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Background At the end of life, patients living in their own homes
experience significantly more pain than those who die in either hospital or
hospice care (Office for National Statistics, 2015). With an increasing

prevalence of this, person-centred medicines optimisation is essential.

Aim To investigate the feasibility of community pharmacist medicines
optimisation services for patients living with advanced cancer pain in

community settings.

Methods Mixed methods were used, adopting a pragmatic stance and
approach. Qualitative interviews, a systematic review and meta-analysis and a

proof-of-concept study were undertaken.

Results Patients with advanced cancer pain need support with their
medicines which could be provided by a pharmacist. Patients experienced a
significant number of medicines related problems, even those already receiving
specialist palliative care. Most problems were addressed by pharmacist advice

with the remainder being referred for additional prescribing.



Care for patients with cancer pain is currently not person-centred and the
current medicines optimisation model is unsuitable for this patient group. An
enhanced model of medicines optimisation is therefore presented for patients
with advanced cancer and this model can be amended and adopted for other

patient groups.

Conclusions An enhanced medicines optimisation model (MOCAP) has
been created to inform person-centred medicines optimisation for patients with
advanced cancer pain. Feasibility and acceptability were also confirmed and it
can be adapted for further clinical use. This model contributes to the goals of
the NHS agenda of choice and control of care as proposed in the NHS Long

Term Plan (NHS, 2019b).
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Chapter 1 Introduction

This chapter introduces the healthcare landscape within which this research is
positioned. The concepts of medicines optimisation and person-centred care
are then explored. The chapter examines how both concepts fit together, how
they relate to end of life care and how they interact with each other. The
profession of pharmacy and the services available in community pharmacy are

introduced.

1.1 Background

Over 160,000 people die from cancer every year in the United Kingdom (UK)
and three-quarters of them will suffer from pain (Cancer Research UK, 2015,
Van den Beuken-van Everdingen et al., 2007). There is an increase in both
those living with a diagnosis of cancer, and in those living beyond the disease

(Macmillan Cancer Support, 2019).

Patients with advanced cancer spend most of their final year of life in their own
homes, although they may require admission into hospital or hospice settings
during this time (Adam et al., 2014). The most common reason for patients with
advanced cancer to consult out-of-hours doctors or present at emergency
departments is pain (Adam et al., 2014). Only 18% of patients at the end of life
in community settings describe their pain as completely controlled (Office for
National Statistics, 2015). This compares with 38% and 63% in hospital and
hospice settings respectively showing a mismatch in symptom control between

these different care settings (Office for National Statistics, 2015). Patients are



increasingly choosing to die at home, but support is needed for patients who
choose this to control pain symptoms, so they are able to live as well as
possible in their final weeks and months (Edwards et al., 2018, Gomes et al.,

2012).

Educational interventions for symptom management are information,
instructions or advice delivered to patients using any medium (Bennett et al.,
2009b). Such interventions for patients with cancer have been shown to have
a positive effect, with improvements in pain scores, knowledge and attitudes
(Bennett et al., 2009b). Educational interventions in patients with uncontrolled
cancer pain are underused and could go some way to addressing the need for

symptom support (Bennett et al., 2009b).

Pharmacist-delivered educational interventions (see page 36) have been
shown to improve patient compliance with medication, reduce adverse effects
and reduce the quantity of medicines prescribed; all of which can improve
symptom control (Blenkinsopp et al., 2012, Department of Health, 2014,
Bennett et al., 2011). Community pharmacists already provide educational
intervention services for patients; although these are rarely carried out for
patients with advanced cancer pain (Savage et al., 2013, Savage | etal., 2011).
There is limited research into the impact of pharmacist educational
interventions for patients with advanced cancer pain and this study aims to

address this.



1.2 Medicines optimisation

The concept of medicines optimisation was introduced in 2011 and has evolved
since that time (Cutler, 2011). It was intended to support patients to get the best
and most efficient use of medicines and covered adherence, prescribing, value
and errors (Royal Pharmaceutical Society, 2013). Medicines optimisation
guidelines were developed by the Royal Pharmaceutical Society (RPS) around
four key principles as shown in Figure 1.1 (Royal Pharmaceutical Society,

2013).

Principle 1
Aim to
understand
the patient’s
experience Patient
centred
outcomes

Principle 4 Principle 3
Make medicines Ensure
optimisation part medicines
of routine use is as safe
practice as possible

Figure 1.1 Summary of the four principles of medicines optimisation

(Royal Pharmaceutical Society, 2013)

The four principles are evidence-based and come together to provide a holistic

method of ensuring medicines are safe, appropriate and that the patient is at



the heart of any decision regarding their care (see Table 1.1). These principles

are universal and not specific to any one condition or patient group.

Table 1.1

Principle 1:

Aim to understand the

patient’s experience

Principle 2:

Evidence-based

choice of medicines

Principle 3:

Ensure medicines use

is as safe as possible

Principle 4:

Make medicines
optimisation part of

routine practice

A summary of the four principles of medicines optimisation

This principle aims to promote two-way, ongoing
communication between the patient and healthcare
professionals to ensure their views and
experiences of medicines taking are listened to.
Resulting shared decision making is more likely to

lead to better outcomes (Matrtin et al., 2005).

Medicines should only be prescribed for patients if
they have a robust evidence-base to support their
use. This will ensure the best possible outcomes
are achievable for patients (Royal Pharmaceutical
Society, 2013).

Medicines safety is concerned with accurate
prescribing, supply and usage as well as side-
effects and adverse events. Patients prescribed
multiple medicines are more likely to experience
adverse events and this is harm which can be

avoided (Royal Pharmaceutical Society, 2013).

Improved communication between healthcare
professionals and patients can improve outcomes
(Martin et al., 2005). If this is routinely practiced,
patients will experience better symptom control,
reduced harm and there will be less waste for the
NHS Health

Pharmaceutical Society, 2013).

(National Service)  (Royal



As medicines play such an important role in maintaining health and controlling
symptoms, any non-adherence to prescribed medication may lead to declines
in disease state and symptom control (Royal Pharmaceutical Society, 2013).
Non-adherence may lead to medicines waste and estimates in the US put the
cost at up to 5 billion dollars and in the UK NHS approximately £300 million
each year (Trueman P, 2010, Excellence, 2015a, Lenzer, 2014). In 2004,
Barber et al reported that only 16% of patients take a newly prescribed
medicine as it was intended to be taken, and that almost a third of patients are
not adherent ten days after a medicine has been prescribed (Barber et al.,
2004). More recently, adherence to medicine has been measured across
Europe and as many as 70% of patients self-reported as non-adherent
(Morrison et al., 2015). Reasons for this included beliefs around their illness
and low levels of self-efficacy — if a patient doesn’t understand their condition,
they may not understand why they have to take their medicine (Morrison et al.,
2015). Prescribing and dispensing errors in the UK cost up to £530 million each
year (through readmissions) and medicines optimisation could contribute to
reducing these unnecessary costs (Trueman P, 2010, Excellence, 2015a,
Lenzer, 2014). As principle 2 in Table 1.1 describes, prescribing of medicines
that have a strong evidence base can ensure that patients receive the best
treatment available. However the prescribing of medicines lacking in evidence
of clinical effectiveness is also associated with additional costs to the NHS as
well as potentially denying patients access to the most effective medicines

(Walker et al., 2018).

Medicines optimisation has been used within different disease groups, and

services have been successfully developed based around these principles,

5



although there is still room for improvement [26-28]. Since the introduction of
the principles, community pharmacy services have been focused on principle
4 of the medicines optimisation wheel and to a lesser extent on principles 1 and
3 (see Chapter 2.3). Several working definitions of medicines optimisation
exist, some of the most pertinent to this study are presented in Table 1.2. These

have been considered in the context of patients with advanced cancer.



Table 1.2 Definitions of medicines optimisation with foci and deficiency for use with advanced cancer

population.

Author Definition Focal element Deficiency for use for

with patients advanced

cancer
The Centrefor The process by which healthcare e Healthcare e Lack of focus on
Postgraduate professionals engage with individual professionals sharing symptom
Pharmacy patients to understand their views, clinical knowledge, management.
Education opinions and beliefs, to share their clinical understanding
(CPPE) and medicines knowledge so that the most patients’ point of view.
_ appropriate evidence-based care for each e Evidence-based care.
(Pharmaceutical
individual can be agreed and, where e Communication
Journal, 2011: _ _ _ _
606) appropriate, to communicate this with between agencies.
other healthcare professionals (Cutler,
2011).
NHS England Medicines optimisation looks at the value ¢ Clinical effectiveness. e Lack of person-
which medicines deliver, making sure they e Cost effectiveness. centredness.
(NHS England, o _ _
2019: 1) are clinically-effective and cost effective. It e Correct medicine at
' is about ensuring people get the right correct time.

v



Royal
Pharmaceutical

Society

RPS, 2013: 3

choice of medicine, at the right time and
are engaged in the process by their clinical
team (NHS England, 2019).

Medicines optimisation is about ensuring
that the right patients get the right choice
of medicine, at the right time. By focusing
on patients and their experiences, the goal
Is to help patients to: improve their
outcomes; take their medicines correctly;
avoid taking unnecessary medicines;
reduce wastage of medicines; and improve
medicines safety (Royal Pharmaceutical
Society, 2013).

Engagement of

patient.

Right medicine at the
right time.

Focus on patient.

To improve outcomes.

Lack of focus on
symptom

management.

Lack of focus on
symptom

management.



As can be seen by Table 1.2, the definitions provided are varied in their focus.
The CPPE definition is centred on knowledge and the NHS definition has a
focus on cost. The RPS definition is focused around the patient, and intended
consequences are more efficient prescribing, better outcomes for patients and
improved safety (Royal Pharmaceutical Society, 2013, Duerden. M et al.,
2013). The definitions are clearly aligned with the organisations that they
represent. Patients’ views need to be paramount in any conversation about
their care, otherwise the intended health benefits of medicines may not be
seen. Communication should be tailored to the individual patient’s needs as
they may forget what information their prescriber has given them, fail to
understand what they have heard or simply choose to ignore instructions for
their medicines (Martin et al., 2005). This emphasis on involving the patient in
decisions about their health is included in the new NHS Long Term Plan (NHS,

2019D).

When reviewing the definitions provided in Figure 1.2 itis clear that two of these
refer to improvement of outcomes. When looking at an advanced cancer
population who are nearing the end of life, outcomes discussed are often those
of place of death (compared with where the patient had chosen), access to
supportive care and whether documentation was filled in correctly (Waller et
al., 2017, Kim and Tam, 2016). In terms of these definitions, long-term
outcomes are not appropriate for this patient group, however, outcomes could

be assessed in terms of management of pain and other troubling symptoms.



1.3 Person-centred care

Person-centred care makes the patient the focus of all the care they receive
(The Health Foundation, 2019). Patients and health and social care
professionals work together to achieve the best health outcomes and patients
are supported to improve their knowledge and skills to enable them to manage
their condition more independently (The Health Foundation, 2019). As an
integral part of all decisions made about them; patients feel more empowered

to take on the self-management role where they feel comfortable to do this.

Careiis... Careiis...
personalised coordinated

Care is...
enabling

Person is treated with... dignity, compassion, respect

Figure 1.2 The four principles of person-centred care The Health

Foundation 2019: 1 (The Health Foundation, 2019)
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Figure 1.2 show the principles of person-centred care. The care of patients
should be co-ordinated across healthcare specialisms but personalised to the
needs and preferences of individual patients. These, and the fundamental
requirement of the NHS values to treat patients with dignity, compassion and
respect, tie together to empower the patient to support themselves and manage
their conditions (The Health Foundation, 2019, NHS & Health Education

England, 2019).

The principles of person-centred care have been widely used and applied both
in the UK and internationally by multiple healthcare professionals working in
different disease states (Alzheimer's Society, 2019, Royal College of Nursing,
2016, Health Education England, 2019, Hospital Pharmacy Europe, 2019,
Medicines Optimisation Innovation Centre (MOIC), 2018). The concept and
ideas are continuing to develop in the NHS with increasing emphasis on the
needs of the patients with ideas such as remote consultations and digital
access for patients (NHS, 2019b, NHS England & British Medical Association,
2019). Measurement of person-centred care is problematic due to the lack of
an empirical definition and is usually based on either components of care such
as communication or the wider holistic concept (The Health Foundation, 2014).
There is no accepted way of measuring person-centred care, partially due to
measurement being subjective (what one person might think of as being
person-centred, someone else may disagree with) (Mead and Bower, 2000).
Person-centredness also refers to the coordination of services and the complex
nature of health provision delivered by several different healthcare
professionals for a patient towards the end of life makes developing a measure

very difficult. Principles of person-centred care are being achieved
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inconsistently or in certain areas such as care planning and family and carer
support they are not achieved the majority of the time (National Voices, 2017).
According to a 2017 report by National Voices, coordination of care is not yet
measured, although the continued role out of integrated care systems aims to
improve joint working so this may change in the future (National Voices, 2017,

NHS, 2019a).

New treatments and services developed within the NHS are now routinely done
so with the help of patients with involvement in research development, study
conduct and evaluation. Patient involvement in research ensures their needs
and views are taken into consideration thus improving the quality and
appropriateness of research (Brett. J, 2014, National Institute of Health

Research, 2019).

1.4 Person-centred care at the end of life

Person-centred care at the end of life means care that is tailored to suit the
individual needs of each patient approaching the end of life rather than
assuming everybody’s needs are the same. This includes where and when they
wish to receive their care and the level of control they would like to have as well
as the expectation that healthcare professionals will work together with each
other and the patient to ensure that the end of the patient’s life is as they would
want it to be (Mistry et al., 2015). Person-centred care has been adopted and
integrated into recent guidelines for improved care at the end of life (NHS,
2019b, The National Council for Palliative Care & VOICES, 2015, Excellence,

2015h).
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The NHS Long Term Plan identified that end of life care would benefit from an
increase in personalisation of services (NHS, 2019b). The Ambitions for
Palliative and End of Life Care published in 2015, comprise six ambitions to
improve care at the end of life and were devised by a partnership of
organisations (National Palliative and End of Life Care Partnership, 2015).
These ambitions are shown in Table 1.3 and are all person-centred in their

focus.

Table 1.3 Ambitions of Palliative and End of Life Care (National

Palliative and End of Life Care Partnership, 2015)

1. Each person is seen as an individual.
2. Each person gets fair access to care.
3. Maximising comfort and wellbeing.

4. Care is coordinated.

5. All staff are prepared to care.

6. Each community is prepared to help.

‘Every moment counts’ was also produced in 2015 by National Voices and The
National Council for Palliative Care and uses the words of patients and
reflections of healthcare professionals to outline person-centred themes (The
National Council for Palliative Care & VOICES, 2015). Five statements
resulted, and these include issues of control, honesty and choices as shown in

Table 1.4.
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Table 1.4 The five statements from ‘Every moment counts’

1. We work for my goals and the quality of my life and death.

2. | have honest discussions and the chance to plan.

3. The people who are important to me are at the centre of my support.
4. My physical, emotional, spiritual and practical needs are me.

5. | have responsive, timely support day and night.

The 2017 report by National Voices found that person-centred care at the end
of life is not being implemented widely enough in practice and that care needs
to be individually tailored to the needs of the patient (National Voices, 2017,
Riley, 2017). It warns against a ‘tick-box’ exercise with one measure (such as
‘preferred place of death’) being an indicator that care is person-centred but
promotes a whole system, whole population approach where each person and
the network around them is seen individually with specific needs and

preferences (Riley, 2017).

Patients at the end of life need person-centred care that is specifically designed
and adapted around them and their needs and preferences (Care Quality
Commission, 2019). Person-centred medicines optimisation at the end of life is

currently under explored and this thesis will address this gap in the literature.

1.5 The profession of pharmacy
Pharmacy is increasingly diverse as a profession and what used to be a choice

between a career in hospital, community or industry has now evolved to include
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other roles. Pharmacists are now working in General Practitioner (GP)
practices and Clinical Commissioning Groups (CCGs) alongside other
healthcare professionals in roles such as audit, medication review, prescribing
and running disease specific clinics (General Pharmaceutical Council, 2019b).
A growing number of pharmacists are developing to become independent
prescribers and roles are emerging in care homes, allied services (such as the
ambulance service) and emergency departments (General Pharmaceutical
Council, 2019a, General Pharmaceutical Council, 2019b, Greenwood et al.,
2019). The NHS plans to make the pharmacist an integral part of the general
practice team (alongside other healthcare professionals) showing its
commitment to further increase the role and utilisation of skills of the profession
(NHS England & British Medical Association, 2019, NHS, 2019b). This
expansion of roles amongst the pharmacy profession has led to many
professionals choosing to work across multiple areas or sectors aiding
multidisciplinary working and understanding (Weiss et al., 2018, Suzuki. M et
al., 2017). This evolution of role is still occurring, and most pharmacists still

work either in community or hospital pharmacies.

1.6 Community pharmacies and their services

Community pharmacies all offer essential services (see Table 2.1) (PSNC,
2019). These are standard supply and advice services which have always been
available from local community pharmacies. Advanced services are also
available in some locations (see Table 2.1) (PSNC, 2019). These are usually

dependent on the training of the pharmacist and the facilities of the pharmacy.
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Table 1.5 Essential and advanced services available from community

pharmacies (PSNC, 2019).

Essential Services Advanced Services

e Dispensing medicines e Medicines Use Reviews

e Dispensing appliances ¢ New Medicines Service

e Repeat dispensing ¢ Flu vaccination

¢ Clinical governance e Appliance Use Reviews

e Promotion of healthy e Stoma Appliance
lifestyles Customisation

¢ Disposal of unwanted e NHS Urgent Medicine Supply
medicines Advance Service

e Signposting

e Support for self-care

The two most common advanced services are the Medicine Use Review (MUR)
and the New Medicine Service (NMS), these are summarised in Table 2.2.
Based on recent figures, a median of 87% of community pharmacies provide
MUR services and 66% provide the NMS (National Health Service Business
Services Authority, 2019). Some pharmacies also offer locally commissioned
services (sometimes known as enhanced services). These services are highly
variable and can include smoking cessation, alcohol misuse, diabetes care and

weight management services (PSNC, 2019).
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Table 1.6 An overview of MUR and NMS services

Criteria

Medicine Use Review (MUR) New Medicine Service (NMS)

Which patients

are these for?

70% of consultations must be targeted towards specified Patients prescribed new medicines for specified

patient groups: long-term conditions:

1. Those taking pre-defined high risk medicines which 1. Asthma and chronic obstructive pulmonary
may cause side effects (non-steroidal anti-inflammatory disease.
drugs, diuretics and anticoagulant medicines). 2. Type 2 diabetes.

w

2. Patient who have been discharged from hospital within Antiplatelet or anticoagulant therapy.
the previous 8 weeks with a change to their medicines. 4. Hypertension (Pharmaceutical Services

3. Patients with respiratory conditions such as asthma or Negotiating Committee, 2017b).
chronic obstructive pulmonary disease.

4. Patients with cardiovascular disease or those at high

risk of developing it and taking four or more medicines.

The remaining 30% may be carried out with any other

patient (Pharmaceutical Services Negotiating Committee,

2017a).
Purpose of e Assess patient’s use, understanding and compliance e Help patients self-manage medicines for long-
service with their medicines. term conditions.
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Method of

delivery

¢ |dentify side-effects and adverse drug reactions.

e Resolve poor or ineffective medicines use
(Pharmaceutical Services Negotiating Committee,
2017a)

The patient is given one face-to-face consultation, usually
in the consultation room of the community pharmacy.
Telephone MURSs are possible although individual
permissions need to be sought so these are rarely carried
out (Pharmaceutical Services Negotiating Committee,
2017a).

18

e Improve adherence to medicines and improve
patient knowledge.

e Link newly prescribed medicines to healthy
lifestyle advice (PSNC, 2019).

The patient receives the new medicine with
counselling and then is invited to receive the
NMS. They are given two further consultations
either face-to-face or by telephone (PSNC, 2019).



The aim of the MUR consultation (initiated in 2005) is to improve patients’
understanding of their medication whilst increasing adherence; with an
associated reduction in waste and side-effects (Pharmaceutical Services
Negotiating Committee, 2017a). The service has undergone several
specification changes and now 70% of MURs must be carried out with patients
prescribed one from a pre-defined list of high-risk medicines, those with
respiratory or cardiovascular disease or those recently discharged from
hospital. The remainder of the MURs may be carried out with any patient who
requests a consultation or where the pharmacist sees potential patient benefit.
Implementation of MURSs into practice was hampered by issues around patient-
centredness and ensuring patients who would benefit the most were targeted,
however this was addressed by an alteration in format and focusing on certain
patient groups (Latif, 2017). Although formal evaluation has never been carried
out, medication reviews have led to more appropriate choices of medication for
patients, a reduction in polypharmacy (prescribing of multiple medicines for a
patient) and improvements in patient knowledge and adherence (Blenkinsopp
et al., 2012). Increasingly, studies show that certain groups of patients (such
as those from ethnic minorities and patients with mental illness) do not receive
MUR services and work is being carried out to address these inequalities (Latif
et al.,, 2016a). There is uncertainty as to the future of community pharmacy
services and it remains to be seen whether the government will continue to
invest in pharmacy services in the years to come (Department of Health and
Social Care, 2019, Pharmaceutical Services Negotiating Committee, 2019a).
In July 2019, the UK government announced a phasing out of community

pharmacy-based MURs and replacement with a similar Structured Medication
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Review to be provided by pharmacists based within a primary care environment
(National Health Service England and National Health Service Improvement,
2019). The impact of this on hard-to-reach and vulnerable groups remains to

be seen.

The NMS was introduced in 2011 as a way of helping patients manage long-
term conditions. The aims of this service include increasing medicines
adherence, reducing waste and hospital admissions and promoting self-
management (Pharmaceutical Services Negotiating Committee, 2017b).
Patients who are first prescribed one from a predetermined list of medicines for
long-term conditions are given preliminary counselling from the pharmacist and
then offered a series of two consultations which are usually (but not always)
provided by telephone (Latif et al., 2016b). At the first consultation the patient
is asked whether they have started taking their medicines and any associated
problems they are having, followed by another consultation after approximately
two weeks where similar questions are asked. Issues such as side-effects or
problems with understanding and compliance are addressed at an early stage
in the patients journey with the medicine, and the service has been shown to
improve adherence by 10% (Department of Health, 2014). Evaluation found the
NMS to be economically beneficial with increased health gain at a reduced
overall cost although no difference was found in health status or medicines

beliefs (Elliott et al., 2017, Elliott. RA et al., 2016).

Both the MUR and the NMS service could potentially be used to help patients
with cancer pain. Educational interventions to improve patient knowledge such
as these have been found to be beneficial for patients with cancer pain with

small (but significant) improvements in symptoms found (Bennett et al., 2009b).
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1.7 Summary

This chapter explored the healthcare landscape and showed that medicines
support is needed for patients with advanced cancer pain living in the
community. The concepts of medicines optimisation and person-centred care
were explored but these have yet to be combined and explored for patients at
the end of life. The professional of pharmacy and the services available in the

community have been introduced.
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Chapter 2 Literature Review

This chapter reviews the existing literature about community pharmacy
medicines optimisation consultations for cancer pain. The landscape for this
research study will also be explored in further depth leading to the identification
of the research gap within which this study will be grounded. A supplementary

literature review is included in Appendix 2 (paper 2) of this thesis.

2.1 Pain at the end of life

Approximately 70% of patients with cancer experience pain towards the end of
their life (Van den Beuken-van Everdingen et al., 2007, Portenoy, 2011). There
is increasing choice allowing patients to die in their own homes if they choose
but symptom control in community settings is often worse than in-patient
environments (Higginson and Sen-Gupta, 2000, Office for National Statistics,
2015). A recent survey of bereaved people found that only 18% of patients in
community settings had pain that was completely controlled at the end of life,
compared with 38% in hospital and 63% in hospice settings (Office for National

Statistics, 2015).

Cancer pain at the end of life is usually controlled using the World Health
Organization (WHO) pain ladder where simple pain medicines move up the
ladder to stronger more complex regimens in a stepwise manner with
increasing pain (WHO, 1986). Although there is some disagreement about how
mild-to-moderate pain is managed it is universally accepted that the standard
treatment for severe pain at the end of life is strong opioid medicines (usually

based around morphine and its derivatives) (Fallon et al., 2018, World Health
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Organisation, 2017). However, only 48% of patients who die from cancer
receive strong opioids and this is often only within weeks of death (Ziegler et
al., 2016). Strong pain medicines need to be titrated to the lowest possible dose
that efficiently controls symptoms whilst managing dose-related side effects.
Achieving this balance is challenging for patients and healthcare professionals
in a potentially rapidly changing condition such as advanced cancer (Hackett
et al., 2016, Fallon et al., 2018). Patients who lack support at this time of need

may experience lack of symptom control.

Patients with pain from advanced cancer are different from those with other
chronic health conditions or other sources of pain. Advanced cancer is not
something that the patient may be able to influence through improvements in
their diet as in conditions like diabetes and hypertension. Their treatment is not
intended to prolong their life as in other conditions but to make the time they

have left as comfortable as possible (Bennett et al., 2016).

Patients with advanced cancer may have different emotions about their pain
compared with other patient groups. They have a condition which will lead to
them dying in the near future, in contrast to a chronic condition such as heart
disease, that often people live with for years. They may feel their pain will only
intensify as their disease progresses and that it could be a sign of irreversible
decline. The rapid deterioration in symptom control seen in advanced cancer
could be a frightening prospect for the patient experiencing it (Hackett et al.,

2016).

Often patients need to balance controlling their pain with the side effects of the

medicines used to control it. Patients may experience weakness, fatigue and
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breathlessness towards the end of life so making access to healthcare more
difficult. The NHS long term plan calls for services to be personalised to the
individual needs of the patients with other bodies recommending that access
to care for dying patients should be fair and responsive (NHS, 2019b, National
Palliative and End of Life Care Partnership, 2015, The National Council for

Palliative Care & VOICES, 2015).

2.2  What services can community pharmacies offer for patients with
cancer pain?
Patients with cancer pain can currently access essential services (such as
dispensing and advice) but little else. This patient group rarely accesses either
of the two main community pharmacy advanced medicines optimisation
services partially due to individual service specifications not including this
patient group (Savage et al., 2013). A small number of locally commissioned
community pharmacy services involve patients with cancer although these
either focus on access to palliative care medicines or screening and early

referral services (Pharmaceutical Services Negotiating Committee, 2019b).

2.2.1 Barriers to access
Whilst community pharmacists are readily accessible for patients with cancer
and their carers, research has shown several barriers to patients with cancer

pain receiving community pharmacy services. These are discussed below.

A) Communication
The MUR is mostly targeted towards patients with specific medical conditions

(not including cancer or pain). A small proportion can be provided for any other
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patient. Community pharmacies currently do not have full access to patient
records, so they cannot identify patients who might have advanced cancer and
may benefit from this service. Information is available from the Patient
Medication Record (PMR) or dispensing history but that only has information
regarding prescriptions that have been dispensed in that particular pharmacy.
Part way through this study, in 2015, the Summary Care Record (SCR) was
introduced for community pharmacists after relevant training and permissions
had occurred and been granted (NHS Digital, 2017). This gives the community
pharmacist a snapshot in time view of currently prescribed medicines.
Information about previous medical history, current conditions, and history of
prescribing is unavailable. MURSs are usually opportunistic interventions where
patients collecting medicines are offered the service (Latif et al., 2013b). A 2009
study found that, alongside community nurses, patients with cancer pain had
more frequent contact with pharmacists than any other healthcare professional
even though their diagnosis may not be evident to the pharmacist (Chatwin et
al., 2009). However, patients with cancer may not visit the pharmacy in person
and increasingly rely on delivery drivers or carers to pick up their medication
therefore reducing the chance of being offered the service directly (Savage et

al., 2013).

If the community pharmacist does not have access to details about a patient’s
medical condition, they have no reliable way of knowing that a patient has
cancer unless they were to ask the patient and many feel uncomfortable doing
this (Savage et al.,, 2013). Therefore, it is very rare that the community
pharmacy is aware of a diagnosis of cancer pain until it is at an advanced stage

where the patient is taking increasing doses of strong opioid medication and
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they piece information together to come to that conclusion (Savage et al.,
2013). This lack of clarity of a patient's medical history might prevent the
community pharmacist identifying them as potentially being able to benefit from

an intervention (Savage et al., 2013).

B) Service Specifications
The NMS may only be used for patients who are newly prescribed a medicine
for asthma or chronic obstructive airways disease, type 2 diabetes,
hypertension or anticoagulants (Pharmaceutical Services Negotiating
Committee, 2017b). This is unlikely to occur in patients with cancer as it would
be rare that a medicine in any of these groups would be newly prescribed for a

patient with advanced cancer.

