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Abstract

Background: One of the barriers identified in palliative care research is the lack of common criteria to describe the population.
Aim: The aim of this Delphi process was to obtain consensus on a basic set of core variables to describe or classify a palliative care
cancer population.

Design and setting: This was a five-step international Delphi exercise. A total of |17 experts were invited to participate.
Based on a literature review and analyses of existing minimum datasets for national databases, a list of 18 proposed variables was
presented in the first Delphi round. The two first rounds focused on which variables to include, and several new variables were
proposed. The three last Delphi rounds focused on how the agreed variables should be recorded. Consensus was defined as at
least 70% agreement.

Results: A total of 64 experts from 30 countries participated. High consensus was reached on 31 variables, divided between a ‘patient
form’ — date of birth, gender, living situation, education, ethnicity and 12 symptoms —and a ‘health-care personnel form’ — patient’s date
of birth, principal diagnosis, date of the principal diagnosis, stage of the cancer disease, site of metastases, present anticancer treatment,
main additional diagnoses, stage of the additional diagnoses, medication, weight loss, performance status, cognitive impairment, place of
care and provision of care. It was more difficult to agree upon how to record the variables, but consensus was reached on all except
ethnicity, vomiting and weight loss.

Conclusion: Consensus was reached on a set of core variables and how they should be recorded.
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What is already known about the topic?

e Standards are lacking on how to describe palliative care cancer populations in research, and very few descriptors are con-
sistently used.
e Generalizability of study results is a major challenge in palliative care research.
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What this paper adds?

bles in palliative care cancer research.

Implications for practice, theory or policy?

indicators

e This paper presents the first internationally anchored basic dataset for reporting patient characteristics and medical varia-

e The EAPC basic dataset of patient characteristics and medical variables gives a unique platform for standardizing research
reporting, and a common framework for researchers, clinicians, and other palliative care stakeholders
e The EAPC basic dataset can be used as a basis for national and international databases, supplemented by relevant quality

Introduction

Whom is the study about? This is one of the key questions
readers ask themselves when reading an article. A clear
description of the patient population is the only way to
answer this question and allow the readers to judge whether
the results are applicable to their own clinical setting.
Describing the population in sufficient detail is a prerequi-
site for generalizing study findings or comparing results
across trials.

External validity, that is, generalizability of study
results, is a major challenge in palliative care research.
Palliative care populations may differ extensively with
respect to age, diagnoses, symptom burden, functional sta-
tus and survival.!> As a consequence, all relevant informa-
tion should be included when reporting on a palliative care
study sample. The need to standardize this reporting has
been recognized by several authors.?7

The project ‘PRISMA’, funded by The European
Commission’s Seventh Framework Programme, delivered
an integrated programme to coordinate research priorities
and practice in end-of-life care, defined as care in the last
year of life.® As part of PRISMA, the first comprehensive
survey of end-of-life cancer care research in Europe was
conducted, mapping research activities and priorities.” The
survey results were further explored in a workshop aiming
to identify barriers to end-of-life care research and look for
solutions to overcome the barriers and strengthen the
research. The workshop identified the lack of consensus
on common definitions, outcomes, and methodology as a
major research barrier.'? Based on this result, the European
Palliative Care Research Centre (PRC)!! in collaboration
with the European Association for Palliative Care Research
Network (EAPC-RN)!? started a process to develop and
reach consensus on a basic set of variables to describe a
palliative care population.

The work towards a common set of descriptors has
been done in two steps. First, a systematic literature review
was conducted to explore which variables have been used
to characterize adult palliative care cancer populations in
randomized controlled trials (RCTs).!3 Data from 336
included full-text articles confirmed the lack of standards

on how to describe the population and showed that very
few variables were consistently recorded and reported.

This article reports on the second step, a consensus pro-
cess with the aim to agree on a basic set of core variables
necessary and sufficient to describe a palliative care popu-
lation. The underlying hypothesis was that it would be pos-
sible to define a basic set of descriptors to be universally
applied in palliative care research as well as in clinical set-
tings, but that a supplementary, modular approach might
be necessary for specific studies and/or diseases other than
cancer.

