Practice development

Complexities of conducting dressing
selection research for malodourous

fungating wounds

alignant fungating wounds are not
M expected to heal, therefore, treatment

is centred on symptom control and
improving quality of life. Malodour, bleeding,
pain and exudate are all symptoms associated
with these wounds and have a significant
impact not only on patients and their families,
but also on nurses and other healthcare
professionals (Ousey and Roberts, 2016).

The intensity, discomfort and perception
associated with malodour may be different
from person to person. A malodorous ulcer
can have negative social and psychological
repercussions with shame and loss of self-
esteem which may lead to isolation, depression
or loss of appetite (Gethin et al, 2023). Malodour
is a real concern to patients and their families,
with research indicating that it is the most
distressing and socially isolating wound-
related symptom (Gethin et al, 2014). It also
affects healthcare professional involved in their
care (Alexander, 2009; Ousey and Roberts, 2016;
Gethin et al, 2023).

Palliative wound care aims to alleviate
symptoms and enhance overall wellbeing
at the end of life. Patients with malodourous
malignant fungating wounds should be offered
appropriate wound care that may include
dressings to alleviate malodour.

Challenges in wound care research

It is generally accepted that research on

the effectiveness of dressings is limited

for a number of reasons that have been
documented in the literature (Pognqmentc,
2017; Welsh, 2017; World Union of Wound Healing
Societies, 2020). Indeed, the challenges are
multifactorial. Legally, in the UK dressings

are listed as medical devices, thus limiting

the need for evidence generation. From a

Malignant fungating wounds are a complication of cancer and develop in patients with
advanced onset of the disease, typically within 6-12 months before death (Alexander,
2009). They can present in one of three different ways: as primary skin neoplasms,

as local extension and integumentary erosion from primary tumours or malignancy
recurrence, or as metastatic cutaneous lesions (Alexander, 2009). Malignant fungating
wounds can develop from any type of malignancy but are mainly associated with
breast cancer (66%) and head and neck tumours (24%). They can also develop in the
groin, genitals and back (3%) or other sites (8%) (Tilley et al, 2021).

methodological point of view, generating
evidence using trial methodologies has proven
challenging for a number of technical reasons.
Randomised controlled trials (RCTs) are difficult
to undertake for dressings used in wound care
because of lack of funding, difficulties in study
design, a narrow focus and limited inclusion
criteria (Brouwers et al, 2016). Additionally,
results are not generalisable to daily practice
because a high proportion of patients have
comorbidities that are typically excluded

from trials, as they are considered to present
confounding factors.

While highly desirable for the patient,
measuring a healed wound as an outcome in
dressing selection research does not reflect
the requirement to use a variety of dressings
during the healing continuum (Bull et al,

2022; Raepsaet et al, 2023) or, in the case of
fungating malignant wounds, in which healing
is unlikely to ever occur.

Within the field of palliative care,
conducting research is met with additional
challenges, related to ethical, emotional
and methodological considerations
(Higginson, 2016).

Ethical considerations

Risks and benefits have to be delicately
balanced in this patient population, as by virtue
of their prognosis, they are likely to experience
significant physical and emotional distress.
Indeed, obtaining informed consent from
seriously ill patients can be complex, requiring
clear and compassionate communication
(Ecarnot et al, 2017). Palliative care patients
may be particularly vulnerable and researchers
must take steps to protect their rights and
wellbeing. This includes considering factors
such as cognitive impairment, language
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barriers and cultural differences. DeCamp et all
(2022) identified further ethical challenges in this
context, such as facilitating the participation of
patients with serious illness and recommending
working with patients and carers to identify the
best setting for the research to take place (i.e.
patient’s home or virtually; ensuring they can
park at the facility and so forth). Researchers
may be required to respond to difficult questions
surrounding death, illness and the progression of
disease. DeCamp et al (2022) also recommend
that the patient be engaged in the research
process before they become too sick. Research
burdens must be minimised, for example, by
reducing the number of interviews or questions
asked without losing the depth and breadth of
the data collected.

