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Abstract

Background: Outcome measurement is essential to progress clinical practice and improve patient care.

Aim: To develop a Core Outcome Set for best care for the dying person.

Design: We followed the Core Outcome Measures in Effectiveness Trials (COMET) Initiative guidelines, which involved identifying
potential outcomes via a systematic literature review (n = 619 papers) and from participants in the “iLIVE” project (10 countries: 101
patients, 37 family members, 63 clinicians), followed by a two-round Delphi study, and a consensus meeting.

Setting/participants: Clinicians, researchers, family members, and patient representatives from 20 countries participated in the
Delphi Rounds 1 (n =462) and 2 (n = 355). Thirty-two participants attended the consensus meeting.

Results: From the systematic review and the cohort study we identified 256 and 238 outcomes respectively, from which we extracted
a 52-outcome list covering areas related to the patients’ physical, psychosocial, and spiritual dimensions, family support, place of
care and care delivery, relational aspects of care, and general concepts. A preliminary 13-outcome list reached consensus during the
Delphi. At the consensus meeting, a 14-item Core Outcome Set was ratified by the participants.

Conclusions: This study involved a large and diverse sample of key stakeholders in defining the core outcome set for best care for the
dying person, focusing on the last days of life. By actively integrating the perspectives of family carers and patient representatives
from various cultural backgrounds this Core Outcome Set enriches our understanding of essential elements of care for the dying and
provides a solid foundation for advancing quality of end-of-life care.
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What is already known about the topic?

Outcome measurement is essential in palliative care to assess the effectiveness of clinical care and demonstrate its
value.

Outcomes relevant to the last days of life remain understudied.

Patient and family caregiver perspectives have been underrepresented in defining care outcomes for the last days of life.

What this paper adds?

care for the dying person.

Implications for practice, theory or policy

patient and family experiences.
standardization.

and resource allocation for palliative care services.

e A 14-item core outcome set was developed from the perspective of key stakeholders focused on key aspects for best

e The core outcomes are connected to key dimensions of palliative care, which include physical, psychological, and social
aspects, the place of care and care delivery, relational aspects of care, and general concepts.

e Adopting the core outcome set can enhance care in the last days of life by standardizing clinical care aspects, improving
e The core outcome set offers a basis for advancing research about the last days of life, encouraging outcome

e Utilizing the core outcome set in policy can further support the development of quality benchmarks, influencing guidelines

Introduction

Since the inception of palliative care as a specialized
medical field, researchers and clinicians have strived to
develop and use measures to continuously assess and
improve patient outcomes. Assessing outcomes is impor-
tant in improving patient care and care for family car-
egivers, as well as in demonstrating the tangible benefits
and cost-effectiveness of palliative care interventions;
goals important in providing evidence to prioritize fund-
ing and support for this critical aspect of healthcare.

Numerous studies have been undertaken and tools
have been developed to facilitate outcome measurement
in palliative care (e.g. the Palliative Care Outcome scalel),
including international projects and national initiatives
to harmonize palliative care measurements (e.g. the
Palliative Care Outcomes Collaboration in Australia,? the
EAPC Taskforce on Outcome Measurement,3 and PRISMA*
which was funded by the European Union’s Seventh
Framework Program).

Given the diverse range of available measurement
tools and instruments, understanding what and when to
measure becomes paramount, especially considering
that palliative care encompasses a wide spectrum of
care: from the diagnosis of life-limiting illnesses to care of
the dying and the bereaved.> When defining “what” to
measure, most studies within palliative care have done
so based on expert consensus,® with a minority taking
into account the mix of relevant stakeholders,” thus
potentially giving more weight to medical aspects of
care.® In addition, studies focused on what matters to

patients and family carers have assessed needs at earlier
illness stages, leaving outcomes relevant to the last days
of life understudied.®

In this study, we aimed to develop a Core Outcome Set
for best care for the dying patient, focusing on the last
days of life, to be used in research and to guide patient
care. For the development of this core outcome set, we
followed the steps recommended by the Core Outcome
Measures in Effectiveness Trials (COMET) Initiative,1° as
previously described in our study protocol.* Our approach
began with a systematic review of the literature to iden-
tify outcomes relevant to the last days of lifel2 and with an
international cohort study?®? via which we identified key
outcomes from the perspectives of patients and family
members. After consolidating a shorter list of potential
outcomes derived from these sources, we sought consen-
sus on core outcomes among key stakeholders through a
Delphi study and a consensus meeting. In this paper, we
present the results from the international Delphi study
and the consensus meeting and publish the final core out-
come set.