Methods

This was a five-step international web-based Delphi pro-
cess conducted between 2 February and 11 August 2011.
The study was coordinated from the PRC at the Norwegian
University of Science and Technology (NTNU) in collabo-
ration with the EAPC-RN and the project PRISMA.

Size and composition of the panel

In total, 103 palliative care researchers and clinicians from
35 countries and editors of 14 palliative care journals were
invited to participate. As part of the project PRISMA,*1°
we tried to identify all chairs in palliative care and pallia-
tive medicine in Europe. In countries without such chairs,
palliative care researchers or other identified contacts were
approached. These individuals were identified from the
EAPC, Open Society Institute, UK Hospice Information
Service, national associations for palliative care and/or
palliative medicine in European countries and a number of
international contacts and through literature searches. An
additional literature search identified authors who had
published on how to describe or classify a palliative care
population. Board members of the EAPC and EAPC-RN
were also invited to participate.

We received 69 responses from the 117 invited con-
tacts, stating their willingness to participate in the Delphi
process. In the first round, information about the partici-
pants was collected: country of residence, age, gender,
physical location of workplace, number of years working
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Table I. Using the variable patient’s performance status as an example, this table shows how the questions were phrased in each
round of the Delphi process and the answer options.

Delphi round Question Answer options Comments from the responders
number
| Should the EAPC basic dataset include []Yes, | agree - Work is required to determine
the patient’s performance status? [ ] Don’t know/Not sure whether ECOG, Karnofsky and
[1 No, I don’t agree — please PPS are equivalent
comment: _____ - Because of changes in time
- Yes if longitudinal database
purposes are aimed
2 Should the EAPC basic dataset include [ ] Strongly agree
the patient’s performance status? [1Agree
Please view the results and read the [ ] Disagree
COMMENTS from the first round [ ] Strongly disagree
before making the new selection.
3 There was full agreement (strongly [ ] Karnofsky Performance - Depends on what is used in
agree: 87%, agree: 13%) that the Status Scale that setting
EAPC basic dataset should include the [ ] WHO/ECOG Performance - Intuitive NRS performance
patient’s performance status. How Status status (from 0 to 100)
should the patient’s performance [ ] Palliative Performance Scale - Not sure
status be recorded in the EAPC basic [ ] Other — please specify: - ADL, IADL
dataset? - Australian Karnofsky
Performance Status as it can be
used in different settings
4 How should the patient’s [ ] Karnofsky Performance Status
performance status be recorded in Scale/Australian Karnofsky
the EAPC basic dataset? Performance Status
Please view the results and read the [ ] WHO/ECOG Performance
COMMENTS from the third round Status
before making the new selection. [ ] Palliative Performance Scale
5 How should the patient’s [ ] Karnofsky Performance Status

performance status be recorded in
the EAPC basic dataset?

Please view the RESULTS from the
fourth round before making the
new selection and choose between
the two options with the highest
agreement for the fourth round.

Scale/Australian Karnofsky
Performance Status

[ ] WHO/ECOG Performance
Status

NRS: Numerical Rating Scale; ECOG: Eastern Cooperative Oncology Group; PPS: Palliative Performance Scale; WHO: World Health Organization;

ADL: activity of daily living; IADL: instrumental activities of daily living.

within palliative care, professional definition (clinician,
researcher or both), professional background and name.
Non-responders from earlier rounds were excluded from
subsequent rounds.

Methodology of the Delphi process

The Delphi approach engages experts in responding to
questions and to give subsequent contributions based on
the initial responses. The participants were contacted via
e-mail with a link to an online questionnaire using the
SelectSurvey. NETv4.066.001 software.!4

Panellists were asked to fill in the questionnaire on
behalf of themselves only. They had 2 weeks to complete
each round. A reminder was sent to non-responders after 10
days. The deadline was postponed 1 week in all the rounds.
The Delphi coordinators gathered, collated and analysed

the data (descriptive statistics) and made additional requests
for response based on the findings. The responses were
strictly confidential, and data were reported only in aggre-
gate form. Most of the questions were mandatory.

