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Introduction

Julia M. Addington-Hall

This is, as far as we can ascertain, the first research methods textbook to be
focused specifically on palliative care. Given the wide range of other research
methods textbooks available, the first task facing us is perhaps to justify the
need for such a volume; surely the needs of both neophyte and experienced
researchers in palliative care can be adequately met by existing texts. We have
written this textbook because we think that palliative care presents particular
challenges to researchers, both because of the ethical and practical difficulties
which result from working with very ill patients and their families and because
of the range of research questions considered to be within the domain of pal-
liative care. New researchers, experienced researchers working in palliative
care for the first time and skilled palliative care researchers encountering a
question which cannot be answered by their existing research skills would all
benefit, we suggest, from a text written specifically for them by researchers
with real experience of palliative care research and of the challenges it 
presents; a text which also encompasses in one volume the range of research
methods available to address the physical, psychosocial and spiritual problems
of patients and their families.1 This textbook therefore provides an introduc-
tion to the use in palliative care of clinical trials, of survey research, of epi-
demiological research methods and of qualitative research methods. In all
cases, the chapters are written by researchers who are experienced both in the
method itself and in applying it within palliative care. In addition, in the final
section, a number of issues facing all palliative care researchers are addressed,
including how to write a proposal, how to obtain research ethics approval and
how to write a paper. Again, these chapters are permeated by an understand-
ing of the challenges facing palliative care researchers and of the contexts in
which they work.

Our aim is to contribute to an increase in both the quality and the quantity
of palliative care research. Although the amount of palliative care research is
increasing, as evidenced by increasing numbers of articles relevant to palliative
care indexed in databases such as MEDLINE (a >2-fold increase between 1987



and 2005) and the growing number of palliative care journals, palliative care
still has an underdeveloped research base; a meeting of leading supportive,
palliative and end-of-life care academics from the UK, the USA and Canada
recently concluded that the ‘overall pool of investigators and number of
research efforts remain proportionately small’.2 There are still many unan-
swered questions: participants in this meeting, for example, acknowledged
that each of the three countries would have their own priorities, but still iden-
tified 10 areas where they considered there to be an urgent need for research.
These were:

measuring symptoms and symptom clusters; study of the biological bases of complex
symptom clusters; enhancing research in symptom interventions; family and informal
care-giving; the impact of poverty; societal beliefs and approaches to death and end of
life care; measuring quality of life within different cultural milieus; performance of
the health care system; understanding and responding to transitions in care goals; use
of technology to enhance care; and knowledge transfer.2

A different group of palliative care researchers might well have generated a
different list of areas requiring research (and, indeed, a rather different list was
produced in the UK as part of the process of developing evidence-based
guidelines for supportive and palliative care3). They are unlikely to have too
much difficulty in identifying priorities for research in palliative care, how-
ever; we currently lack the evidence we need to enable all patients with life-
threatening illnesses to live as fully as possible for as long as possible, and to
enable us to support their families appropriately both before and in bereave-
ment. More high quality palliative care research is therefore needed. This text
is designed to help researchers to design and deliver good research studies in
this challenging but important research field.

The challenges of palliative care research
The World Health Organization (WHO) currently defines palliative care as:

… an approach that improves the quality of life of patients and their families facing
the problem associated with life-threatening illness, through the prevention and relief
of suffering by means of early identification and impeccable assessment and treat-
ment of pain and other problems, physical, psychosocial and spiritual.1

Some of the challenges inherent in palliative care research can be identified
from this definition. First, and fundamentally, palliative care is concerned with
people with life-threatening illnesses. Although the WHO definition goes on
to say that ‘palliative care … is applicable early in the course of the illness’,1 and
the principles and practice of palliative care are increasingly recognized as ben-
eficial for people earlier in their disease trajectory, from the point of diagnosis,4

the majority of people who receive palliative care are in the last months, weeks
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or days of life.5,6 Palliative care is concerned with the prevention and relief of
suffering because, for many, if not all, this period of their lives is associated
with distressing physical symptoms and increased dependency on others as
their bodies deteriorate, and with concomitant psychological, social and exis-
tential issues. Palliative care research is therefore by definition concerned with
a sick patient group who are going to get sicker. This brings with it concerns
about whether palliative care research can ever be ethical and, if it can, how to
conduct ethically sensitive studies. These are rehearsed below and discussed in
detail elsewhere in the text (Chapters 2, 3 and 10).

