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Introduction

From an initial focus on the care of people in the last weeks or days of
life, the principles and practice of palliative care have been increasingly
recognized as beneficial for people earlier in their disease trajectory, from
the point of diagnosis (Ahmedzai & Walsh, 2000; World Health
Organization, 2005).Yet the reality is that the majority of patients receiv-
ing care from hospice and specialist palliative services are in the last
months, weeks, or days of life (Eve, Smith, & Tebbit, 1997; Lamont &
Christakis, 2002). In addition, although the relevance of palliative care to
people who die from conditions other than cancer is increasingly recog-
nized (Addington-Hall & Higginson, 2001), the majority of patients cur-
rently receiving care in most settings have cancer, with most of the
remainder having AIDS or neurological conditions such as motor
neurone disease.This article focuses on the challenges of working as a
researcher with people with advanced, progressive disease who are
coming to the end of their lives.

Our empathy with and compassion for our fellow human beings
facing the end of their lives can cause us to find the idea of palliative care
research rather unsettling, and to even question whether it is an appro-
priate pursuit.To address this satisfactorily we need, I think, a clear sense
of the potential benefits of research in this area, the risks of not doing
such research, and the ethical dimensions of such research.

Benefits of Palliative Care Research

One of the factors that differentiated the initial modern hospice services
from the homes for the dying that had preceded them was their empha-
sis on research — ensuring that interventions were based on science
rather than just on practice and tradition. Rapid improvements were
made in pain control, for example, because hospice pioneers built on
emerging scientific knowledge about pain mechanisms and opiate drugs.
Medical and nursing research into the etiology, mechanisms, and treat-
ment of symptoms such as pain, nausea and vomiting, dyspnea, and con-
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stipation have played a vital role in the progress in palliative care we have
seen over the past four decades.There is still much to be done in order
to address problems and to ensure that practice is evidence-based
(Higginson, 2004).

Given the particular sensitivities (indeed, difficulties) entailed in con-
ducting research in this area, it might be tempting to argue that the usual
standards of evidence-based practice should be lowered, that the costs of
collecting randomized controlled trial (RCT) evidence outweigh the
benefits that will accrue from that evidence.As elsewhere in health care,
this stance runs the risk of denying patients access to interventions shown
by RCTs to be beneficial — including nursing interventions that might
have been ignored or rejected without that evidence (Moore et al., 2002)
— and of offering care that is ineffective (Todd, Rees, Gwilliam, &
Davies, 2002). In the area of evidence-based practice, palliative care
patients as a group may have more to lose by being excluded from
research than they have to gain by being included.

Clinical research is not, of course, the only research being conducted
in palliative care. Much of my research comes under the heading of
health-services research: studies that seek to understand people’s health-
care needs, to determine whether and how these needs are being
addressed, and to evaluate the appropriateness and effectiveness of service
interventions. Some may dismiss the need for health-services research in
the field of palliative care, arguing that such care is self-evidently “good”
and therefore does not require empirical validation.This is an attractive
argument in the United Kingdom, where hospices have largely devel-
oped outside of the National Health Service in response to local need
and funded by local people rather than out of taxation: a clear demon-
stration of support for and, it can be supposed, the quality of hospice ser-
vices. Health technology assessment is receiving increasing attention in
the health-care systems of industrialized countries, however, creating the
need for hospice and palliative services to show that they too are effec-
tive and efficient — in short, that they offer value for money.These ser-
vices usually score high for user satisfaction, but that alone is not enough
for them to score well in more formal health-care evaluations.
Conducting high-quality service evaluations in palliative care is a chal-
lenging task. Such evaluations do not always come to the expected con-
clusions, sometimes leading to debate about whether the findings are
“true” or whether the evaluation has misrepresented the services due to
poor methods and/or the choice of inappropriate outcomes.
Nevertheless, if we do not engage in health-services research we risk the
future funding of palliative care and its integration within health and
insurance systems.
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My third argument in favour of palliative care research may be the
most important one. In our desire to avoid causing patients any additional
distress or burden, we risk acting in a paternalistic manner — doing what
we think patients want or what we would want in their position.This is a
paradox in palliative care, which has always strived to treat patients as
individuals; indeed it sought to provide “patient-centred care” before the
term was even invented. Research can be a powerful means of putting
patients in a position to make their views known. In quantitative
research, for example, patients’ accounts of pain in a drug trial influence
judgements about the effectiveness of a new analgesic (in contrast with a
sole reliance on the views of health-care providers), while qualitative
research methods seek to understand the participant’s experience from
his or her own perspective. Such research can produce findings that chal-
lenge accepted wisdom (Stajduhar & Davies, 2005) and serve to demon-
strate that, however well intentioned and well informed, health profes-
sionals do not necessarily have the same views as users. Research that
explores users’ perspectives and investigates their experiences of care is a
requisite for any patient-centred health-care system.The field of pallia-
tive care is no exception. In addition, there is evidence that palliative care
patients who choose to participate in research interviews are positive
about their experiences (Emanuel, Fairclough,Wolfe, & Emanuel, 2004).
Therefore, the advantages of palliative care research for society and for
palliative care patients do not seem to come at a cost to the research par-
ticipants — provided, of course, that their decision to participate is fully
informed. It is to the ethics of palliative care research that we now turn.