First round. The purpose of the first round was to collect
ideas. The research group provided a list of 18 variables,
divided between a patient form and a health-care personnel
form. The selection was based on a systematic literature
review,!? analysis of existing minimum datasets for
national palliative care databases!>* and the Resident
Assessment Instrument for Palliative Care (RAI-PC).?
The participants were asked about their level of agreement
as to whether the proposed variables should be included in
the basic dataset (Table 1). They were also given the
opportunity to propose new variables. If >10% of the
respondents proposed the same new variable, it was
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included in the next Delphi round. The questionnaire for
the first Delphi round was pilot tested by 11 experts from
our research network.

Second round. The purpose of the second round was to inform
the participants about the results of the first round and to rate
each variable. The participants were presented with the results
from the first round, including the new, added variables and
all submitted comments. Based on this information, the par-
ticipants were asked to rate their level of agreement with each
of the 32 proposed variables on the new list.

Third round. The purpose of the third round was to inform
about the final list of variables and to collect ideas on how
these variables should be assessed and recorded. For each
variable, the research group made one or more proposals
for how to assess it, based on the same material as
above.!3:15-25 The participants were free to select one of the
proposed assessment methods, if considered optimal, or
suggest and specify another way to measure the variable.
The questionnaire made for this round was pilot tested by
five experts from our research network.

Fourth round. The purpose of the fourth round was to
inform about the results from the third round and to make
a selection on how the variables should be assessed and
recorded. The participants were asked to select one alter-
native for each variable.

Fifth round. The purpose of the fifth round was to inform
about the results from the fourth round and to reach con-
sensus on how the remaining variables should be recorded.
The participants were asked to choose between the two
options with the highest level of agreement from the fourth
round.

Statistical analysis

Consensus was defined as 70% agreement within the
group. Data storage and descriptive statistics were per-
formed using the software SPSS version 19.0.

Ethics

The Regional Committee for Medical and Health Research
Ethics, Central Norway, was contacted. Due to the nature
of the study, no application was required.

Results

The Delphi panel

The Delphi panel in round 1 consisted of 64 palliative care
experts from 30 countries. The background of the expert
group is presented in Table 2.

Table 2. Background of the Delphi panel (n = 64).

Professional background
Basic science
Epidemiology/public health/policy
Medicine, general practice
Medicine, oncology
Medicine, palliative medicine
Medicine, psychiatry
Medicine, other

Nursing

Psychology

Social work

Sociology

Workplace

Cancer centre

District general hospital
Hospice

Nursing home (institution)
Primary care setting
Teaching hospital
University campus (not attached to a hospital)
Other

Professional definition
Clinician

Researcher

Both clinician and researcher
Other

Gender

Female

Male

Country

Australia

Austria

Belgium

Bosnia and Herzegovina
Bulgaria

Canada

Croatia

Czech Republic

Denmark

Finland

France

Georgia

Germany

Greece

Hungary

Iceland

Ireland

Israel

Italy

Netherlands

Norway

Poland

Portugal

Serbia

Slovenia

Spain

Sweden

Switzerland

United Kingdom

United States of America
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37

31
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Mean number of years working in palliative care = |5.1 years (range:

1-34 years)

Participants mean age = 50.4 years, median age = 51| years (range:

25-68 years)
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Invitation of experts
103 palliative care clinicians/researchers and editors of 14 palliative
care journals were invited to participate
117 contacted -»69 responded

1st Round

*69 contacted - 64 responded
+Provided with list of 18 {+9) variables (see text for details)
+*Opportunity to propose new variables

2nd Round

*64 contacted -> 63 responded
*Provided with list of 32 variables
+Consensus reached on 31 variables

+63 contacted - 63 responded
*Provided with list of 31 variables and 89 proposals for how to record them

+*Opportunity to add and specify new proposals
3rd Round | «consensus reached on how to record 5 variables

J/
i
+63 contacted > 59 responded
*Provided with list of 26 variables and 72 proposals for how to record them
4th Round | *Censensus reached on how to record 14 variables
J

N7

*59contacted -> 56 responded
*Provided with list of 12 variables and 24 proposals for how to record them
5th Round | *Consensus reached on how to record 9 variables

Figure 1. Flowchart of the Delphi process to reach consensus on the EAPC basic dataset.