It also produces practical challenges. It can be difficult to recruit patients to
studies because many are too ill to participate (or are thought to be so by the
health professionals caring for them), are unable to give informed consent or die
before they can be recruited. In addition, as will be discussed below, palliative
care patients are a heterogeneous population, and only a minority may therefore
‘fit’ the study criteria. A recent well-designed and carefully executed large-scale
palliative care trial found that only 31 per cent of the screened population was
eligible for the study, a fairly typical figure in palliative care.7 Patient attrition
is a major issue in longitudinal studies: only 46 per cent of patients in this 
trial provided follow-up data at 8 weeks.7 This, however, greatly exceeds the 
32 per cent of patients who completed a clinical trial lasting only a few days in
another setting.8 Not only are recruitment and retention challenging, but the
poor health status of many palliative care patients also impacts on data collection
(whether quantitative or qualitative), not least because they often have limited
concentration and tire easily. It also impacts on the researchers themselves,
who are brought face to face with their own mortality as well as often having
to deal with multiple losses as research participants die (Chapter 10).

Whilst the WHO definition makes clear that palliative care is concerned
with life-threatening illness, it does not clarify this in any way. Palliative care
services vary enormously across and between countries in the characteristics
of the patients they see in terms of prognosis, diagnosis and the complexity of
their problems. Whilst palliative care patients are united in living with a life-
threatening illness, they are a very heterogeneous population. This presents
challenges in designing good studies (Chapters 2 and 3). These are magnified
by the difficulty of accurately judging prognosis, in most settings an (or even
the) important determinant of whether patients with life-limiting illnesses are
eligible for palliative care services and, by extension, for palliative care studies.

A further challenge for palliative care research is that it is investigating ‘an
approach that improves the quality of life of patients’.1 It is therefore concerned
not with what traditionally are seen as objective outcomes such as survival and
physical indicators of disease regression, but with more subjective outcomes
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such as ‘quality of life’ and pain. The science of outcome measurement is relatively
young, and the development of outcome measures is particularly challenging
in palliative care (Chapter 7). The paucity of good outcome measures is seen
as a particularly important obstacle to progress in palliative care research.9

Palliative care is concerned with improving the quality of life not only of
patients but also of their families. The WHO definition expands on this by
stating that ‘palliative care … offers a support system to help the family cope
during the patient’s illness and in their own bereavement’.1 Palliative care
research also, therefore, has to have the families of palliative care patients
within its sight. This requires it not only to engage with the ethical and practi-
cal challenges inherent in working with very ill patients, but also to engage in
the challenges involved in carrying out research with family members both
before the patient’s death and into bereavement. This begins to illustrate why
palliative care research, like palliative care itself, needs to be multidisciplinary,
drawing on a range of research methodologies and on researchers from different
professional and academic backgrounds to meet its aims. It is not a narrowly
focused field of research endeavour, where adequate research progress can be
made by research drawing on any one school of research, whether that be, for
example, research informed by the biomedical model, by qualitative research
informed by the social sciences or by epidemiological research. Palliative care
encompasses physical, psychological, social and spiritual (or existential)
issues; it ‘uses a team approach to address the needs of patients and their 
families’.1 Palliative care research needs to do the same if it is to be able to
make progress in addressing all of these issues: it needs to draw on the full
range of available research methods, using the one that most appropriately
answers the question in hand.