Researchers must avoid paternalistic
attitudes while also questioning potential
gatekeeping from well-meaning relatives and/
or healthcare professionals. Participants need
to be recruited sensitively and unobtrusively.
They have to be approached skilfully at the right
time, which can be difficult within stretched
health care settings. Finally, relatives/care givers
might at times have conflicting opinions with the
patient and it is, therefore, important to make
time to have open conversations with all parties
during these highly emotional times.

Emotional labour

Emotional labour in research refers to the
effort a researcher exerts to manage their own
emotions while engaging with participants.
This can involve controlling or suppressing
emotions, expressing desired emotions or simply
experiencing the emotional strain of being
exposed to sensitive or traumatic information
(Alias, 2022). Emotional labour can be a source
of stress and can lead to burnout particularly
when researchers are exposed to high levels
of emotional intensity or have to consistently
suppress their own feelings (Rogers-Shaw

et al, 2021). Emotional labour in palliative

and end-of-life care is driven by a desire to
put the patient’s needs first (Brighton et al,
2018). Malignant fungating wounds can be
significantly distressing for nurses to dress, not
only because of their malodour but also due to
their visual appearance (Ousey and Roberts,
2016). Nurses are not always able to recognise
and acknowledge feelings of disgust or to
mitigate them at every patient contact, resulting
in further emotional labour. Researchers may
not be familiar with the realities of malignant
fungating wounds and the strong feelings that
such sights and malodour can engender.

Methodological challenges
Research that is considered to provide the

highest quality of evidence requires large
sample sizes of wounds that are homogenous
in presentation to minimise confounding factors
and maximise statistical significance (WUWHS,
2020). Studies focussing on symptom control
and quality of life, rather than cure, in malignant
fungating wounds are needed to provide
evidence for practice but are currently under-
researched. One of the reasons for this is the
small population size available, as only 5-14%

of advanced cancer patients may present with
such wounds (Vardhan et al, 2019).

Measuring outcomes in palliative care can
be challenging due to the multifaceted nature
of patient needs, the fact that their symptoms
and cognition can be variable and the rapid
progression of disease. As the endpoint
is unlikely to be healing, patient-reported
outcomes are crucial for understanding their
perspective on their health and the impact of
treatment (Klassen et al, 2021).

In dressing selection research, these
challenges are amplified for the methodological
reasons explained above, as well as when
working with industry partners that might
have an innovative product but a small
budget for research, as our experience
demonstrates below.

Our experience

When a new cinnamon-containing dressing
indicated for malodourous wounds came to
market, we endeavoured to conduct research
rather than a simple evaluation based on a
few case studies. The local research office
suggested that a commercial study was the
best way forward so that the full cost of the
research would be absorbed by industry. The
NHS charges industry sponsors a fee to cover
the costs of conducting a research study

that has commercial value to ensure that

the NHS is fully reimbursed for the resources

it provides for the study (The Association of
the British Pharmaceutical Industry, 2024).

The NHS may also set a margin on top of the
full cost, which can be used to support other
research activities, develop new initiatives or
improve existing services (National Institute
for Health and Care Research, 2021). Our study
aimed to undertake an observational study on
30 patients, recruited over a 12-month period
in the Northeast of England with fungating
malignant wounds. The aim of the study was to
seek patients’ and staff opinions on the ability
of the dressing to control malodour.

The NIHR (2021) suggests that the ability to
generate income from commercial research
can provide incentives for NHS staff and
departments to get involved in research. For
clarity to those who are not research-active,
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the process to set up a study is complex and
time-consuming. A number of documents had
to be prepared before submission to NHS Ethics.
All procedures were performed in compliance
with relevant laws and institutional guidelines,
and that the work was approved by the Health
Research Authority — Cambridge East REC. (REC
reference 22/EE/0210; IRAS project id 316042).
Once ethics approval had been granted, the
study had to be established within a specific
research delivery department, involving
another round of bureaucracy. From the
inception of the study idea to being ready to
start, the process took over 22 months.