C) Service delivery
Patients nearing the end of life are often in rapidly changing states of health
making any additional appointment difficult to attend (Hackett et al., 2016).
Although it is possible for the MUR service to be provided by telephone, this is
rarely done as permission needs to be sought from the NHS England on an
individual patient basis for every consultation (Pharmaceutical Services
Negotiating Committee, 2017a). In a busy community pharmacy, this additional
administration is often in lieu of essential or advanced services (Latif et al.,

2013a).

D) Knowledge and attitudes of pharmacists
Studies have shown that a number of knowledge and attitudinal barriers may
prevent service delivery by community pharmacy for patients at the end of life.

These include lack of confidence, knowledge and communication skills

26



(Savage et al., 2013, Hussainy et al., 2006, O'Connor et al., 2013). The roll-out
of community pharmacy services that has happened since their introduction in
2005 has led to 87% of pharmacies now providing services so it would be
expected that confidence in general service provision has increased since
these studies were carried out (National Health Service Business Services
Authority, 2019). Also, a large national chain of community pharmacies teamed
up with the charity Macmillan in 2009 to provide an information service for
patients with palliative needs with 2200 pharmacists nationally having
completed the training to-date (Support, 2019). No formal evaluation has been
carried out of this service although over 2000 community pharmacists had
completed the training and 92,000 conversations had taken place between
patients and community pharmacists up to August 2018 (Alliance, 2018). This
means the number of pharmacists willing and able to provide advice to patients

at the end of life is likely to have risen.

Studies where pharmacists have provided any sort of educational intervention
for patients with cancer pain have all involved an element of training for those
healthcare professionals taking part (Wang et al., 2013, Wang et al., 2015,
Chen et al., 2014, Powers et al., 1983, Atayee et al., 2008, Jiwa et al., 2012,
Needham et al., 2002, Hussainy et al., 2011). This ensures that pharmacists
feel confident in their knowledge and skills before delivering interventions for

this patient group.
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2.3 Palliative Care

The concept of palliative care was pioneered by Dame Cicely Saunders who
recognised the inadequacy of care for people who were dying during her role
as an Almoner after the second world war in 1945 (Cicely Saunders
International, 2019). She opened St. Christopher’s Hospice in London in 1967
and this was the first hospice to link pain and symptom control, compassionate
care and research and teaching. A modern definition of palliative care (also

known as supportive care) is:

“treatment, care and support for people with a life-limiting illness, and

their family and friends” (Marie Curie, 2019, p.1) (Marie Curie, 2019a)

Palliative care can be offered at any stage of an illness, often alongside other

treatments. Palliative care includes end of life care, which is defined as:

“treatment, care and support for people who are nearing the end of their

life” (Marie Curie, 2019, p.1) (Marie Curie, 2019a)

This type of care is given to people who are thought to be within the last year
of their life, although this timescale is often hard to predict. It aims to help
people live as comfortably as possible and offers symptom and emotional

support for patients and their families in all care settings (Marie Curie, 2019a).

Palliative care can be provided by any healthcare professional or therapist and
can be delivered in any setting, including the patient’'s own home. A recent
study found that patients in their own homes who receive specialist palliative

care experienced substantially better pain relief than those who do not receive
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this extra care (EIMokhallalati et al., 2019). This reinforces the case for

providing community-based support services for patients at the end of life.

Hospices provide in-patient and outpatient palliative and end of-life care for
people with life-limiting or terminal prognoses (Marie Curie, 2019b). They
support physical, emotional, social and spiritual needs of the patient along with
those of their friends and family. There is no time limit on this care and although
patients may get admitted into the hospice towards the end of life, nursing,
physiotherapy and some alternative treatment services can also be provided in
patients’ own homes (Hospice UK, 2019b). Hospices in the UK have complex
funding arrangements, with the majority of funding coming from charities
(Hospice UK, 2019a). Statutory sources of funding (which vary throughout the
UK) are being frozen or reduced year-on-year increasing concern over the
sustainability and service provision of hospices (Hospice UK, 2017,
Groeneveld et al., 2017). Hospices are not NHS organisations, enabling them
to have more autonomy and provide a unique range of services but also leading
to variation in care. Ninety percent of hospice care is provided in community
settings (rather than for inpatients) and this is via a combination of clinical staff

and volunteers (Hospice UK, 2019b).

2.4  Palliative pathway

There are many studies focusing on place of death (e.g. home, hospital or
hospice) but there is very little data about care settings in the time preceding
death (Brogaard et al., 2013, Hakanson et al., 2015). In the month before death,

although most patients have care only in one setting, 40% of patients in one
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study had a transition in setting or provider, and 6% of patients had five or more
of these transitions (O'Leary et al., 2017, Lawson et al., 2006). Issues with pain
and symptom control were associated with more transitions in the month before

death (Lawson et al., 2006).

The patient journey through the care system is complex and not consistent (see
Figure 2.1). Patients can travel through the system and care can be based in
either the community (primary care), hospital (secondary care), or palliative

care (tertiary care).

As shown in Figure 2.1, the main care provider throughout life for most people
in the UK is their GP. Patients presenting to their GP with symptoms of cancer
may be referred to a hospital-based consultant (as an inpatient or outpatient)
or present at an emergency care facility. Care can be transferred back to the

GP at any point although not usually from palliative care.

Once a diagnosis of cancer is made, the patient will either be an inpatient or an
outpatient at the hospital. Treatment is usually given at the local hospital, but
referral may also be made to specialist centres, depending on the site and

stage of the cancer.

If curative treatment is not possible, patients may be discharged back into the
care of the GP or may be referred to palliative care. The GP may also refer the
patient to the district nurse if they need care at home. Any healthcare
professional may refer a patient to palliative care, but differences occur locally
in how this is done in practice (Guy's and St Thomas' NHS Foundation Trust,

2019, St Luke's Hospice, Mersey Care NHS Foundation Trust, 2019)).
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Site specific cancer nurses work at local hospitals and often see patients
before, during and after their diagnosis. Although they are palliative care nurses
it is possible that patients have access to them without getting a palliative

diagnosis.

Community pharmacists do not currently have a place in the palliative pathway.
They may have regular contact with the patient through the dispensing of
prescriptions from primary and secondary care but are not able to communicate

with or transfer care to the rest of the healthcare team.
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Figure 2. 1 The pathway of a patient into palliative care (Author’s own).
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The patient journey through the complex healthcare system is variable
depending on their presentation, need or local provision or practice

(Braithwaite, 2018).

Patients who die in a hospice or those who receive palliative care have better
controlled symptoms at the end of life compared with those who die at home or
in a hospital (Wright et al., 2010). The place of the GP in the pathway means
they act as a gatekeeper into secondary and then palliative care. Multiple
transitions between care providers can have a detrimental effect on patient
health (Forster et al., 2005, Forster et al., 2003, Fylan et al., 2018). Mistakes at
these transitions are common and can lead to patients not taking the medicines
they were intended to take following discharge and experience associated
harm related to this (National Institute for Health & Care Excellence (NICE) &

National Patient Safety Agency, 2007, Garfield et al., 2009, Mixon et al., 2014).

2.5 Guidelines for the end of life

There is a growing wish for people to be allowed to die at home if they want to
and numbers who do are increasing (Higginson and Sen-Gupta, 2000, National
Health Service England, 2014). It is estimated that two thirds of people would
like to die at home but only one third actually do (Gomes et al.,, 2012,
Department of Health, 2008). This difference may be because patients change
their minds in response to the symptoms or family wishes but because the
healthcare system does not allow for adequate symptom management due to
funding shortages or service provision (Beccaro et al., 2006, Hospice UK,

2017). The NHS Long-Term Plan and the Ambitions for End of Life Care call
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for increased support for self-management for patients and personalisation of
care at the end of life and National Institute for Health and Care Excellence
(NICE) guidelines describe an aspiration to improve the experience of patients
in the last year of life (Office for National Statistics, 2015, NICE, 2017, NHS,
2019b, National Palliative and End of Life Care Partnership, 2015). It is evident
that improvements in community care support can help with these goals and
allow patients to remain in their own homes for as long as possible towards the

end of life.

It is estimated that approximately 70-80% of patients can have their medication
adjusted using the WHO pain ladder to provide adequate pain relief and it is
likely that this occurs more routinely in care settings such as hospices where
there is a large emphasis on symptom control and quality of life (World Health

Organisation, 2017, Van den Beuken-van Everdingen et al., 2007).

One of the challenges of care at the end of life is the identification of those who

need help, an issue recognised in NICE guidance:

“People approaching the end of life are identified in a timely way” NICE

2019: Page 1 (NICE, 2017)

It is evident that the identification of those with palliative care needs towards
the end of life is continuing to be a challenge as only 65% of patients ever
receive specialist palliative care, with a median contact time of only 34 days
when they do (Ziegler et al., 2018, Bennett et al., 2016). This is often biased
against people that are poor, elderly, single, or where English is not their first

language (Rosenwax and McNamara, 2006, Currow et al., 2008).
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The National Cancer Research Institute (NCRI) partnered with the James Lind
Alliance in 2018 and conducted surveys involving 3500 patients, carers and
health and social care professionals with a view to identifying priorities to help
people living with and beyond cancer (NCRI, 2018). Managing pain from
cancer, co-ordinated care and management of side-effects are included in the
top ten priorities for research, showing that these are important for patients and
healthcare professionals alike (NCRI, 2018). Parameters such as these are
difficult to measure and outcomes which are measured and used as proxies for
good care at the end of life are often place of death (compared with preferred

place of death) or whether paperwork is completed in a timely fashion.

2.6  Where could pharmacy services fit in for patients at the end of life?
There are strong advocates, including the British Medical Association (BMA)
and the King’'s Fund, for the extended role of community pharmacists to
optimally manage patient medicines and support patients with pain at the end
of life through the use of MURs and NMSs (BMA, 2017, NHS, 2016a, NHS,
2016b, The Kings Fund, 2017). Whilst there is no mention of pharmacists
providing end of life services in recent UK cancer policy setting documents,
there is a consensus for improving round-the-clock care for all patients (not just
those with cancer) and tailoring that care to their needs (NHS, 2016a, NHS,
2016b). As part of the NHS Long Term Plan initiated in 2019, pharmacists will
deliver medicines optimisation services within GP practices with the aim of
improving the quality of prescribing, promoting self-care and reducing

medicines wastage (NHS, 2019b). Pharmacist-delivered medicines
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optimisation services from GP practices could be a way of supporting patients

with unmet needs at the end of life.

Pharmacist support can aid self-management through educational
interventions to improve knowledge and understanding (Verret et al., 2012).
This clearly supports the King’s Fund priorities of active support for self-
management, where the patient is part of any decision that might be made
about their care and advocates equipping the patients with the tools to be able

to manage their own symptoms (The Kings Fund, 2017).

2.7 Educational interventions for symptom management of cancer
pain

Educational interventions are information given to the patient via the use of
written materials, face-to-face consultations, by telephone or computer (or
other device) and may be provided by any healthcare professional (Bennett et
al., 2009b). Medicines optimisation consultations such as the MUR and NMS
services are examples of these and have been shown to improve adherence
to medicines, patient knowledge and prescribing (see pages 19-23) (Elliott et

al., 2008, Blenkinsopp et al., 2012, Department of Health, 2014).

Research has shown that educational interventions can make a positive
difference to levels of cancer pain (Bennett et al., 2009a). A systematic review
of 21 trials containing over three thousand patients found that educational
interventions led to a small improvements in pain levels for patients with cancer
(Bennett et al.,, 2009b). The effects were due to improved knowledge of

medicines and attitudes towards pain although the interventions were carried
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out by several different healthcare professional roles. Another systematic
review by the same author explored the effect of educational interventions by
pharmacists for chronic (non-cancer) pain (Bennett et al.,, 2011). A small
reduction in average pain intensity and a reduction of 50% in adverse events

was found but the review concluded that further evaluation was necessary.

Until this study, no review of experimental studies by pharmacists conducting
services for cancer pain had ever been published. Several non-experimental
studies have been carried out looking at educational interventions by
community pharmacists for patients with cancer at the end of life (see Table
2.3) (Atayee et al., 2008, Jiwa et al., 2012, Hussainy et al., 2011, Needham et
al.,, 2002). Two studies involved the provision of pharmacist medication
reviews for patients and two involved integration of the pharmacist into the

palliative care team.
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Table 2.1

interventions for palliative care patients

Author and title Year Country

Intervention

A summary of non-experimental studies involving community pharmacists providing educational

Findings

Atayee (Atayee et al., 2008) 2008 America

Development of an Ambulatory

Palliative Care Pharmacist Practice

To establish a model for
incorporating an outpatient
clinical pharmacist as part of

the multidisciplinary team

Most common referral
reason — pain (93%)
98% of recommendations

accepted by oncologist

Jiwa (Jiwa et al., 2012) 2012 Australia

Field testing a protocol to facilitate
the involvement of pharmacists in
community based palliative care

Pilot a model of care that
supports the role of a
pharmacist in a community

palliative care team

113 drug related problems
found from 52 home
medication reviews

120 recommendations
made.

Participants felt pharmacist
contributions were

beneficial.

Hussainy (Hussainy et al., 2011) 2011 Australia

Piloting the role of a pharmacist in

a community palliative care

Medication review of
palliative care patients by an

accredited pharmacist

145 recommendations were

made
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multidisciplinary team: an

Australian experience

Needham (Needham et al., 2002) 2002 UK

Evaluation of the effectiveness of
UK community pharmacists’
interventions in community

palliative care.

Effectiveness of community
pharmacists’ clinical
interventions for palliative
care patients assessed by
multidisciplinary panel

review.

39

93% doctors positive about
recommendations
83% patients positive about

intervention

130 interventions
81% judged by expert panel
to be beneficial, 3%

detrimental



2.8 Identification of research gap

The literature indicates that there is a need for extra support for patients with
advanced cancer pain and an appetite from government that more support
should be provided. This would enable patients to manage their own conditions
and stay in their own homes wherever possible. Educational interventions for
patients with advanced cancer pain can be effective but there is a paucity of
evidence which demonstrates their efficacy when provided by pharmacists.
The extended roles and competency of pharmacists indicates that pharmacists
are in a good position to offer such support. However, issues such as a complex
patient pathway, limited communication, lack of skills and issues with service
delivery may prove to be challenging obstacles to successfully delivering new

support mechanisms and services to patients with advanced cancer pain.

2.9 Research problem and research questions
Person-centred medicines optimisation services are currently not provided for

patients with advanced cancer pain. So the research question for this study is:

Can community pharmacists positively contribute to the end of life care

of patients with advanced cancer pain?

A positive contribution by community pharmacists would be to perform
medicines optimisation to ensure patients get the most possible benefit from
the medicines they have been prescribed and to help them manage their

condition.
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This can then be sub-divided into the following questions which are addressed

in each of the studies.

Study 1 How do patients with advanced cancer pain perceive a

community pharmacist delivered medicines optimisation service?

Study 2 What do we already know about community pharmacy services

for patients with advanced cancer pain?

Study 3 Is a pharmacist delivered medicines optimisation consultation

feasible and acceptable for patients and healthcare professionals?

2.10 Summary

The aim of this chapter was to review the literature in the area of pharmacy
services and end of life care. This has shown that pain is a problem at the end
of life and that community pharmacies already offer services to help support
symptom management, however barriers exist in their use in a population with
cancer pain. National policy calls for improved symptom support for patients
and an improved use of pharmacist skills. The research gap was thus identified

along with the research question.

The next chapter will present the research methods used in the research and
the methodology adopted. A critical reflection of these methods will also be laid

out.
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Chapter 3 Methodology and methods

This chapter outlines the research methods, methodological approach and data
collection techniques adopted in this study. It will also present the research

process and analytical techniques employed.

3.1 Research process

The studies were undertaken over a period of five years and the papers were
written in close succession. The studies were all part of a National Institute of
Clinical Research (NIHR) programme grant entitled Improving the
Management of Pain from Advanced Cancer in the Community (IMPACCT)
although one was written whilst the author received Research Capability

Funding from the local National Health Service CCG.

3.2 Methodological Approach
Several different theoretical perspectives exist and were considered to answer
the research question (see Table 3.1). These are shown below. The one

deemed most appropriate and which was adopted was pragmatism.
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Table 3.1 A summary of research methodologies considered within

this study (Creswell, 2011, Austin. Z & Sutton. J, 2018,

Saunders, 2003).

Positivism Constructivism  Pragmatism

Ontology Singular quantifiable  Multiple realities  Singular and multiple

reality. — people’s realities — provide
thoughts and multiple perspectives.
feelings.

Epistemology Impartial, the Researcher part  Practical — “what works”
researcher is of the research to address research
independent of the process. question.
research.

Methodology Deductive. Inductive. A combination of

deductive and inductive
approaches.

The aim of this study was to answer the research question and in order to do
this, dedicated and individual approaches were necessary rather than a single
methodology. A pragmatic approach was adopted in order to explore multiple
perspectives, using different approaches. Practical methods were chosen in
response to the research question and the complex environment in which the
research was set (Creswell, 2011, Feilzer, 2010, Tashakkori, 2010).
Furthermore, each method used was best suited to its own particular part of
the research and its aims, and when these parts were brought together, they
gave a more comprehensive view of the research problem than if one particular
ontology had been applied (Mason, 2006). For example the qualitative
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interviews allowed the experiences of patients to be explored, the systematic
review examined literature from previous studies, and the proof-of-concept
study facilitated the practical testing and evaluation of a new intervention
(Tashakkori, 2010). The multiple approaches used allowed the problem to be
explored from different perspectives which can lead to a greater accuracy and
robustness in responding to the research question (compared with using only
gualitative or quantitative methods (Tashakkori, 2010, Feilzer, 2010).
Pragmatism allowed the research to not be constrained by a particular ontology
but be flexible and find the best way of answering the research question that
was most useful for the overall study and likely to produce actionable insight
(Feilzer, 2010). If only qualitative methods had been used, the evidence
gathered from the systematic review would not have been found. If only
guantitative methods had been used, a service may have been designed for
patients without any idea whether it was something that was needed or wanted.
If elements of both are employed, broader, more in-depth results are found
which answer the research question using the most practical and appropriate
method (Creswell, 2011, Feilzer, 2010). Figure 3.1 shows a summary of

methodology, positioning and strategy.
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Figure 3.1 A summary of methodology, positioning and strategy

= Epistemological position

Research strategy

* Pragmatism : The most appropriate method was chosen in response to
the research question and setting

e Multiple perpectives were gained leading to a more robust answer to the
research question

¢ Inductive and deductive
¢ Generation of new knowledge from the data alongside testing the theory

= Mixed methods approach

e Study 1: Semi-structured interviews explored the views and experiences
of patients with advanced cancer pain

e Study 2: Systematic review and meta-analysis of other studies in this
area

¢ Study 3: An educational intervention was tested and its acceptability and
feasibility was assessed.

Data collected

e Study 1: Qualitative
¢ Study 2: Quantitative and qualitative
e Study 3: Qualitative and quantitative

— I

e Study 1: Thematic framework analysis
e Study 2: Systematic review and meta-anlysis and narrative synthesis

e Study 3: Descriptive statistics, quantitative analysis of patient surveys,
qualitative analysis of consultation content, data synthesis of feedback
from community pharmacists.

An iterative design approach was adopted throughout the project and initial
ideas and thoughts for the consultation design and delivery were adapted in
response to the qualitative interview findings. For example, an internet-based
remote consultation was one of the original methods of delivery considered for
Study 3 however this was found to be unacceptable for this patient group in the
interviews in Study 1. Methods in Study 3 were developed iteratively in
response to what worked in practice. When the original method of recruitment

was found to be ineffective, the method was changed and re-evaluated. This
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was done iteratively until an effective and practical method was found. Although
analysis methods were mostly qualitative, quantitative analysis was carried out
in Study 2 (systematic review and meta-analysis) and in Study 3 a qualitative
stance was adopted within reviewing the number of Medicines Related
Problems (MRPs) of each type and acceptability data (Pharmaceutical Care

Network Europe Foundation (PCNE), 2017).

Other epistemological positions are of course valid, however, this is a complex
and multifaceted research study which required the most appropriate and
practical research method for each part to ensure robust investigation of the

research question (Creswell, 2011).

3.3 Research design

The research question required a mixed-methods approach with each
consitituent part requiring the most appropriate method (Creswell, 2011).
Framework analysis is a type of thematic analysis and was chosen to analyse
interviews in Study 1 as it allows analysis across participants leading to the
development of meaningful themes while still allowing the context of each
individual taking part (Gale, 2013). A matrix is used to allow the researcher to
look at the information by case and also by description (or code). It provides a
more systematic method compared with thematic analysis and allows themes
to be identified but also allows comparison across cases which makes analysis
versatile. The method also does not align to either inductive or deductive
analysis and purely depends on the research question (Gale, 2013) The

systematic approach of framework analysis allowed a series of steps to be
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followed whilst managing the data and this was chosen for transparency and
ease of information processing. Emergent methods were used for the
recruitment of participants to Study 3 iteratively in response to findings
(Creswell, 2011). This decision was taken to ensure the research question was
answered and also resulted in Paper 3 which produces recommendations

useful for future research in this area.

3.4 Intervention development
There were three key inputs into the intervention development and these are

discussed in this section.

1. Qualitative data from Study 1 was analysed from the perspective of what
would be beneficial for participants to support them in managing their
medicines.

2. A literature review was performed to identify previous medicines
optimisation studies involving community pharmacists managing cancer
pain (see Table 2.1 page 37). It was identified at this stage that there
was a gap in the literature and no systematic review had ever been
carried out in this area. The papers identified in the literature review
showed a number of educational interventions had been tested in
community pharmacy and these all involved a type of medication review,
an educational element for participating pharmacists and varying
methods (Blenkinsopp et al., 2012, Atayee et al., 2008, Jiwa et al., 2012,

Hussainy et al., 2011, Needham et al., 2002).
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3. A multi-stakeholder workshop was then held with patients, pharmacists,
commissioners, other healthcare professionals and academics during
which the components of the proposed intervention were discussed. The
findings from Study 1 and the literature review were presented to

participants.

Multi-stakeholder workshop participants were asked three questions:

1. What questions need to be asked as part of a pharmacist cancer pain
medicines consultation?

2. What specific problems may arise in relation to strong opioids?

3. What other cancer related issues may be brought up, and how could

these be dealt with?

The responses were mapped onto the suggested questions for current
community pharmacy medicines consultations (Pharmaceutical Services
Negotiating Committee (2017a).ln a group discussion the workshop
participants decided that all necessary information could be collected and
delivered in the form of either the MUR or the NMS and it was not necessary
for a new service to be developed. The MUR would allow consultations to be
delivered in the patient’s local community pharmacy or over the telephone with
appropriate permissions. Additionally, no restrictions were present in the
service specification with what needed to be prescribed, meaning this could be
provided by community pharmacists as a funded MUR consultation

(Pharmaceutical Services Negotiating Committee (2017a).

When it became clear from quantitative data in Study 3 that recruitment within

the service specification of the MUR was not possible, the intervention was
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changed to be delivered in the NMS-style. The NMS service is based around
the same questions as the MUR so patient needs would still be met
Pharmaceutical Services Negotiating Committee (2017b). The intervention
could not be paid for as NMS as it did not fulfil the requirements of certain
specific medicines being prescribed. The change to an NMS-style intervention
did allow the intervention to be delivered by telephone by a centralised

Research Pharmacist (RP).

3.5 Sample

The target population for this study was patients with advanced cancer pain
(see Table 3.2 below). Exclusion criteria were participants not fitting the
inclusion criteria. Purposive sampling was used in study 1 and study 3 as it
would not be possible to ask any other population how patients with cancer
pain experience pharmacy services or test the intervention in another group as

they would not have had the specific views and experiences of this patient

group.
Table 3.2 The inclusion criteria for the study

Inclusion Criteria

1. Aged over 16 years old
2. Have advanced cancer*, are aware of their diagnosis and

experiencing pain.
3. Been given a prescription for opioids**

4. Have not been prescribed anticipatory medicines*** and are therefore

not in the last days of life.
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5. Have the capacity to provide informed consent and complete

guestionnaires before and after the consultation.

* Patients with advanced cancer are defined as those with metastatic
cancer with histological, cytological or radiological evidence AND/OR those

receiving anti-cancer therapy with palliative intent.

** Opioids are codeine, codeine and paracetamol, codeine and ibuprofen,
dihydrocodeine, paracetamol and hydrocodeine, tramadol, tapentadol,
morphine, fentanyl, buprenorphine, diamorphine, hydromorphone,

methadone and oxycodone.

**Anticipatory medicines are medicines which are often used to control
symptoms in the last days of life. These are usually prescribed in a package

as this time approaches.

Due to the nature of the advanced disease in this patient group, recruitment
was challenging because of ethical, identification, gatekeeping, retention and
feedback factors. Study 3 identified the major learnings from the recruitment
process and what similar studies could do to mitigate these issues in the future
(Edwards et al., 2019a). The population of patients with advanced cancer are
often difficult to recruit into research studies and levels of attrition and loss to
follow-up are usually high (Hui et al., 2013). Sample size calculations were not
necessary for any study as efficacy was not being tested although each study

required an appropriate sample size to suit its purpose (see Table 3.3).
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Table 3.3 The target sample size for each study

Study Sample size requirement

1. Interview Study e Adequate to explore views and experiences

and to achieve data saturation. Aim:15.

2. Systematic ¢ Did not require a sample size.
Review

3. Proof of e Required enough participants to assess the
concept study retention, and deliverability of the intervention

as well as the acceptability and feasibility. Aim:
25.

Participant numbers were sufficient to demonstrate qualitative views of patients
and that the proof-of-concept respectively (Fusch and Lawrence, 2015,

Malterud et al., 2016, Austin, 1983).

3.6 Data collection tools
A range of data collection tools were used in this study. These were appropriate

to the individual foci and each are presented here.

Study 1 comprised semi-structured interviews. An interview schedule was
developed that addressed aims of the interviews and it was piloted with our

Patient and Public Involvement (PPI) group (see Appendix 10).

Study 2 was carried out using electronic database searches after which data

was transferred into a Word document.
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Study 3 used pre- and post-intervention questionnaires for patients,
pharmacists and other healthcare professionals involved. These were informed
by the aims of the study and piloted with two members PPl members, a
pharmacist not involved in the study and a GP not involved in the study. NHS
England were consulted about the data we could collect from the consultations
taking into account data protection guidelines. The resulting data collection
form was piloted by a pharmacist before use. A questionnaire was also
developed to obtain feedback from community pharmacists the day after they
carried out the consultation. This was developed after the study had started, in
response to a need for feedback and a minor ethical amendment was obtained

for its use.

3.7  Critical reflection of methods adopted

As detailed on pages 42-43 pragmatic methods were used. Study 1 aimed to
explore the views of patients with advanced cancer pain on community
pharmacy and its services. Qualitative, semi-structured interviews were
deemed the most appropriate data collection tool to explore patient views
(2013, Bowling, 1997). Questionnaires could have been used to obtain data for
this study but would not have provided the insight into the specific views and
experiences of the patient group and would not have allowed exploration of the
issues (Bowling, 1997). Focus groups of patients who were experiencing
cancer pain would have been difficult to organise and may have put undue
stress on participants (Bowling, 1997). The resulting paper following semi-

structured, qualitative interviews, contains in-depth patient views which
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describe the needs of patients in this group and allow development of a service

based on their experience.

Study 2 required a thorough examination of previous published research and
this could only be done using a systematic review. A narrative review could
have resulted in a greater variety of studies (e.g. hon-experimental design) to
obtain more breadth but this would not have allowed for the rigorous
methodological analysis of quality which was used or the meta-analysis of the

pain levels.

The aim of Study 3 was to explore the feasibility and acceptability of
educational interventions for patients with cancer pain. Methods were
iteratively developed and adapted in response to the problems encountered.
Initial methods used family doctor computer searches to identify patients. This
was time consuming and resulted in many patients who used pharmacies which
were not part of the study. More pharmacists could have been trained in
response to these findings, but this would have led to variations and delays in
training before delivering an intervention for patients who often have rapidly
progressing illness (Hackett et al., 2016). All methods used were slow to recruit
patients except personal recruitment in the hospice. We were unable to
maintain slow recruitment rates due to funding constraints and new methods
needed to be found to deliver that part of the programme grant. Initially, we had
planned that community pharmacists were to deliver these interventions, and
this could be done in-person or by telephone. Community pharmacists found
these interventions difficult to complete when they were providing them
infrequently. Due to this, and the problems with recruitment, methods were

adapted to allow a centralised provision of service based on an NMS-style
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service. This didn’t have the constraints of the MUR-type service and allowed
it to be provided to a broader geographical spread of patients. If the community
pharmacy MUR-based intervention method had continued, it would have
allowed further exploration of this service, however, the aim was to provide a
medicines optimisation service to patients and this may not have been possible

in the time period available.