Ethics of Palliative Care Research

It has been suggested that research in palliative care may be unethical
because participants, given their limited life expectancy, cannot benefit
from any changes resulting from the study (Janssens & Gordijn, 2000).
Whilst an inability to benefit directly is particularly clear in palliative
care, it is not restricted to this field. Other patients also participate in
research knowing that any resultant changes are unlikely to benefit them
(because, for example, they do not expect to have another knee replace-
ment).Thus while palliative care is perhaps an extreme in this respect, it is
not unique. It has also been argued that it is unethical to take up the
limited time of palliative care patients with research matters.While
patients clearly should be free to use their remaining time how they
wish, non-palliative patients also have demands on their time. In both
cases, patients need to weigh the advantages and disadvantages of allocat-
ing time to research and make an informed decision. Finally, some object
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to enrolling palliative care patients in studies because they are a “captive
audience” (Raudonis, 1992), dependent on various professionals for their
care; the argument is that they may be reluctant to give honest evalua-
tions or may feel coerced into participating. Again, this issue is not
unique to palliative care.

Palliative care is therefore not a special case in terms of research
ethics.The usual safeguards established to protect research participants
and to ensure that they are making autonomous, informed decisions to
participate therefore apply (Casarett & Karlawish, 2000). It can be diffi-
cult, however, to persuade ethical review boards that this is the case.
Indeed, investigators are frequently uneasy about asking people to partic-
ipate in research at the end of their lives, and it would be surprising if
members of ethical review boards did not share this uneasiness. Given the
inherent sensitivity of palliative care research, it is neither unexpected nor
inappropriate for palliative care investigators to be asked repeatedly to
revisit the ethical basis of their research.

The application of the principles of ethically sound research can
present challenges in palliative care.The desire of health professionals to
protect patients from unnecessary demands can conflict with the patient’s
right to make an informed autonomous decision about research parti-
cipation. Even very sick patients may wish to participate for altruistic
reasons, to give something back to society, or even to make some sense
of their situation.At the same time, these patients can be very vulnera-
ble, particularly as they become sicker and more dependent on others for
care, effective symptom control, and support.This can make it difficult
for them to decline participation. Relationships between clinical staff and
researchers around the ethics of palliative care research can be strained.
Whilst clinical staff may feel strongly that “their” patients should not be
burdened by taking part in a study, researchers may view this as gate-
keeping behaviour — as denying the patients their autonomy and threat-
ening the viability of the study.

Such issues are not easily addressed. Involvement of clinical staff and,
where possible, the users themselves at an early stage in the research
design will help to ensure that the type of participation expected is
appropriate and that clinical staff understand the importance of the
research. Partnership between investigators, clinicians, and users is an
important step in ensuring an ethically sound, appropriate, and accept-
able research design.

A related issue is whether it is necessary for researchers who collect
data from palliative patients to have a clinical background.Those who do
have a clinical background are more likely to be aware of the patient’s
clinical condition and limitations, to be alert to signs of fatigue and dis-
tress, to seek consent appropriately, and to refrain from engaging in
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excessively burdensome data-collection protocols.They are also more
likely to be familiar with the physical manifestations of advanced disease.
As a young social scientist with no clinical background, I often worried
when interviewing dying patients that I would reveal my negative reac-
tions to the sights and smells that result from very advanced cancer and
thus distress the person. During discussions with my clinical colleagues,
it became clear that they were no longer aware of these aspects of dying.
However, clinicians do not have a monopoly on good empathic skills or
research expertise.They can also experience tension between their role
as carer — wishing to intervene on the patient’s behalf — and that as
researcher.While it may not be necessary for researchers working with
palliative care patients to have a clinical background, those who super-
vise the investigators have a responsibility to provide good induction pro-
grams and continuing supervision so that the researcher behaves in a way
that causes minimal harm to the patient and the researcher (Clark,
Ingleton, & Seymour, 2000).

An under-recognized issue in palliative care research is that of capac-
ity — the ability to understand the issues and give informed consent.
This clearly lies at the heart of research ethics.Although reduced capacity
has been the subject of much debate in the literature on research in
dementia, it has received less attention in palliative care despite the
growing evidence of high levels of cognitive impairment in palliative care
populations (Jenkins,Taube,Turner, Hanson, & Bruera, 1998).This is an
area that requires further research. In the meantime, palliative care
researchers need to be alert to the possibility that a patient may lack the
capacity to give consent (Casarett, 2003).Those conducting longitudinal
studies should be aware that the patient’s capacity may diminish as the
disease progresses; in any case, the patient’s changing condition may make
it good practice to renegotiate consent at each contact in any palliative
care study that follows patients over time.