Method

The Delphi study and consensus meeting were prospecti-
velyreviewed by the Bernese Cantonal Ethical Commission,
which provided a declaration of no objection, meaning
that the study was exempted from further ethical review
and could be performed by the researchers (req-2019-
00200). The manuscript has been written using the
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COS-STAR recommendations for the reporting of core out-
come set development studies.*

Participants

We invited participants from four stakeholder groups rel-
evant to end-of-life care, namely: clinicians, researchers,
family members, and patient representatives.

From 10 out of 11 countries participating in the
“iLIVE” project,’3 Argentina, Germany, Iceland, the
Netherlands, Norway, Slovenia, Spain, Switzerland, New
Zealand, and the UK, we received a list of at least 10
potential participants per stakeholder group and invited
them to participate in the Delphi study. All participants
were contacted by email. To facilitate participation of
individuals with a non-academic background, we pro-
vided definitions, explanations, and clear instructions
through written means, based on those employed by
the EPSET Core Outcome Set development team.’> We
also gave participants details of a contact person in case
unanticipated issues arose both during the Delphi and
the consensus meeting, for both technical and emo-
tional support if/as needed.

Outcome list development process

In this study, we adopted a broad definition of “outcome”
taking into consideration the specific features and
domains of palliative care, as well as the outcome classifi-
cation taxonomy developed by Dodd et al.’6 Outcomes
were defined as the effect or result of a given treatment/
intervention on the patient or the family, encompassing
not only clinical changes but also the emotional, social,
and spiritual dimensions that are essential to palliative
care. Additionally, because the core outcome set was
designed to be applicable to both research and clinical
care, and the outcomes were derived from clinical
research and from the perspectives of patients and family
members, they also reflect processes of care that are
critical to delivering high-quality palliative care to both
patients and families.

To develop the list of outcomes for the Delphi study,
we merged and condensed the list of outcomes initially
identified in the systematic review,? and from the “iLIVE”
project’s cohort study, in the following fashion:

From the systematic review we extracted 1951 out-
comes, of which 256 were unique, that s, similar outcomes
described using different wording were only included
once. The process of outcome extraction and selection is
described in the systematic review publication.12

In parallel, from the cohort study, we identified out-
comes for 108 patients who were in the last month of life.
Patients were on average 70 years old (range 42-94), 52%
were men, and over 90% had cancer. For those 108
patients, we included the responses of 101 patients, 37

Table 1. Outcome list and frequency for the top 20 outcomes
from the cohort study.

Outcome name Frequency
Constant companionship to patient by 53
family and friends

Pain management 52
Pain free 32
Symptom control 31
Communication with health personnel 27
Comfort 26
No suffering 25
Personal hygiene 24
Psychosocial and emotional support 23
Medical care with humanism 23
Sedation 20
Professional support 19
Palliative care 14
To stay at home 12
To be treated with dignity and respect 12
Care focused on patient wishes 10
Quality of life 8
To feel cared for 7
Support for relatives 7
Peace 7

relatives, and of 63 clinicians, which made up a total of
201 responses. Most responses covered more than one
outcome, and therefore from the 201 responses, we iden-
tified 739 outcomes, of which 238 were unique. The most
common outcome was “having constant companionship
from family and friends” (Table 1).

Of the 256 outcomes identified in the systematic
review, 112 overlapped with the 238 from the cohort
study, leaving a total of 382 unique outcomes. As core
outcome set development Delphi studies with long out-
come lists have low response rates,” a palliative care spe-
cialist (SE), a psychologist (SCZ), and an epidemiologist
(VG)) further reduced the list, with support from a core
outcome set development expert (PRW).