3.8 Data Analysis
Data were collected via multiple methods and a range of analytical techniques

were also utilised. These are captured in Table 3.4.
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Table 3.4 The data analysis methods used for each study

Study

number

Method of data analysis used

Qualitative data from patient interviews were analysed
using the framework analysis technique (Ritchie, 2003). A
framework was devised from the interview topic guide and
amended using the data generated. Themes were
generated from the data produced.

Systematic review data were analysed qualitatively for
outcomes that were heterogenous and quantitatively using
RevMan [Computer program] (Version 5.3. Copenhagen:
The Nordic Cochrane Centre, The Cochrane Collaboration,
2014) for the meta-analysis. Quality was assessed using
the Cochrane tool for assessing bias which was found to
be useful when thinking about the design and reporting of
future studies (Higgins et al., 2011).

The aim of the Study 3 was to evaluate the consultations
and to assess their feasibility and acceptability. Data
analysis was carried out on the content of the consultations
using the Pharmaceutical Care Network Europe (PCNE)
classification system (Pharmaceutical Care Network
Europe Foundation (PCNE), 2017). The feasibility and
acceptability were assessed using analysis of qualitative
data from questionnaires and feedback to the research
team via the follow-up phone call after the consultation.

Iterative recruitment methods were compared using

recruitment rates.
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3.9 Ethical considerations

Research with patients approaching the end of life presents ethical
considerations although no special guidelines are in place other than close
scrutiny by ethical committees (Phipps, 2002). From the development of the
programme grant through to development of the methods and tools, patients

(in the form of PPI) were involved at every stage as can be seen in Table 3.5.
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Table 3.5 Patient involvement for each study

Study Patient involvement

1. Semi-structured interviews e Patients were part of design
process with regular update
meetings allowing feedback.

¢ Interviews piloted with two PPI
patients and feedback actioned
and repiloted.

e Participant information sheets

and consent forms piloted with

PPI.
2. Systematic Review and e Patients not needed in design
meta-analysis although aware through regular
meetings.
3. Proof-of-concept study e Participant information sheets

and consent forms piloted with
PPI.

e Structure for consultation
adapted from MUR and NMS
structure already used with
patients.

e Adapted structure piloted with
PPI patient.

¢ Pre and post-consultation
guestionnaires piloted with PPI

patients.

Regular team meetings were held where our PPI group could comment on the
study and extra communication (in person, by phone or by email) was used as
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necessary. All patient-facing material was piloted or checked with our PPI
group and two-way communication allowed changes to be made whilst still

fulfilling the aims of the study.

Ethical review for all patient-facing studies was applied for and favourable
opinion was obtained from both the University of Bradford and the Leeds West
NHS Ethical Committee. The iterative methods required for the studies required
many amendments to the original ethics application, both minor and
substantial. This added to the time needed to complete the studies. Research
and development permission was also requested from both the hospice and

hospital where recruitment took place.

Specific ethical considerations for this patient group were as follows:

3.9.1 Patient burden
All studies were designed to keep the burden on the patient to a minimum.
Special permission was obtained from NHS England to create a pathway to
enable patients in Study 3 to receive the initial MUR design over the telephone
and each pharmacy was provided with a secure NHS email address (before
the national roll-out) to enable this to happen. Consultations were kept short

and patients were able to decline or delay the consultation as they needed.

The burden on patients (reported on in Study 1 and 3) was carefully considered
during the planning and conduct of the research. Permissions were sought from
the lead healthcare professionals involved in patient care before recruitment,
and appropriate referral was made where necessary by the healthcare

professionals carrying out the consultations. On one occasion, a participant in
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the interview study needed referral back to their lead healthcare professional

due to concerns over their mental health and levels of pain.

3.9.2 Access to usual care
Patients were informed in the participant information sheet and also at each
contact that should they have any questions or problems with their symptoms
or treatment that they should contact their normal healthcare professional. It
was made clear (in the participant information sheets and the consultations
themselves) that the intervention did not replace any usual care but was being
given in addition. GPs were notified of their patient’s involvement and given the

contact details for the research team for any queries.

3.9.3 Confidentiality
Interview data was confidential and anonymised and transcribed in-house
allowing no third-party access. Extra consideration was given in the
development of Paper 1 and Paper 3 to ensure no patient was identifiable, even
by those close to them. Interview transcripts will be kept for 5 years and then

destroyed.

All pharmacists conducting the consultations were registered and had
undertaken the necessary training. Consultations were all conducted in
confidential environments where conversations could not be overheard and

SCR access was done on registered pharmacy premises.
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3.10 Reliability, Transferability and Validity

The concepts of reliability, transferability and validity are considered in
research to ensure the highest quality research has been conducted with
reliable results which could be transferred to a different environment (Creswell,

2011).

3.10.1 Reliability
Reliability is whether the study could be replicated and consistent results
obtained and although not appropriate for all parts of the study, the rigour of
the analytical methods and tools used would lead to consistent findings if

repeated (Bowling, 1997).

Study 1 used qualitative interviews and direct patient quotes to develop themes
and meaning. The interviews were transcribed verbatim, and transcripts were
discussed with two senior colleagues on the research team and then amongst
researchers in the University of Bradford Medicines Optimisation Research

Group (MORG) to limit bias and aid analysis.

Study 2 was a systematic review and meta-analysis and co-authors included a
statistician and a senior academic with extensive experience of such studies.
Searching was aided by an experienced librarian using Medical Subject
Headings (MESH) terms and then data were extracted by two people
independently. Meta-analysis was carried out by a statistician using

appropriate software.

Study 3 was the proof-of-concept study assessing acceptability and feasibility
of the intervention. Both patients and healthcare professionals were invited to

feedback on the intervention process and resulting learnings were reported.
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Both quantitative data and qualitative case studies were reported which
triangulate results and the potential for this intervention in the future. Methods
were described transparently and a series of recommendations, based on the

process were then made.

Reflexivity was exercised throughout and mechanisms were put in place to
keep bias to a minimum. This was a particular risk when the RP was carrying
out the consultations as they would also be responsible for analysis so could
influence the results. A questioning grid was designed (based upon current
MUR and NMS service specifications) to guide the consultations and ensure
all essential areas of the consultation were adhered to and that this was
recorded as it happened. This reduced any bias as information was recorded
at the time and was not open to interpretation later. Other researchers from the
programme grant and Medicines Optimisation Research Group (MORG) were
involved in interpretation of findings for Study 1 and 2 and the wider IMPACCT
research team were consulted to aid interpretation. As the RP was conducting
‘insider research’ the balance between academic and clinical knowledge or
skills was useful however it is important to acknowledge and understand the

risk of bias in this type of research (Fleming, 2018).

3.10.2 Transferability
The transferability of the research refers to whether the findings could be

transferable to other settings (Tobin, 2004, Bitsch, 2005).

In Study 1 the qualitative views of patients with cancer pain describe the

experiences of patients in one area of the country. It is unlikely that these
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experiences would differ very much by area although some areas may have
different services for this patient group making their experience slightly

different.

Transferability is not applicable for the systematic review in Study 2 as it
explored evidence of educational interventions from the whole world from the
inception of the databases to the present day. The results were however

interesting to understand service provision elsewhere.

Study 3 provides data from multiple sources on the acceptability and feasibility
of the intervention study. This was only carried out in one area of the UK, so
the experiences of patients may differ according to the area in which they live
and the services which are provided. The findings found that a significant
number of MRPs were found in a population, the majority of whom were already
receiving specialist palliative care. It is likely that if we were able to repeat the
intervention with the proportion of patients who were not in receipt of this, then
even more MRPs would be found. Further research needs to be carried out to
confirm this. Although limitations were found, the findings could also be
transferred to other disease states where a telephone-based medicines

consultation may be of benefit to the patient.

3.10.3 Validity
Validity of research identifies whether the research measures what it was
intended to measure and whether the results are likely to be accurate
(Creswell, 2011). Internal validity is an assessment of the methods and whether
the most appropriate methods were used and the research was carried out

following those (Patino and Ferreira, 2018). Methods were appropriate and
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adhered to making this study have internal validity. External validity refers to
whether the results of the study can be applied outside our study setting (Patino
and Ferreira, 2018). The proof-of-concept study had broad inclusion criteria
which increases the external validity however a future trial would improve this
further. It is not clear whether patients from different healthcare economies
would have a similar level of knowledge and need as the patients in this study
but this could be assessed in future studies. This research aimed to assess
whether community pharmacists could positively contribute to end of life care
of patients with advanced cancer pain and have shown that they can, with some
caveats (see pages 64-69). The validity of this research as a whole, is
strengthened, as each of the component parts helps support the others with
data being presented from multiple perspectives in accordance with its
pragmatic methods (Creswell, 2011). When this is combined with the literature,
both that found in Study 2 and in this thesis, it provides a compelling case for

the intervention.

3.11 Summary

This section has detailed and justified the mixed-methods, pragmatic approach
of this research. It has explained why each method was chosen, how data was
collected and analysed and how this all fits together to form a coherent answer

to the research question. The next chapter will present the results.
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Chapter 4 Results

The aim of this study was to find out whether pharmacists can positively
contribute to end of life care for patients with advanced cancer pain. Three key

areas are presented in the results:

1. How do patients with advanced cancer pain view community pharmacy
and its services?

2. What do we already know about community pharmacy services for
patients with advanced cancer pain?

3. Is a pharmacist delivered medicines optimisation consultation feasible

and acceptable for patients and healthcare professionals?

Each key area is presented and elaborated on in the body of this chapter.

4.1 How do patients with advanced cancer pain perceive a community
pharmacist delivered medicines optimisation service?

The focus of this part of the research was to explore the views and experiences

of patients with advanced cancer pain about community pharmacy and its

services and how they manage their medicines and symptoms (see Appendix

1 - Paper 1).

Qualitative semi-structured patient interviews were conducted with patients
with advanced cancer, some who were receiving specialist palliative care (n=7)
and some who were not (n=6). Patients involved were aged between 40-89

years with 10 male and 3 female participants. Data were analysed using
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framework analysis (Ritchie, 2003). Four themes and ten sub-themes were

identified (see Figure 4.1).

Pain Experiences & o
: Communication
management Expectatlons
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Alternative methods
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L . . Support for
Experimentation medicines taking

Figure 4.1 Summary of the themes and sub-themes found in

gualitative interviews with patients suffering from advanced

cancer exploring the use of pharmacies and their services.

4.1.1 Pain management

Adequacy of pain control was raised and patients not receiving specialist

palliative care described being in pain more than those who were receiving

specialist services. Of the patients who were not receiving specialist care, 5 out

of 6 described experiencing uncontrolled pain, compared with no patients

reporting uncontrolled pain in the group receiving specialist services. The

results showed a need for support for patients not receiving specialist services

to help them manage their symptoms and side-effects.
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Medicines knowledge amongst patients varied considerably. Some patients
voiced a need for extra support with their medicines and did not understand the
basics of which medicines they took for pain. There were also patients who felt
that they were not in control of their symptoms and medicines through their lack
of knowledge. They described situations where they would experiment to see
which they could “do without” and which they “needed” due to concerns over
long-term use of medicines. This experimentation was undertaken without
support as patients had often voiced fears to healthcare professionals that were

subsequently dismissed.

4.1.2 Experiences and expectations
Community pharmacies were chosen based on perceived friendliness, location
and service and in some cases would be accepting of mistakes if they thought

the staff were friendly.

When discussing healthcare professionals; patients perceived a hierarchy of
healthcare professionals involved in their care, with specialist palliative care
nurses at the top due to their familiarity with managing patients with palliative
needs and their perceived accessibility to patients. As half of the patients did
not have access to this specialist care, they identified their GP, family or

pharmacist as the person they would go to for help.

Patients were open to the idea of pharmacist medicines support consultations
and thought they would be especially useful for patients before they had access
to specialist palliative care. Some patients described a rapidly changing

medical situation and voiced a need for continued, rather than one-off, support.
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4.1.3 Access to care
Patients described their problems accessing services and how they developed
methods of resilience in response to problems, particularly with access to
medicines. Patients found ways of making sure they had access to their
medicines, usually after an event when they had come close to running out or
gone without completely. One patient described a situation where they had
been left, out-of-hours, with no medicines after a GP had prescribed pain-relief
but there were no community pharmacies open to obtain the prescription.
Luckily, the patient was a qualified nurse who was able to use a combination
of the medication they had at home to go some way to controlling the pain until

they were able to get the prescription the following day.

Patients liked the idea of a service that would be provided by telephone as it
would allow them alternative access to support without the need to have to

travel to an additional appointment.

4.1.4 Communication
Concern was expressed over conflicting advice given by multiple healthcare
professionals if a further service were to be added into the pathway although
this view was only expressed by someone already receiving specialist palliative
care. Patients were surprised that medicines information was not shared with
the pharmacy and expressed concern about the consequences of the lack of

communication.
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4.2 What do we already know about community pharmacy services for
patients with advanced cancer pain?
This research comprised a systematic review and meta-analysis (see Appendix
2 — Paper 2). Only four experimental studies focusing on educational
interventions by pharmacists for patients with cancer pain were found when
searching records from inception to present day. These studies were carried
out between 1983 and 2015, one was from the United Kingdom and three were
from China and all were relevant as they carried out some form of medication
review (Blenkinsopp et al., 2012). The quality of the studies was assessed
using the Cochrane risk of bias and multiple flaws and risk of bias was found
with many parameters either unclear or missing from the results (Higgins et al.,

2011).

Meta-analysis was only possible on three of the four studies due to the
heterogeneity of those included. Results indicated a positive change in pain
intensity following pharmacist educational interventions for patients with cancer
pain. Descriptive analysis found that interventions increased patient knowledge
when measured (in two studies) and patient satisfaction (in two studies)
however methods of assessment were assessed as unclear or poor using the
Cochrane tool for quality assessment (Higgins et al.,, 2011). Although not
comparable, side effects were measured in three studies and decreases were
seen. Quality of life was found to increase in the two studies where this was

measured.

68



4.3 Is a pharmacist delivered medicines optimisation consultation
feasible and acceptable for patients and healthcare
professionals?

This element was studied in depth in Study 3 (see Appendix 4 — Paper 4) but

is revisited here. There were several different components of assessing

feasibility and acceptability (see Table 4.1). Acceptability was split into three

parts using a known theoretical framework (Sekhon et al., 2018).

1. Before the intervention (whether it is possible to recruit).

2. During the intervention (which links to retention and completion).

3. After the intervention (which relates to feedback from the patient and
healthcare professionals and how useful the intervention was found to

be).

Feasibility involved the logistics of conducting the intervention and whether it
was possible to recruit, retain and complete the interventions and necessary

training was possible.

Table 4.1 The measures of feasibility and acceptability used in Study

3 (Edwards et al., 2019b).

Feasibility Acceptability

e Recruitment of patients e Recruitment of patients

e Retention of patients ¢ Retention of patients

e Receipt of interventions by e Completion by community
patients pharmacist

e Train community pharmacists Feedback (patients,

to deliver consultations pharmacists and content)
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4.3.1 Recruitment of patients
An important part of assessing feasibility was to ensure that patients fitting the
inclusion criteria could be recruited into the study (see page 46). Different
methods of recruitment were developed iteratively to allow the study to recruit
sufficient numbers; these were categorised as being either community methods
or hospice methods (see Appendix 3 — Paper 3). One hundred and twenty-eight
patients were identified from both community methods and hospice methods of
recruitment. Identifying patients by community methods was successful but
only 7% were then recruited into the study after postal invitation. Identifying
patients from the hospice and inviting face-to-face resulted in a 40%
recruitment rate. Face-to-face recruitment was found to be more successful
than inviting patients to participate via post. Barriers to recruitment and
completion included lack of engagement of key personnel involved in the
recruitment process and recruiting from patients who were nearing the end of

life.

4.3.2 Retention and receipt and completion
Twenty-three patients were recruited however four were lost to attrition. All
those lost were from the discharge of hospice inpatient route signalling that
these patients were perhaps too poorly to be included in further studies.
Twenty-three patients were recruited into the proof-of-concept study and 19
completed it. No patients were lost between the first and second consultations
of the NMS-style intervention showing an acceptability of the design of the
intervention. As part of the iterative development of recruitment methods, the
service was adapted part-way through the study to allow the RP to provide the

service remotely by telephone (based on the two consultations of the NMS) to
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allow more patients to become eligible for the study. All community pharmacists
asked to complete the MUR-style interventions did so and all offered feedback

on the consultation the following day when asked.

4.3.3 Training of community pharmacists
The training session for the community pharmacists involved role play with a
patient, interaction with a specialist palliative care nurse and a cancer support
charity. Ten pharmacies were invited to attend, and all sent one or more

representatives. This shows that this training design was feasible.

4.3.4 Feedback
Feedback was requested from patients who participated, pharmacists who
provided the interventions and healthcare professionals involved in the care of

patients involved.

Eleven of the nineteen patients taking part returned both pre and post-
consultation questionnaires. These showed an improvement in medicines
knowledge and a self-perceived benefit of having the consultations. Eight of the
eleven patients would recommend the consultation to others. This feedback

shows that the intervention was acceptable for patients who took part.

The four community pharmacists who took part all provided feedback the day
after the consultation about the content of the consultation, MRPs found and
pharmacist’'s feelings about carrying them out. Content information relating to
the MRPs found was also gathered following the consultations carried out by
the RP. From 33 consultations, 47 MRPs were found and these were
addressed by advice from the pharmacist on 33 occasions. Thirteen MRPs in

eight patients were referred to other healthcare professionals, mostly for
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prescribing of extra medication. The fact that MRPs were discovered shows
that there are unmet medicines support needs for participants and that the
intervention was capable of identifying these. Details of the MRPs can be found

in Figure 4.2.

WHO ladder compliance
Tiredness

Supply issues
Signposting required
Other side effects

Pain

Other medication issues

Interaction concerns

Medicines Related Problems

Dry mouth

Constipation

Change in form needed

Adherence

Addiction concerns

o
N

4 6 8 10

How many MRPs were addressed by which method

H Advice ® Referral

Figure 4.2 A summary of MRPs found during pharmacist medicines
consultations for patients with advanced cancer pain and whether they

were addressed by advice or referral.
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The feedback also indicated that two (out of four) community pharmacists
found it difficult to in retain sufficient working knowledge to provide the service
because they were delivering it so infrequently. Therefore, as part of the
iterative development of recruitment methods, the service was adapted part-
way through the study to allow the Research Pharmacist (RP) to provide the
service remotely by telephone (based on the two consultations of the NMS) to

allow more patients to become eligible for the study.

Healthcare professionals involved in patient care were also asked for feedback
leading to only two responses. Both responses were positive although doubt
was expressed about the need for such a consultation in this patient group who

are already receiving specialist palliative care.

4.4  Summary

This chapter has presented the results from the study. There is a need for
medicines support for patients with cancer pain, particularly for those not
receiving specialist palliative care services. This support could be provided by
the community pharmacist and it may benefit patients if this were to be provided
over the telephone. Few studies have been conducted looking at pharmacist
support for patients with cancer pain but those that have shown that such
services have potential to make a positive difference for patients, although the
studies showing this lack rigour and quality. The proof-of-concept study
showed that pharmacist educational interventions are feasible to provide and
acceptable for patients and can identify a substantial number of MRPs, even in

those patients in receipt of specialist services. The following chapter will
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discuss the results and their wider significance in comparison to previous

research findings.
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Chapter 5 Discussion

This chapter presents a discussion of the research in the context of the
literature. Medicines optimisation and person-centredness is discussed in
terms of the results of the study and the challenges to pharmacist provision are
then presented. A revised care package is then presented before a description

of limitations.

5.1 Components of the proof-of-concept intervention

The components of interventions can be reported using the TIDieR checklist
(see Table 5.1) (Hoffmann et al., 2014). This checklist describes the detail of
the proof-of-concept study components or explains where they are available in

this thesis.
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Table 5.1 The TIDieR checklist and details of the individual components.

TIDieR item

1. Brief name to describe the intervention

2. Any rationale, theory or goal of the elements essential
to the intervention

3. Any information used in the intervention (including
training).

4. Description of procedures used in the intervention.

Details of the component in this study

A community pharmacist medicines optimisation service for patients with
advanced cancer pain.

Either an MUR consultation or an NMS-style consultation would be used
(using all questions stated in the service specification) (Pharmaceutical
Services Negotiating Committee (2017a), Pharmaceutical Services
Negotiating Committee (2017b). The aim of this was to optimise the
medication use of the patient to help address uncontrolled symptoms.

The participating community pharmacists all attended a training event, the
content of which was based around the palliative care training needs of
community pharmacists identified in previous studies (O'Connor et al., 2013,
Hussainy et al., 2006, Savage et al., 2013). A specialist nurse and a cancer
support charity provided information and role plays were conducted with a
patient representative.

The patient received an educational intervention in the form of an MUR or
an NMS-style intervention (Pharmaceutical Services Negotiating
Committee, 2017a, Pharmaceutical Services Negotiating Committee,
2017b). Information given during this intervention was assessed by the
pharmacist and relevant to the needs of the patient.

The MUR or NMS-style consultation delivered was carried out in-person or
by telephone. After confirmation that the patient still consented to take part,
the consultation followed the questions recommended in the individual
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Description of expertise, background and training of
intervention providers.

Modes of delivery of the intervention.

Locations where the interventions occurred.

service specifications (Pharmaceutical Services Negotiating Committee,
2017a, Pharmaceutical Services Negotiating Committee, 2017b).

Each medicine the patient was taking was discussed in turn and open
guestions about efficacy, side effects, compliance and knowledge were
asked (as recommended). Due to the open nature of the questions, the
patients were able to ask other questions about their medicines making the
consultations variable in nature.

The MUR is a one-stage consultation so there was only one patient contact.
The NMS is in two stages where the initial telephone consultation is followed
up 7-14 days later by an additional consultation using the same questions.
If action was required following the consultation, it was taken and
documented. Examples of action were to contact the prescriber and
recommend additional prescribing or to flag up symptoms to the prescriber.

All pharmacists who provided the consultations were qualified and
registered pharmacists who were accredited to provide the service and had
attended the training session. Any SCR access was done so with the
appropriate accreditation and permissions.

Appointments were agreed between the patients and the pharmacist in
advance. All MUR consultations were carried out face-to-face with the
patients (although patients were given the option of a telephone
consultation). These were all carried out by the patient’s usual community
pharmacist. The NMS-style consultations were all carried out by the RP over
the telephone using the two contacts previously described.

The five MUR consultations all took place on participating community
pharmacy’s registered premises. The NMS-style interventions were
delivered over the telephone with patients in their own homes. The RP
delivering these was located at one of two registered community pharmacies
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8. The number of times the intervention was delivered
and how long it lasted.

9. Any personalisation of the intervention

10. Any changes to the intervention over the course of the
study

11. Description of any fidelity assessment.

who had access to SCR at the time or at the University of Bradford when
this was not possible.

The MUR consultations were delivered once and last between 20-60
minutes. The NMS-style interventions were delivered by two telephone
consultations with patient contact time ranging between 9-29 minutes.

Five patients receiving the NMS-style intervention were not available at the
pre-arranged time for the consultation so new appointments were made and
adhered to.

Due to hearing difficulties, one patient asked for their spouse to be present
for the NMS-style consultation.

Pharmacists conducting the consultations were able to use their
professional judgement to tailor the intervention to the patients’ needs as
would be done in a standard MUR or NMS intervention. This tailoring
involved additional questions or counselling. If there was a need for referral
this was completed and documented (as described above).

Due to difficulties with recruitment, several different ethical amendments
were made during the course of the study. All methods are detailed in
Appendix 3. Methods of recruitment can be described as community-based
(general practitioner computer search, identification by the general
practitioner, community pharmacist or district nurse and hospital outpatient
list search) or hospice-based (in and outpatient list search).

An additional method of delivery was introduced in the form of the NMS-
style intervention part-way through the study.

Pharmacists were provided with a questioning grid to ensure all parts of the
intervention were completed, these were not collected and assessed. A
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follow-up telephone call was also carried out the day after the MUR

interventions to ensure consultations had occurred and to collect details of
MRPs.

12. If fidelity was assessed, to what extent was it delivered This was not assessed (see Limitations page 94).
as planned.
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This proof-of-concept study described a complex intervention with multiple
components and variations. The iterative methods meant that the delivery
method and personnel delivering the intervention needed to be changed during
the course of the proof-of-concept study making it less clear which parts of the

study had what effect on the outcomes.

The MUR or NMS-style consultations were delivered by a community
pharmacist or the RP, both of whom would have had similar training although
the RP may have had more palliative care knowledge. The intervention was
based on a current community pharmacy service (either the MUR or the NMS)
but was adapted for use in this patient group. Community pharmacists taking
part were given training however similar medicines knowledge would be
required to deliver the intervention as for standard community pharmacy
services therefore it would not be something that could be delivered by a

pharmacy technician (although this was not assessed).

The intervention was delivered both face-to-face and by telephone and the
differences between these two delivery methods were not assessed (due to the
sample size). No patients returning both pre and post intervention
guestionnaires reported the delivery method was problematic although
numbers were very small. Future evaluation and testing of the service could

include patient feedback and comparison between the two groups.

Patients who were given the MUR-style intervention were only given one
consultation compared with the two offered for the NMS-style intervention.
Again, effectiveness was not measured of either delivery method but an

average of 1.2 MRPs were seen in those receiving the MUR-style intervention
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compared with an average of 2.6 MRPs in those receiving the NMS-style
intervention. This may have been due to the difference in number of
consultations or alternatively due to the difference in personnel conducting the

consultations.

The MUR-style interventions were carried out with access to the PMR where
dispensing history from that pharmacy was available. The majority of the NMS-
style interventions were carried out with access to the SCR with a limited
snapshot of the patients NHS health record. Both sources of information are
incomplete and it is unclear what effect this would have had on the outcome of

the intervention.

All medicines optimisation interventions have a framework for completion and
guestions based on these frameworks were provided for the pharmacists
involved. There will still be differences in intervention delivery due to the
individual communication skills of those involved and this may have led to

differences in identification of MRPs from different pharmacists.

Participants receiving the intervention in the proof-of-concept study were
mostly already in receipt of specialist palliative care (17/19). It would be useful
in future studies to recruit more patients not receiving specialist palliative care
so this group could be compared with those who are receiving it showing the

difference in types and numbers of MRPs experienced.
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5.2 Medicines Optimisation by community pharmacists for patients
with cancer pain

The research in Study 1 (Interviews with patients with cancer pain) clearly

demonstrates that medicines optimisation is not being effectively delivered for

patients with cancer pain. Several themes were revealed during the course of

this research which highlight the lack of service provision for this patient group.

5.2.1 Unmet needs of patients with cancer pain
It is clear from the patient voices heard in this research that there are still unmet
medicines support needs for patients with cancer pain, exemplified by one
patient who described being in a lot of pain and how they “just sort of struggle

through” (patient S7P1) (Appendix 1 — Paper 1).

This patient group does not currently access medicines optimisation services
in community pharmacy for reasons explained on pages 24-27 (Savage et al.,
2013, Edwards et al., 2018). However, patients are amenable to the idea of
medicines consultations and when they were provided, they were found to be

acceptable and potentially valuable for this group.

Medicines optimisation was introduced in 2005 as a “one size fits all” concept
to help professionals inform care so that patients get the most possible benefit
from their medicines (Royal Pharmaceutical Society, 2013). However, all
patients have different needs and patients with pain from cancer have distinct
needs which do not fit with current medicines optimisation principles (Edwards

et al., 2018).

Patients approaching the end of life do not necessarily need an evidence-based

choice of medicine for every condition with which they have been diagnosed,
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but they do need the medicines that are right for them to control their
symptoms. This may mean deprescribing is required to stop medication that is
not appropriate for patients at the end of life and there is a need for clear
guidelines in this area to manage this (Todd et al., 2017). This work has shown
that patients are often left to try and manage symptoms on their own which is
unacceptable as patients with cancer pain can have complex medicines
regimens with needs that change regularly and often rapidly (Edwards et al.,
2018) (Hackett et al., 2016). Such gaps in service provision may not be
apparent to healthcare professionals as patients may not proactively seek help
for many reasons (Giardini et al., 2017). One patient presented in the study
was in “too much pain” to take his medicines (Edwards et al., 2019b). Whilst
this may seem extraordinary to someone who is not in pain, pain can cloud
judgement and the ability to make decisions; although in this instance no-one
had ever explained to this patient how to use their medicines to gain symptom

relief (Linton and Shaw, 2011, Edwards et al., 2019b).

Support provided for patients with cancer pain is varied and patients described
experiencing many different models of care (Edwards et al., 2018). We know
from other research that only 65% of patients are ever referred to specialist
palliative care, but this work has found that those who are in receipt of this still
experience different levels of support (Ziegler et al., 2018, Edwards et al.,
2018). Although it is fourteen years since medicines optimisation services were
introduced and they are currently undergoing change, it seems the optimal
service for this patient group is yet to be found (National Health Service
England and National Health Service Improvement, 2019). The imminent

removal of MURs from community pharmacies and placing a similar service
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into the primary care GP practice environment makes access to services
potentially more difficult for community-based patients, who face the possibility
of services targeted to particular populations (e.g. patients with diabetes,
patients who are homeless), with little opportunity for patients outside those

groups presenting with acute needs (NHS, 2019b).

