroeconomic studies based on care home characteristics
• “A year in the life of a care home resident”

• Role of PPIE in DACHA –next steps: priority setting
• Promoting to research centres



This study is funded by the National Institute for Health and Care 
Research (NIHR) Health Service Research and Delivery 
programme (HS&DR NIHR127234) and supported by the NIHR 
Applied Research Collaboration (ARC) East of England.
The views expressed are those of the authors and not necessarily 
those of the NIHR or the Department of Health and Social Care.

More information in our 
protocol paper:

More information on the DACHA 
study is also available at:

www.dachastudy.com

Contact me at:
l.Irvine@herts.ac.uk

@lisirv

http://www.dachastudy.com/
mailto:l.Irvine@Herts.ac.uk
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