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The ICLEAR service model to integrate
palliative care and respiratory medicine for
chronic obstructive pulmonary disease patients
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Plain English summary of protocol

Background and study aims

Chronic obstructive pulmonary disease (COPD) is a lung condition that prevents airflow to the
lungs, causing difficulty breathing, discomfort, fatigue, and other symptoms that contribute to
poor quality of life. People with COPD often have unmet needs across physical, emotional,
social, and care domains. Palliative care can help address these unmet needs for people with
COPD, but the referral and access to palliative care for this population is not optimal. A
proactive approach which integrates palliative care into routine care for COPD can help reduce
the impact of the illness and help patients have timely discussions about their preferences for
care.

Through the EU PAL-COPD project, the aim is to achieve better quality of life and improved well-
being for people with advanced COPD, by integrating palliative care into routine respiratory
care. For this, we propose an intervention called ICLEAR-EU, which focuses on identifying
palliative care needs; integration between palliative, respiratory, and community care; shared
decision-making about care goals and advance care planning; and regular review of these
decisions. Originally developed in the UK, ICLEAR-EU has been adapted to fit the healthcare
context of six countries where the trial will be carried out: Belgium, the Netherlands, the United
Kingdom, Denmark, Hungary, and Portugal.

With this trial study, which will last 27 months in total, we will test the effectiveness of ICLEAR-
EU For people with advanced COPD who are admitted to the hospital for an exacerbation, or
sudden worsening, of their symptoms. With three hospitals per country participating, we aim to
evaluate the effects on outcomes for patients and their family caregivers, explore differences in
outcomes across countries and subgroups, evaluate the intervention’s cost-effectiveness, and
assess the intervention’s implementation process.

Who can participate?
Patients with advanced COPD, admitted to the hospital for an exacerbation, can participate if
they meet the eligibility criteria. The patient’s family caregiver can also participate.

What does the study involve?
In each country, participating hospitals begin the study in the control group, providing patients
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with usual care. In a randomly allocated order, the hospitals will begin the ICLEAR-EU
intervention after 6, 12, or 18 months of following the control condition. During the month
before starting the intervention, the healthcare professionals delivering the intervention will
receive training about the intervention and the study procedures. Patients and family caregivers
will be recruited throughout a 24-month period, starting from the beginning of the study. The
researchers will collect data through questionnaires, with a 90-day follow-up period for patients
and caregivers. There will also be a process evaluation to understand how the intervention was
implemented, for which we will use data collection methods such as attendance lists,
questionnaires, and interviews.

What are the possible benefits and risks of participating?

Taking part in the study helps the EU PAL-COPD research team evaluate an international
intervention, which aims to improve patient-centred care and quality of life for people with
advanced COPD. For participants in the control condition, there are no immediate benefits to
taking part in the study. However, completing questionnaires may facilitate thinking about care
needs, which can be shared with a healthcare professional. For participants in the intervention,
participating in conversations with healthcare professionals about future care goals may help
identify and meet care needs and preferences.

There are minimal to no risks anticipated in participating. For some participants, thinking and
talking about their health and (palliative) care, or answering questions about palliative care and
the end of life, may be distressing. The research team will have procedures in place to respond
to distress and can provide information about support services.

Where is the study run from?
The study is conducted in six countries: Belgium, the Netherlands, the United Kingdom,
Denmark, Hungary, and Portugal.

When is the study starting and how long is it expected to run for?
January 2024 to November 2027

Who is funding the study?

EU PAL-COPD is funded by the European Union under the Horizon Europe Programme
(HORIZON-HLTH-2023-DISEASE-03). The project is also supported by Innovate UK, and the
Ministry of Culture and Innovation of Hungary from the National Research, Development, and
Innovation Fund.