EAPC: European Association for Palliative Care.

The Delphi process

First round. In total, 69 experts were contacted and 64 of
them responded. Figure 1 shows a flowchart of the Del-
phi process. The experts were provided with a list of 18
variables. One of the variables was ‘brief symptom
assessment’. If the participants agreed that a brief symp-
tom assessment should be part of the dataset, they were
presented with a list of the nine symptoms of the revised
Edmonton Symptom Assessment System (ESAS-r).26-28
Table 3 shows the results from the first and second Del-
phi rounds. Consensus was reached on 16 items. Three
new variables — education, ethnicity and weight loss - and
four additional symptoms — insomnia, constipation, vom-
iting and diarrhoea — were proposed by >10% of the
respondents.

Second round. In total, 64 experts were contacted and 63
of them responded. The experts were provided with the

new list of 32 items (Table 3). A high level of agreement
was reached on all items (range: 81%—-100%) except
diarrhoea.

Third round. In total, 63 experts were contacted and all
responded. They were provided with the list of the 31
agreed variables from round 2 (Table 4) together with pro-
posals for how to measure or record each variable (exam-
ple given in Table 1). Agreement on how to record the
following five of the variables was reached: gender, site of
metastases, present anticancer treatment, patient’s medica-
tion and provision of care. Table 4 shows the levels of
agreement and how to record the variables.

Fourth round. In total, 63 experts were contacted and 59
responded. The participants were provided with a list of
the 26 remaining agreed variables and proposals for how
to measure each of them (example shown in Table 1). In
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Table 3. Results from the first two Delphi rounds with level of agreement (%) for each variable.

Variables in first Level of agreement

Proposals from  Variables in second Level of agreement

round (%) in first round participants in round (%) in second
first round round
Patient form Date of birth 84 Date of birth 92
Gender 98 Gender 100
Living situation 92 Living situation 98
Brief symptom 97 Brief symptom 98
assessment assessment:
Anxiety 85 Anxiety 100
Appetite 85 Appetite 100
Depression 92 Depression 100
Drowsiness 68 Drowsiness 91
Nausea 95 Nausea 98
Pain 98 Pain 100
Shortness of breath 97 Shortness of breath 98
Tiredness 85 Tiredness 99
Well being 76 Well being 95
Insomnia Insomnia 89
Constipation Constipation 92
Vomiting Vomiting 8l
Diarrhoea Diarrhoea 65
Education Education 84
Ethnicity Ethnicity 82
Health-care Date of birth 82 Date of birth 89
personnel form  Principal diagnosis 98 Principal diagnosis 100
Date of the principal 77 Date of the principal 91
diagnosis diagnosis
Stage of the cancer 95 Stage of the cancer 97
disease disease
Site of metastases 90 Site of metastases 91
Present anticancer 78 Present anticancer 8l
treatment treatment
Patient’s additional 94 Patient’s additional 96
diagnoses diagnoses
Medication 80 Medication 86
Current weight 6l Weight loss Weight loss 92
Height 48
Patient’s performance 96 Patient’s performance 100
status status
Cognitive impairment 89 Cognitive impairment 89
Place of care 95 Place of care 97
Provision of care 85 Provision of care 91

this round, consensus was reached on how to record 14
variables (Table 4).

Fifth round. In total, 59 experts were contacted and 56
responded. The experts were provided with a list of the 12
remaining variables and asked to choose between the two
proposals with the highest level of agreement from the
fourth round. Consensus was reached on how to measure
nine variables. Table 4 shows the levels of agreement on
how to record the items. Consensus was not reached on
how to record the following three variables: ethnicity,

vomiting and weight loss. Table 5 shows the two propos-
als given for these three items and the levels of agreement.
For the purpose of pilot testing, the research group decided
on how these items should be recorded based on the
results and comments from previous Delphi rounds.

Discussion

We report here on a Delphi process that resulted in consen-
sus on a set of 31 core variables to describe a palliative
care cancer population. As far as we are aware, this is the
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Table 4. Variables included in the EAPC basic dataset and how to record them. For each variable, the level of agreement on how
to record it, and the Delphi round in which consensus was achieved, are shown.