Outcomes were first grouped in categories of a higher
order; for example, we combined “Respiratory tract secre-
tions management” with “Dyspnea management” and
with “Noisy breathing management” and created a new
category that included all three, called “Management of
respiratory symptoms.” We put outcomes together and
created categories as long as they were logical and
respected the uniqueness of the outcomes. To ensure
that the different outcomes were clear for the Delphi
participants, we operationalized all outcome descriptions
to clearly indicate what each outcome encompassed
(Appendix 1). With outcomes not covered by developed
categories, we could make two choices: create a new
category or exclude them. For this, we considered the
outcome relevance for the last days of life; for example,
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we excluded the outcome “to prolong life” because it is
not aligned with good care for the dying. Additionally, we
based the decision on the frequency with which the out-
come had been reported; for example, we excluded “Falls”
and “Ambulance use” because, in addition to not fitting
into any of the developed categories, they were reported
infrequently, sometimes only in either the cohort or the
systematic review.

Following this process, we generated a final list of 52
clustered outcomes, which included grouped outcomes as
well as global measures such as “quality of death and
dying.” These global measures were included when they
represented general overarching outcomes, rather than
composites, as suggested by the taxonomy for core out-
come set development studies.’® Of these, 37 were
derived from the systematic review and the cohort study,
6 from the systematic review only, and 9 from the cohort
study only.

Delphi rounds

The Delphi study consisted of two rounds of iterative
surveys aimed at reaching consensus on the outcomes
to be included in the core outcome set. Participants
rated the importance of each outcome using a pre-
defined scale from the GRADE group?8: the lowest scores
(1, 2, and 3) were considered as “not that important,”
4—6 were considered as “important but not critical,”
and 7-9 were considered as “important and critical.”
Additionally, in the first round, participants could pro-
vide feedback on each outcome and suggest new out-
comes, with the intention of including outcomes not
identified in the review or the cohort study. Each new
outcome was reviewed and included only if it was: a) not
already covered by other outcomes or their explana-
tions, b) focused on the patient or the family, and c) sug-
gested by at least two participants.

To determine which outcomes were perceived as
“core,” we defined a priori the following thresholds: for
consensus to include, we would include any item for
which at least 80% of participants in all four participant
groups had rated the outcome as “important and critical”
(rating 7-9). Consensus to exclude an item, on the other
hand, was achieved when 50% or less of the participants
in all stakeholder groups rated the outcome as “impor-
tant and critical” (rating 7-9). These thresholds were
adapted from those proposed in the protocol,!! as the
original thresholds had been the reference cut-offs rec-
ommended at the time by COMET, however later devel-
opments with scoring of core outcome set Delphi studies
led to the modified version that is currently more often
employed (e.g.1?). Outcomes that did not meet these cri-
teria were retained for discussion during the consensus
meeting.

Participant information about the Delphi was pro-
vided in English, Spanish, German, Icelandic, Slovenian,
Norwegian, Dutch, and Swedish using translations made
by each national team. The Delphi survey itself was avail-
able in English, Spanish, Norwegian, Dutch, Icelandic,
Swedish, and German. We employed the DelphiManager
system from COMET to build, distribute, and manage
the Delphi surveys.

Round 2 included all initial outcomes as well as all
new outcomes proposed by the participants. In addition,
during Round 2, participants were shown a histogram
displaying the Round 1 distribution of scores given by
participants from each stakeholder group, along with
their own previous score, and were asked to re-score
each item if they wished to do so. After two rounds, the
Delphi study was terminated.

Consensus meeting

Following the Delphi study, a consensus meeting was held
to further refine and finalize the core outcomes. At first,
participants were shown the items for which there was
consensus to include, for ratification. This was followed by
asking participants to ratify the outcomes that had con-
sensus to be excluded. Next, participants were asked to
vote for the outcomes for which no consensus was
achieved in the Delphi (Figure 1).

The voting was structured as follows: First, participants
would see the results from all stakeholder groups for a
group of outcomes and be given ample time to discuss each
of the outcomes within the group. After discussion, partici-
pants were asked to vote for each of the outcomes using
the same GRADE scores (1-9) in a specific order: family
members and patient representatives first, followed by cli-
nicians and researchers. This process was followed for each
of the outcome groups that were brought for voting: a
group of outcomes which reached consensus for inclusion
in three of the four groups, followed by a group of out-
comes that reached consensus for inclusion in two of the
four groups, and a group of outcomes that reached consen-
sus for inclusion in only one of the groups. The consensus
meeting was led by PRW, an experienced facilitator of core
outcome set development. ME, SE, and SCZ attended the
meeting, but as core members of the core outcome set
development team, none of them voted in the meeting.