Educational interventions for patients with cancer pain have shown some
potential in the few studies that have been carried out before this work although
these studies lacked rigour and clear reporting (see Appendix 2 — Paper 2).
Previous studies were not framed as medicines optimisation interventions as
they were carried out before the concept was conceived or in a country where
medicines optimisation has not been adopted although there were some
similarities (Powers et al., 1983, Wang et al., 2013, Wang et al., 2015, Chen et
al., 2014). Patients with cancer pain seemed to gain benefit from medicines
consultations with a community pharmacist in previous studies and an increase

in knowledge was seen after they had been carried out.

5.2.2 Additional skills of community pharmacists
Study 3 found an average of 2.5 MRPs per patient in the proof-of-concept study
with 47 in total (Appendix 4 — Paper 4). Of these 9 had to be referred to other
healthcare professionals for additional prescribing. If the community
pharmacists doing the consultations had obtained additional prescriber

gualifications this additional step would have been prevented.

Training needs of pharmacists providing services for cancer pain should be
addressed before any such service is delivered. Most (but not all) community

pharmacists provide medicines optimisation services as part of their normal

84



role, however some who do not, may lack confidence when asked to provide
them (Savage et al., 2013). A combination of consultation skills and knowledge
of advanced cancer care would be necessary to provide such a service and

pharmacists vary in their training needs for this.

5.2.3 Community pharmacist provision
Some community pharmacists in Study 3 found it difficult to retain the working
knowledge required to provide educational interventions for patients with
cancer pain. This was because of the infrequent nature of the consultations for
each community pharmacist and the gap between training and service
provision thus additional knowledge was not reinforced and the consultation
was not embedded within the pharmacy. Only 5 of the 33 consultations were
provided by community pharmacists before the methods were changed which
is not enough to exclude provision in this way. The service could potentially be
provided by a community, hospice, hospital, primary care or centralised
pharmacist dependent on training and access to records. More work needs to

be done to confirm the best delivery model for this service.

5.3 Person-centredness

Person-centred care (as detailed on pages 10-12) ensures the patient is the
focus of all the care they receive and that the care is personalised towards them
and coordinated with all agencies involved (The Health Foundation, 2019). All
this should be done whilst the patient is being treated with dignity and respect

in line with the NHS Core Values (NHS & Health Education England, 2019).
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5.3.1 Personalised care
This work found that patients are often left without support, and, in pain,
particularly those who have no access to specialist services. Concerns of
patients (such as too many medicines) were not always acknowledged and
listened to and that what could be important for a patient were sometimes
dismissed by their healthcare professional. This may make the patient feel like
their views and opinions are not worthy of recognition by their healthcare team.
If healthcare professionals are seen to belittle the views and feelings of patients
it may make patients feel unimportant and that they need to adapt to the
healthcare system rather than the healthcare system needing to adapt to them
as person-centred care intended. Patients value healthcare professionals
thinking about their wider needs rather than just concentrating on the issue the
clinician deems to be most important (Mazor et al., 2013). The NHS Long Term
Plan aims to offer support for patients to remain in their own homes, so allowing
patients to self-manage and control their own symptoms however this is not yet
effectively delivered in practice (NHS, 2019b). Not all care was found to be
inadequate but where patients received good care it was because the individual
healthcare professionals were person-centred rather than the system (Ross et

al., 2015).

This series of studies has found that patients are open to the idea of additional
consultations although did not suggest it themselves as they may be bounded
by their experiences and if they haven’t ever received such a service, they
would be unlikely to suggest it. Any future service needs co-created with
patients as feedback is difficult to obtain in a population at the end of life (White

et al., 2008b).
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5.3.2 Communication
Coordinated care can only happen where there is effective, two-way
communication between healthcare professionals involved in patient care. As
currently, the community pharmacist does not have access to patient records
and receives only ad-hoc communication about patients, they cannot be
involved in providing coordinated care for patients. One patient in Study 1 was
surprised their information was not available to their community pharmacist. In
Study 3 the lack of transparency made the identification of patients who may
benefit more difficult than it needed to be but also did not allow the pharmacist
access to information that may have helped them improve patient care.
Improved communication between community pharmacists and the rest of the
healthcare team may provide more benefits than just for symptom control; they
could ensure new products, product shortages or new services are

communicated with the wider team to improve patient care further.

5.3.3 Identifying patients in need
The difficulties experienced finding patients in need of support for Study 3 show
the healthcare system is, as yet, unable to identify patients with particular
symptoms (Edwards et al., 2019a, Savage et al., 2013). This, again, is a lack
of personalisation and coordination; with the NHS leaving patients without
services that could potentially be of value to them. NICE recommends local
systems to be in place for identification of patients needing support and
although recommendations are made in Study 3, the challenge of finding
patients before referral to palliative care (or indeed those who never receive
that referral) warrants further investigation (Excellence, 2015b).

Recommendations in the ‘Every Moment Counts’ document discussed on page
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14, advise that patients have access to round-the-clock support although it is
clear that not all patients receive this (The National Council for Palliative Care

& VOICES, 2015).

5.3.4 Access to medicines
Patients in Study 1 described having to employ methods to ensure they always
had access to their medicines. Patients are required to do this in different ways
in different GP practices and often have time stipulations as to when they are
allowed to make a request. They then need to navigate the transfer of the
prescription to the community pharmacy, and the obtaining of stock which is
often not held (Savage et al., 2013). This process may be repeated several
times a month even for routine medicines. Also, due to the complex nature of
patient care, patients can get medicines prescribed from secondary and tertiary
care settings which may also need to be supplied by community pharmacies.
The navigation of this system of access to medicines is difficult for anyone on
a complex medicine regimen to manage however, if a patient is seriously ill and
approaching the end of life, this may not be possible without the help of a carer

or family member, which not everyone has.

5.4 Challenges of pharmacist-delivered person-centred medicines
optimisation for patients with cancer pain

The findings of this study demonstrate that medicines optimisation is ineffective

for patients with cancer pain and they are often left with unmanaged symptoms.

The study described care that is not person-centred through lack of

personalisation and coordination leaving patients feeling like they must accept
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inadequate care whilst they are approaching the end of life. Table 5.1
summarises the challenges of person-centred pharmacist-delivered medicines
optimisation for advanced cancer pain and potential solutions to these

challenges.
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Table 5. 2

Number

1

A table showing the challenges of person-centred pharmacist delivered medicines optimisation

services for patients with advanced cancer pain; and the potential solutions to these challenges with

barriers and facilitators.

Challenge

Unmet medicines
support needs of
patients with cancer
pain (Edwards et al.,
2018).

No current pathways
into medicines
optimisation services for
patients with cancer
pain (Edwards et al.,
2019a, Savage et al.,
2013, Edwards et al.,
2019c).

Potential solution

Offer all patients with
cancer a medicines
optimisation consultation
with a pharmacist.

Offer all patients with
cancer pain a medicines
optimisation consultation
with a pharmacist.
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Barriers

Difficult to identify subset
of population who would
benefit most from
intervention.

The role of the
pharmacist is not always
clear to patients and
other healthcare
professionals

Difficult to identify subset
of population who would
benefit most from
intervention.

The role of the
pharmacist is not always
clear to patients and

Facilitators

Patients are identifiable
through their cancer code
and analgesic in their
record.

Communicate benefits of
an intervention to patients
and rest of the healthcare
team. Healthcare team
would then refer into
service.

Patients are identifiable
through their cancer code
and analgesic in their
record.

Communicate benefits of
an intervention to patients
and rest of the healthcare
team. Healthcare team



Lack of person-
centredness of services
for patients with cancer
pain (Edwards et al.,
2018).

Difficult to know what
patients with cancer feel
about new services
(Edwards et al., 2019c,

All healthcare professionals
are trained in person-
centredness and regular
ongoing training is
provided.

Any new service is co-
designed with patients and
followed up with patient
feedback where possible.

Any new service is co-
designed with patients and
followed up with patient
feedback where possible.
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other healthcare
professionals.

Resources to deliver an
intervention

Training necessary for
pharmacist.

Difficult to find time and
money for additional
training and monitoring in
healthcare system.

Difficult to obtain
feedback in patients with
a rapidly changing health
State

Difficult to obtain
feedback in patients with
a rapidly changing health
state.

would then refer into
service.

Additional resource may
be offset by savings in
admissions/ drugs and
improvements in symptom
control.

Training package
developed for pharmacist
delivery

Additional resource may
be offset by savings in
admissions/ drugs and
improvements in symptom
control.

Co-design of a service with
user groups would enable
a person-centred service.

Novel methods of
feedback could obtain
timely information from
patients

Co-design of a service with
user groups would enable
a person-centred service.



Edwards et al., 2019b,
White et al., 2008b)

Lack of communication
of information about the
patient with all members
of the healthcare team
(Savage et al., 2013).

Integrated clinical systems
between care settings
(including community
pharmacies).
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Cost of integrating
systems.

Other healthcare
professionals may be
resistant.

Novel methods of
feedback could obtain
timely information from
patients.

Additional resource may
be offset by savings in
admissions/ drugs and
improvements in symptom
control.

Communicate benefits of
an intervention to patients
and rest of the healthcare
team.

Patient held health records
or integrated health
records



55 Recommendations for an enhanced model of care

In response to the challenges of pharmacist delivered person-centred
medicines optimisation for patients with cancer pain and the potential solutions;
a new medicines optimisation wheel — Medicines Optimisation for Cancer Pain
(MOCAP) — has been specifically designed for patients with cancer pain and is
presented in Figure 5.1. This has been produced as a result of the whole body
of work in this thesis and is for patients with cancer pain. The challenges and

potential solutions found in Table 5.1 have been mapped onto the new wheel.

The methodology used to design the new wheel is called MOPAP (Medicines
Optimisation for a Patient Population). This is a stepwise process to produce a

person-centred medicines optimisation wheel (see in Figure 5.2).

The MOPAP could theoretically be applied to other groups of patients with other
medical conditions such as diabetes or dementia leading to a specific wheel for

each condition.
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Principle 1
Patient fully
involved in
all decisions
involving
their car

Principle 4 ciple 3

Make medicines Ensure medicines
optimisation part use is optimal for
of routine the patient
practice

Figure 5.1 MOCAP (Medicines Optimisation for Cancer Pain):
Proposed medicines optimisation wheel for patients with
cancer pain (adapted from RPS Medicines Optimisation

wheel) (Royal Pharmaceutical Society, 2013)

The proposed new wheel is in response to challenges faced for person-centred
medicines optimisation for patients with advanced cancer pain and shows the
proposed solutions to those challenges. The principles of the internal

Medicines Optimisation wheel within have been changed in response to the
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specific needs of this patient group (Royal Pharmaceutical Society, 2013,

Edwards et al., 2018).

Principle 1 has been changed to not only understand the patient experience
but also to ensure that their care is person-centred and they are part of any

decisions made about them (The Health Foundation, 2019).

Principle 2 has been changed to reflect the stage of life the patient is in. Whilst
a medicine may have evidence for use for the symptom being experienced, it
may not be right to use it in patients with advanced cancer at the end of life. In
many cases patients may benefit from deprescribing — where medicines that
are unlikely to benefit them may be stopped — but this must always be done
following two-way discussion with the patient (Scott et al., 2015, Todd et al.,

2017).

Principle 3 has been amended to reflect that medicines use at the end of life
needs to be right for the patient. Although a large dose of morphine may
address the patient’s pain, it may also lead them to be too drowsy to make the
most of the time they have left. The patient needs to be in control of their
medicines and be supported to be able to manage them as best as they are

able (Edwards et al., 2018).

Principle 4 remains, in the main, unchanged as a philosophy however
practically ensuring that medicines optimisation is seen as a dynamic entity

which is capable of responding to patient needs and environmental changes.
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Explore views and
needs of population

Acknowledge
problems in person-
centred medicines
optimsation of
population

Identify solutions

What are the barriers
to these solutions?

What are the
facilitators to these
solutions?

Figure 5.2 MOPAP (Medicines Optimisation for a Patient Population).
The steps needed to identify person-centred medicines

optimisation solutions for a specific patient population.
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5.6 Limitations of proposed model of care

More research is needed before a new medicines optimisation model can be
implemented for patients with cancer pain. The new targeted medicines
optimisation wheel seen in Figure 5.1 allows the option to offer all patients with
cancer a medicines optimisation consultation. Further work looking at the most
appropriate and useful timing for such an intervention is required if patients are
to be offered the optimal balance between service provision and services that

are surplus to requirements.

Integrated care records would be useful for all involved but current services
would need much development before this could happen. An alternative, more
person-centred option to integrated health records would be personal health
records allowing not only the healthcare professionals to communicate but also

the patient to be in control of their records (Caligtan and Dykes, 2011).

Although this work found that community pharmacists found it difficult to retain
knowledge to carry out these services, this is only based on a limited number
of responses so further work could explore whether this would be the right
setting for delivery. Further work could investigate whether hospice, hospital,

CCG or practice pharmacists are better placed to provide such services.
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5.7  Current climate of change

The landscape of the NHS is changing, and this may influence medicines
optimisation services that may be offered to patients (see Figure 5.3). There
are aspirations for more joined-up care, preventing inequalities and improved
technologies within the NHS which need to be rolled out across the UK so
benefits may be seen by all (NHS, 2019b). These changes may be beneficial
and allow improved access to support in new ways such as personal health
budgets for people approaching the end of life and expansion of services (such
as the NMS) and local commissioning. Unfortunately, negative consequences
may also occur. Current medicines shortages are expected to get worse
following Britain’s exit from the European Union (2013, Steer, 2019). Although
the government and NHS is working hard to mitigate any supply issues, itis as
yet unclear what the consequences might be of a ‘no-deal’ Brexit (National
Health Service, 2019). Care that is commissioned locally may lead to a disparity
of services between different postcodes with patients potentially missing out on

services depending on where they live (Together for short lives, 2017).

The NHS is a complex health system and any changes made can lead to further
unpredictable changes elsewhere in the system. Any new model adopted
would need to be closely monitored to prevent negative consequences

elsewhere.

98



European Unit Exit
—workforce

- sCcess to medidnes

Changes to
Personal health C:l:nmumty
budgets o armacy
Medicines contractual
- Only available for fast- Optimisation frameworks
track patients Sarvices
- Earlier conversations - Phasing cut of MURs

- Structured medication

about needs and wishes
reviews

- Increass in NMS conditions

Primary care
network introduction

- Groups of practices

- Services designed locally

Figure 5.3 Changes to the NHS which could potentially affect

medicines optimisation services

Community pharmacy is also undergoing much change. During the course of
this study SCR access was introduced (as discussed in Chapter 2.4.1)
allowing partial access to health records. Although an increase in information

sharing is welcome, the SCR still does not allow two-way effective
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communication between all members of the healthcare team. It is hoped that

further improvements in communication will be seen in the future.

In July 2019 the UK government announced a phasing out of MURS in
community pharmacies to be replaced by the Structured Medication Review
being delivered by the evolving role of Pharmacists working in GP practices
(as discussed in Chapter 2.2). This may lead to a decrease in the positive
contribution of community pharmacists to patient care. The MUR was the first
widespread medicines optimisation service so community pharmacists may
be sad to see it go however there was also an announcement of the
expansion of the NMS service although no details have yet been released

about this.

Funding reductions in community pharmacy are leading to the development of
hub and spoke dispensing models where centralised ‘hubs’ dispense
medication and deliver out to ‘spoke’ collection and delivery points. This new
way of providing community pharmacy services will provide new challenges
such as local community pharmacy closures. There will also be opportunities
from the changes, as the pharmacist will have more free time to enable them
to develop and deliver services in existing community pharmacies. The new
hub and spoke model may allow a centralised telephone delivery of services
from dedicated pharmacists. Patients may find improvements in efficiency
with faster delivery and more accurate dispensing. Direct and indirect
changes will be seen in the coming months and years as they develop. It may
be that new roles and delivery personnel of services will be developed,
perhaps with specialised pharmacists (either in setting or speciality) playing a

larger role. An example of this could be the delivery of medicines optimisation
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services for patients with advanced cancer by pharmacists working in

hospices.

5.8 Summary

Chapter 5 presented a discussion of the research. Medicines optimisation
services by pharmacists for patients with cancer pain show potential for future
development. Care for patients with advanced cancer is not person-centred but
dependent on how person-centred the healthcare professionals providing the
service are. Challenges to person-centred medicines optimisation were
discussed before a new model for person-centred medicines optimisation for

patients with cancer pain was been presented.

Chapter 6 will conclude the thesis and will provide explanation of the

contribution of this work.
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Chapter 6 Conclusions and Future work

This chapter presents the conclusions of this work, its significance and the

contribution to the knowledge in this field will be demonstrated.

6.1 Research conclusions
The aim of the study is to investigate pharmacist educational interventions for
patients living with advanced cancer pain in the community. The research

guestion was:

Can community pharmacists positively contribute to the end of life care

of patients with advanced cancer pain?

This can then be sub-divided into the following questions which are addressed

in each of the studies.

STUDY 1 How do patients with advanced cancer pain perceive a

community pharmacist delivered medicines optimisation service?
Paper 1 (Appendix 1)

Edwards, Z., Blenkinsopp, A., Ziegler, L. and Bennett, MI. (2018). How do
patients with cancer pain view community pharmacy services? An
Interview study. Health & Social Care in the Community. 26:4. Pages 507-518
DOI:10.1111/hsc12549.

https://onlinelibrary.wiley.com/doi/full/10.1111/hsc.12549
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STUDY 2  What do we already know about community pharmacy services

for patients with advanced cancer pain?

Paper 2 (Appendix 2)

Edwards, Z., Ziegler, L., Craigs, C., Blenkinsopp, A. and Bennett, MI. (2019).
Pharmacist educational interventions for cancer pain management: a
systematic review and meta-analysis. International Journal of Pharmacy

Practice. Vol 27: 4, pages 336-345.

DOI:10.1111/ijpp12516.

https://onlinelibrary.wiley.com/doi/full/10.1111/ijpp.12516

STUDY 3 Is a pharmacist delivered medicines optimisation consultation

feasible and acceptable for patients and healthcare professionals?

Paper 3 (Appendix 3)

Edwards, Z., Bennett, Ml., Petty, DR. and Blenkinsopp, A. (2019). Evaluating
recruitment methods of patients with advanced cancer: a pragmatic
opportunistic comparison. International Journal of Pharmacy Practice. Vol

27: 6, pages 536-544.

DOI: 10.1111/ijpp12562

https://onlinelibrary.wiley.com/doi/10.1111/ijpp.12562

Paper 4 (Appendix 4)
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https://onlinelibrary.wiley.com/doi/10.1111/ijpp.12562

Edwards, Z., Bennett, MI. and Blenkinsopp, A. (2019). A community
pharmacist medicines optimisation service for patients with advanced
cancer pain: a proof of concept study. International Journal of Clinical

Pharmacy. Vol 41: 3, pages 700-710.

DOI: 1007/s11096-019-00820-8.

https://link.springer.com/article/10.1007/s11096-019-00820-8

Three studies were conducted in order to deliver this overarching aim. It can
be concluded that pharmacists can potentially make a positive contribution to
the health of patients with advanced cancer pain, but further study needs to be
undertaken to ascertain whether community pharmacists are best placed to
provide services. Health improvements include reduction in levels of pain,
improvements in knowledge and reduction of side effects but studies need to
be carried out on a larger scale in a Randomised Controlled Trial (RCT) to
confirm although an RCT in this patient group may be challenging (White et al.,

2008D).

Medicines consultations by pharmacists were found to be previously under-
researched with few experimental studies being previously conducted. They
have a place to provide medicines support for patients with advanced cancer
and a potential pathway has been developed to provide them. Community
pharmacists found the training, knowledge and skills difficult to retain as they
were providing the consultations so infrequently however a centralised

pharmacist model is also worth further exploration.
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6.2 Summary of contribution to practice

This work explored areas that had never been investigated before. Services,
already used within the NHS, were adapted for use in a patient group who
currently do not have access to medicines optimisation services. A summary

of this contribution to practice is as follows:

1. There is a need for medicines support for patients with advanced cancer
and patients were willing to receive services remotely and that this might
even be better for them.

2. Pharmacist medicines consultations for patients with cancer pain are
acceptable for patients and feasible to deliver.

3. Community pharmacists found it difficult to retain working palliative care
knowledge as they were using it so infrequently.

4. MRPs such as pain and constipation were found, even in those already
receiving specialist palliative care, and most of these were addressed
through pharmacist advice. This could potentially reduce demand on
GPs and out-of-hours services such as emergency doctors and accident
and emergency. This could influence future training for healthcare
professionals and service design. Pharmacist-delivered medicines
optimisation interventions could also be used to assess MRPs for other
medical conditions therefore affecting training and service design for
other disease states.

5. It is the first-time current NHS pharmacy services have been adapted
for use in patients with advanced cancer.

6. If proven to be beneficial for patients with cancer pain this work and the

resulting definitive trial could potentially lead to a new community
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pharmacy service being commissioned by the NHS in the UK to help
patients with advanced cancer who need medicines support. Work is
currently being continued towards this.

7. Alarge national pharmacy chain is planning further development of their
work in palliative care and have expressed interest in using the results

of this study to inform it.

6.3 Summary of contributions to academia
This area of study is novel and has contributed to academia in several ways.

These contributions are as follows:

1. The area of medicines optimisation and person-centred care at the end
of life has been explored and an evidence-based enhanced model of
person-centred medicines optimisation (MOCAP) has been presented.
This could potentially lead to a new model of care with pharmacists
being part of the multi-disciplinary team and providing joined-up,
informed and timely care for patients with cancer pain.

2. The development of MOCAP has led to the development of a medicines
optimisation model to be applied to other medical conditions (MOPAP).
This could potentially lead to enhanced models of care for other medical
conditions.

3. Community pharmacist services for patients with advanced cancer pain
IS an under-researched area and there is a need for further well-
designed and reported studies. This work contributes to and extends this

agenda.
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4. Engagement of healthcare professionals in the design and conduct of
studies researching cancer pain is helpful for recruitment. Face-to-face
methods are more effective than using postal invitations.

5. This is the first study to have involved pharmacist access to the SCR as
part of the research. It has shown short-comings in information available

and may lead to further developments in access.

The papers included in this thesis are all recent so have not yet had chance to
gain many citations. Social media is a relatively new way of showing impact
and reach of academic research and this along with figures from Researchgate

are included in Table 6.1 for each paper.
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Table 6.1 A table showing current reach of the work included in this

thesis (correct on 10/9/19)

Paper and Journal Research-  Citations Social Reads/

publication gate and media

_ Downloads
date Mendeley mentions

Health & unknown

Social Care
Feb 2018 &
in the
Community
2 International 42 + 6 1 28 unknown
Journal of
Feb 2019
Pharmacy
Practice
3 International 9 1 12 n/a
Journal of
July 2019
Pharmacy
Practice
4 International 31+8 1 22 >1000
. Journal of
April 2019 o
Clinical
Pharmacy

Paper 4 was the only paper that was published with Gold open access and it
received a large amount of interest. According to Altmetric figures, out of nearly
13 million papers ever tracked it was in the top 10% a month after it had been
published. It is hoped that this early interest, particularly in Paper 4 will convert

to citations over time.
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6.4 Recommendations for future studies
This research has paved the way for further research in several areas, some

of which is already happening and some of which may happen in the future.

The development of the new MOPAP and MOCAP models should be further
explored. MOPAP could be used to identify opportunities for improving
medicines optimisation for other medical conditions leading to studies to
assess feasibility of the solutions found. MOCAP and its proposed solutions
could be further explored in the form of another feasibility study. A training
package could be developed to support intervention delivery and exploration of
read and write record sharing between healthcare professionals could be

compared with patient-held record use.

This study found it difficult to recruit patients who had medicines support needs
but had not yet been referred to specialist palliative care. Longitudinal analysis
of the journeys of patients with cancer through the healthcare system could be
carried out. This could be carried out at the same time as periodic pain
assessments and the two could then be mapped together to find the group of
patients who would most benefit from support. Further studies could then be

done to find ways of identifying that patient group from its place in the system.

Whether the community pharmacist is the pharmacist best placed to deliver a
medicines optimisation intervention is still unclear. Their lack of working
palliative care knowledge led to a further grant being awarded to investigate a
hospice pharmacist delivery model. This in-turn has led to a national

exploration of the role of the hospice pharmacist before a feasibility study to
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investigate a telephone-delivered medicines support service for patients with

advanced cancer.

A proportion of the MRPs found during the course of the proof-of-concept study
needed to be referred back to a prescriber for additional medicines to be
prescribed. If the pharmacist providing the consultation had a prescribing
qualification this would have been easier to address and led to quicker
resolution for the patient. The hospice pharmacist study will explore this further
by using a mixture of non-prescribers and prescribers to carry out consultations

for the feasibility study.

The MRPs discovered during the course of this research could also be further
explored. A comprehensive picture of problematic and uncontrolled symptoms
for patients with advanced cancer could then inform future training for
healthcare professionals working in primary and palliative care. MRPs could
also be explored for patients with other conditions. This could be done from
current or future pharmacist interventional studies and would give a picture of
the main MRPs for each patients group. These could then inform training for

healthcare professionals working in that area.

Current NHS services were found to have potential for use in an additional
disease area. A recent announcement of the expansion of the NMS service
could provide the gateway for this service to be commissioned and it could
provide the basis for development for other diseases (National Health Service
England and National Health Service Improvement, 2019). Other areas for
expansion could include non-cancer pain, diabetes and gastro-oesophageal

reflux disease.
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SCRs were found to be inadequate when providing person-centred medicines
optimisation for patients with cancer pain. Future research into full read and
write access to patient records for community pharmacies could investigate

whether this could be beneficial to patient care.

Remote consultations were found to be acceptable for patients during the
course of this study. The NHS suggested an increasing access to consultations
through the use of remote technologies (NHS England & British Medical
Association, 2019). Further research into telephone or computer-based
consultations by all healthcare professionals could assess patient appetite for
such a service and whether this would have an effect on access to care for

different patient groups.

6.5 Recommendations for policy makers

There is a clear need to simplify the pathway of care for patients and provide
much needed symptom control services in an easily accessible way. This work
has shown that pharmacists can contribute to care of patients with advanced
cancer pain. Current funding reductions are leading to the closure of community
pharmacies potentially losing the skills and knowledge of those within them
(Burns, 2018). Pharmacists could be re-trained to provide targeted services for

patients with advanced cancer and potentially for other disease areas.

There are unmet needs of patients with advanced cancer pain and the MOCAP
model could be integrated into primary care on a local GP surgery level or at a
wider CCG level. Improvements in communication systems and access to

these systems could allow all involved in patient care to provide a joined-up
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targeted solution for patients in need of support, not just in this disease area

but also beyond. Accessibility to services for all patients should be considered.

Person-centred care is not currently being delivered consistently and further
training and monitoring should be carried out to ensure the patient and their

needs are the prime concern for everyone working in the healthcare system.

6.6  Study limitations

Patients interviewed for Study 1 were a relatively even mix of those who were
and were not receiving specialist palliative care leading to a broad range of
views. However, the majority of those recruited for the medicines consultation
study (Study 3) were already receiving specialist services. We know from
previous research that only 65% of patients who die from cancer ever receive
specialist palliative care and, when they do, the average contact time is only 6
weeks meaning that this unsupported group were mostly excluded from this
Study 3 (Ziegler et al., 2018, Bennett et al., 2016). Patients who had not yet (or
would never be) referred to specialist palliative care would perhaps benefit
more from support with their medicines, although those who had already been
referred would potentially already be more poorly than those who had not. This
second group would already have access to specialist support so would have
the opportunity to have round-the-clock access to healthcare advice. Further
studies would benefit from exploring the MRPs experienced by both those
receiving and not receiving specialist palliative care to understand which occur

in which group.
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Due to the iterative development of the methods used and the reliance on other
healthcare professionals for recruitment, some data was not collected or
recorded. Initially, it was not clear what would be important for the study and
collecting data on why patients did not take part would have been useful, so
methods could be adapted accordingly. This can inform the design of future

studies.

The multiple consultation delivery methods used make it difficult to definitively
rule out a community pharmacist delivery model for this intervention. Only 5
consultations were carried out by community pharmacists and only two
individuals expressed concerns over retaining knowledge. This could also

benefit from further exploration.