Who is the main contact?
1. Prof. Koen Pardon (Vrije Universiteit Brussel): koen.pardon@vub.be
2. Prof. Luc Deliens (Vrije Universiteit Brussel): luc.deliens@vub.be

Study website
https://eupal-copd.eu/
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Study information

Scientific Title

Evaluation of the ICLEAR-EU intervention to integrate palliative care in the treatment of people
with advanced chronic obstructive pulmonary disease and their family caregivers: an
international stepped wedge cluster randomised controlled trial in six European countries

Acronym
EU PAL-COPD

Study objectives
The aim is to compare the ICLEAR-EU intervention to current usual care (treatment as usual)
with regard to its:

1. Effectiveness in healthcare systems, as indicated by:

Primary Outcome Measure:

The percentage of patients who have respiratory-related hospital readmissions within 90 days
from baseline (or until death if before 90 days from baseline); it is hypothesized that fewer
patients in the intervention phase will require readmissions

Secondary Outcome Measures:

1. Patient outcomes: illness perception, quality of life, mental wellbeing, presence of advance
decisions to refuse treatment and documentation of advance care planning, preferred place of
death

2. Caregiver outcomes: quality of life, mental wellbeing, family carer burden, bereaved caregiver
views of quality of care and death,

3. Healthcare utilisation outcomes: Place of death, concordance between preferred and actual
place of death, all-cause mortality, number of readmissions, length of hospital stays on
readmission, referrals to specialist palliative care, ICU and emergency department admissions
4. Cost-effectiveness: cost per quality-adjusted life year (QALY)

5. Process and implementation evaluation: feasibility of integration into standard care, barriers
and facilitators to implementation, and mechanisms involved in achieving outcomes in each
participating country.

2. Effects on subgroups, including subgroups defined by characteristics known to affect health
equity and equitable access:

2.1. Comparison of trials across participating countries

2.2. Effects on subgroups according to age, gender, socioeconomic status, cohabitation status,
and location (rural vs urban)



Ethics approval required
Old ethics approval format

Ethics approval(s)
Pending submission

Study design
Multicenter study with a stepped wedge cluster-randomized controlled trial

Primary study design
Interventional

Secondary study design
Cluster randomised trial

Study setting(s)
Community, GP practice, Home, Hospital

Study type(s)
Quality of life

Participant information sheet
Not available in web format, please use contact details to request a participant information
sheet

Health condition(s) or problem(s) studied
Advanced chronic obstructive pulmonary disease

Interventions

Control:

Hospitals will provide patients with treatment as usual. Care will be provided according to the
routine practice of each hospital, and in accordance with the practice of the healthcare system in
each country.

Intervention:

The ICLEAR-EU intervention is a novel, staged, multi-faceted approach to care for those with
advanced COPD, to identify and respond to palliative care needs. The intervention consists of
five core components:

1. Identification of unmet palliative care needs using the Edmonton Symptom Assessment
System (ESAS).

2. Communication about goals of care and sharing with patient, family, and care team.

3. Shared decision-making regarding Levels of Escalation as part of the communication with the
patient, family, and care team, contributing to a patient management plan for future care.

4. Initiating advance care planning conversations with the patient and their family carer, led by a
member of the care team in hospital or in the community.

5. Ongoing Review and management of palliative care needs during follow-up visits with
healthcare professionals, and revision of the patient management plan when necessary.



Clinicians delivering the intervention will be provided with an intervention manual detailing each
of the five intervention components and will be trained to use the intervention.

Each hospital will go through four wedges, each wedge with a duration of 6 months, for a total
of 24 months. All sites start as control sites for 6 months. The timing of cross-over from control
to intervention will be randomly assigned at study onset and unblinded to the country research
teams at 4, 10, and 16 months to allow preparation of the transition. Hospitals will cross over to
the intervention at 6-monthly intervals (cross-over at 6, 12, and 18 months). After the final 6
months, there will be an additional 90 days follow-up so that data can be collected up to the last
patient included.

Intervention Type
Behavioural

Primary outcome measure
Percentage of patients who have a respiratory-related readmission to hospital within 90 days of
baseline (or until death if within these 90 days), assessed via health record review.