Data analysis

We analyzed all responses from participants who had
assigned a score to at least 50% of the outcomes. We
employed descriptive statistics to display the scores from
the two Delphi rounds, and to determine which out-
comes would be brought to the consensus meeting for
discussion. The analyses were carried out separately for
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Figure 1. Study overview.

each stakeholder group during the Delphi and presented
in the same way at the consensus meeting.

Results

Delphi study

A total of 462 individuals participated in the first round, of
these, 433 were eligible to be invited to the second round,
as the Delphi Manager system was set to automatically

invite only those with 100% complete responses to the
second round. For Round 1, we analyzed the full dataset
of 462 participants, as they had provided answers to at
least 50% of the items. Of the 433 invited to the second
round, 355 participated (82%).

In both rounds, clinicians were the largest participant
group and there was a majority of women. Participants
came from 20 different countries, with Sweden, Switzerland,
and Spain being the most represented. Participants were
on average 50 years old in both rounds (Table 2).
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Table 2. Participant characteristics.

Round 1 n=462 n (%)

Round 2 n=355n (%) Consensus meeting n =32 n (%)

Participant type Clinician 220 (48)
Researcher 91 (20)
Family member 85 (18)
Patient representative 66 (14)
Gender Female 376 (81)
Male 83 (18)
Country’ Sweden 93 (20)
Switzerland 56 (12)
Spain 53 (11)
Argentina 46 (10)
Netherlands 32(7)
Norway 31(7)
Iceland 33(7)
Germany 26 (6)
Slovenia 23 (5)
New Zealand 24 (5)
United Kingdom (UK) 15 (3)
Austria 13 (3)
Australia 4(1)
Portugal 2(<1)
Belgium 1(<1)
Denmark 1(<1)
France 1(<1)
Hungary 1(<1)
Italy 1(<1)
Pakistan 1(<1)
Age Mean 51
(min 22,
max 87)

157 (44) 23(72)
81 (23)

71 (20) 9(28)
46 (13)

285 (80) 23 (72)
69 (19) 9 (28)
59 (17) 5 (16)
48 (14) 4(13)
45 (13) 4(13)
34 (10) 4(13)
27 (8) 2(6)
26 (7) 4(13)
24 (7) 1(3)
21 (6) 3(9)
20 (6) 2 (6)
18 (5)

13 (4) 2(6)
11 (3)
2(1) 1(3)
1(<1)
1(<1)
1(<1)
1(<1)
1(<1)
1(<1)
1(<1)
Mean 51 Mean 54
(min 22, (min 23,
max 87) max 87)

The total counts for gender and country do not add up to the overall N due to missing data from some participants.

Of the 157 clinicians who participated in Round 2,
there was an even number of physicians (n = 64, 45%) and
nurses (n =64, 45%) followed by allied health practition-
ers (n=18, 12%). Clinicians had on average 15 years of
experience in end-of-life or palliative care (min 1, max 42).
The researchers had on average 12 years of experience
(min < 1, max 40) and 58% had been involved in clinical
trial research. Most bereaved family members were griev-
ing patients with cancer (n =46, 68%). Their dying rela-
tives had been cared for in diverse settings of care of
which the majority died in a hospital (n=24, 35%), at
home (n =15, 22%), or in a hospice or palliative care unit
(n =15, 22%). Most patient representatives were pallia-
tive care volunteers (n = 26, 62%) who had been support-
ing patients in average 7.4 years (min < 1, max, 30).

Round 1 took place between September and October
2022. In Round 1, 16 of the 52 outcomes met criteria for
inclusion in the core outcome set, and one met exclusion
criteria. As it had been established a priori that all out-
comes would be shown again in Round 2, no exclusions or
inclusions were made at this stage (Table 3).

In this same round, participants suggested the inclu-
sion of 80 “new outcomes Only two of the proposed
new outcomes met criteria for inclusion: “to provide
bereavement follow-up and support to family members
after the death of the patient” and “to provide explana-
tions about the most important changes that the
patient will experience during the dying phase” and
were therefore added. An extension to outcome 3 was
also made by adding “genitourinary symptoms” to gas-
trointestinal symptoms.