Once the study was finally ready to start, it
became very clear that the research delivery
team (registered nurses) had limited wound
care experience and found it very difficult
to cope with the severity of the fungating
wounds. Most of their clinical experience within
research involved administering trial cytotoxic
drugs. Despite a huge effort to communicate
the study details to as many healthcare
professionals as possible, recruitment was
slow to start. Having recruited three patients
over a period of four months, the funder took
the difficult decision to terminate the study as
it was unlikely that we were going to recruit
sufficient patients to provide credibility to the
findings. These three patients, who all died
within 2 months of taking part in the study,
offered valuable insight and their efforts were
not futile; they resulted in a case-cohort study
presented at an international conference
(Pagnamenta et al, 2024). The findings added
to a body of knowledge but did not provide
commercial value to the company that
set out to provide robust evidence for their
innovative product.

From an NHS point of view, the intensity
of the process did not make the income
worthwhile. Furthermore, the costs can be
prohibitive for a small company.

Most dressing selection research does not
conform to the traditional pathway to develop
evidence, especially where small numbers of
patients with significant comorbidities develop
wounds that are unlikely to ever heal.

Using pragmatic methodology

Addressing the challenges of dressing selection
research requires a paradigm shift. Traditional
evidence-based practice models, heavily
reliant on RCTs (considered the gold standard),
must evolve to accommodate the nuances of
palliative contexts. Pragmatic studies should be
designed to mirror everyday clinical practice
and should combine qualitative data collection
techniques (e.g. interviews, focus groups) with
quantitative data (e.g. short questionnaires

such as Quality of Life measures). By integrating
mixed methods and focussing on meaningful,
patient-centred outcomes, research

studies can generate actionable evidence
without compromising ethical or practical
considerations. The administrative process to
set up a study must be curtailed and simplified,
with pre- and post-award teams, finance and
research delivery teams working seamlessly
and in a more timely way.

Evidence acceptance

Pragmatic studies will generate a different
type of evidence. The findings of these studies
are most likely to be based on small numbers
of patients. If rigour and trustworthiness

are applied to the process and the process

is described clearly, the findings of such
studies should be accepted by healthcare
professionals and by healthcare authorities
not just in the UK but also in countries where
healthcare is based on reimbursement

(i.e. France) and be triangulated with their
experience and expertise. The focus for

these studies should be on patient-centred
outcomes such as comfort, dignity and
symptom management. Qualitative feedback
from patients, caregivers and clinicians should
be incorporated into the findings and given
equal value.

Effective communication and collaboration
between researchers, clinicians and patients
are essential to conduct meaningful research
in this field. By understanding the complex
interplay of physical, psychological and social
factors, researchers can develop evidence-
based interventions to optimise palliative
wound care and improve patient outcomes.

Our next move

Having regrouped from the limited success

of the commercial study, we embarked on a
new revised research project, aiming to recruit
10 patients over a 12-month period. The study
is of a mixed-method design and data will

be collected by a Tissue Viability Nurse, new

to research delivery, but very experienced in
looking after malignant fungating wounds. We
successfully gained a modest grant from NIHR
Research Capacity Funding to pay for her time.
The same dressing will be used but without
industry support. The dressings are listed on the
local Wound Formulary and, therefore, will be
purchased as per standard care.

Conclusion

Undertaking research can be complex and
time-consuming especially for staff who have
clinical commitments but who are determined
to develop robust evidence for their practice.
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Research in dressing selection is even more
challenging. Within the field of palliative and
end-of-life care it is often unfeasible to ask
patients to participate in long and in-depth
interviews as they often do not have the
cognitive ability to concentrate for any length
of time. In this field small pragmatic studies
can deliver actionable evidence. The process
to set up such studies needs to be simplified
to encourage clinicians to undertake research
without sponsorship from industry. @
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