The fidelity of intervention delivery was not assessed as part of the proof-of-
concept study. The pharmacists all used a questioning grid to ensure all parts
of the intervention were completed but these were not all returned to the
researcher after the study. In a future feasibility study, fidelity would be
assessed by the completion and return of the questioning grids. Fidelity could
be further examined by assessing the knowledge of the pharmacists at the end
of their training session and a proportion of interventions could be recorded to
assess whether the individual components of the intervention were being

carried out.

A limitation and a strength of this research is that the researcher was
embedded within the research and carried out many of the consultations as the
RP. Mechanisms were put in place to maintain objectivity however these may

not have always been effective. If the researcher had not been a pharmacist
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and actively involved in the research, it may not have been possible to adapt
the recruitment methods and certainly the delivery method of the consultations

to ensure the study was successful.

During the period of the research the landscape changed within pharmacy in
the UK. The introduction of SCR improved communication between community
pharmacists and other healthcare professionals although this could still be

improved further (NHS Digital, 2017).

The research was carried out in one geographical area and healthcare and

behaviours may be different compared with elsewhere in the country.

In the systematic review, it is possible that some studies were not found due to

language constraints or if they were not yet or ever published.

6.7 Summary

Medicines optimisation services for patients with cancer pain are currently not
provided adequately. A new model has been proposed for patient-centred
medicines optimisation services for patients with cancer pain (MOCAP) and the
same developmental process could potentially be used to find new medicines

optimisation models for patients with other medical conditions (MOPAP).

The NHS Long Term Plan aims to improve choice and control for patients whilst
still delivering high quality and compassionate care. The proposed new model
presented in this research allows a way of delivering to these aims and still

allowing patients to be supported in their own homes.
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This area of study is novel and has been shown to show the potential patient
benefit of a pharmacist delivered educational intervention for patients with
cancer pain. Both academic and practice-based knowledge has been

increased by this study and further areas for research have been identified.
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Abstract

Pain experienced by many patients with advanced cancer is often not well controlled
and community pharmacists are potentially well placed to provide support. The study
objective was to explore the views and experiences of patients with advanced cancer
about community pharmacies, their services and attitudes towards having a commu-
nity pharmacist pain medicines consultation. Purposive sampling of GP clinical infor-
mation systems was used to recruit patients with advanced cancer, living in the
community and receiving opicid analgesics in one area of England, UK between
January 2015 and July 2016. Thirteen patients had a semi-structured interview
which was audio-recorded and transcribed verbatim. Data were analysed deduc-
tively and inductively using Framework analysis and incorporating new themes as
they emerged. The framework comprised Pain management, Experiences and expec-
tations, Access to care and Communication. All patients reported using one regular
community pharmacy citing convenience, service and staff friendliness as influential
factors. The idea of a community pharmacy medicines consultation was acceptable
to most patients. The idea of telephone consultations was positively received but
electronic media such as Skype was not feasible or acceptable for most. Patients
perceived a hierarchy of health professionals with specialist palliative care nurses at
the top (due to their combined knowledge of their condition and medicines) followed
by GPs then pharmacists. Patients receiving specialist palliative care described pain
that was better controlled than those who were not. They thought medicines consul-
tations with a pharmacist could be useful for patients before referral for palliative
care. There is a need for pain medicines support for patients with advanced cancer,
and unmet need appears greater for those not under the care of specialist services.
Medicines consultations, in principle, are acceptable to patients both in person and
by telephone, and the latter was perceived to be of particular benefit to patients less

able to leave the house.
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cancer, community pharmacy, medicines, needs and experiences of cancer patients, palliative

care, pharmacy practice research
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1 | INTRODUCTION

Three quarters of people who die from cancer will have experienced
pain and it is the most common reason patients with camcer contact
out-of-hours services (Adam, Bond, & Murchie, 2015; IMPACCT,
2014). Pain iz less well controlled among patients living in commu-
nity settings compared with those in the hospice or hospital (VOICES
National Survey of Bereaved People, 2014). Cancer pain is complex
and often changes rapidly with dizease progression (Hackett, Godfrey,
& Bennett, 2016). Many patients increasingly want to spend their last
days and weeks in their own homes which has created an increasing
need for community-based patients to be better supported to ensure
they receive pain management (Adam et al, 2015; Bennett, Bagnall, &
Closs, 2009; Closs, Chatwin, & Bennett, 2009). Community pharma-
cies are situated in every locality and are often open up to 100 hours
a week giving patients free and easy access to a healthcare profes-
sional without the need to wait for an appointment: however, they are
widely thought to be an underused resource as many patients often
do not realise they can be a source of medicines information (Bennie,
Dunlop Corcoran, Trundle, Mackay, & Akram, 2013).

In the British Mational Health Service (NHS) community, phar-
macists are funded to provide patient-centred medicines optimisa-
tion services that could support patients with lesz well-controlled
cancer pain. However, the sparse research in this area found that
these services are rarely carried out with this patient group [Savage,
Blenkinsopp, Closs, & Bennett, 2013). Medicine optimisaticn services
currently available in community pharmacies in England and Wales
include the Medicines Use Review (MUR) and the Mew Medicine
Service (NMS). MURSs are consultations with patients where all pa-
tient medication iz discussed and explained and often izsues around
concordance, compliance and supply are addressed. MMS comcen-
trates om newly prescribed medicines and involves two consultations
{usually by telephone) to ensure medicines are started and no side
effects or problems ensue. There is RCT evidence that MM35 detects
adverse effects from medicines, positively influences prescribing and
improves treatment adherence (NM35 Evaluation 2014). A recent re-
view of the limited evidence relating to MUR concluded that "in line
with their intended purpose. patient knowledge and self-reported
adherence may improve following MURs" (Wright, 2018, p37).

Current policy allows community pharmacists to carry out MURs
with patients living with cancer pain, but the MMS5 service can only be
provided for patients being newly prescribed medicines for certain
conditions; cancer and pain are not included (PSMC 2017). MURSs are
intended to be provided face-to-face when a patient is in the phar-
macy unless permission is requested on an individual patient basis
from MHS England [PSMC 2017). Patients with advanced cancer may
not come into pharmacies and their medicines are often collected by
relatives or supplied by delivery drivers (Savage et al., 2013).

Where medicines optimization interventions have been camried
out with patients suffering from cancer pain, there is evidence of
benefit; sy=tematic reviews of educational interventions for cancer
pain (by amy healthcare professional) found a reduction in average

and worst pain intensity. Pharmacist educational interventions for
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Whiat is known about this topic

# Pain in advanced cancer iz often complex. rapidly chang-
ing and poorly controlled.

# Patients with cancer pain rarely access community phar-

macy medicines consultation services.

What this paper adds

# Patients without access to specialist palliative care ser-
wvices appear to need more support with their pain
medicines.

= Patients are open to the idea of medicines consultations
with their community pharmacist in person or by
telephone.

# There is concern that the addition of community phar-
macists into the pallistive care pathway could cause
conflict between or duplication of services.

patients with chronic pain showed a reduction in pain intensity,
adverse events and an improvement in satisfaction with treatment
[Bennett, Bagnall, et al, 2009, 2011). There are no systematic re-
views of pharmacist interventions for cancer pain as very few stud-
ies have ever been carried owt.

Community pharmacists are the health profeszional with whom
patients with cancer pain have most frequent contact alongside pal-
liative care nurses with 75% of patients having contact within a 2-
week period [Bennett, Closs, & Chatwin, 2007).

Community pharmacists can currently access only limited infor-
mation about their patients and they do not reutinely know which of
their patients have cancer. A previous study with community pharma-
cists found that little communication occurs between them and other
healthcare professionals about the care of patients with cancer with
pharmacizts rarely finding out the diagnosis of the patients whose
medicines they were dispensing (Savage et al, 2013). The introduc-
tion of Summary Care Record (SCR) access for community pharmacies
in 2014 has improved information sharing but not all prescribing is
recorded and diagnoses are rarely included (NHS Digital, 2017).

Rezearch on community pharmacists’ views about provid-
ing services for patients with cancer indicates a perceived lack of
knowledge and need for training (O'Connor, Hewitt, & Tuffin, 2013;
Savage et al, 2013). However, little research has investigated how
patients with advanced cancer use community pharmacies and atti-

tudes towards having medicines consultations.

2 | AIMS

#» To explore the views and experiences of patients with advanced
cancer about community pharmacy and its services and the asso-
ciated challenges they may face.
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& To investigate the acceptability of community pharmacy medi-
cines consultation services and find out what patients with cancer

pain might need from such a service.

3 | METHOD

A gualitative method of semi-structured interviews was chosen as
the study topic was complex and so far unexplored [Bowling, 1997).
Following a review of the literature, the interview schedule was de-
veloped in line with the study aims. Tepics included current inter-
action with pharmacy, services and experiences of them and views
on potential future services (see Table 51). Interviews were semi-
structured in design to ensure focus on the research aims while al-
lowing in-depth discussion on points of interest. The interview was
piloted with two patients and minor amendments to language were
made.

This research is part of a wider programme which is a multidisci-
plinary body of work involving three Universities. Ethical permission
was granted from the NHS Ethics committes.

3.1 | Sampling and recruitment

Purposive sampling was carried out to ensure focus on the views
of patients experiencing pain from advanced cancer. The assump-
tion was made that patients would have some involvement/con-
tact with community pharmacies through dispensing of prescribed
medicines.

The inclusion criteria for patients were:

Aged over 18 years
Have advanced cancer®, are aware of their diagnosis and are ex-

periencing pain

Hawve been prescribed a strong or moderate opicid for cancer pain
within the last 3 months**

Hawve not been prescribed anticipatory medicines and are mot con-

sidered to be in the last days of life

Have capacity to provide informed consent

Hawve capacity to complete questionnaires before and after the
medicines consultation.

*People with adwvanced cancer are those with metastatic cancer
with histological, cytological or radial evidence and/or those receiving
anti-cancer therapy with palliative intent.

**Strong and moderate opioids are codeine, codeine and parac-
etamol, codeine and ibuprofen, dihydrocodeine, paracetamol and
hydrocodeine, tramadol, tapentadol, morphine, fentanyl, buprenor-

phine, diamorphine, hydromorphone, methadone and oxycodone.

Patients were recruited from GP practices in one area of England
between January 2015 and July 2016 to take part in an interview
with a researcher. Research-ready practices which employed a prac-
tice pharmacist were selected from area:z of differing deprivation
scores within the area to represent the wider population ({Open Data

Communities 2015). The researcher was not allowed direct access
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to the practice clinical information system so practice pharmacists
carried out searches. Letters of invitation were zent to the practice
manager, with telephone follow-up by researcher 1 and meetings
were arranged to discuss the research where the practice wished to
do so. Twenty-one surgeries were invited to take part and 14 agreed
to do so.

Each practice pharmacist carried out a pre-designed search of
the practice clinical information system to identify patients who had
any cancer code attached to their record. The practice pharmacist
then individually searched the patients' record to check whether
their cancer code was current and they had advanced cancer.

For those patients identified as being potentially eligible to take
part, a task was sent to their GP to ask whether they were suitable
for incluzion in the study, i.e. they had capacity to provide informed
consent and had not deteriorated since the search. A letter of invi-
tation, participation information sheet and consent form were then
posted from the surgery including details of the research pharma-
cist, why the research was being carried out and what would happen.
Completed consent forms were returned to the research pharmacist
at the university. Reminders were not sent as the health of this pa-
tient group is likely to change rapidly leading to changes in eligibility.

The target sample size was 15 patients or when data satura-
tion was reached (Fusch & Lawrence, 2015; Malterud, Siersma, &
Guassora, 20148).

3.2 | Data collection

The interview guide was developed using the aims of the study and
iz available as a supplement to this paper (Table 51). Participants
were given the choice as to where they would like the interview
to be carried out and were asked if they would like to have a fam-
ily member or carer present with them during the interview. The
research pharmacist carried out the majority of interviews with a
second researcher helping when the research pharmacist was una-
wailable. Although the research pharmacist had limited experience of
interviewing, they had extensive consultation experience and were
supported by a highly experienced research lead and wider group.
Following each interview the researcher carrying out the interview
wrote reflective field notes to support analysis. Patients were re-
cruited and interviewed until two interviews after no new themes
emerged, at which point it was cencluded that data saturation had
occurred (Fusch & Lawrence, 2013).

3.3 | Dataanalysis

Interviews were audio-recorded and tramscribed verbatim before
being analysed using thematic Framework analysiz by the research
pharmacist (Ritchie & Lewis, 2003). This method was chosen as it
allows analysis across participants leading to the dewvelopment of
meaningful themes while still allowing the context of each individual
taking part (Gale, Heath, Cameron, Rashid, & Redwood, 2013; Smith
& Firth, 2011). A combined appreach of inductive and deductive
analysis was used. We were interested in pharmacy use in patients
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with cancer pain; however, we wanted the qualitative interview data
to inform our themes and allow unexpected findings to be explored
[Gale et al., 2013).

Interview transcripts were read and re-read by researcher 1 and
researcher 2 to gain familiarity alongside field notes from both re-
searchers (researchers 1 and 3) following which a framework was
developed. The framework was then applied to the data. Data
were then sorted into similar concepts before being summarized.
Descriptive categories were then allocsted and refined by re-
searcher 1, 2 and 4 several times until the authors were satisfied
with the themes and sub-themes assigned.

In the Resufts section which follows the werbatim guotations
from participants are coded using a site-code (5) and a patient num-
ber cede [P). C corresponds to a carer or family member who was

involved in the interview.

4 | FINDINGS

Im total 121 patients were identified from searches of GP clinical in-
formation systems: and subzequent individual review of notes. GPs
assessed 73 patients were suitable for invitation and were sent an
invitation pack.

Thirteen patients returned a completed consent form and
agreed to be interviewed {from 7 of the 14 surg‘eries} and all re-
quested the interview to take place in their own home. Patients
were aged between 40 and 89 years old; 10 were male and 3 were
female and they lived in areas with deprivation scores of between 2
and 10 {Open Data Communities 2015). Interviews lasted between
27 and 51 min and none were repeated. Saturation of themes was
apparent after the eleventh interview. Table 1 summarizes key
characteristics of the patients in the study. Three patients were in-
terviewed in the presence of family members who also contributed

to the discussion.

Interview findings
Ten sub-themes were identified from the analysis (between two and

three per theme) (Figure 1).

W1 LE"Y’J—5

41 | Pain Management (Box 1)
411 | Adequacy of pain control

Pain levels and reported adequacy of pain comtrol varied consider-
ably among the patients. Those receiving specialist palliative care
appeared to be more comfortable with how to manage their pain
and who to turn to for help. They explained how their medication
could be changed in a timely manner in response to changing needs.

The patients who were not receiving specialist palliative care
services seemed to have pain that was less well controlled.

41.2 | Knowledge of medicines

Some patients were very knowledgeable about their pain medicines,
while others appeared to know little and wvoiced a need for more
information that could give them practical advice on how to get the
best from their medicines.

Some patients did not realize that they had insufficient knowledge
to be able to use their medicines to manage their pain and were unsure
of which medicine was being used for which symptom. One patient
did not know what their M5T (morphine sulphate prolonged releass)
tablets were for. It seems unlikely that this patient would be able to ad-
equately control their fluctuating pain levels with regular and top-up
medication without a better understanding of their purpose.

41.3 | Experimentation with medicines

Experimentation through reducing the dosage taken was sometimes
in response to concerns over addiction and tolerance (where a pa-
tient believed that the medicine might become less effective if taken
over a peried of time). Some patients were uncomfortable with their
“tablet burden” and wanted to reduce medicine taking to the lowest
possible level that would still control symptoms.

Occasionally professzionals were reported to have been dismissive of
patients’ fears and anxieties. leading to patients not seeking further
advice from them. One patient had tried to voice their concerns about
taking too much pain medication to their healthcare professional and
went on to reduce their medicine taking on their own.

- -
Pain Experlem:f:s & Access to care Communication
management Expectations
J J J J
|_| Adegquacy of pain | | Community Resilience and Community
el pharmacies respon billity pharmacies
.- e - e -
lusrnative methods
- Knowledge of Hierarchy of o acoesfoontact Patient-centred
medicines professonals Mﬂ-* eomimunication
FIGURE 1 Summary of themes
and sub-themes found in gualitative
interviews with patients suffering Capesrimentation Suppart far
from advanced cancer exploring use of with medicines meesdicine taking
pharmacy and its services -
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BOX 1 Pain management
Adequacy of control

_if the pain gets more severe, 'l ring [the Macmillan nurse] up
and say [ can’t go on ke this! [The nurse says] ok, weTl talk to
the doctor, increase the dosage of the patch. (S10P1)

Every day up to a point... theres something, some pain some-
where ... they e referred me somewhere. Don't know where. (S7P1)

Knowledge of medicines

I just wish sometimes that there'd be a little sheet really almost
that sort of said you know do this, do that. (513P1)

50 you take M5T as well? Interviewer
That's it yeah ... Is that a painkiller? (S1P1)

Experimentation

I'm always experimenting actually .. | don't know if that's @
good thing or not. (513P1)

[The doctor said] we can see that ... there isn't a right fot we can

do about it, you know you just have to [take them]. (SBP1)

4.2 | Experiences and Expectations (Box 2)

4,21 | Community pharmacies

All patients interviewed reported using one regular community phar-
macy (one, also additionally used a hospital pharmacy regularly at
outpatient visits for spedially prescribed treatment). Pharmacy leca-
tion was important, sometimes through convenience and the phar-
macy's proximity to the patient’'s GP surgery. Some patients talked
about a preference for independent pharmacies rather than chains.

One patient had limited mobility and spoke about having to leave
plenty of time to walk to the bus stop before catching the bus to the
GP surgery. Using the pharmacy next to the surgery made their life
much easier.

Service was also an important factor for patients im choosing
which community pharmacy touse and several patients had changed
pharmacies after repeated perceptions of poor service.

Im contrast some patients described having “good relationzhips”
wiith their community pharmacy team. Examples of how these rela-
tionships manifested themselve: were where pharmacy staff knew
the patient's name or were reported to have gone “above and be-
yond” what might be expected from them.

Patients felt that cccasional problems with pharmacies such as
mistakes or stock issues could zometimes be forgiven if they per-

ceived the staff to be friendly and trying their best.
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The positive experiences were not without exception and lack of
relationship rather than a negative relationship was expressed.

Patients seemed to valus more tham just the basic level of ser-
vice from their community pharmacy and wanted to be treated with
friendliness by staff who knew them. Thiz attribute positively influ-

ences the continuity of pharmacy use.

4,22 | Hierarchy of professionals

Patients perceived a hierarchy of professionals with whom they
came into contact in primary care depending on who was involved
and the stage in their cancer journey they were at (e.g. diagnosis,
treatment, non-treatment and pallistive care). Those patients who
were under the care of specialist palliative care services would, with-
out exception, always refer any problem to them.

Oine patient believed the specialist palliative care nurse had more
expertise about cancer than GPs as well as dealing with cancer pain
on a day-to-day basis.

The GP was viewed as second in line to go to for advice, or firstin
line if the patient did not have access to palliative care advice.

The community pharmacist was mentioned by one patient as
being an cption for advice.

COine patient who reported positive experience of clinical interven-
tions questicned the capability of community pharmacists to provide
advice as they may have less knowledge asbout medicines than doctors.

4,23 | Support for medicines taking

Patients were introduced to the idea of 3 community pharmacy medi-
cines consultation to support medicines taking. Although zeven pa-
tients were aware of community pharmacy services, only three had
experience of them and mone of these had been since their cancer
diagniosis.

The need for support was felt more by those were not receiving
palliative care services and therefore did not have direct access to
advice from palliative care professionals.

Patients were positive about the prospect of receiving commu-
nity pharmacy services to help with their medicines use but mamy
saw that as being the role of their GP.

The patients described how their medicines and doses had
changed ower time, making support after a medicine is prescribed—
important and useful.

4.3 | Accessto Care (Box 3)

4.3.1 | Resilience and responsibility

Patients talked about problems they experienced with managing sup-
plies of their medicines and strategies they used either at the time or
developed following an incident to prevent it happening again.

Early ordering of prescriptions to allow the pharmacy time to
order items not in stock was a common way to prevent a patient

from running cut of medicines.
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BOX 2 Expectations and experiences
Community pharmacies

It's our lecal pharmacy because it's the nearest ... and it's right next to the GP. 5o if the GP gives you a prescription .. you just pop into the phar-
macy next door. Its ... the whole experience of supperting your local community ... rather than a big chain. (55P4)

[The pharmacy] is directly opposite the doctors it's the easiest one ___ | get my prescription then | can just walk over and get it there. (S7P1)
[the other pharmacy] didn't seem to like over stocking so it weas always having to go back for the owing note ... it was also the unfriendliness of the staff. (55P2)

They're lovely ... | erm got there to pick my medication up and one of the pharmacists, he says are you alright? | says no I'm not so [ told him what
my problem was. He says have you a minute so | can talk about it and he sat down with me .. they really are very nice. (S1P3C)

But they're smashing and | mean semetimes they de leave stuff off or forget stuff or whatever .. but | mean they are really, really good | mean
I've never had any bother with them. (58P1)

They're mot rude but at the same time they re not overly friendly. (512P2)

Hierarchy

| don't see the doctor ... | deal with the Macmillan Nurse ... [they] visit me regularly erm ['ve ne doubt I'll be seeing [them] next week. [they] just
phone up and ask if it's ok to come along er, | just can't fault fthem]. (55P2)

Before you were in touch with [the palliative care nurse], was there anyone else you'd speak to? Interviewer
Straight to the doctor (640) (S10P1)
If | couldn't get into the dector I'd ring the pharmacy. (51P3)

Because they can be very helpful can the pharmacists but they might not, | mean they aren’t gualified doctors so they might just give you some-
thing thinking they were very helpful and you might take it and it might upset the cart .. (S1P1)

Support for medicines taking

If | were offered [a community pharmacy consultation] then | wouldn't take it up because | prefer to speak to my doctor .. who knows more about
me than anyone else. (53P3)

Well [they] can't tell me about that, it's got to be my cancer specialist nurse). (52P1)

was thinking that this week, thinking [ 'd really like to just talk to someone and say is it OK to just do this and take that every day once a day without taking
Lansoprazole or is that going to really affect my stomach, you know it's like | don't know the answer to that so there’s lots of questions around it. (513P1)

I'm just still in @ lot of pain. [S7P1)

What do you do when that happens? Who do you talk to? Interviewer

Erm, I just sort of struggle through. (57P1)

I think that's a good idea ... and it would be good to review that occasionally. But | thought that would be done by the doctor who is, is treating you. [S5P4)

It's quite a good idea ... especially with the cancer medication and they do have a lot of side effects and sometimes even if they discuss the side
effects .. when you're experiencing the side effects, you do wonder [should it really be] as bad as this? [S13P2)
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When a patient was seen by a doctor cutside of usual working hours,
this posed particular challenges. One patient explained about a time they
had been given a prescription for emergency painkillers at 2 am. and
there was no community pharmacy open whene it could be dispensed.

The prescribing doctor was net able to suggest a selution, and it
was only afterwards that the patient thought of a different way that
they might hawve been able to get the medicine.

4.3.2 | AMernative methods to access/contact
healthcare professionals

Patients were familiar with contacting healthcare professionals by
telephone and many described ordering medication by phone or

BOX 3 Accesstocare
Resilience and responsibility

If I was very late with any prescription it was usuwally [the pharma-
cy's] delivery that was [the problem]. [t wasn't [the pharmacist's]
foult. do you know what | mean. Yeah so | worked it so | was or-

dering like a week to two weeks before | actually needed it. (S5P1)

The pain was so bad, excrucioting and at that time we couldn't get
hold of any medication. Went to [two neighbouring towns]. (The
prescriber) said [they, they didn't] think there are any pharmacies
open .. | think you know in hindsight | think | should have just gone
to A & E because that's so bad, because you know the pain was so
bad [ think, nobody believed me that it was so bad. (s13p2)

Alternative methods to access/contact healthcare professionals

Talking about a community pharmacy consultation But then what
I'm thinking is then it’s another drive, it's another appointment,
it'’s another appeintment to deal with is what I'm thinking. (S13P1)

What abouwt if it was done by telephone? Interviewer

Yeah, that would be alright ... | really wouldn't want to have to
drive to another appointment. You know it's bad enough fitting
everything in as it is really around working and living. (513P1)

I'would very much prefer face-to-foce contact ._. Em over the phone iz
possible as weil but the medication... iz, it's, it's _.. they all have these
fancy names and you need to have to, you can't remember it! .. But
em ... you need to be very organised and have a list and have it all
written down and pronounce them all comrectly and stuff. (55P4)

I haven't got a computer and | don't want one. (S1P1)

We're not that technical _.. we'd rather just go and talk to some-
body. (51P2)
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ringing community pharmacies with gueries. Most patients would
accept medicines consultations with their pharmacist by telephone,
and some thought that this method would be easier due to mobil-
ity problems or trying to fit in multiple health appeintments around
other commitments.

Some patients preferred face-to-face contact with a healthcare
professional and one raised potential communication difficulties
which may occur with telephone conversations.

Patients were also asked how they felt about the possibility of
using electronic devices (computers, smartphones, etc ) to access
healthcare professionals using tools such as Skype or Facetime.
Four patients responded positively; however, most of the patients
voiced their lack of access to computers or computer literacy as

reasons for not wanting access in this form (Table 2)

4.4 | Communication (Box 4)

441 | Conflict and duplication

The patients in this study were receiving care from many healthcare
professionals and described how they sometimes received conflict-
ing messages.

Where a patient thought they had access to sufficient advice
about pain medicines, the involvement of an extra person such as
the community pharmacist was seen as having potential to introduce
further cenflicting advice.

44.2 | Patient-centred communication

‘When talking about communication between healthcare profession-
als. one patient was surprised to learn their community pharmacist
did not have access to their records as their perception was that they
were a “safaty-net” where all their medicines from differant sources
were collated and checked. There was an assumption that commu-
nication between the different professionals and across care transi-
tions ccourred more than it did im reality.

5 | DISCUSSION

Thiz study explored patients’ perspectives about community
pharmacy services in the context of pain management in ad-
vanced camcer. Our findings confirm those of other studies that
there is unmet need for additional medicines support for some
patients (and their carers) during pain management in palliative
care in cancer [Adam et al.. 2015; Bennett, Bagnall, et al.. 2009;
Closs etal., 200%9; Latter, Hopkinson, Richardson, Hughes, &
Edwards, 201&). Similar numbers of patients in this study were re-
ceiving and not receiving specialist palliative care services there-
fore allowing insight into the needs, experiences and perceptions
of both groups.

To our knowledge this study is the first to explore continuity of
pharmacy use and the only to explore use by patients with advanced
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TABLE 2 Patients’ ownership of . .
technology and acceptability afpdifferent Patient Use of " m of telephone mﬂm
methods of service provision

S1P1 Mot owned Acceptable Mo access

51p2 Onwmed Prefers face-to face Lacks technical ability

51P3 Cremed Acceptabls Lacks technical ahility

52P1 COnemed Acceptable Mot acceptable

S5P1 Cremed Acceptable Mot acceptable

55P2 Onwmed Acceptable Mot acceptable

L5P3 Mot disclozed Mot acceptable Mot scceptable

55P4 Cremed Prefers face-to-face Acceptable

S57P1 Mot disclosed Acceptable Mot disclosed

58P1 Cnameed Acceptable Acceptable

510P1 Cremed Acceptable Acceptable

513P1 Cremed Acceptable Acceptable

S13p2 Cremed Acceptable Mot acceptable

cancer. Patients' views of their community pharmacies varied and
muost used them only for medicine supplies and cccasional advice.
Few were aware of medicines consultation services and even fewer
had wsed them. This finding supported previous research which
found that pharmacists reported rarely carrying out medicines con-
sultations with this patient group (Savage et al., 2013). Patients pro-
vided little evidence of a “dlinical” relationship with their community
pharmacist. Instead patients spoke mainly about what they perceived
as "good” service and many had changed pharmacies in the past to
obtain the service they wanted occasionally accepting a trade-off

where friendly staff were perceived to compensate for inadequacies

BOX 4 Communication
Conflict and Duplication

—_trying one thing after anather and it izn't working. they've been
doing it for years and it isn't working and being told that there isn't
an operation they can do to cure it but my GP says there is. (S1P2)

| don't like conflicts ... | don't want different people telling me
different things .. I'm really happy with the Macmillan nurse - |
don't want somebody saying [they are] wrong. [35P2)

Patient-centred communication

The hospitals usually send a letter to your GP don’t they? | don't
suppose they do that with the pharmacy ... ask for it or whatever
to be sort of emailed over to them. [S7P1)

5o if you have been prescribed something in hospital and pick it up
from [the] pharmacy, (the community pharmacy) wouldn't even
know about it? That's not good! ... But there might be some, some
erm ... interference or interaction between this new medication
and the long list of stuff that you're already [taking]. (55P4)
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in reliability and accuracy of medicines supply. Interestingly, all par-
ticipantz had a regular community pharmacy and the choice of this
was based on service, location and for some whether it was an inde-
pendent business or not.