Of the feedback per outcome, 496 comments were
received, with an average of 10 comments per outcome.
Feedback was mostly related to personal experience, or
the importance of the given outcome in patient care.
Where the feedback was about the description or about
the outcome itself, we made minor changes where
needed. The biggest change was merging Outcome 17
with Outcome 16 and Outcome 31 with Outcome 30, as
participants highlighted that they were not distinct from
each other. In addition, in all family related outcomes, the
word “caregiver” was replaced by “family.” The specific
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changes made to the outcomes between Round 1 and 2,
as well as all outcome descriptions can be found in
Appendix 1.

In Round 2, which was open between December
2022—-January 2023, of the final 52 outcomes presented
to participants, 13 met criteria for inclusion and four for
exclusion (refer to Table 3).

Consensus meeting

The online consensus meeting took place on February
28th, 2023 with the attendance of 32 participants: 9 fam-
ily members or patient representatives, and 23 clinicians
or researchers.

In the meeting, participants were first asked to ratify
the 13 outcomes that had met criteria for inclusion in the
Delphi. Participants were given ample time for discussions
before voting and after a discussion round, participants’
votes were unanimous in favor of the 13 outcomes. Then
they were shown the four fulfilling criteria for exclusion,
which after discussions were ratified as “consensus out”
unanimously.

After this, participants were shown all outcomes for
which there had been “no consensus” (Table 4). Due to
time constraints, all other outcomes which had been voted
with 79.9% or less by all groups, were not discussed.

Following the voting rounds, the only outcome added
to the ratified list of 13 outcomes was “to recognize and
discuss the dying phase.” During discussions at the meet-
ing, this outcome was viewed with high importance and
not covered by any of the other outcomes. Thus, as
endorsed by consensus meeting participants, the final
core outcome set contains 14 outcomes in total (Table 5),
covering areas related to the patients’ physical and psy-
chological symptoms, their social dimension, the place of
care and care delivery, relational aspects of care, and
more general concepts of care, such as “quality of death
and dying.” No outcomes were considered as core from
the “Support for the family” category, including those
specific to the bereavement phase, nor for the “patients’
spiritual dimension.”

Discussion

We identified a set of 14 core outcomes for Best Care for
the Dying Person via a Delphi study and a consensus meet-
ing involving clinicians, researchers, bereaved family mem-
bers, and patient representatives, following the approach
developed by COMET.? The resulting set represents multi-
ple dimensions essential to the care of patients in the last
days of life and shares consistent domains and outcomes
with those identified for earlier phases of serious illness
and palliative care,®2° such as managing physical symp-
toms, psychological support, and ensuring patient dignity.
This continuity underscores the importance of addressing

key needs throughout the trajectory of illness, from diag-
nosis to the last days of life.

The more general outcomes that we identified, namely,
“to reduce suffering,” “to ensure dignity and respect,” “to
ensure access to competent health professionals and to
their continuous support,” “to provide compassionate
care,” “to make the patient and the family feel heard and
understood,” and “to respect the patient’s autonomy,
preferences and wishes” are closely linked to factors that
characterize best quality, patient-centered health care
within?22 and beyond Palliative Care. For example, the
goals of care concept, especially within the context of
serious illness and shared decision-making, mirrors some
of these outcomes: promotion of patient autonomy and
patient-centered care, respecting the patient’s underlying
values and priorities, and the provision of sensitive psy-
chological and emotional support for patients and their
families.2? Similarly, the Lancet Global Health Commission
report highlights the need not only of a highly adaptable
system with outcomes related to the changing popula-
tion’s needs, but also focused on other care principles
such as equity, trust, and access to competent care.?

In terms of the more specific core outcomes, the bio-
psycho-social model central to palliative care since its
inception remains present via the three symptom-related
outcomes of addressing “pain,” “anxiety”, and “respira-
tory symptoms”. These dimensions are widespread within
quality of end-of-life care international frameworks, as
well as in the many existing measurement tools within
palliative care. For example, a comprehensive review of
systematic reviews and gray literature? identified 152 pal-
liative care assessment tools, with 58 focusing on physical
symptoms. Within these, 25 specifically assess pain, while
26 target dyspnea. Additionally, among 26 tools focused
on psychosocial and psychiatric aspects, 10 measure
anxiety.