Variables included in the
EAPC basic dataset

How to record each variable

Delphi round in
which consensus
was reached

Level of
agreement (%)

Date of birth
Gender
Living situation

Patient form

Education

Ethnicity
Anxiety

Appetite

Depression

Drowsiness

Nausea
Pain

Shortness of breath

Tiredness

Well being

Insomnia

Constipation

Vomiting

Health-care Date of birth
personnel form

Principal diagnosis

Date of the principal
diagnosis

Stage of the cancer
disease

Site of metastases

DD.MM.YYYY (Day.Month.Year)

Male (), female ()

Alone ('), with spouse/partner (), with
spouse/partner and children (), with
children (), with other adult(s) (), in an
institution ('), other ()

Primary school (), secondary school/high
school ('), college/university ()

What is your ethnicity?

Numerical Rating Scale (NRS 0-10);

0 = no anxiety to 10 = worst possible anxiety
Numerical Rating Scale (NRS 0-10);

0 = no lack of appetite to 10 = worst
possible lack of appetite

Numerical Rating Scale (NRS 0-10);

0 = no depression to 10 = worst possible
depression

Numerical Rating Scale (NRS 0-10);

0 = no drowsiness to 10 = worst possible
drowsiness

Numerical Rating Scale (NRS 0-10);

0 = no nausea to |0 = worst possible nausea
Numerical Rating Scale (NRS 0-10);

0 = no pain to 10 = worst possible pain
Numerical Rating Scale (NRS 0-10);

0 = no shortness of breath to 10 = worst
possible shortness of breath

Numerical Rating Scale (NRS 0-10);

0 = no tiredness to 10 = worst possible
tiredness

Numerical Rating Scale (NRS 0-10);

0 = best well being to 10 = worst possible
well being

Numerical Rating Scale (NRS 0-10);

0 = no insomnia to 10 = worst possible
insomnia

Numerical Rating Scale (NRS 0-10);

0 = no constipation to 10 = worst
possible constipation

Numerical Rating Scale (NRS 0-10);

0 = no vomiting to 10 = worst possible
vomiting

DD.MM.YYYY. (Day.Month.Year)

International Statistical Classification of
Diseases and Related Health Problems —
10th Revision. ICD-10 code

MM.YYYY. (Month.Year)

Local (), locally advanced ( ), metastatic/
disseminated ()

Bone (), liver (), lung (), CNS (),
other ()

4
3
5

8l
98
70

77

522

80

8l

76

80

80

86

8l

80

8l

73

84

642

83

89

83

98

(Continued)
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Table 4. (Continued)

Variables included in the
EAPC basic dataset

How to record each variable

Level of
agreement (%)

Delphi round in
which consensus
was reached

Present anticancer
treatment

Radiotherapy (), chemotherapy (), 3 92
hormone therapy (), other anticancer

therapy (), no anticancer therapy ()

Patient’s additional
diagnoses

International Statistical Classification of 5 86
Diseases and Related Health Problems —

10th Revision. ICD-10 code

Stage of the non-cancer
disease

Chronic heart failure (CHF): The 5 88
New York Heart Association (NYHA)

Functional classification: NYHA classes:

FO) O NEO), V()

Chronic obstructive pulmonary disease 79
(COPD): GOLD classification; stages: | (),

), M), Iv(Q)

Dementia: FAST scale; stages: | (), 2 (), 70
3(1:40150,6017()

Patient’s medication

Standardized list: non-opioid analgesics 3 94

(), opioids (), co-analgetics (),
corticosteroids (), antidepressants (),
antiemetics ( ), neuroleptics ( ), sedatives/
anxiolytics ( ), drug(s) for acid-related
disorders (), laxatives ( ), antibiotics

(), diuretics ( ), heart medication/
antihypertensives ( ), other ()

Weight loss Involuntary weight loss % and a 502
duration of weight loss months

Patient’s performance Karnofsky Performance Status Scale/ 5 77

status Australian Karnofsky Performance Status

Cognitive impairment The patient has cognitive impairment: no 5 71

(), mild ('), moderate (), severe ()