While most patients regarded their pharmacist in a positive light
and some quoted occasions where the pharmacist made clinical con-
tributions to their care, the pharmacist's knowledge sbout cancer
paim and their place in the preferred order of who to contact was
lowe. Patients perceived the need for not only medicines knowledge
but also specialised clinical knowledge about their specific cancer and
access to their medical history. The ideal support seemed to be in the
form of a specialist palliative care nurse whe had a combination of
knowledge and expertize relating to both medicines and cancer along
with access to their medical history. General practitioners were next
followed by the community pharmacist. This is in fine with findings
from a previous knowledge-based study where nurses were found
to know the most, followed by GPs and pharmacists with regard to
pain assessment in palliative care [Furstenburg et al., 19%8). Several
ather studies have alzo demonstrated a need for further pharmacist
training in pallistive care knowledge and issues surrounding difficult
conversations (Bergsteede, Rhodius, Pasman, Onwuteaka-Philipsen,
& Rurup, 2011; Hussainy et al, 2006; O'Connor et al., 2013; Savage
etal, 2013). Where pharmacists have been trained to provide com-
munity palliative care services in Scotland, healthcare professionals
saw them as their “first port of call” for information about palliative
medicines (Akram, Dunlop Corcoran, MacRobbie, Harrington, &
Bennie, 2017).

Although this is a small study, the findings indicate that patients
whao are not receiving specialist palliative care seem less able to gain
optimal use from their pain medicines and have no timely access o
advice in times of worsening symptoms or crisis. This is supported
by the Voices survey where only 18% of patients in community set-
tings were likely to describe their pain as being completely controlled
compared with 38% in hospital and 8% in hospice environments
(VOICES Mational Survey of Bereaved People, 2014). Referral to
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palliative care is known to happen relatively late in the journey of a
terminal cancer patient and one-third of patients who die from cancer
never receive specialist palliative care services (Ziegler et al., 2017).
The idea of resilience of the patient to cope with problems has been
found in other disease areas, not just palliative care (Fylan, Armitage,
Maylor, & Blenkinsopp, 2017). Of course, not all patients want to be
referred to specialist palliative care orindeed, have the opportunity to
be. Therefore, a need exists for medicines support either before that
referral occurs or for patients who stay under the care of their GP.

Mozt patients found the idea of a community pharmacy medi-
cines consultation acceptable whether face-to-face or by telephone.
Patients felt that this would be of most value early on in the can-
cer pain journey and before the involvement of specialist services.
Patients were generally uncomfortable with the idea of medicines
conzultations being carried out via Skype as there was a lack of ac-
cess to equipment or unfamiliarity with technology. Patients were
more positive about medicines consuftations being conducted by
phone and found the idea of this less burdensome in terms of travel
and time than a face-to-face consultation. Telephone-based consul-
tations are now carried out on a routine basis with pallistive care
patients in another area of West Yorkshire (Middleton-Green et al.,
2014). There was a gap between the theoretical acceptability and
the likelihood of actually using a medicines consultation service in
the future.

Patients’ need to experiment with their medication to try and
achieve pain relief at the lowest possible dose was evident and this
could be helped by educational interventions to either optimise
the medicines they have already been prescribed, allay any fears or
stigma surrounding the use of strong painkillers or to refer to pre-
scribers for a dose change. This is backed up by previous research
which found an improvement in pain scores for patients with cancer
pain who received educational interventions {Bennett, Bagnall et al_,
2009).

6 | STRENGTHS AND LIMITATIONS

We encountered challenges with recruitment mainly due to poten-
tial participants being too unwell to participate and therefare views
of patients with very advanced dizease are not included.

The study was conducted across a single UK city with a diverse
socioeconomic population; however, we recegnise the findings may
not be transferable to other parts of the UK.

While the average age of participants was &4 years old and the ma-
jority were male, there iz evidence that older patients do not experi-
ence cancer pain differently although there is evidence to suggest that
there are gender differences in healthcare wtilisation (Bennett, Closs
et al., 2009; Wang. Hunt, Mazareth, Freemantie, & Peterson, 2013).

The interviewer was a research pharmacist and their profes-
sional background was shared with the participants and potentially
influencing the views expressed with a degree of participant eager-
ness to please and say the “right thing” and paint community phar-
macy in a positive light [Jack, 2008). Conversely the background
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of the researcher aided understanding of issues throughout the
interviews and therefore they acted as an "embedded researcher”
[Vindola-Padros 2015). Reflexivity was practized by the researcher
throughout.

At the beginning of the interview process, researchers were un-
aware of all important issues for the patients with regard access to
equipment. This unfertunately led to a small amount of missing data
for computer ownership. We feel that as this was the case with such
a small number of participants. it does not devalue our findings.

Any guzlitative study relies on the interpretation of the data and
this may affect the reliability of the results. In the current study, this
was mitigated by the involvement of other research team members

in discussions about coding and during the write-up of results.

7 | IMPLICATIONS OF THE S5TUDY

Qwr findings have implications for practice, policy and research. The
maost effective use of a community pharmacy medicines consulta-
tiom appears to be for patients who are not receiving specialist pal-
liative care and the pharmacists need to be appropriately trained in
both theory and consultation skills to provide such a service. The
development of referral pathways to identify these patients is a
necessary next step and a pathway from community pharmacy to
palliative care could be usefully explored. Based on the findings of
the study reported here, we have delivered NM35 style consultations
by telephone to patients with pain from advanced cancer and the
results could inform future policy discussions. It is vital that any new
service is designed with the needs of the patients in mind and is ac-
cessible for all who need it. Our findings show a need for medicines
support for some patients with pain from advanced cancer and that
they are receptive to a telephone-based consultation with a health-
care profeszional.

& | CONCLUSION

Patients experiencing pain from advanced cancer have complex
and often changing medicine regimensz which pose challenges in
terms of management and optimisation. This study has shown that
patients have unmet needs and indicates that targeted community
pharmacist input from highly trained pharmacists as a potential in-
formation source for patients is worthy of further research. There
is @ need for medicines support for patients who have not yet
been. or may not be referred to specialist palliative care. Patients
receiving care from specialist palliative care nurses wvalued their
expertize and saw them as the first port of call for advice about
pain medicines. Patients were receptive to the idea of 3 medicines
consultation with a community pharmacist and were positive about
thiz being carried out in a face-to-face setting or by telephone.
Widening access to telephone medicines consultations could con-
tribute to improving access to pain medicines support in advanced

cancer.
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Abstract

Objectives

Educational interventions by pharmacists for patients with cancer pain aim to improve pain
management, but little is known about the different components of interventions and their
effectiveness. Our aim was to assess the benefit of pharmacist delivered educational
interventions for patients with cancer pain. A systematic review and meta-analysis of
experimental trials testing pharmacist delivered educational interventions for cancer pain
was carried out to identify the components of interventions and effectiveness at improving

pain related outcomes for patients with cancer.

Methods

A literature review was conducted in EMBASE, MEDLINE, CINAHL, PsycINFO, ASSIA, Web of
Science and CENTRAL from inception until January 2018 searching for educational
interventions involving a pharmacist for patients with cancer pain. Four studies were

included involving 944 patients. Metaanalysis was carried out where possible.

Key findings

Meta-analysis of three of the four studies found that mean pain intensity in the
intervention group was reduced by 0.76 on a 0-10 scale (95% confidence interval), although
only two of the studies used validated measures of pain. Improvements in knowledge, side

effects and patient satisfaction were seen although with less reliable measures.

Conclusions

Pharmacist educational interventions for patients with cancer pain have been found to
show promise in reducing pain intensity. Studies were few and of varying quality. Further,
good quality studies should be carried out in this area and these should be comprehensively
reported. Trials measuring patient self-efficacy and patient satisfaction are needed before
the impact of the pharmacist delivered interventions on these outcomes can be

established.

Keywords

Educational intervention, medicines optimisation, pharmacist, pain, cancer.
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Introduction

Cancer is one of the leading causes of death worldwide. In the UK, there were around
357,000 newly diagnosed cases of cancer and 163,000 cancer deaths in 20141 Life
expectancy of people living with cancer patients is increasing and in the last 40 years, the

cancer survival® rate in the UK has doubled, from 24% to 50% 1.

The World Health Organisation’s analgesic three-step ladder is the clinical principle for
cancer pain management 2. It has been used since it was first published in 1986, and it
involves a stepwise approach to analgesic prescriptions for cancer pain with non-opioid
analgesics for mild pain, weak opioids for moderate pain, and strong opioids for severe pain
3.4, Despite the improvement recorded in pain management after using this strategy,
evidence indicates that patients living with cancer still experience high levels of pain in
situations where it is possible to reduce their suffering > ©. It has been reported that around
25% to 33% of patients living with cancer are receiving insufficient pain management 78, In
addition, two systematic reviews that assessed the quality of pain management in adult
patients with cancer revealed modest improvements in pain management, but stated that

one third of patients who experience pain continue to be under-treated 1,

Only 18% of patients living in community settings describe their pain as controlled at the
end of life compared with 38% and 68% in hospital and hospice settings respectively . The
pain experienced can often change rapidly with disease progression and patients have

voiced a need for additional support with pain at the end of life 1> 13,

Pain from cancer can be complex. Nociceptive visceral or somatic pain can be caused by the

tumour itself and neuropathic pain can be due to treatment.

An educational intervention can be defined as information, behavioural instructions or
advice and can be delivered to patients, in this case, with cancer pain, by means of verbal,

written, audio- or video-taped or computer aided methods 4.

Educational interventions have been shown to help patients with cancer pain by both

improving knowledge and reducing average and worst pain intensity 4. Mechanisms for this

! People who are diagnosed with cancer and survive their disease
http://www.cancerresearchuk.org/health-professional/cancer-statistics#heading-Two .
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include the positive link between patient knowledge about medicines and adherence to
them as well as an association between reduction of barriers to pain relief and adherence
15,16 Low adherence to medication has been linked to reduced pain control . A British
study found that 61% of patients said they had a significant need for further information
about their medicines ten days after it had been prescribed and 25% were non-adherent to

medication after four weeks 2.

Community pharmacists in the UK are the most frequently accessed healthcare professional
for patients with advanced cancer (along with community nurses) **. Community
pharmacies are situated in every locality, often opening for extended hours and already
offer medicines optimisation services on a walk-in basis for patients. Pharmacists also work
in hospitals, family doctor practices, hospices and for external provider organisations all of
which could provide a source of medicines advice for a patient with cancer pain.
Increasingly, pharmacists are taking on more patient-facing roles including vaccinations,

blood testing and symptom management clinics including pain.

Pharmacist interventions for chronic pain have been found to reduce pain and adverse
effects however few studies looking at educational interventions by pharmacists for
patients with cancer pain have been carried out and this is the first systematic review to be
published in this area 2% 2%, There are several systematic reviews focusing on educational
interventions by any healthcare professional for patients with cancer pain and these have

all found a small reduction in pain intensity in intervention groups % 22-24,

We hypothesize that educational interventions by pharmacists for patients with cancer pain

might improve pain-related outcomes.

Methods

Search Strategy

We searched the electronic databases EMBASE, MEDLINE, CINAHL, PsycINFO, ASSIA, Web
of Science and CENTRAL from inception until January 2018. Reference lists were also
screened from papers retrieved. The search strategy is detailed in Appendix 1 and was

adapted to meet the needs of each individual database searched.

150



Initial searches were carried out by ZE and AC and screening of titles and abstracts by ZE.

After duplicates were removed the resulting studies were screened by ZE and CC

independently and any disagreement was resolved by discussion and consensus.

Eligibility criteria

Studies were included if the following inclusion criteria were met:

Experimental design studies with randomisation against a comparator.
Reported in English or had an English translation.

Delivery of any sort of educational intervention (this may have occurred as

part of a larger more complex multidisciplinary intervention) by a pharmacist.

Any setting (home, hospital, primary care etc.).

Patients were adults with pain from ongoing active cancer of any kind,

stage or site.

Studies were included if they had the following outcome

measures. Primary outcome measures:

1.

Pain (e.g. self-reported pain intensity expressed on a visual analogue (VAS)

or numerical rating (NRS) scale.

2.

3
4.
5
6

Patient knowledge, beliefs, attitudes and behaviours

Self-efficacy and adherence to medication Secondary outcomes measures:
Patient satisfaction

Resolution or reduced risk of side effects or drug interactions

Reduced interference from pain in daily activities e.g. functional status or

cancer pain specific functional status, social interactions, sleep, quality of life,

mood.

Data extraction and reporting

Data was extracted independently by ZE and CC onto a standardised form.

Data was recorded on the following outcomes: knowledge, pain, self-efficacy, side effects,

patient satisfaction and quality of life.
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Data analysis

The findings of each study with equivalent outcome measures were inputted into RevMan
(version

5.3) and meta-analysis was carried out. Other outcome measures were assessed
qualitatively. Quality assessment

Studies were assessed for quality using the Cochrane tool for assessing bias 2°. The tool
identifies bias related to the design, conduct, analysis or reporting of the study and helps
identify methodological flaws within each study and whether the risk of bias is high, low or

unclear. It was decided to use this tool due to its comprehensive nature and clear reporting

25

Results

In total 989 studies were identified using the database searches, 953 of which were
excluded after screening of the titles or abstract (see Figure 1 for flow diagram of study
selection). When duplicates (18) were removed, full text screening of 18 individual papers
was conducted. After 14 of these were excluded according to eligibility criteria there were 4

unique study papers which met the inclusion criteria for the review.
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Figure 1: A flow diagram of study selection for pharmacist educational interventions for

patients with cancer pain
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Table 1: Characteristics of included studies

Study

1.Powers
1983

2. Wang
2013

Sample
recruited
(completed)

16

237

Setting

Community

Hospital and
Community

Study design

randomised
pre-
test/post-
test
experimental
design

RCT

Follow-up
interval

8 days

weeks

Method of
delivery

Pharmacist
delivered
consultations with
dosage
adjustment

Recommendation
of over-the
counter
medicines and
supportive
counselling

Face-to-face
counselling
sessions by
pharmacist

Dose or
quantity
intervention

Daily
telephone
calls on days
2-7

Eight 30
minute
sessions
over 4 weeks

Provision = Pharmacist Medication
of monitored review and
written pain adjustment
material scores
No Yes Review and
adjustment
Yes Yes Review and

recommendations
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Findings

Dosages lowered
Improvement in pain
scores Fewer side
effects Increase in
patient satisfaction

Improvement in pain
scores Increase in pain
and analgesic
knowledge



3. Chen
2013

Wang
2015

542 Hospital and
Community

149 Hospital and
Community

prospective, 6
multicentre, months
double arm
controlled
study

prospective 2
randomised months
controlled

study

Assessment of
pain control with
counselling and
liaising with
prescriber

Face-to-face
counselling
sessions

Weekly No Yes
monitoring in

hospital and

twice a

month

consultations

for six

months

Two Yes No
sessions

a week for 2
months
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Review and
recommendations

Medication
education

Standardisation of
opioid administration
Less frequent
prescriptions
Improvement in pain
scores Increased
quality of life

Fewer side effects

Quality of

life

increased
Improvement in pain
scores Increase in
knowledge.



Characteristics of included studies are shown in table 1. The four studies included in the
review involved a total of 944 participants (individual study populations ranged from 16 to
542). Three of the studies were carried out in China between 2013 and 2015 252 and one in

the UK from 1983 2°,

Settings were cross sector in all studies with three studies recruiting from the hospital in-
patient population and continuing the interventions in the community 228 and one study
recruiting from the hospital out-patient population ?°. All studies consisted of an
educational intervention by a pharmacist, one involved dosage adjustment, non-
prescription drug recommendation and supportive counselling 2°, three involved a series
of educational interventions 2528 of which one involved liaison with the prescriber 26,
Consultations were entirely telephone based in one study 2° with a mixture of telephone
and face-to-face in 3 studies 262 , The studies ranged from 6 2° to 16 28 consultations per

patient in total. All studies compared the intervention with usual care.

Components of studies

The Chen et al (2014) study 2¢ involved a clinical pharmacist-led guidance team which
comprised a trained pharmacist, oncology nurses, oncologists and administrators.
Pharmacists without prescribing capability, were responsible for educating patients and
staff about cancer pain therapy, monitoring medication use and medication drug responses.
The team provided a pain consultation at the beginning to select the medicine and dose
which was needed. This was then monitored weekly until the patient was discharged from
hospital. Consultations were conducted with patients twice a month for six months where
pain control and adverse events were assessed and dealt with. Additional communication
with prescribers was carried out where any adjustment in medication was necessary. Usual

care was described as having no guidance from the clinical pharmacist-led guidance team.

In the Powers (1983) study ?°, patients with chronic cancer pain who were suitable for pain
relief by methadone received daily follow-up telephone consultations by the pharmacist
after the medicine had been initiated to adjust the dosage, recommend other over-the-
counter medicines and deal with side effects. Usual care involved customary medical care

including instructions on the administration of methadone.

In the Wang (2013) study %/, patients in the intervention arm received written information
and then eight 30 minute face-to-face counselling sessions to provide individualised pain
control. Patients were able to contact the pharmacists when required and were able to

request extra consultations if they were required. Pharmacists helped patients to complete
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guestionnaires at study entry and after four weeks. The details of usual care were not

explained; only that patients had conventional pain control.

In a later study by the same author % patients received written information followed by two

30 minute education sessions which were delivered twice a week for two months. Patients

were assessed before and after the intervention for knowledge and quality of life. Usual
care was described only as a routine medical service.
Quality of included studies
The quality of included studies is reported in table 2.
Table 2: Cochrane risk of bias summary 252
Powers | + - - + ? _
1983
Wang + ? - ? ? + ?
2013
Chen - - - ? - +
2014
Wang + - - ? + ?
2015
Random Allocation Blinding of Blinding of | Incomplete | Selective Other
sequence concealment | participants | outcome outcome reporting bias
generation and assessment | data
personnel

Three studies ??° used adequate methods of randomisation and one study %6 was flawed in

how the participants were assigned to the control or intervention groups. Methods of

allocation concealment were not adequately discussed in papers and all were unclear, or

bias was detected for this.

2 + denotes low risk

- denotes high risk
? denotes unclear risk
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None of the participants were blinded as to the intervention as this is not possible in a

study of this nature.

Outcome assessment blinding was not discussed in Wang (2013), Wang (2015) or Chen
(2014) although Powers (1983) stated the pharmacist observer was blinded as to the group

patients had been assigned which minimised assessment bias in this study.

Loss to follow-up was experienced in all studies. None of the authors used intention-to-

treat analysis which could have been used to extrapolate findings.

Outcome data was poorly reported in the Chen 26 study. Patients were assigned to either
the intervention or control group in order of registration into the study. Loss to follow-up
was reported before this allocation making it unclear which group they had been allocated
to. There is therefore a large risk of bias in the study. Data is unclear or incomplete in Wang
(2013) ¥ as ‘other reasons’ are reported for loss to follow-up. Powers 2° had a very small
sample size (with no sample size calculation stated) making the outcome data less reliable.

Wang (2015) % was assessed as no bias for this measure.

Selective reporting was found in Powers %° as analysis was not fully described within each
group.

Outcome measures

Studies in the review have several different outcome measures (see Table 3).
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Table 3: A summary of the different outcome measures reported for the studies in this

review Table 3: A summary of the different outcome measures reported for the studies in

this review

BPI - Current
pain

BPI — Pain at
rest

BPI — Pain with
movement
Pain
interference —
daily activity,
mood, walking
ability, normal
working,
relationships
with others,
sleep,
enjoyment of

life

formulation,
before dosage
increase

e |nappropriate
conversion —
change in drug
without reason,
incorrect
conversion

e QOpioid — Morphine
slow release,
Oxycodone SY,
Fentanyl patches

e Pain score — bone,
body, visceral and
nerve

e Quality of Life
score

e Gastrointestinal

side effects —

Powers 1983 Wang 2013 Chen 2014 Wang 2015
e Pain Pain knowledge | e Opioid Knowledge
intensity Analgesic administration Attitude
e Painrelief knowledge e Pain assessment Practice
e Number of Total pain before therapy Quality of life —
side effects related e Dose titration Global, physical
e Patient knowledge before therapy, functioning, role
satisfaction BPI — Usual pain before slow functioning,
in the last week release emotional

functioning,
cognitive
functioning,
social
functioning.
Symptom scales —
fatigue, nausea
and vomiting,
pain, dyspnoea,
changes in sleep,
appetite loss,
constipation,
diarrhoea,
financial

difficulties.
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constipation,
nausea, vomiting

e Psychological
problems —
delirium, excess
sedation, itchy
skin, addiction

e Patient feedback -
familiarity with
clinical
pharmacist, how
they contributed,
satisfaction with
outcome, would
you request their

help in the future.

The large quantity of outcome measures used within the four studies contained some

validated measures and some less objective measures.

1. PAIN

All studies measured pain intensity in some form. The Chen 2¢ study measured using
numeric or visual rating scales. Wang 2013 27 used the Brief Pain Inventory which is a
commonly used and validated assessment tool for measuring pain. Powers %° also used a 0-
10 scale but invited participants to place a cross on a 10cm line between 0-10. Wang 2015
28 ysed the European

Organisation for Research and Treatment of Cancer Core Quality of Life Questionnaire
(EORTC -

QLQ-C30) which includes pain as a measure but using a 1-4 scale. This was then transferred
toaO-

100 scale as part of their analysis.

All four studies showed a reduction in pain scores in the intervention group compared with

the control. The Chen 26 study was not included in the meta-analysis as the measurement of
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pain was not comparable with the other three studies although pain was statistically

significantly reduced in the intervention group in all pain sites measured.

Figure 2: Change in Pain Intensity

Intervention Control Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% Cl Year IV, Random, 95% CI
Powers 1983 -6.71 091 8 -547 118 8 04% -1.24[-227,-0.21) 1983 ——
Wang 2013 -1.7 028 123 -095 035 114 586% -0.75[-0.83,-0.67) 2013 ju}
Wang 2015 -0.76 028 77 0 032 72 411% -0.76 [-0.86,-0.66) 2015 o
Total (95% CI) 208 194 100.0% -0.76 [-0.82, -0.69] |
Heterogeneity: Tau*= 0.00; Chi*= 0.87, df= 2 (P = 0.65), F= 0% ?_1 0 55 S é 10’

Test for overall effect: Z= 23.87 (P < 0.00001)

Favours Intervention Favours control

Figure 2 shows the change in pain intensity using the three studies that used 0-10 scales

(involving 402 participants). Overall the changes in pain intensity reduced by an extra 0.76

in the intervention group compared with the control group. This was significant at the 5%

level and the overall 95% confidence interval suggests the change in pain intensity was

reduced by an extra 0.69 to 0.82 points (on a 0-10 scale) in the intervention group

compared with the control group. The 12=0% suggest the studies are not heterogeneous,

this is supported by the forest plot which shows studies found fairly consistent results.

Though we used the random effects method, which is recommended when there is

heterogeneity, using the random effects method would also be an acceptable method to

use for all analysis, as long as there are sufficient numbers overall in the samples. This was

probably the most appropriate method for us to use also given the differences in the study

designs.

2. PATIENT KNOWLEDGE

Both Wang studies %728 looked at patient knowledge of cancer pain before and following

the intervention. Both studies found that knowledge increased post intervention in both

groups although this was significantly higher in the intervention group at baseline for both

studies. Knowledge was measured in Wang 2013 ?” through separate pain and analgesic

guestionnaires. The questionnaire used was reported as being developed by all authors

however it is unclear whether recognised principles of good questionnaire design were

used 3. Questions consisted of poorly worded and leading statements with the purpose of

determining a respondent’s knowledge about pain and analgesia with no mention of

piloting the questionnaire with patients. The knowledge tested was not always useful for a
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patient with cancer pain although there may have been changes when the questionnaire
was translated into English. The Wang 2015 28 study questionnaire used a significant
amount of technical medical language which patients may have found difficult to
understand. It is unclear how useful an increase in this knowledge would be and any change
could have been as a result of seeing the questions and investigating their meaning before

the second questionnaire.
3. SELF-EFFICACY AND ADHERENCE TO MEDICATION
These were not measured in any of these studies.

4. PATIENT SATISFACTION

Powers 2° and Chen %¢ both measured some aspect of patient satisfaction. Chen 2% asked a
simple question at the end of the study about satisfaction with the outcome of the
treatment which was slightly (but significantly) higher in the intervention group. In the
Powers ?° study it is unclear how patient satisfaction was assessed other than by an
observer at the end of the study. A substantial increase was seen in the patient satisfaction

in the intervention group compared with a small reduction in the control group.

5. SIDE EFFECTS

Side effects were measured in some way in Chen 26, Powers 2° and Wang 2015 22, Chen 26
and Wang 2015 28 broke side effects down into individual symptoms and measured changes
over the course of the study. These are not directly comparable as data was collected in
different ways but decreases in constipation, nausea and vomiting were seen in both
studies. Other side effects collected in these two studies were not comparable. Powers ¥

collected data on number of side effects which was found to decrease in the intervention

group.

6. QUALITY OF LIFE (QOL)

Chen 26 and Wang 2015 28 both measured QOL. Chen 26 used the validated European
Organisation for Research and Treatment of Cancer Core Quality of Life Questionnaire
(EORTC QLQ-C30) and found a significant increase in QOL in the intervention group post
intervention. Wang 2015 28 did not go into any detail about how QOL was measured and

whether a validated tool was used but also found a significant increase in QOL.
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Discussion

The review found that pharmacist educational interventions can have a positive effect for
patients with cancer pain in relation to reduction in pain. The difference found in the meta-
analysis was in line with that found in meta-analysis of educational interventions by any
healthcare professional #2224 Some evidence was also found that an improvement in
knowledge, patient satisfaction, quality of life and a reduction in side effects can be

demonstrated.

This systematic review is the first in this subject area and highlights the paucity of research
available. Other studies have been conducted regarding educational interventions by

pharmacists for patients with cancer, but these are non-experimental in nature 3134,

Strengths and Limitations

Three of the four studies reviewed were from China 2628 and one from UK ?°. The training of
pharmacists in China is likely to be different compared with Europe and findings may not be
generalizable across the world. The three Chinese studies 2522 were published from 2013
onwards compared with the Powers ° study which was published in 1983. The practice of
pharmacists throughout the world has changed considerably since 1983 with increasingly

more focus on additional medicines optimisation services.

The studies identified were assessed using the Cochrane tool and all were flawed with bias
introduced in several ways for each study. Not all elements were clear in the reporting of

methods or results and improvements could have been made to study design in all cases 2°.

Although pain was assessed by the BPI or with another 0-10 scale with three of the four
studies, other outcome measures were not measured in similar ways making comparison
and meta-analysis difficult. The heterogeneity of pain measurement was problematic for
meta-analysis and due to the necessary conversion of the Wang (2015) 28 data to a 0-10
scale this adds less reliability to our results. This perhaps demonstrates that research on
this subject matter is in its infancy and would benefit from learning from educational
intervention studies by other healthcare professionals where pain is measured by BPI. Side
effects were all measured in different ways from number of side effects (Powers #) to
changes in symptoms (Chen 26 and Wang 2015 28). An alternative way of measuring side

effects would be through the Pharmaceutical Care Network Europe (PCNE) classification of
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drug-related problems 3°. This could be used to compare the problem, its cause, the

intervention that followed and whether it was accepted by the physician or patient.

Other outcomes which could be used could focus on follow-up treatment and the number
of healthcare consultations or new prescriptions in the time after the intervention. This
would perhaps not be an accurate reflection of whether interventions were beneficial for
the patient as more consultations or additional prescribing is not necessarily what at

patient approaching the end-of-life needs.

The duration and intensity of the reported interventions varied considerably. Only two
studies 27:28 reported how long consultations had lasted (although quantities of
consultations ranged from 6 per patient in the Powers 2° study to 16 per patient in the
Wang 2015 22 study. It might be assumed that more contact with a healthcare professional
would provide greater benefit for the patient but more contact would also increase the
burden on the patient 3% 37, Finally, the small number of studies and the high risk of bias
means the meta-analysis estimate of effect is likely to change with more and better quality

studies.

Usual care was not fully described in any study and was lacking any detail in both Wang
(2013) 27 and Wang (2015) 2. It is unclear whether pharmacists were involved in the usual
care given in any of the four studies. Usual care is difficult to define but the exact
components of the control arm need to be known to differentiate it from the intervention,

so this is a limitation of the review.

Recommendations for the future

Very few studies of an experimental nature have been carried out in this area to date. The
further research clearly needed would benefit from using Medical Research Council
guidance on complex intervention development 38. Reporting of studies needs to be carried
out in a clear and methodological manner to enable comparison and replication. Use of
CONSORT and TIDieR guidelines would provide high quality and transparent reporting

which would aid informed service design of future studies 3%,

Although a positive association was found between educational interventions by
pharmacists and cancer pain, it is unclear what the active components of the interventions
were. Interventions were all of a complex nature involving different amounts of patient

contact over different periods of time, sometimes with additional written information.
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There was no mention in any of the studies about any feasibility studies the interventions
had been informed by and whether the fidelity of interventions had been assessed in any
way. Future studies would benefit from evaluation to understand how the different

components contributed to the outcomes achieved.