More explicit for the last days of life, extensive work
has been done by the International Collaborative for Best
Care for the Dying Person, which developed the “10/40-
model,” a framework for quality improvement in this field.
This model was recently validated via a consensus pro-
cess.2® The “10/40” model and the newly developed core
outcome set share the importance of specific outcomes
such as “recognizing and communicating the dying
phase,” as well as “addressing pain,” “anxiety,” “respira-
tory symptoms” and the “fear of death.” The explicit wish
“to be able to say goodbye” and to “have permanent
access to the dying person,” as expressed in our core set,
may reflect the perspective of patient representatives and
family carers who were an integral part of our expert
panel, but not of other studies.?” Other models or strate-
gies to evaluate care quality in palliative care or more spe-
cifically the care for the dying person such as “Care of the
Dying Evaluation” CODE,28 the UK’s National Institute for
Health and Care Excellence (NICE) quality standards on

” u
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Table 5. Final core outcome set for best care for the dying
person.

To address pain

To address anxiety

To address respiratory symptoms

To ensure that family and friends have unrestricted access to
the patient

To address the fear of death

To give the possibility to say goodbye

To recognize and discuss the dying phase

To reduce suffering

To ensure dignity and respect

To ensure access to competent health professionals and to
their continuous support

To provide compassionate care

To make the patient and the family feel heard and understood
To respect the patient’s autonomy, preferences and wishes
To provide quality of death and dying

the care of dying adults,® or the Swedish Palliative
Registry,3® a national database to evaluate care for the
dying patients in Sweden, identify similar items to the
developed core outcome set, as essential indicators for
quality of care for the dying. The overlap with existing
quality indicators can be explained by the inclusion of
both patient and care process outcomes in the core out-
come set, ensuring that it captured not only the clinical
effects of interventions but also how care in the last days
of life can be aligned with best practices.

Limitations and strengths

Conceived as a work package within the larger European
Union funded “iLIVE” project!3 our study involved collabo-
ration with experts in the field of care for the dying per-
son. The overreliance on obtaining samples via these
experts, may have introduced a potential selection bias.
Additionally, the core outcome set does not include out-
comes relevant to the family or covering spiritual aspects.
While these outcomes were included in the Delphi, they
ranked too low to be seen as core. Health economics-
related outcomes were not considered for inclusion in the
Delphi, but recommendations for their implementation
exist.3132 Additionally, in developing the outcome list for
the Delphi, some important outcomes may have been
under-included. This is a recognized risk in core outcome
set development?© that needs to be balanced against the
total number of outcomes to be shown in the Delphi.
While we made efforts to mitigate it, such as by allowing
participants to suggest new outcomes during the first
Delphi round, the risk of having excluded some relevant
outcomes remains. Moreover, capturing the direct per-
spectives of patients and families in the dying phase
remains particularly challenging. In our study, we could

only involve patient representatives rather than patients
themselves, due to how advanced their condition would
have needed to be to capture their perspectives during
the dying phase. Additionally, the family members
included were bereaved, meaning that their views were
collected retrospectively. This approach, while valuable,
may not fully have captured the immediate needs of
patients and their families during the dying phase. This
highlights how difficult it is to directly involve individuals
facing imminent death, as both ethical considerations and
their physical and psychological state can often make par-
ticipation impractical or distressing. Despite these limita-
tions, our core outcome set is the first in palliative care to
fully adhere to the rigorous methodology of COMET,
including a large sample size and international variability.
A key strength of this approach was that the perspectives
of non-professional stakeholders, such as family members
and patient representatives, were given equal weight
alongside those of healthcare professionals and research-
ers, ensuring a more inclusive approach to the develop-
ment of the core outcome set. The international
collaboration within the “iLIVE” project allowed to inte-
grate experts and panel members from different cultures
representing diverse European regions and beyond. The
two international Delphi rounds and the final online con-
sensus meeting were performed rigorously with key
stakeholders from 20 countries. Importantly, our core out-
come set focused on “what” to measure, hence future
studies should focus on specifying the instruments via
which these outcomes could effectively be measured fol-
lowing established guidelines.33

Conclusion

This core outcome set for best care for a dying patient,
focusing specifically on the last days of life, may impact
future research and clinical practice through its broad
geographical and cultural diversity and its approach to
adding the perspectives of patient representatives and
family carers. It can also serve as a solid basis for future
definition of comparable core outcomes in research, and
for the development of meaningful quality indicators for
the care of the dying regardless of country, care setting,
financial resources and care organization.
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