Secondary outcome measures

For patients:

1. Perception of illness measured using the Brief Illness Perception Questionnaire at baseline, 30
days, and 90 days

2. Quality of life measured using the Short Form Chronic Respiratory Questionnaire (SF-CRQ),
EQ-5D-5L, and ICECAP Supportive Care Measure (ICECAP-SCM) at baseline, 30 days, and 90 days
3. Mental wellbeing measured using the Patient Health Questionnaire-4 (PHQ-4) at baseline, 30
days, and 90 days

4. Preferred place of death + whether this has been discussed with health care professionals
measured using a questionnaire item at baseline, 30 days, and 90 days

5. Presence of advance decisions to refuse treatment (ADRTs) and advance care plans (ACPs)
assessed through ICLEAR-EU form and medical notes at 90 days

For (bereaved) caregivers:

1. Quality of life measured using the EQ-5D-5L at baseline, 30 days, and 90 days

2. Mental wellbeing measured using the PHQ-4 at baseline, 30 days, and 90 days

3. Family caregiver burden measured using the Zarit Burden Interview (ZBI-12) at baseline, 30
days, and 90 days

4. Bereaved caregiver views of quality of care and death assessed via VOICES-SF at 3 months
post-bereavement

Healthcare utilisation outcomes:

1. Place of death assessed through medical notes or contacting GP as appropriate

2. Concordance between preferred place of death and actual place of death, assessed through
questionnaire item regarding preferred place of death and medical notes or contacting GP to
assess the actual place of death, as appropriate

3. All-cause mortality assessed via medical notes as appropriate

4. Number of readmissions to hospital assessed through medical notes at 90 days

5. Median length of hospital stays on readmission assessed through medical notes at 90 days
6. Number of referrals to specialist palliative care assessed through medical notes at 90 days
7. Intensive Care Unit (ICU) admissions assessed through medical notes at 90 days

8. Emergency Department admissions assessed through medical notes at 90 days



Health economic evaluation:
1. Formal healthcare utilisation and unpaid family care measured through Client Service Receipt
Inventory (CSRI) at baseline, 30 days, and 90 days

Process evaluation:

1. Reach assessed through training attendance list after each ICLEAR-EU training; ICLEAR-EU
meeting attendance list after each ICLEAR-EU meeting

2. Effectiveness assessed using Self-Efficacy regarding End-Of-Life Communication (S-EOLC) and
palliative and end-of-life care-specific education needs (End-of-life Professional Caregiver Survey
[EPCS]) at 1-4 weeks before training, 1-4 weeks after first wedge; interview with patients and
relatives approx. 4 weeks after hospital discharge; Interview with relatives 3 months after
bereavement; interview with clinicians during the follow-up period after the last wedge

3. Adoption assessed using addendum to the ICLEAR-EU meeting form after each ICLEAR-EU
meeting

4. Implementation assessed according to:

4.1. Adherence, measured by the number of patients ICLEAR vs usual care after every wedge
4.2. Ease of use, measured using interval scale after every wedge

4.3. Satisfaction with ICLEAR-EU training/trainer, measured using interval scale immediately
after training

4.4, Satisfaction with the ICLEAR-EU intervention measured using interval scale after every
wedge

4.5. Fidelity to core components ICLEAR measured using check based on ICLEAR form after
every wedge

4.6. Barriers and facilitators to implementation assessed using short questionnaire with text box
after the last wedge, regular check-in with the local research team by phone

5. Maintenance assessed according to

5.1. Intention for using ICLEAR in the future measured using interval scale after the last wedge
5.2. Organizational intention for long-term implementation measured using interval scale after
the last wedge

5.3. Recommendations for improving the usability of the intervention program assessed via
interview with two clinicians from the ICLEAR-EU team after the last wedge

Overall study start date
01/01/2024

Completion date
30/11/2025

Eligibility

Key inclusion criteria

Participant inclusion criteria:

Patients:

1. Have a diagnosis of advanced COPD:

1. Spirometry (FEV1):

1.1. Severe COPD: 30% <FEV1 <50% predicted OR
1.2. Very severe COPD: FEV1 <30% predicted

OR

2. High symptom burden:

2.1. Modified Medical Research Council (mMRC) >2 OR
2.2. COPD Assessment Test (CAT) >20



OR

3. High-risk exacerbation history:

3.1. > 1 exacerbation leading to previous hospitalisation in the past year OR
3.2. = 1 exacerbation leading to previous ICU admission in the past year