Conclusion

Our systematic review highlights the limited evidence base regarding educational
interventions by pharmacists for patients with cancer pain. Although the analysis indicates
that these interventions are beneficial and can lead to a reduction in pain intensity and
improvements in knowledge, patient satisfaction and side effects, very few RCTs have been
carried out. Future research should focus on generating high quality evidence in this area
and ensuring it is reported clearly to allow learning and replication for the future. Outcome
measures should be considered carefully to ensure potential benefits for patients can be

measured and compared easily.
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Abstract

Background: Recruitment of patients with advanced cancer into studies is

challenging.

Objective: To evaluate recruitment methods in a study of pharmacist-led
cancer pain medicines consultations and produce recommendations for future

studies.

Method: Two methods of recruitment were employed: 1) community-based
(general practitioner computer search, identification by general practitioner,
community pharmacist or district nurse and hospital outpatient list search),
and 2) hospice-based (in and outpatient list search). Patients identified in
method 1 were invited by post and in method 2 were invited face-to-face.

Information was designed in collaboration with patients and carers.

Results: 128 patients were identified (85 from the community and 43 from the
hospice), 47 met the inclusion criteria. Twenty-three agreed to take part and
19 completed the study, 17 of whom were already under specialist palliative
care. Recruitment rates were 7% for community-based methods and 40% for
hospice. The recruitment methods differed in intensity of resource use.
Recruitment via letter and a lack of engagement by healthcare professionals
were found to be barriers. Facilitators included the researcher having

personal involvement in recruitment.

Conclusion: The overall recruitment rate was in line with other studies for
this patient cohort. Attempts to identify and engage patients through

community-based postal contact were less effective than where personal
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contact with patients was both possible and occurred. Methods were less
successful at recruiting patients who were not already engaged with hospice

services.

Keywords Palliative care, recruitment, cancer, end-of-life, methods.

Introduction

Recruitment in health-services research is often challenging, especially when
patients are seriously ill (Hopkinson et al., 2005, Stone et al., 2013, LeBlanc
et al., 2013, Sygna et al., 2015, Kavanaugh et al., 2006, Cassel and Demel,
2001). In such circumstances reported recruitment rates are 20% of the
eligible population with numerous reasons suggested by authors for these
rates (Ling et al., 2000, Ewing et al., 2004, Hudson et al., 2005, Hanratty et
al., 2012, LeBlanc et al., 2013, Sygna et al., 2015). Studies that are unable to
recruit to their planned sample size may fail to achieve research objectives
and may be less generalizable (Hopkinson et al., 2005). Time-pressures, due
to the risk of rapid deterioration close to the end-of-life, may make recruitment

and retention of participants particularly difficult (Hackett et al., 2016).

Gatekeeping is where either a healthcare professional or family member may
decide on the patient’s behalf that they will not participate. It is often cited as
a reason for low recruitment and is unethical as patient choice is taken away,
skewing the sample towards subjects who are less ill (Ewing et al., 2004,
Hudson et al., 2005). The views of others are often considered by patients,

making the family member’s or healthcare professional’s own views important
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(Grudzen et al., 2014, Hanson et al., 2014). Patients with life-limiting health
conditions may indeed need more care and empathy at the point of
recruitment compared with the general population (Addington-Hall, 2002).
Participation in research may be seen as a burden even if what is asked of
the patient is kept to the minimum. However, healthcare professionals are
sometimes surprised at the willingness of patients at the end-of-life to take
part in research (Hopkinson et al., 2005). Many patients with serious health
conditions such as terminal cancer feel altruistic in the hope they might be
able to improve the experiences of healthcare for others after they die

(Hopkinson et al., 2005, White and Hardy, 2009, White et al., 2008b).

The design of palliative care research may influence the patient’s decision
whether to take part. Patients at the end-of-life are more likely to take part in
simple rather than complex interventions and the more time and effort they
need to participate in the research, the less likely patients are to consent
(White et al., 2008b, White and Hardy, 2010). Healthcare professionals are
also known to favour less complex interventions and might therefore be more
likely to refer patients into simple studies (White et al., 2008a). To encourage
participation, studies need to make procedures as patient friendly as possible

(White and Hardy, 2009, Hanson et al., 2014).

Researchers need to find methods that can identify suitable patients in
complex and often disconnected healthcare systems. It is important for
researchers to learn from the successes and failures of other studies so that
future research can avoid pitfalls and improve efficiency and effectiveness of

future recruitment in palliative care studies(Sygna et al., 2015).
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Aim

To evaluate different recruitment methods used in the pharmacist-led
IMPACCT study (Improving the Management of Pain from Advanced Cancer

in the Community) (Research).

Objectives

e To evaluate recruitment methods.
e To identify individual barriers and facilitators to recruitment.
e To produce recommendations for recruitment into future similar

studies.

Methods

The wider IMPACCT study was approved by the National Health Service
ethics committee (14-YH-1126 141015) (Research). Minor and substantial
amendments were applied for when appropriate during the iterative

development of the recruitment methods.

Patients were eligible to participate in the study if they fulfilled the following

criteria:

e Aged over 16 years old
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e Diagnosed with advanced cancer?

e Aware of their diagnosis and experiencing pain associated with the
cancer

e Living in the community

e In receipt of a prescription for moderate or strong opioids?*

e Not prescribed anticipatory medicines® (therefore not in the last days of
life)

e Capacity to provide informed consent

e Is aregular patient of one of the participating local community

pharmacies.

The consultation

Patients were provided with one face-to-face consultation or two telephone
medicines consultations from their usual community pharmacist or the
Research Pharmacist (RP). All were accredited to provide these pharmacy

services, however specific training was given to recruited pharmacists in pain

3 Patients with advanced cancer are defined as those with metastatic
cancer with histological, cytological or radial evidence AND/OR those

receiving anti-cancer therapy with palliative intent.

4 Strong and moderate opioids are codeine, dihydrocodeine, hydrocodeine, tramadol,
tapentadol, morphine, fentanyl, buprenorphine, diamorphine, hydromorphone, methadone
and oxycodone.

5 Anticipatory medicines are those given in the last few days of life to manage pain and
other symptoms. Often patients are prescribed these when this time is imminent and such
patients would be too poorly to take part in the study.
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and palliative care. Further details of the consultation content and findings are

available elsewhere (Edwards et al., 2019b).
Patient recruitment

Patients were recruited between November 2015 and March 2017.
Recruitment approaches were developed iteratively in response to

recruitment rates.

1. Community-based method
Identification of patients
Patients were identified using:

i) searches of General Practitioner (GP)® computer systems
i) healthcare professional referral
iii) advertising

iv) hospital outpatient clinic list search.

These methods were chosen as the consultations were to be delivered from
local community pharmacies. Patient consent was not sought until they were

deemed eligible and suitable for the study.

i) searches of GP computer systems

6 General Practitioners (GPs) or Family doctors) usually work in group practices within the
UK and have read and write access to shared computer clinical information systems.
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GP practices were considered for inclusion in the study if they had
accreditation for research from the Royal College of General Practitioners and
employed a practice pharmacist’ (who routinely conducts electronic record

searches). Eight out of ten practices approached took part.

A data extraction tool was developed for the practice pharmacist to identify
potentially suitable patients in the GPs’ clinical information system (TPP-
SystmOne). The resulting list of patients was then manually checked against
study inclusion criteria and a secure electronic message was sent to the

doctor to approve the patient invitation.
i) healthcare professional referral

Local healthcare professionals (GP, district nurses and community
pharmacists) were invited to presentations or individual meetings about the
study to encourage participation and engagement. Pop-up messages were
set up on GP computer systems to remind them when a patient was eligible.
Eligibility was then checked using the patient record. Permission for district
nurses to identify patients through their patient lists was secured from their
local lead. Recruited community pharmacists were asked to identify potential
patients and refer them to the practice pharmacist by telephone. Inclusion
criteria was then checked, and approval was sought from the GP for

invitation.

7 Practice pharmacists are based within GP practices to help with prescribing, audit and
clinical duties.
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iii) advertising

Community pharmacies were given posters to display and any interested
patient would be referred to their practice pharmacist. No advertising was

carried out in any other setting.

iv) hospital outpatient clinic list search

Due to low participation in the study, recruitment was extended to patients
receiving care from hospital oncology outpatient clinics. Research nurses
(RNs), funded by the Clinical Research Network (CRN)(NIHR, 2018)
searched patient clinic lists and then checked eligibility using the hospital’s
information systems. In addition, the hospital outpatient pharmacy was asked

to refer potential patients to the research nurses.

Approach to the patient

Patients were sent a participation information leaflet, consent form and
accompanying letter by post. Surgery letters were signed by the practice
pharmacist on behalf of the practice manager or the practice manager
themselves. Hospital letters were signed by the RN. Those interested were
invited to return the consent form to the University researchers and contact
details were provided for any questions they might have about participating.
All referrals and invitations were recorded on patient records to prevent
anyone being invited more than once. Reasons for not inviting patients who

were referred or identified were recorded.
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2. Hospice-based method
Identification of patients

Community-based recruitment was not yielding high enough participation so
additional methods were developed. Hospice® in-patients (admitted for
symptom control), eligible for the study and ready to be discharged were

identified by nursing staff.
Patients were also identified in the outpatient day-unit by the nursing staff.
Approach to the patient

Both inpatient and outpatient approaches were made by nursing staff.
Inpatients were then given participant information sheets and consent forms
by the hospice Research Fellow (RF)°.Outpatients were given participant
information sheets and consent forms by the nursing staff. Patients were
given the opportunity to discuss participation with their family and ask any
guestions they had. The RP conducting the study had regular presence on-
site and was available for any queries. Consent forms were then returned to
the RP on-site. Reasons for not inviting patients who were identified were

recorded.

8 Hospice care in the UK now routinely involves patient attending for outpatient clinics or
being admitted for short-term symptom control.
9 Hospice Research Fellows are hosted by some hospices in the UK to lead and coordinate
research involving the site.
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Sample size

The IMPACCT study (which this recruitment was for) was a feasibility study.
Therefore, no statistical analysis was planned, so a target for recruitment of
25 patients was set. This was considered a large enough sample size to
assess acceptability and feasibility of the proposed intervention and

opportunistic comparison of recruitment rates of the different methods.

Data analysis

The healthcare professionals involved were asked to record and report the
numbers of patients identified and invited by email from the beginning of the
study. Reasons for patients not being invited to take part were also recorded.

From this, recruitment rates for each method were calculated.

Successes and barriers for recruitment

Healthcare professionals and patients were able to communicate perceived
success factors and barriers with the researcher. A list of success factors and
barriers was then produced by the researcher based on recruitment rates and

problems encountered for each method.

Results

In total 128 patients were identified as being potentially eligible for the study,
47 were invited to take part, 23 were recruited and 19 completed (Figure 1).

Reasons for not inviting patients following identification are shown in Figure 1.

181



Figure 1 Consort diagram summarising recruitment

Patients identified from Patients identified from
community-based recruitment hospice-based recruitment
n=85 n=43

l !

Patients identified (n= 128)

Excluded (n=71)

W

* Patient not fulfilling
inclusion criteria (n=32)

& Healthcare professionals
didn’t act on or felt
inappropriate to approach
(n=7)

*  Already recruited by
another method (n=4)

* Patients not available to
invite (n=10)

* Patients deteriorated or
died (n=12)

* Data unavailable (n=13)

# Declined to be approached
(n=3)

Total number of patients invited Patient not replied or declined

(n=47) (n=24)
Patients recruited (n=23}) Patients
withdrew/deteriorated,/died
(n=4)

Patients completing the study
(n=15)

Table 1 shows how many patients were identified via each method.
Anecdotally, practice pharmacists told us that monthly searches in each

practice were not always possible. Not all healthcare professionals recorded
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details as requested and data was missing for a minority of patients. Numbers

of patients referred from hospital outpatient searches are unknown although

no patients were recruited following this method. No patients were referred by

district nurses. All four hospice in-patients who were recruited by the RF

deteriorated and were unable to complete the study.

Table 1 A table showing a breakdown of patients identified by each

recruitment method.

Identification Patients Patients Participants Participants
method identified invited to recruited completing
the study the study
Community- Searches of GP 63 25 4 4
based electronic
recruitment by  system
letter
GP referral and 13 4 1 1
pop-up
District nurse 0 0 0
referral
Community 1 0 0 0
pharmacist
referral
Community 0 0 0
pharmacy poster
Hospital 8 1 1 1
research nurse
Hospital 0 0 0
Outpatient
pharmacy
Total 85 30 6 6
Hospice Research fellow 5 4 4 0
recruitment — in hospice
face-to-face
RP in hospice 38 13 13 13
Total 43 17 17 13

183



Recruitment resulted in 2 patients who were not known to specialist palliative

care services and 21 patients who were under their care.
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Table 2 A recruitment breakdown showing patients identified and

reasons patients were not invited to take part.

Community-based

recruitment

Hospice recruitment

Duration

Patients identified

Reasons for patients not being invited to participate

Not currently in pain
Pain not related to cancer
Non-advanced disease

Anticipatory medicines
issued

Nurse decided not
appropriate

Already recruited

Did not use a participating
pharmacy

Not available to approach

No follow-up by healthcare
professional

Declined in person

Too unwell/deteriorated/died
Data unavailable

Invited to take part

By letter

Face-to-face

Recruited

Rate of identification to
recruitment (%)

Died or withdrew before
inclusion

Rate of identification to
completion

16 months

85

3

1

14

N/A

N/A

13
30
30

5 months

43

o O O u

N/A

10

17

17

17

40

30
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Table 2 shows that recruitment from the community-based method took place
over 16 months compared with 5 months in the hospice. Of a conservative
estimate of 85 patients identified from the community-based method, 6 (7%)
were recruited. Of 43 patients identified within the hospice, 17 (40%) were
recruited although only 13 (30%) completed the study. The total number of
patients recruited was 23; of whom 19 completed the study. Reasons for loss
of patients between identification and invitation included not using a study

pharmacy, lack of cancer-related pain and deterioration.

Some patients within the hospice environment requested large print
documentation and often required someone to read the study information to
them due to its length and complexity. It is unclear whether this was also an

issue in the community recruitment.

The findings from the medicines consultations are reported elsewhere

(Edwards et al., 2019b).

Table 3 summarises the success factors and barriers for recruitment which

were found in this study.
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Table 3 The success factors and barriers of recruitment methods of a

palliative care study

Component

Reason for influence

Success
factor or
barrier?

Flexible approach to
recruitment with willingness
to adapt when required

Face-to-face recruitment by
knowledgeable staff with
initial introductions from
trusted sources

Research team having
repeated presence in research
environment

Recruitment from in-patient
population about to be
discharged

Lack of engagement of key
personnel

Impersonal recruitment (letter)

Gatekeeping

Lack of knowledge and
experience of talking to
patients at the end-of-life

If recruitment is not working one way,
strategies may need to be adapted
according to the environment to
achieve desired participant numbers.

Patient able to ask specific questions
about the study and trusted source
adding a form of endorsement.

Staff able to form relationships with
research team whilst acting as a
constant reminder and training aid for
the study.

Patients tend to be nearer to death so
increased deterioration and attrition.

Clinicians, recruiters, practice
pharmacists who are not engaged will
be unlikely to ‘go the extra mile’ to
recruit patients.

Healthcare professionals may feel
threatened by alternative service.

Letters and study documentation can
be difficult to read and easy to ignore
without context and someone to
explain what might be involved.

Clinicians may feel protective of
patients and prevent access.

This may prevent conversations
about recruitment occurring.

Success factor

Success factor

Success factor

Barrier

Barrier

Barrier

Barrier

Barrier
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Discussion

By iteratively developing and extending recruitment methods, sufficient
patients were recruited and the method which yielded the greatest number of

participants was identified.

As methods were developed iteratively, in response to recruitment rates, not
all routes were available for the duration of the study. This makes any direct
comparison between methods difficult. All methods used were complex, and
whilst the hospice method of recruitment appeared to be most effective, we
do not know whether this was due to the site and procedure of recruitment,
the patients in hospice being a different subset of eligible patients or the face-
to-face invitation. Not all personnel responsible for recruitment kept good
records and communicated their findings to the researcher leading us to have
some missing data. This was primarily healthcare professional identification
numbers and reasons patients were not invited to take part from the practice
pharmacists. This data would have made a more complete picture of
recruitment. Also, our study design and ethical approval did not allow us to
ask why patients did not want to take part and this information would have
been useful when designing further studies. Future work will ensure this
feedback is incorporated into the design as done in other studies (Sygna et

al., 2015, LeBlanc et al., 2013).

The most effective method was hospice-based recruitment despite a loss due
to deterioration, this may have been due to several factors. After the patient
had been introduced to the study the hospice-based method enabled them to

easily talk to the RP if they had any questions before deciding whether to take
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part in the study. These questions were also able to be asked in the
community-based method, but the RP was not as readily accessible, and
patients would have needed to contact them via telephone. The comparative
successes of recruitment within hospices has been found by other
researchers, who reported ease of identifying and accessing patients
compared with primary and secondary care (Stone et al., 2013). The initial
approach by hospice nurses may have resulted in higher recruitment due to
their awareness of the needs and circumstances of individual patients
(Kavanaugh et al., 2006, Fischer et al., 2012). The patient has an established
relationship with hospice staff and sees the introduction to a study as a form
of endorsement from a trusted source (Fischer et al., 2012, Hopkinson et al.,
2005). Patients may have felt less apprehensive about participation as they
had already met the RP who would be performing the medicines consultation
although this may have been the case if patients had been able to meet the
RP from community-based recruitment although this may not have been
logistically possible. Established rapport and trust with the researcher is often
gained by their repeated presence in the research environment and can be
beneficial to recruitment (Fischer et al., 2012, Emmel et al., 2007, Eide and
Kahn, 2008). Having study specific people at the point of recruitment to act as
champions can be beneficial (Hanratty et al., 2012, Hanson et al., 2014). Both
the hospice RF and the RP were highly motivated, and the hospice had made
a commitment to research involvement more generally through their hosting
of the RF. The benefits of the researcher’s personal role in the recruitment

process has been found in other palliative care research and although this
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was feasible in this study where only a single hospice was involved, it may

not be appropriate for a larger, multi-site study (Sygna et al., 2015).

Hospital recruitment had a very low recruitment rate although only a single
hospital was involved. In contrast Stone et al found that hospital patients were
more likely to consent to participate (once accessed) than patients from
hospices and community settings although potential participants had direct
access to the research team in this case and didn’t in the hospital in our study
(Stone et al., 2013). The process of recruitment within the hospital was not a
transparent one and communication with the team was more difficult than in
the hospice setting. These problems with engagement and understanding of
healthcare professionals involved in recruitment were not unique and
resistance of some healthcare professionals to involvement in palliative care
research has been found elsewhere. This may have been due to a lack of
positive previous experience in research or concurrent studies competing for

patients and research nurse time (Bullen et al., 2014, Fischer et al., 2012).

Several patients within the hospice wanted to ask family members what they
thought before agreeing to take part and this may also have happened when
recruiting by post (Grudzen et al., 2014, Hanson et al., 2014). This is a form

of gatekeeping and future studies could produce family specific

documentation for this purpose.

Recruitment through primary care electronic record searches was found to be
the least successful method although it did identify the highest number of
patients for invitation. Research governance requires that only those directly

involved in patient care have access to patient records and the study was
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thus reliant on the goodwill of practice pharmacists to allow time to carry out
searches. The requirement for GP approval and perceived complexity of the
process may have deterred community pharmacists and district nurses from
referring patients due to time constraints. No patients were referred by district
nurses possibly due to lack of engagement or large work volumes. Electronic
pop-ups in the GP clinical information system were not popular with
healthcare professionals in this study but along with GP identification were
responsible for the identification of 13 patients leading to one recruited. Pop-
ups have been shown in other studies to have the potential to easily identify

large numbers of suitable patients (Heinemann et al., 2011).

Referral from community pharmacies or the hospital outpatient pharmacy
resulted in only a small number of patients identified. This may have been
due to concerns about potentially difficult conversations with patients with
advanced cancer or lack of access to patient records, which has been found
to be a barrier for community pharmacists talking to this patient group

(Savage et al., 2013, O'Connor et al., 2013).

Recruitment both from primary and secondary care was done via letter and
this was less successful than the personal contact used in hospice care. This
may have been due to difficulties in reading the letter as was experienced in

the hospice and elsewhere (Petty et al., 2001).

Engagement of key personnel was found to be a barrier to recruitment (Table
3). Engagement was good amongst those with a personal interest in the study

or topic and where the researcher was able to form relationships with those
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staff. Asking healthcare professionals to help in research design (as was

done in the hospice) was found to improve engagement and recruitment.

Overall our recruitment rate was 23/128 (18%) and 19/128 (15%) completed
the study. Attrition rates were low at 17% in contrast to a similar study but this
may have been due to the short period of patient involvement in this study

(Hussainy and Matrriott, 2009).

Box 1 shows recommendations we have for future palliative care research

based on our recruitment.

Box 1 Recommendations for recruitment strategies for future palliative

care studies

Recommendations

1. Involve key stakeholders in research from the earliest opportunity. This will
allow not only engagement but also opportunity to influence research and
make research methods as user (patient and healthcare professional)
friendly as possible and will help to reduce gatekeeping.

2. Concentrate recruitment for palliative care studies in hospices where
possible.

3. Recruit using trained and knowledgeable personnel via face-to-face methods
with the opportunity for patients to ask questions where necessary.

Conclusions

We aimed to evaluate different recruitment methods for pharmacist-led
cancer pain medicines consultations. Recruitment was most effective from the
hospice outpatient population, but this did not allow the identification of

patients who were not already receiving palliative care. Face-to-face methods
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of recruitment were more effective than postal methods and the presence of

the research team within the study environment was found to be beneficial.

Early involvement of stakeholders such as healthcare professionals who may
be involved in patient identification helps shape effective research and their

engagement is key to success.

A flexible approach to recruitment in palliative care research is essential and it
is important to learn from the successes and failures of similar research if

recruitment for future studies should be successful.
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Abstract

Badcgronnd Patients with advanced cancer commonly experience pain and it is lzast controlled in community settings.
Community pharmacists in the UK already offer medicines optimisation consultations although not for this patient group.
Objective To determine whether medicines consultations for patiznts with advanced cancer pain are fzasible and acceptable.
Setting Community-dwelling patients with advanced cancer pain were recruited from primary, secondary and tertiary cane
using purposive sampling in one UK city. Methods One face-to-face or two telephone delivered medicines optimization
consultations by pharmacists were tested. These were based on services corrently delivered in UK community pharmacies.
Feedback was obtained from patients and healthcare professionals involved to assess feasibility and acceptability. Main
outcome measure Recruitment, acceptability and drog related problems. Results Twenty-three patients, (range 3388 years)
were recruited, 19 completed consultation(s) of whom 7 wene receiving palliative care services. Five meoeived face-to-face
consultations and 14 by telephone during which 47 drug related problems were identified from 33 consultations (mean 2.5).
Advice was provided for 34 drug related problems in |7 patients and referral to other healthcare professionals for 13 in 8
patients, I patiznts had none. Eleven patients returned questionnaines of which 8 (73%) would recommend the consoltations
to others. Comclusion The consultations were feasible as patients were recruted, retained, consultations delivered, and data
collected. Patients found the 2030 min intervention acceptable, found a self-perceived increase in medicines knowledge
and most would recommend it to others. Community pharmacists were willing to carry out these services however they had
confidence issues in accessing working knowledge. Most drug related problems were resolved by the pharmacists and even
among patients receiving palliative care services there were still issues concerning analgesic management. Pharmacist-
conducted medicines consultations demonstrate potential which now nesds to be evaluated within a larger study in the Futune.

Keywords Cancer - Community pharmacy - Medicines optimization - Pain - Palliative care - Remote consultation - United
Kingdom

Impacts on practice = Even for patients under specialist palliative care services,
unmet medicines-nelated nesds can be identified by phar-

macists.

Pharmacist-delivered medicines consultations are feasi-
ble and acce ptable to cancer patients and have the poten-
tial to benefit climcal care.

Access to pharmacist care for patients with advanced
cancer who are not able to visit the pharmacy in per-
som should be improved.

Intreduction

=] Zioe Bdwards

7. Fudwards & Bradford.ac. uk Ower half of patients with advanced cancer will experience

poorly controlled pain during their last year of life [1, 2].
Only 18% of patients at the end-of-life living in the com-
munity describe their pain as well controlled compared with
38% of patients in hospitals and 63% of patients in hospices
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Table 1 Medicimes optimisation services provided by community pharmacies in England and Wales

Sarvice Medicine use review (MUR)

Mew medicine service (NMS)

‘Which patients?

TS must be targetad towands specitied patient diszase
eroups (not including cancer). The remainder may be

Patients prescribed new medicines for specitied long-
term conditions [ 10]

carried out with any other patient [9]. They must be
carried out in the patients usual community pharmacy

1%
Meathod of delivery

possible with relevant permissions [9]
Use in patients with cancer Reszarch indicates rarety provided [11]

Reimbursement £2819]

U consultation, usually face-to-face but izlephone

Patient can choose face to face or elephone delivery. Up
to three consultations: Initial advice. inervention and
tolkow-up consultations usnally by telephone [10]

Cancer not ome of the specified long-term conditions
(1o

Between £20 and £28 depending on number provided
[10]

[3]. Often, commumnity-based patiznts feel they lack support
with their medicines taking and accept expenencing pain [4].

Community Pharmacists are the healthcar professional
seen most frequently by patients with cancer (along with
community nurses) [3] and are often available in every local-
ity without an appointment. Community pharmacies may be
in or near family doctor practices or sometimes in shopping
centres or supermarkets and could potentially be an accessi-
ble source of medicines support for patients with cancer pain.
Medicines optimisation services are provided by community
pharmacists in the UK, USA, Australia and New Zealand
with the aim of helping patients get the most benefit possible
from the medicines they have been prescribed [6-10]. In the
UK the two most common are detailed in Table 1.

The World Health Organization Pain ladder provides
siepwise guidance for adult pain management [11]. Sevens
pain can usually be controlled by regular dosing of simple
pain killers, adjuncts and sustained-mrelease pain medication
with top-up or breakthrough doses in-between but patients
need to understand their medicines to gain optimum benefit
from them [12, 13]. Pharmacist medicines consultations
have been shown to increase patient knowledge and have
associated improve ments in medicines adherence [ 14, 13].

Although community pharmacist medicines consultations
ame rarely carried out with patients experiencing cancer pain,
several studies have investigated the contributions they could
make [ 16-19]. Outcome measures included the quantity of
Drug Relaed Problems (DRPs), recommendations made and
an assessment of the appropristeness of mecommendations
[16-20]. A DRP can be defined as an event or circomstance
involving drug therapy that actually or potentially interferes
with desired health outcomes [21]. Patient's perspectives
are often difficult to obtain post-intervention from patients
with advanced disease due to rapid deterioration and only
one study included this [18, 22]. A recent systematic review
showed that pharmacist educational interventions are poten-
tially beneficial for patients with cancer pain but further
research is needed in this area [23].

£\ springer
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Lack of pharmacist confidence to provide services for
patients with cancer has been identified as a barrier to ser-
vice provision [24-26]. All previous studies either employed
a specialist palliative care pharmacist or provided some sort
of additional training, although the content and evidence-
base of training was not always reported [16-19].

Alm

Toevaluat pharmacist medicines consultations for patients
with advanced cancer and to ascertain their feasibility and
acceptability.

Ethics approval Ethical permission was granied from Leeds
West National Health Service and Bradford University Ethi-
cal Committes in October 2014 (14-YH-1 126 14101 5). This
study was part of the larger Improving the Management of
Pain from Advanced Cancer in the Community (IMPACCT)
study.

Method
Recruitment site identification

Research ready family doctor practices with practice phar-
macists' wer identificd and approached. Recruitment com-
menced in November X115 and continoed until March 2017,

The recruitment process was iterative msponding to the
levels of identification and recruitment of patients. Mew and
mfined necruitment methods were developed, and the local

! Practice pharmacist refiers to a roke within family doctor or General

Practitioner (GP) practices which zids with prescribing, awdit, costing
and sometimes performing clinical roles. They were involved in this
study to allow ebectronic reconds to be checked to identify patients
=nd assess eligibility criteria.
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Box 1 Recruitment criteria

1. Aged over 16 years old

2. Have advanced cancer®, am aware of their diagnosis and are sufiering from pain

3.Been given a prescription for opioids”

4. Have not been prescribad anticipatory medicines® and are therefore not in the last days of life
5. Have the capacity to provide informed consent and complete questionnaines hefore and afier the consultation

“Patients with advanced cancer are detined as those with metastatic cancer with histological, gytological or radiolozical evidence ANIDVOR those

receiving anti-cancer therapy with palliative mient

Epinids am codeine, codeine and paracetamol, codeine and ibuprofen, dihydrocodeine, paracetamod and bydrocodeine, tramadol, tapentadol,
marphinz, fentanyl, buprenorphine. diamorphine, hydromorphone, methadone and oxycodone
“Anticipatory medicines are medicines which ame often usad to control symiptoms in the last days of lik. These am ususlly prescribed in a pack-

apa a5 this time approaches

hospital and hospice were invited to be recruitment sites
towards the end of the study.