Ethical issues
As already outlined, palliative care patients may experience physical, psycho-
logical, social and spiritual (or existential) distress. They will usually become
increasingly dependent on others for help with activities of daily living,
although the speed of this will vary with, for example, dependency being more
long-lasting in conditions such as heart failure and chronic respiratory dis-
eases than in cancer. Many, if not all, will experience a range of physical symp-
toms which may change rapidly and which will require prompt and effective
intervention. They may have psychological or cognitive symptoms, they may
experience spiritual distress and their illness may result in a number of family
issues and practical problems. These can lead to palliative care patients being
seen as being a particularly vulnerable group, needing special protection in
relation to research. Vulnerability in terms of research ethics can be defined as
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the ‘increased potential that one’s interest cannot be protected’10 (p. S26). To
view palliative care patients as being vulnerable therefore requires them to be
categorized as a group as being less able than other research participants to
protect their own interests. There are good reasons to believe that some pallia-
tive care patients at least may fall into this category (see Chapters 3 and 10 for
fuller discussion of these issues). For example, there is increasing recognition
of the high incidence of cognitive impairment and reduced capacity amongst
some populations of palliative care patients.11 Where this reduces patients’
ability to understand information about research studies and to make an
informed choice about participation, it does make them vulnerable in research
terms. Palliative care patients who are resident in in-patient units are also
highly dependent on their health care providers; this can make them particu-
larly susceptible to coercion (albeit unintentional), resulting in ‘informed
choices’ which are not truly autonomous and again render them vulnerable.
Patients living in the community may similarly be dependent on their health
care providers and/or have developed close relationships with them and not
want to disappoint them by not taking part in a study; they too may therefore
be vulnerable. Indeed, Raudonis12 has objected to enrolling palliative care
patients in studies at all precisely because they are a ‘captive audience’, depend-
ent on health professionals for their care.

The concept of vulnerability is useful in reminding researchers of the partic-
ular care they need to take to ensure that all research participants are able to
make autonomous informed decisions about participation in palliative care
studies. The question of whether all palliative care patients should be regarded
as vulnerable simply because they have a life-threatening illness (and are
dying) in the absence of more specific evidence about what they are vulnera-
ble to is more contentious.10,13 This is, however, the stance taken by most, if
not all, Research Ethics Committees and Institutional Review Boards (see
Chapter 17 for advice on how to work with ethical committees).

Linked to this is the question of whether palliative care research is ethical at
all. The arguments for palliative care being a special case in which the normal
safeguards for protecting participants are not adequate include that, as out-
lined above, palliative care patients are inherently vulnerable; that participants
cannot because of their limited life expectancy be expected to benefit directly
from the research;14 that patients have limited time left and the cost to them of
participating in research will always therefore outweigh the benefit; and that,
as discussed above, as they are a captive audience they are unable to make volun-
tary choices about research participation.15 There is now general agreement
within palliative care at least that it is not a special case and that the usual methods
for protecting research participants, for weighing the risks and benefits of
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participation for individuals and for ensuring that they are making
autonomous, informed decisions to participate therefore apply.15,16 It can be
difficult to persuade Research Ethics Committees of this, however. Health pro-
fessionals too may be concerned about the ethics of including palliative care
patients in research, seeing research as an additional and unnecessary burden
on already burdened patients. This overlooks the possibility that patients may
receive benefits from participating in research. As Fine has argued:

It is just as important to note that participation in research can have anti-comiogenic
value, that is, bring an overriding sense of purpose and meaning to the patient and
family. That is, instead of additive burdens, there is oftentimes perceived benefit,
through ‘helping’, ‘companionship’, ‘attention’, and similar positively viewed attribu-
tions of being involved in a social enterprise17 (p. S58).

Even very sick patients may wish to participate in research for altruistic 
reasons, to give something back to society, or even to make some sense of their
situation.

There is beginning to be a small body of literature which has asked palliative
care patients themselves their views on research participation. A qualitative
research study of Australian hospice in-patients found that all wanted to par-
ticipate in research.18 Supporting Fine’s argument, the most common reasons
for this were altruism, enhancement of a sense of personal value, the assertion
of continuing autonomy and the importance they attached to doctors seeking
to improve palliative care via research. They rejected the idea that they were
not capable of autonomous consent. A quantitative study in the USA found
that nearly half of hospice patients were interested in participating in inter-
view or survey research, or in therapeutic research.19 Their informal caregivers
were more interested in research, both for themselves and for the patient.
Younger patients were more interested in research, but those aged over 75 were
as interested as other people of the same age. A small UK study of hospice
in-patients reported that two-thirds would be willing to participate in a trial;
this reduced to half for the most invasive trial scenario (involving venepuncture
and random drug allocation) and increased to three-quarters for a reflexology
trial.20 All three of these studies dealt with hypothetical situations rather than
with patients’ actual experiences of research participation, which may be 
different. However, a study from the USA of patients who had participated in
research interviews indicated that they were positive about their experience.21

These studies suggest that palliative care patients take a more positive attitude
to research participation than health professionals and ethical review commit-
tees might expect. A note of caution is needed in that the patients represented
here were, by definition, well enough to give consent and to participate in
research; they do not, therefore, represent the views of all palliative care
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patients. These findings do, however, provide further evidence for the view
that, whilst great care must be taken to adopt the highest possible ethical stan-
dards in palliative care research, there is no reason to consider all palliative
care patients as inherently vulnerable and requiring special ethical protection.