2. Admission to the respiratory ward of the hospital that lasts 248 hours (or likely to be admitted
for >48 hours) for an acute exacerbation
3. Live at home

Family caregivers:

1. Identified by the patient as the person who gives him or her the most help and support at
home on a reqular basis

2. Aged 18 years or over

Participant type(s)
Patient, Health professional, Carer

Age group
Mixed

Lower age limit
18 Years

Sex
Both

Target number of participants
1224 patients (17 patients per wedge, 68 patients total per hospital, 204 patients per country)

Key exclusion criteria

Patient exclusion criteria:

1. Currently receiving care from a formally recognised specialised palliative care team

2. Cognitive impairment preventing informed consent

3. Not able to speak or understand the language in which measurements are conducted, these
being:

3.1. English (United Kingdom)

3.2. Dutch (Belgium, the Netherlands)

3.3. Danish (Denmark)

3.4. Portuguese (Portugal)

3.5. Hungarian (Hungary)

4. Patients can be included in the study only once and cannot be re-enrolled during the overall
duration study, even if at a different wedge.

Family caregiver exclusion criteria:
1. Cognitive impairment preventing informed consent
2. Not able to speak or understand the language in which measurements are conducted

Date of first enrolment
01/09/2025

Date of final enrolment



31/08/2027

Locations

Countries of recruitment
Belgium

Denmark
England
Hungary
Netherlands
Portugal

United Kingdom

Study participating centre

Universitair Ziekenhuis Gent (UZ Gent, Ghent University Hospital)
Corneel Heymanslaan 10

Ghent

Belgium

9000

Study participating centre
Wythenshawe Hospital
Southmoor Road
Wythenshawe
Manchester

United Kingdom

M239LT

Study participating centre
Blackpool Victoria Hospital
Whinney Heys Road
Blackpool

United Kingdom

FY3 8NR

Study participating centre



Royal Lancaster Infirmary
Ashton Road

Lancaster

United Kingdom

LA1 4RP

Study participating centre
Herlev/Gentofte Hospital
Borgmester Ib Juuls Vej 1

Herlev

Denmark

2730

Study participating centre

Sjeellands Universitetshospital, Roskilde/Kege
Sygehusvej 10

Roskilde

Denmark

4000

Study participating centre

Unidade Local de Saide de Santa Maria, E.P.E.
Lisboa

Portugal

1649-035

Study participating centre

Unidade Local de Saide de Santo Anténio, E.P.E.
Porto

Portugal

4099-001

Study participating centre

Unidade Local de Saide Gaia e Espinho
Vila Nova de Gaia

Portugal

4434-502

Study participating centre



OLVG Amsterdam
Amsterdam
Netherlands

1061 AE

Study participating centre
Isala Zwolle

Zwolle

Netherlands

8025 AB

Study participating centre
Radboud UMC Nijmegen
Nijmegen

Netherlands

6525 GA

Study participating centre
Ziekenhuis aan de Stroom (ZAS)
Antwerpen

Belgium

2020

Study participating centre

University of Pécs

Dept. of Pulmonology and Palliative Care Expertise
Pécs

Hungary

H-7622

Study participating centre

Komlé Hospital

Dept. of Pulmonology and Palliative Care Expertise
Komloé

Hungary

H-7300

Study participating centre



National Koranyi Institute of Pulmonology and Palliative Care Expertise
Budapest

Hungary

H-1121

Sponsor information

Organisation
Vrije Universiteit Brussel

Sponsor details
Laarbeeklaan 103
Brussels

Belgium

1090

(+32 0)2 629 20 10
RD.secretariaat@vub.be

Sponsor type
University/education

Website
http://www.vub.ac.be/en/

ROR
https://ror.org/006e5kg04

Funder(s)

Funder type
Government

Funder Name
European Commission under the Horizon Europe Programme (HORIZON-HLTH-2023-DISEASE-
03)

Alternative Name(s)