Place of care

Home (), long-term care facilities ( ), 5 77

hospice/palliative care unit (),
hospital (), other ()

Provision of care

Inpatient ( ), outpatient (), day care () 3 92

EAPC: European Association for Palliative Care; CNS: central nervous system; GOLD: Global Initiative for Chronic Obstructive Lung Disease; FAST:

The Functional Assessment Staging Scale.
2Consensus was not achieved.

first internationally anchored minimum dataset for report-
ing patient characteristics and medical variables in pallia-
tive care. The Delphi participants were palliative care
experts from Australia, Canada, the United States and 27
countries in Europe. While it was remarkably easy to reach
consensus on which variables to include in the dataset, it
was more difficult to agree upon how each of them should
be measured.

Deciding on what constitutes expertise is critical for the
validity of the process. In this study, much work was put
into getting an extensive international panel.®!0 Despite
this broad approach, we might have missed a number of
experts. On the other hand, the panel members had been
working on average 15.1 years in palliative care, indicat-
ing a skilled, experienced group.

The focus of the present consensus process was
patient characteristics and medical variables. In line
with this, the Delphi panel was multiprofessional but
with a predominance of physicians (59%). The limited
information on central palliative care domains such as
psychosocial and spiritual issues represents a limitation
of the dataset. However, there is much less international
consensus on how to assess, for example, spiritual dis-
tress than physical symptoms, and although all aspects
of suffering are intertwined, assessment of spiritual and
emotional issues probably needs more cultural consid-
erations and adaptations, also within Europe. A new
variable was added if proposed by >10% of the respond-
ents, and variables within these domains were proposed
by too few participants. Future research is needed to
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Table 5. Variables included in the EAPC basic dataset without consensus on how to record them and the corresponding answer
options or scales with highest level of agreement from the fourth Delphi round and the level of agreement in the fifth Delphi round.

Variables included in the
EAPC basic dataset
to the experts in fifth round

The two options with the highest levels of
agreement from fourth Delphi round provided

Level of agreement (%) in fifth Delphi round

Ethnicity What is your ethnicity? 52
Caucasian ('), African ('), Arab (), Asian (), 48
Other ()

Vomiting Numerical Rating Scale (NRS 0-10); 0 = no 64
vomiting to 10 = worst possible vomiting
Number of episodes in the last 24 h 36

Weight loss Involuntary weight loss % and duration of 50
weight loss months
Involuntary weight loss kg (___%) and 50

duration of weight loss

months

EAPC: European Association for Palliative Care.

identify core dataset items for the other domains of pal-
liative care.

The first invitation to participate was sent to 117 indi-
viduals, of whom 69 responded. Non-responders were not
chased up, and we cannot exclude a certain selection bias.
For instance, all the 8 invited experts from Norway partici-
pated, while only 1 of 5 invitees from Italy and 6 of 16
from the United Kingdom.

According to acknowledged Delphi guidelines, a
response rate of 70% for each round is required.?® In our
study, the response rate varied from 100% to 92%. The
overall response rate was 81%. Reasons for dropping out
were not reported. The highest number of dropouts was
seen in the last two rounds conducted in the summer. We
still believe that this first version of the dataset is well
founded, as 63 experts participated in the third round and
were informed about the final list of variables with one or
more proposals for how to assess each of them.

The language, format and contents of the Delphi round
questionnaires, especially the proffered lists of response
options, represent additional limitations. We tried to mini-
mize this possible bias by making the process utterly trans-
parent, including all comments and remarks from the
respondents in the next round. All the participants were
encouraged to read every comment before making a new
selection.

For defining consensus, 70% was chosen as the cut-off.
In different studies, this ranges from 51% to 100%.2%30 In
the present study, the level of agreement ranged from 70%
to 100%. The level of agreement was lower in the later
rounds, focusing on how to record the variables. This
probably reflects the plethora of tools and instruments in
use, and the lack of international standards and
consensus.>!