In summary, palliative care is not a special case.The usual principles
of research ethics apply. However, it is an area that requires particular care
in the application of those principles (Jubb, 2002). Partnerships between
researchers, clinicians, and users can be helpful, as can advice from experts
in research ethics. Issues around patient recruitment and retention in pal-
liative care research will now be examined.

Patient Recruitment and Retention

The most challenging aspect of palliative care research is the fact that the
patients are very sick and then die.This has implications for participant
recruitment and retention.As discussed above, although the average life
expectancy of patients referred to palliative services varies among services

Palliative Care Research in Practice

CJNR 2005,Vol. 37 No 2 89

08-Practices-Addington-Hall  5/25/05  5:29 PM  Page 89



and settings, it is measured usually in weeks, sometimes in months, and
rarely in years. By the time patients are referred they are likely to have a
number of troublesome problems, which indeed may have been the
trigger for referral (Walsh, Donnelly, & Rybicki, 2000).The proportion
of patients who are well enough to be approached by an interviewer, are
not too fatigued to absorb all the necessary information, and have suf-
ficient mental capacity to give informed consent will vary between
settings, but is not likely to be high, even at first contact with palliative
services.This has particular implications for survey researchers seeking
representative samples in order to draw inferences about the whole pop-
ulation. It may also limit the widespread applicability of trial data, and, if
not carefully documented and described, the transferability of data from
qualitative studies, where appropriate (Crowley & Casarett, 2003). It can
also require patience, tenacity, and forbearance on the part of the
researcher and generosity on the part of the funding agency, which in the
ideal world (but all too often, alas, not in the real world) recognizes the
specific recruitment challenges in palliative care and their implications
for the time and funding needed.

As the disease progresses, the patient will become more fatigued and
more functionally impaired.This has particular implications for longitu-
dinal studies, including RCTs, where the researcher must follow patients
over time in order to measure outcomes.Although a sufficient number
of patients may have been recruited at baseline (usually after considerable
effort), the number who are still alive and well enough to participate at
time two will be significantly reduced, even with a short interval such as
2 weeks — and the situation will of course worsen as the study pro-
gresses.This is clearly beyond the researcher’s control (as I would rather
have liked to point out to the author of a systematic review of RCTs of
palliative care services who marked her own trial down for quality
because “too few” took part in follow-ups [Rinck et al., 1997]).

I have argued above that palliative care cannot afford to “opt out” of
evidence-based health care and health technology assessment, and thus
needs evidence from RCTs and other strong research designs (in addi-
tion to good qualitative data where appropriate to the research question).
The question now is not whether RCTs are possible in palliative care,
but how best to resolve the problems associated with them, at the heart
of which lies the recruitment and retention of sufficient numbers. Expert
statistical advice on sample size is an important first step, but in order to
calculate a meaningful sample size one must make a judgement about
what proportion of those recruited are likely to survive to the follow-up
interview.The literature now contains enough data from palliative care
trials for one to base this judgement on evidence from the real world.
These data can also be used to help determine the optimal time between
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baseline and follow-up interviews. Partnerships between researchers,
clinicians, and users can help ensure that research studies address prob-
lems seen as important by clinicians and users, that the methods are not
burdensome for patients, thus reducing gatekeeping, and that user advice
is sought on recruitment methods. Research networks, such as those
currently being established in the United Kingdom, can facilitate multi-
centre studies and increase recruitment numbers, thus ensuring that effort
is not wasted on studies that are underpowered statistically and therefore
cannot answer the research question (and that are consequently ethically
suspect). Patient recruitment and retention will remain a challenge in
palliative care because of its very nature; good practice exists, however,
and no study should be started without realistic plans for meeting the
necessary sample size, based on experience in the “real world” and devel-
oped in consultation with clinical partners and users.

Conclusion

Despite the growing recognition that the principles and practice of
palliative care are relevant from the point of diagnosis in cancer, and
indeed throughout the course of other chronic diseases, most recipients
of palliative care have cancer that is no longer responsive to treatment.
For these people death is certain and not far off.They need the best
possible physical, psychological, social, and spiritual care to enable them
and their loved ones to live as fully as possible for as long as possible.
Palliative care research has played a vital role in providing the evidence
base that makes such care possible.There are still many unanswered ques-
tions, and we therefore continue to need high-quality palliative care
research.The fact that most patients are very sick at the point when they
begin to receive palliative care and then become sicker presents chal-
lenges related to both the ethics and the practicalities of research.Those
who are uncomfortable with the very idea of asking people facing the
end of life to participate in research force those of us who work in this
field to question the importance of the studies we want to do, the
methods we have chosen, and, in particular, the demands we will make
on our participants: it is imperative that our work meets the highest pos-
sible ethical standards. Part of meeting these ethical standards is ensuring
that our work is of the highest possible academic quality: despite the
challenges entailed in palliative care research, there can be no excuse for
poor research. If palliative care is to fulfil its potential, we will have to
find creative, imaginative, and ethical ways of conducting high-quality
quantitative and qualitative research into the problems encountered by
people at the end of life. Partnerships between researchers, clinicians, and
service users will have an important role to play in this process.
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