European Union, Comisiéon Europea, Europdische Kommission, EU-Kommissionen, Euroopa
Komisjoni, Eupwnaiki¢ Enttponng, EBponenckaTta komucusa, Evropské komise, Commission
européenne, Choimisitin Eorpaigh, Europskoj komisiji, Commissione europea, La Commissione
europea, Eiropas Komisiju, Europos Komisijos, Eurépai Bizottsagrol, Europese Commissie,
Komisja Europejska, Comissao Europeia, Comisia Europeana, Eurépskej komisii, Evropski komisiji,
Euroopan komission, Europeiska kommissionen, EC, EU



Funding Body Type
Government organisation

Funding Body Subtype
National government

Location

Funder Name
Innovate UK

Alternative Name(s)
innovateuk

Funding Body Type
Government organisation

Funding Body Subtype
National government

Location
United Kingdom

Funder Name

Ministry of Culture and Innovation Hungary from the National Research, Development, and
Innovation Fund

Results and Publications

Publication and dissemination plan

The findings from this study will be disseminated through planned publications in high-impact
peer-reviewed journals. They are also planned to be presented at scientific conferences. It is
anticipated that the project will result in 10-15 peer-reviewed publications and 10-15 conference
presentations.

Intention to publish date
01/10/2028

Individual participant data (IPD) sharing plan

The datasets generated during and/or analysed during the current study will be stored in a non-
publicly available repository. EU PAL-COPD data are first stored and organized at the institution
level, such as within a designated secure, encrypted area of each institution's storage
environment. For the aggregated dataset of pseudonymised participant data containing
personal information, in consultation with the Vrije Universiteit Brussel Research Data
Management team, we will deposit these in the VUB institutional repository. Data will be
retained for a minimum of 10 years, and a maximum of 20 years after the completion of the



study. Use of restricted data by third parties will be subject to evaluation by the coordinators of
the project and the principal investigators of each participating institution, together with the
relevant persons such as legal and ethics officers, and data protection officers. These data will
only be shared with third parties upon reasonable request and upon signing a unilateral data
sharing agreement.

Personal data of participants will be collected (through informed consent sheets; and through
data collection which includes demographic data, health data, and questionnaire data).
Participants will provide written informed consent before data is collected. Data will be
pseudonymised using alphanumeric codes.

Prior to start of data collection, each institution or organization in the 6 participating countries
will obtain the necessary ethical approvals from (research) ethics committees at their institution
and/or within each trial site, according to the procedures and regulations applicable for each.

IPD sharing plan summary
Stored in non-publicly available repository



	The ICLEAR service model to integrate palliative care and respiratory medicine for chronic obstructive pulmonary disease patients
	Submission date
	Registration date
	Last Edited
	Recruitment status
	Overall study status
	Condition category
	Plain English summary of protocol
	Study website
	Contact information
	Type(s)
	Contact name
	ORCID ID
	Contact details
	Type(s)
	Contact name
	ORCID ID
	Contact details
	Type(s)
	Contact name
	ORCID ID
	Contact details

	Additional identifiers
	EudraCT/CTIS number
	IRAS number
	ClinicalTrials.gov number
	Secondary identifying numbers

	Study information
	Scientific Title
	Acronym
	Study objectives
	Ethics approval required
	Ethics approval(s)
	Study design
	Primary study design
	Secondary study design
	Study setting(s)
	Study type(s)
	Participant information sheet
	Health condition(s) or problem(s) studied
	Interventions
	Intervention Type
	Primary outcome measure
	Secondary outcome measures
	Overall study start date
	Completion date

	Eligibility
	Key inclusion criteria
	Participant type(s)
	Age group
	Lower age limit
	Sex
	Target number of participants
	Key exclusion criteria
	Date of first enrolment
	Date of final enrolment

	Locations
	Countries of recruitment
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre
	Study participating centre

	Sponsor information
	Organisation
	Sponsor details
	Sponsor type
	Website
	ROR

	Funder(s)
	Funder type
	Funder Name
	Alternative Name(s)
	Funding Body Type
	Funding Body Subtype
	Location
	Funder Name
	Alternative Name(s)
	Funding Body Type
	Funding Body Subtype
	Location
	Funder Name

	Results and Publications
	Publication and dissemination plan
	Intention to publish date
	Individual participant data (IPD) sharing plan
	IPD sharing plan summary