The Delphi process started with a list of 18 variables.
One of the variables was ‘brief symptom assessment’. If
the participants agreed that a brief symptom assessment

should be part of the EAPC basic dataset, they were pre-
sented with an additional list of the nine symptoms of the
ESAS-1.26-28 The ESAS is widely used in clinical prac-
tice;3? it measures the most commonly experienced symp-
toms in cancer patients and is brief and easy to use.’? By
presenting the ESAS-r in the first round, 97% of the par-
ticipants were presented with altogether 27 variables, of
which only one was discarded (height) and one changed
from ‘current weight’ to ‘weight loss’ in the course of the
consensus process. It is tempting to interpret this as if we
managed to include central variables from the start.

After five rounds, consensus was reached on how to
record all variables except three. The research group
judged that it was unlikely to achieve consensus in further
rounds, and the group decided on how to measure the vari-
ables for the purpose of pilot testing the dataset. Ethnicity
is a challenging variable and triggered a lot of comments
from participants. For the purpose of pilot testing the data-
set, an open-ended question will be used: ‘what is your
ethnicity?’. Vomiting was the second variable without con-
sensus about how to assess it. However, 64% chose to
record it in the same manner as the other symptoms, using
a Numerical Rating Scale (NRS) 0—10. This proposal was
supported by the research group to secure a uniform
approach.3* Weight loss was the last variable on which no
consensus for assessment was reached. However, the two
options on how to record weight loss that received the
highest scores were very similar, and the research group
decided to follow the recommendation of the European
Palliative Care Research Collaborative (EPCRC) Cachexia
Guidelines.?

Some of the participants expressed their concern about
whether it would be too difficult for the most fragile
patients to use an NRS and proposed to use a Verbal
Categorical Scale (VCS)/Likert scale. This option was
added in the next Delphi round; nevertheless, the NRS was
the chosen scale. Pilot testing of the dataset will be
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important to judge its feasibility in the frailest patients, and
one may test both scale options. It may prove necessary to
offer more than one scale option to comply with specific
requirements of subgroups of patients or with established
practice.

Analysis of existing minimum datasets for national pal-
liative care databases was included in the preparatory work
for the present Delphi process.!>2* There are major differ-
ences between these datasets; some of them are survey con-
structed, while others collect information on individual
patients. Analysis showed that only age, gender and diagno-
sis were common denominators. These three variables are
also included in the only previously published initiative to
define a framework of variables to classify a palliative care
population.* The published checklist®® contains a limited
number of demographic and disease-related variables, mak-
ing it insufficient for describing the sample in clinical trials.
Using the EAPC basic dataset as part of such a checklist for
authors would assist in evaluating the external validity of a
research report and complement methodology-based check-
lists of internal validity such as CONSORT for RCTs.?’

The aim of this process was to obtain a set of common
descriptors necessary and sufficient to describe a palliative
care cancer population in clinical studies. However, the
ideal situation would be to use the same dataset for
research, clinical and policy purposes. We realize that sup-
plementary modules may have to be added for specific
studies, diseases or objectives. The balance between a
dataset that is clear, simple and user-friendly and at the
same time providing sufficient information on patient
characteristics is delicate. Pilot testing is necessary to eval-
uate whether the ‘right’ variables were included and will
probably lead to some adjustment of the contents. Many
participants stated their willingness to pilot test the dataset,
and they will soon be contacted for further action. In the
meantime, we strongly encourage researchers and clini-
cians to start using the dataset, even though it is likely to
evolve over time. PDF files of the dataset will be made
available on the PRC and EAPC homepages. Development
of an electronic version is in progress.

We also regard it a good basis for national databases,
supplemented by relevant quality indicators. Finally, the
dataset may serve as a very useful checklist for palliative
care journals. Used in this way, the EAPC basic dataset
will provide a common language and framework for
reporting for researchers, clinicians and other palliative
care stakeholders. We therefore appeal to editors of pallia-
tive care journals, leaders of research groups and national
coordinators to take the lead in the use of the EAPC basic
dataset in all palliative care settings.

Conclusion

Palliative care experts from 30 countries were able to reach
consensus on a set of 31 core variables to describe a

palliative care cancer population. The EAPC basic dataset
of patient characteristics and medical variables gives a
unique platform for standardizing research and service
reporting and could be an important milestone in the devel-
opment of evidence-based palliative care.
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