Ethical issues in palliative care research are considered from the perspective
of clinical trials in Chapters 2 and 3, and from the perspective of qualitative
research in Chapter 10: issues specifically related to research ethics committees
are considered in Chapter 17. Given the centrality of ethical issues to both pal-
liative care and palliative care research, it will come as no surprise to the reader
to find that they also occur throughout the book. It could, indeed, be argued
that the whole book is concerned with the ethics of palliative care research in
that it is primarily focused on enabling researchers to choose an appropriate
research method, to design a high quality study and then to execute this suc-
cessfully; as Cassarett et al. argue:

… a study is only ethically sound if its risks are reasonable in proportion to its poten-
tial benefits, and the knowledge to be gained. Thus, palliative care researchers … must
demonstrate that their research questions are important, their methods are appropri-
ate to produce valid results, and that their findings are generalizable16 (p. S5).

Outline of the book
This book begins with a section focused on clinical trials. In Chapter 2, Bennett
introduces the principles of designing clinical trials in palliative care.
In Chapter 3, he is joined by Reyna and Bruera in considering the particular
ethical and practical issues involved in designing and conducting clinical trials
in palliative care.

The next section is concerned with survey research (Section 2). In Chapter 4,
I introduce the principles underlying the design of scientific research surveys,
with particular emphasis on sampling and on response rate, and on why these
matter. Chapter 5 is concerned with methods of data collection in surveys,
questionnaire design and the piloting of questionnaires.

The next three chapters introduce epidemiological research methods
(Section 3). In the first, Chapter 6, Costantini and Higginson consider the use
of experimental and quasi-experimental research designs in palliative care.
Chapter 7 by Higginson and Harding is about outcome measurement, while in
Chapter 8 Gysels and Higginson provide an introduction to systematic reviews,
together with a summary of systematic review methods.

Section 4 is concerned with qualitative research methods. In the first chapter
(Chapter 9), Payne provides a comprehensive overview of qualitative methods
of data collection and analysis. In a companion chapter to Chapter 2, in
Chapter 10 Sheldon and Sargeant consider ethical and practical issues in 
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palliative care research from the perspective of qualitative research. Crossley
then reflects in Chapter 11 how qualitative research should be evaluated.
In Chapter 12, Ingleton and Davies provide a guide to evaluating palliative
care services, with particular emphasis on mixed method research. Chapter 13
by Seymour discusses ethnography, in which researchers become involved in
the daily lives of a small group of patients. The last chapter in this section,
Chapter 14 by O’Connor, is focused on documentary analysis and policy, and
introduces discourse analysis.

The final section of the book, Section 5, is rather different from the previous
sections in that it does not introduce specific research methods; instead it
aims to answer questions readers may have about ‘how to’ do particular
things in research. In Chapter 15, Kelly and Stone address the question of
‘how to develop a research question’. Once the question has been developed, the
next stage in the research process is to write the research proposal and (often)
to obtain funding; this is addressed by Todd in Chapter 16. In Chapter 17,
Speck provides advice on how to obtain research ethics approval, and in
Chapter 18 Campbell answers the question of ‘how to use a statistician’.
Finally, I consider what to do once the study is completed by addressing ‘how
to write a paper’.

Conclusion
It is our hope that this textbook will provide a useful introduction to the range
of research methods available to help us understand more about the experi-
ences of people in the last months, weeks and days of life and of their families,
and to develop and test effective interventions to improve their care. As the
authors emphasize throughout the book, what is essential is that the right
research methods are chosen to address the question of interest, and that the
resulting study is then planned and delivered to the highest possible standard.
Palliative care needs to be underpinned by a firm foundation of innovative,
high quality and diverse research; we hope that this textbook will help make
this a reality.
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