Community pharmacist recruitment

The 10 pharmacies closest to the practices recruited were
identified (four from national multiples and six inde pend-
ents) and contact was made with owners or head offices.
Nine agresd to take part with one independent stating lack
of interest. An interactive bricfing session for the pharma-
cists was developed based on the specific needs of com-
munity pharmacists found in previous studies [24-26].
Information from a specialist nurse and a cancer support
charity was delivered and role plays were carmied out with
a cancer survivor from our Patient and Public Invalvemnent
(PFI) group. Pharmacists and support staff representing all
community pharmacies attended the training which was
well received.

Patients who used one of the study pharmacies were
offered either a telephone-based Medicine Uss Review
(MUR) or a face-to-face MUR (see Table 1)

Patients who did not use one of the study pharmacies
wene offered telephone consultations from the Research
Pharmacist (RP) using the New Medicine Service (NMS)
format allowing the same issues to be discussed over a series
of two tebephone consultations (see Table ). Qur carlier
research showed that patients with advanced cancer were
willing to try this [4].

Patient recruitment

In family doctor practices, searches using the study inclu-
sion criteria (see Box 1) were conducted in clectronic sys-
tems by practice pharmacists. Community pharmacists,
district nurses and family doctors were asked to refer swit-
able patients to the GP practice, whene the practice phar-
macist screened them and confirmed suitability with their
GP. Oncology research nurses at the local hospital were

201

asked to conduct outpatient clinical records searches. The
hospital outpatient pharmacy was asked to refer patients
to the research nurses. Patients from primary and sec-
ondary care recruitment were then invited to take part
by letter.

The hospice research nurse, together with the study RP
undertook recruitment in the local hospice. Patients about to
be discharged or attending outpatient clinics were introduced
to the study by their nurse. Those who expressed interest
wene provided with written information and consented face-
to-face by the BP.

All patients gave writen consent.

Sample

As thiz was a proof-of-concept study a formal sample size
was not required but we aimed to recruit 25 patients as this
was adequate to assess whether it was possible to mecruoit
and retain patients, whether the consultations wene deliv-
erable and acceptable to patients and healthcare profes-
sionals involved.

Medicines optimisation consultations

The length of each consultation was noted by the pharma-
cist and any recommendations made to the patient and!
or the prescriber were documented contemporaneously, in
line with usual practice for NMS and MUR. Consultation
mcords used a study code and did not contain any patient
identifiable information.

Patient and pharmacist feedback
Bascline and post-consultation follow-up patient question-
naires were developed based on validated pain measure-

ment tools used in the IMPACCT study [27, 28]. Drafts
were piloted with the study PPI group and feedback was

&) Springer
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obtained. The questionnaire included guantitative and
qualitative questions about levels of pain (worst experi-
enced in the last 24 h and at time of guestionnaire com-
pletion on a0-10 scale (0= no pain to 10 = pain as bad as
they could imagine). Self-reported knowledge information
was also collected. The baseline questionnain: was posted
before the consultation with a stamped addressed return
envelope. The follow-up questionnaine was sent 2 weeks
after the final consultation and included additional ques-
tions on self-perceived benefit from the consultation and
whether the patient would recommend the medicines con-
sultation to others. Questionnaires are available on request
from the author.

Data analysis

Medicines consultation records were coded by the RP using
the Pharmaceutical Care Network Europe (PCNE) classifi-
cation which is a validated system developed by experts to
document DRPs, their canse and action taken following their
identification [21].

Information from the baseline and follow-up question-
nairzs was collated and analysed using Excel spreadshests.

Feasibility

This will be assessed by whether it was possible to recruit
and retain patients throughout the study and whether it
was possible to train community pharmacists to deliver
consultations.

Acceptability

A theonztical framew ork w hich was developed based on sys-
tzmatic reviews involving acceptability and indoctive and
deductive reasoning of mviews and literature 1s available
[29]. The framework details acceptability before (prospec-
tive), during (concurrent) and after the intervention (retro-
spective ). This was adapted to assess acceptability of the
intervention. Three questions requiring likert meponses wers
incloded in the questionnaires as a result:

I feel 1 benefitied from the consultation.

I 'was able to azk all the questions | wanied to.

I would recommend a pharmacist pain medicines con-
sultation to other people.

b pa =

Data was also collected on whether the community
pharmacists completed the consultations when they wens
requested to do so. The day after the scheduled consultation,
the RP telephoned the community pharmacist and gathered

&Y springes
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unstructured feedback about the experience of providing the
consultation.

Results

128 patients wene identified for the study; 47 were confirmed
as eligible by their healthcare professional and invited to
take part. Twenty-three consented to participate and 19
received the medicines consultations of whom 17 were
already receiving specialist palliative care services.” Four
patients deteriorated or died before they had consultations.
Patients were aged betwesn 33 and 88 (average 64 vears
old). More detail about recruitment methods is available
elsewhers [30].

Four community pharmacists wemr requested to deliver
five consultations, of which all took place. Five patiznts had
1 face-to-face MUR from four differsnt community pharma-
cists (3 independents and | multiple) and 14 had two NMS-
type consultations from the RP. Five patients were una-
vailable at the second e lephone consultation and required
further phone calls. One patient had hearing difficoltes and
asked for his spouse to be involved in the telephone call to
mid communication.

The mean doration of medicines consultations was
31 min for MUR (range 2060 min} and for the NMS type
consultations the mean total time for the two consaltations
was | & min (range 929 min) per patient.

In total 47 DRPs were identified in 17 patients with a
mean of 1.5 per patient (range 0—7, median 2) (see Table 2).
Consultations were ofien mult-faceied (see Exemplar case
studies-Box 2) and MURs averaged 1.2 DEPs per patient
and the NMS3-type averaged 3. Advice was given to 17
patients to resolve 34 DRPs and 13 (for 8 patients) wen
addressed by referral to other healthcare professionals: 6 to
mcommend prescribing of additional medication (for pain,
constipation or dry mouth). 2 for a concomitant medicines
query, 2 to recommend an alternative medicine (for const-
paticn), | for an alternative dosage form and 2 to flag up
important symptoms to the prescriber.

Full details of the PCNE classification can be found in
“Appendix 17 [21].

Feedback from patients

Eleven patients returned both baseline and post-consulta-
tion questionnaires. The answers to the three acce ptability

? Specialist Pallistive Care Services am mceived by patients who

have been meferred and usoally involves aocess to multdisciplinary
palliative care healthcam prodessionals o provide symptom control.
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Table 2 Medicine mlated problems and how they were addressed (n=19)

Patient Were they receiving spe- Noof MRPs  MREP detsils PCNE problam PCNE cause PCNE intervention
cialist palliative can? identified
PhEX1 Unknown 2 Advica P33 C532 121
Advica P33 C532 121
PhaX1 Y 2 Pain—paraoe tamol P1.2 [ 121
Constipation PL3 Cla 121
PhEX2 Y 1] - - - -
PhIM1 N - - - -
PROX1 Y 2 Adjuvant dosage P1.2 C532 121
Comstipation® PL3 Cla 13
MC35 Y 3 Pain Pl1.1 Cis 121
Complianoe P1.2 [ 121
Advice P33 5.2 121
MCe T 3 Pain—ibuprokn P12 Tl 121
Pain— parace tamol Fl1.2 CT.1 121
Breathlessness PL3 5.2 121
MCT T 3 Compliance P12 C1a 121
Pain—parace tamol* P12 Cla 14
(ther medication® PL3 7.1 14
MC3 T 2 Drrug form® P12 [ | I3
Side effects F2.1 C52 121
MC9 T 2 Pain—Paracetamol P12 CT.1 121
Side effects F2.1 C52 121
MC 10 N 2 Pain—parace tamol P12 7.1 121
C ompliance P12 7.1 121
MC11 T 1 C omstipation P12 7.1 121
MC12 T 5 Pain P1.2 C17 121
Side effect P21 52 121
Comstipation P1.2 CT1 121
Side effect P21 52 121
MC13 Y 3 Pain® P12 Cil I3
L axative® P12 Cil In4
Advice P33 C532 121
MC14 Y 1 Other medication P12 C17 121
BRII Y 3 Pain P12 C7.1 121
Constipation® PL3 Cla I3
Meadicines sourcing P33 C51 121
Side affect® P21 C52 2.1
MC15 Y 2 Pain P12 [ar | 121
(Other medication issmes* P32 Cl5 11.4,13.5)
MC 16 Y 5 Pain—morphine P12 [ 121
Pain—paracetamol P12 C7.1 121
Constipation P12 [ 121
Side effects” PL3 Cla In4
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Table 2 (continuad)

Patient Were they mceiving spe- Noof MEPs  MRP detsils PCNE problam PCNE causa PCME inter-vention
cialist palliative cane? dentified
MC17 Y 7 Pain* PL3 Cla 13
Pain* P13 Cla 13
Advice P33 C51 121
Side effects P1.2 C51 121
Advice P33 51 121
Constipation P12 CT.1 121
C omstipation® P1.2 Cla 14

“Indicates MR Ps which were mfermed to another healthcar prokssional

Table 3 Participanis’ basaling and fol low-up questionnaire responses incloding acceptzbility data (n=11)

Pre-intervention  Post-intervention  Pre-intervention  Post interven- Itieel [ benefited [ was able to ask I wouold recom-

HYETHZE pain erapge pain D I kmow tion “Dol know  from the consul  all the guestions  mend a pharmacist
scone (- 100 scome (0100 enough about my enough about my tation? [ wanted o™ pain medicines
medicines™" medicines™ consultation to
other peopla?
PhEX2 05 & D't know Yeas Agmea Agprea Agmee
PhlOx1 Q00 0 Yas ot answered Stromgly agree Strongly agree  Strongly agree
PhEX1 &35 15 No Ny Meutral Agres meuiral
MCa 20 15 D't know Yes Mautral Agres meuiral
MC7 i 35 No Ny Disagres Not answened Not answered
MC9 40 70 Yas Yas A gmea Strongly apree Strongly agree
MCID 40 15 Yas Yes A g Agpres Agree
MC11 35 15 No Ny Mautral Agres A grea
MC14 &0 1] No Yes Strongly agme Strongly agres Strongly agres
MC15 30 35 No Yes Strongly agme Strongly agres Strongly agmee
MCls 50 45 No Yes A zmee Agprea Agmee

Unknamn is stated where questionnaines were not returned

Box2 Exemplar patient case studies

Cose I

Patient MC 13 who was taking multiple medicines, was discharged from the hospice afler several weeks of symptom controd. The patient
received the NM3 style intervention but feit that it would have been more useful bafone their mpatient stay.

At comsultation 1 the patient only had a few gquestions abowt their medication.

At consultation 2 (2 weeks later) their pain had changed, they wem struggling with control, using seven top-up doses of srong opioid each
day and severely constipaied. The patient reporied sruggling psychologically with others” perceptions of their pain. Ciher issues discussed
included getting the hest use from currently prescribed medicimes. A referral was made to the patient’s wsual healthcam professional for a
sugpesiad increase in slow-mlease strong opioid and a change in constipation medication. The pharmacist was asked by the healthcam profies-
siomal to recommend medication for constipation and to investigate its availzbility.

Covve 2

‘When patient M5 was contacted for the first NMS-style consultation they were in severe pain and had not been taking their medication s
they wenz in “too much pain”™ with the pain affecting their shility to think, skeep and function. Paracetamdd and tramadol had been prescribed
hat the patient was not taking paracetamol as they thought their condition was beyond that. The pharmacist explained about taking pain
medication on a regular basis and how this coald prevent large spikes in pain, and that the effects of paracetamol could make a difference.
The patient was concerned shout Tansitioning to strong opioéd medication in the futune and the associated risk of addiction. This was dis-
cussad at length. At the second consultation O days later, the patient had started taking monre regular pain relief, including a new prescription
for morphine sulphate liguid and reporied great improvement.

&) Springer
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questions are shown in Table 3 along with other questions
regarding pain and se lf-reported knowledge.

Pre-consultations, the mean pain scom was 4.1 (range
0—&) and three patients felt they knew enough about their
medicines compared with 4.0 and seven at follow-up. No
other medicines education support was reporied by patients
during the intervention period.

Feedback from community pharmacists

At the follow-up phone call after the consultations thres of
the four community pharmacists reported having some chal-
lenges in carrying out the consultations. Two reporied lack
of confidence and three had difficulties in retaining knowl-
edge when the consultations were so infrequent.

Difficulties with recruitment

Several methods of recruitment were wsed of which one
(hospice) produced 18 of the 23 participants. Face to
face recruitment methods were found to be more effec-
tive than by letter and recruitment was more successful
where healthcar professionals were engaged in the study.
Full details and evaluation of methods used are reported
elsewhere [30].

Discussion

This study shows that even for patients receiving specialist
palliative care, pharmacist-delivered medicines consulta-
tions were feasible and acceptable to patients and had the
potential to benefit clinical care.

Feasibility

‘We found that identification of patients was more difficult
than ex pected so additional methods wene developed itera-
tively. Recruitment and atirition rates were in line with
other similar studies [31, 32].

Community pharmacists found it difficult to retain
working knowledge regarding cancer and this could poten-
tially be improved if the consultations wene carried out
maore frequently. Creation of referral pathways to com-
munity pharmacy were not successful, therefore we also
tested telephone provision of medicines consultations by
one centralised RP. This was used successfully with a
broad age range of patients.
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We know from previous research that one in thres
patients are never referred to specialist pallistive care
services and we hy pothesise that these patients may have
greater need for a medicines consultation [4, 33]. Recrut-
ment methods used were less successful in finding those
who had not been referred to palliative care. Even though
almost all our participants werne receiving this; a mean of
2.5 DRPs per patient was found showing a need for extra
support even in this group.

Acceptability to patients

All patients who had an NMS-type service (n= 14) agreed
to the second consultation after having the first so we
deduce that patients found them acceptable.

The majority of consultations were carried out via tel-
ephone. This method was acceptable for all patients who
mceived it and some stodies show this may even be pref-
erable for some, especially those who are serioushy ill [4,
34]. Telephone-based appointments are already used in
many community pharmacies and family doctor practices
with high kevels of patient satisfaction [33-37].

Retrospective acceptability can be cstimated by per-
ceived effectivencss and self-efficacy. Most patients felt
they benefitted from the consultations (which was also
found elsewhere), were able to ask all the questions they
wanted to and would recommend it to others [35]. There
was an increase in patients who felt they knew enough
about their medicines following the intervention indicating
that knowledge was increased. Pain levels in this patient
group can change rapidly due to the nature of the illness
although average pain levels emained the same [22]. This
may be due to a negation in the expected deterioration over
time althoogh on such 2 small sample it is difficult to draw
any such conclusions. Patient evaluation is more likely to
be obtained following a one-off intervention so this may
have affected our response rates [38].

Acceptability to healthcare professionals

One community pharmacy (n= 10) declined to be involved
but all 9 who agreed sent representatives to the voluntary
training showing prospective acceptability was generally
good. There were a mix of independent and multiple com-
munity pharmacies showing a willingness of both groups
to take part.

Omnly one pharmacist (other than the RP) was asked to
carry out more than one consultation and although they
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agreed, this is not enough to signify acceptability at this
stage.

Potential to benefit clinical care

As in other studies the most common DRP identified was
pain and several participants were not taking simple painkill-
ers as recommended becanse they had not been prescribed
[I1, I7]. The next most identified DRP was constipation,
again a finding in other studies [16, 17, 20]. Almost three
quarters of DRPs concerned treatment effectiveness. Sev-
enteen MEPs nzlated to patients not understanding how and
why to take medications after they had been prescribed.
In some cases, medication was ineflective, and the patient
required a stronger dose or a change in treatment.

Pharmacists wemre able to resolve the majority of DRPs
with the patient; eight of the 19 patients were rferred to
nurses or GPs. Many of the referrals would have been pre-
vented if the pharmacist conducting the consultations had
been a prescriber with access to medical records. In several
previous studies, the pharmacist was either a trained pre-
scriber orwas part of a palliative care i2am that could organ-
ise changes in prescribing [ 17-20, 39]. Acceptance of DRP
recommendations by prescribers was unknown and futore
studies need to track this.

Limitations of the study

Muost patients taking part already had access to palliative
care professionals and associated medicines support. If
patients had been recruited before referral to palliative care,
there may have been an opportunity to educate at an sarlier
stage.

Patients reoeiving two consultations were hospice outpa-
tients who had already been meferred to palliative care and
therefore are mome likely to have greater need for symptom
control; this may have affected the type and number of DRPs
found compared with those who had not been referred. It
may be that this group would have more DRPs than those
not yet referred to pallistive care or it may be that they would
have already had mome opportunity to get DRPs addressed.
This would benefit from further testing across both patient

groups.

21 springer
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A coeptability was measured before, during and after the
consultations. The numbers of participants, pharmacists
and healthcare professionals returning questionnaires was
small and this may affect the validity of the results.

Conclusion

The consultations were feasible to deliver, and patients
found them acceptable. Community pharmacists werne
willing to provide these services although found working
knowledge to be problematic due to the infrequent nature
of the consultations. Further evaluation of clinical and
cost-gflectivensss is now needed.

Pharmacist medicines consultations were able to
identify a substantial number of [XEPs in patients with
advanced cancer pain. Problems with inadequate pain
relief and associated side effects wene most prevalent and
the majority of these could be addressed by the pharma-
cist even in patients already receiving specialist palliative
care.
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Table 4 PCMNE classitcation scheme for drug-relsied problems VE.02 [21]

Primary domain Coda Problam
The problems
1. Treatment e flecliveness P11 Noefiect of drog treatment
P12 Eifiect of drug treatment not optimal
P1.3 Unireated symptoms or indication
2 Treatmant safety P11 Adversa drog event (possibly) occurring
3. (rthers Pl Problem with cost-effectiveness of the treatment
P32 Unnecessary drug-tmeatment
P32 Unchear problem/compdaint
Primary domain Coda Causa
The canses
1. Drrug sebaction Cl.1 Inappropriate drog according to puidelines/formulary
Cl.2 Inappropriate drog (contre- indicated)
Cl1.3 No indication for drog
Cl4 Inappropriate combination of drugs (inc. herbal)
Cl.5 Inappropriate duplication of therapewtic groupiactive ingrediant
Cl.& Mo drug tmeatment in spite of existing indication
Cl7 Too many drugs prescribed for this indication
2. Drmag form C2l In appropriate drug form {for this patient)
3. Dose melection 31 Drug dose too low
iz Drug dosa too high
C313 Dosage megiment not frequent enough
Ci4 Dosage megiment ino fregquent
Ci5 Dase timing instructions wrong, unchear or missing
4. Treatment duration C4.1 Dwaration of treatment too shart
C4.2 Duration of reatment too long
5. Dispensing 5. Prescribed drog not available
5.2 Mecessary information not provided
C5.3 ‘Wrong drug. Stength or dosage advised (over the counter)
C54 ‘Wrong drug or strength dispensed
6. Dmag use process Ci.1 Inappropriate timing of administration andfor dosing intervals
Ce.2 Drug underadministerd
a3 Drug over-administered
Co.4 Drug not administered =t all
Ch.5 ‘Wrong drug administered
Ce.6 Drug adminisered via wrong route
7. Patient related 1.l Patient usesitakes bess drug than prescribed or does not take the drug at all
c1.2 Patient usesitakes more drug thean prescribed
C13 Patient abuses drog (unregulaed overossz)
CT4 Patiznt uses unnecessary dng
15 Patient takes food that interacts
Cl.6 Patient stoms drug inappropriztely
c17 Inappropriate tining or dosing intervals
CT8 Patient administersiuses the drug in 2 wrong way
c1a Patient unable to wse drugifform as directed
8. Other CE.1 No or inapproprize culcome monitoring
CE2 Other cansa; specify
CR3 Mo obvious canse
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Table 4 (continuad)

Primary domain Code Intervention
The planned interventions
No intervention 10.1 No inervention
1. At prescriber kevel .1 Prescriber informed cnly
1.2 Prescriber asked for information
1.3 Intervention proposed to prescriber
14 Intervention discussed with prescriber
2 At patient kevel Ix1 Patient (drug) counselling
122 Written information provided (only)
I3 Patient mfarmed to prescriber
Ix4 Spoken to family membercam giver
3. At dirug level I3.1 Drug changed to....
13.2 Dasage changed to. ...
133 Formulation changad to. ..
134 Instructions for use changad to. ..
135 Drug stopped
3.6 MNew drug stared
4. Other inlervention or activity 4.1 (Other intervention (specity)
142 Side effect mporied to authorities
Primary domain Code Implementation
Acceptance of the inervention proposals
1. Imtervention accepied (by prescriber or patient) All Intervention accepted and fully implemented
AlZ2 Intervention accepted, partially implemented
Al3 Intervention accepted but not implementad
Al4d Intervention accepted, implementation unknown
2. Imtervention not accepted (by prescriber or patient) Al Intervention not accepied: not feasible
A23 Intervention not accepied: no ageement
A3 Intervention not accepied: other reason
A4 Intervention not accepied: unknown reason
3. Other A3l Intervention proposed, acceptance unknown
A3z Intervention not proposad
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Appendix 10

Medicines Optimisation - Interview Topic Guide

Improving the management of pain from cancer in the community

(IMPACCT)

This is an interview as part of the IMPACCT Research Programme at

Bradford, Leeds and York Universities. We are trying to improve the quality of

life of patients with advanced cancer and their carers. There are several parts

to the research but this one is focusing on using Pharmacies and their

services to help patients

Theme

General Questions

Prompt items

Asked

General

e Tell me a little about
yourself/lyourselves

- Diagnosis
- Family and Friends
(support network)

- Education/work history
See if education/work backgrounds have an

effect on attitudes and behaviours

Current
interactio
n with

pharmacy

e Talk me through the
way you get your
pain medication

- Who looks after
medication?

- How do they obtain it?

- Who organises (repeat
prescriptions/dosette
box?)

- Have they ever had any
problems in obtaining
pain meds and how
were they resolved?

Sometimes patients may deal with all
medication themselves and are v.

knowledgeable or sometimes a carer or
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Tell me about your
pharmacy

If you ever have any
problems using your
pain medication or
problems in how
effective it is — what
do you do?

family member takes partial or full control of
it. The pharmacy may put meds in a dosette
box and its delivered periodically or they may
have to order new items when they need

them.

- Regular/non-regular
use

- Reasons and barriers
(convenience/ stock
issues)

- Relationships with
pharmacist/staff

- Any problems they

have encountered
Looking at what motivates them to use a

particular pharmacy.

- Who do you talk
to/ask?

- Do you seek help?

- Does the issue
generally get resolved?

How does the patient deal with worries/
problems/ concerns. Do they act upon them,
if so how. Do they just do what “they are
told”. Do they know where to go for help? Do
they know what information sources are

available to them?

Services

Did you know that
Pharmacies offer
services to patients
on regular
medication such as
Medicine Use
Reviews and for

- Explanation if required

- Previous experience of
services — good/bad/no
experience
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certain conditions
the New Medicine
Service?

- Was it whilst they had
the cancer diagnosis

Medicine Use Reviews — where a pharmacist

sits down with a patient and goes through the
medication they are taking and helps with
any medication they have. A consent form is
usually signed for this and the pharmacist will

usually fill a form in

New Medicine Service — where a patient is

prescribed a medicine (from a specific list)
and after counselling signs a consent form
and either comes back into the pharmacy or
receives a telephone call to check that there
are no problems with the medication. There
maybe more than one phonecall and the
pharmacist helps to sort out any problems

with the new medicine.

Potential

services

What do you think
about having a sit
down with the
pharmacist to talk
through your pain
medication and how
you can get the
most from it?

If you were
prescribed a new
medicine for pain
relief how would you
feel about the
pharmacist ringing
you after a week
and then again after
another week to see
how you were
getting on?

- How acceptable/helpful
it would be

- Any barriers

- Views on
unconventional
methods —
telephone/skype?

- This maybe to
providehelp with
dose/side effects/
effectiveness etc

- How much time
commitment?
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Views on being
contacted at home
Patient e This is a draft copy Show or let them see
of a pain medicines what is already
Held record that you included
could carry around Ask what other things
Medication with you between might be useful
care settings which What would be less
Record would detail your useful
medicines and let Is there any other way
professionals the design could be
contact each other more helpful to you?
easily Do you have any form
of this already?
Should chemotherapy
be included?
Information would be sourced from the GP
record. This may help speed up
appointments
Other e Do you think that
there are any other
ways ways that your
pharmacist could
pharmacy help you manage
your cancer and
can help pain medications

Thank you for your help with this research. When it is complete, you are
welcome to have a copy of the final paper if you are interested. If you feel you
would benefit from the Medicine Use Review service we mentioned you can
ask at your regular Pharmacy, you may need to make an appointment or it

may just be a walk in service depending on how it is staffed.

224



	Abstract
	Acknowledgements
	Dedication
	Statement as to candidate’s contribution to work done
	List of Tables
	List of Figures
	List of Abbreviations
	Publications included in this thesis
	Chapter 1 Introduction
	1.1 Background
	1.2 Medicines optimisation
	1.3 Person-centred care
	1.4 Person-centred care at the end of life
	1.5 The profession of pharmacy
	1.6 Community pharmacies and their services
	1.7 Summary

	Chapter 2 Literature Review
	2.1 Pain at the end of life
	2.2 What services can community pharmacies offer for patients with cancer pain?
	2.2.1 Barriers to access
	A) Communication
	B) Service Specifications
	C) Service delivery
	D) Knowledge and attitudes of pharmacists


	2.3 Palliative Care
	2.4 Palliative pathway
	2.5 Guidelines for the end of life
	2.6 Where could pharmacy services fit in for patients at the end of life?
	2.7 Educational interventions for symptom management of cancer pain
	2.8 Identification of research gap
	2.9 Research problem and research questions
	2.10 Summary

	Chapter 3   Methodology and methods
	3.1 Research process
	3.2 Methodological Approach
	3.3  Research design
	3.4 Intervention development
	3.5 Sample
	3.6 Data collection tools
	3.7 Critical reflection of methods adopted
	3.8 Data Analysis
	3.9 Ethical considerations
	3.9.1 Patient burden
	3.9.2 Access to usual care
	3.9.3 Confidentiality

	3.10 Reliability, Transferability and Validity
	3.10.1 Reliability
	3.10.2 Transferability
	3.10.3 Validity

	3.11 Summary

	Chapter 4 Results
	4.1 How do patients with advanced cancer pain perceive a community pharmacist delivered medicines optimisation service?
	4.1.1 Pain management
	4.1.2 Experiences and expectations
	4.1.3 Access to care
	4.1.4 Communication

	4.2 What do we already know about community pharmacy services for patients with advanced cancer pain?
	4.3  Is a pharmacist delivered medicines optimisation consultation feasible and acceptable for patients and healthcare professionals?
	4.3.1  Recruitment of patients
	4.3.2 Retention and receipt and completion
	4.3.3 Training of community pharmacists
	4.3.4 Feedback

	4.4  Summary

	Chapter 5  Discussion
	5.1 Components of the proof-of-concept intervention
	5.2 Medicines Optimisation by community pharmacists for patients with cancer pain
	5.2.1 Unmet needs of patients with cancer pain
	5.2.2 Additional skills of community pharmacists
	5.2.3 Community pharmacist provision

	5.3  Person-centredness
	5.3.1 Personalised care
	5.3.2 Communication
	5.3.3 Identifying patients in need
	5.3.4 Access to medicines

	5.4 Challenges of pharmacist-delivered person-centred medicines optimisation for patients with cancer pain
	5.5  Recommendations for an enhanced model of care
	5.6 Limitations of proposed model of care
	5.7 Current climate of change
	5.8 Summary

	Chapter 6 Conclusions and Future work
	6.1 Research conclusions
	6.2 Summary of contribution to practice
	6.3 Summary of contributions to academia
	6.4 Recommendations for future studies
	6.5 Recommendations for policy makers
	6.6  Study limitations
	6.7  Summary

	References
	Appendix 1
	Appendix 2
	Appendix 3
	Appendix 4
	Appendix 5
	Appendix 6
	Appendix 7
	Appendix 8
	Appendix 9
	Appendix 10

