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Abstract

Background
Opioids are frequently prescribed for persistent non-cancer pain despite limited
evidence of long-term effectiveness and risk of harm. Evidence-based interventions

to address inappropriate opioid prescribing are lacking.

Aim
To explore perspectives of people living with persistent pain to understand barriers
and facilitators in reducing opioids in the context of a pharmacist-led primary care

review, and identify review components and features for optimal delivery.

Design and setting

Primary care multi-method qualitative study.

Method

Adults with experience of persistent pain and taking opioids participated in semi-
structured interviews (n=15, 73% female) and an online discussion forum (n=31).
The Theoretical Domains-Framework (TDF) provided a framework for data collection
and thematic analysis, involving deductive analysis to TDF domains, inductive
analysis within-domains to generate subthemes, and subtheme comparison to form
across-domain-overarching themes. The behaviour change technique taxonomy v.1
and motivational behaviour change technique classification system were used to
systematically map themes to behaviour change techniques to identify potential

review.components and delivery features.
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Results

32 facilitator and barrier subthemes for patients reducing opioids were identified
across 13 TDF domains. These combined into six overarching themes: learning to
live with pain, opioid reduction expectations, assuming a medical model, pharmacist-
delivered reviews, pharmacist-patient relationship and patient engagement.
Subthemes mapped to 21 unique behaviour change techniques, yielding 17

components and 5 delivery features for the proposed PROMPPT review.

Conclusion
This study generated theoretically-informed evidence for design of a practice
pharmacist-led PROMPPT review. Future research will test the feasibility and

acceptability of the PROMPPT review and pharmacist training.

Keywords
Pharmacists, Opioid Analgesic, Chronic Pain, General Practice, Qualitative

Research
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How this fits in

There is a need to develop evidence-based primary care interventions to address
overprescribing of opioids for persistent non-cancer pain. Best practice guidance
recommends the regular review of patients prescribed long-term opioids for
persistent non-cancer pain, and advises gradual reduction of opioids if treatment
goals are not met. This study identified facilitators of and barriers to patients
reducing opioids in the context of a pharmacist-led review in primary care. The
findings were mapped to behaviour change techniques toinform the design of a
practice pharmacist-led review for patients prescribed opioids for persistent pain
(PROMPPT review) for testing in a feasibility study, ahead of a full-scale randomised

controlled trial.
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Introduction
Persistent pain, or pain lasting 3-months or longer and not caused by cancer, affects
around 43% of UK adults, with 10-14% reporting disabling pain that.is moderately to
severely limiting.! Opioid prescribing for persistent pain has increased markedly
during the last 20 years,?3 despite a lack of evidence for long-term effectiveness and
growing evidence of harms.45

Best practice guidance recommends regular review of patients prescribed
long-term opioids for persistent pain, and gradual reduction of opioids if treatment
goals are not met.6” Most opioid prescribing for persistent pain occurs in primary
care and general practitioners (GPs) report barriers to routinely reviewing patients,
citing a lack of training, resources, and time.8 There has been a recent expansion in
pharmacists working in GP practices in UK primary care. Practice pharmacists’
expertise in medicines optimisation should make them well-placed to review patients
prescribed opioids for persistent pain.®=12

This study forms part of a larger research programme called PROMPPT
(Proactive clinical Review of patients taking Opioid Medicines long-term for
persistent Pain led by clinical Pharmacists in primary care Teams). The programme
aims to develop a proactive primary care review for patients prescribed opioids for
persistent pain (called ‘PROMPPT review’ herein) delivered by practice pharmacists
(called ‘pharmacist’ herein).

Intervention development is a dynamic and iterative process based on
evidence and understanding of the target behaviour of reducing opioids.13-15
Although previous research identifies potential patient barriers to reducing opioids
(e.g., benefits of opioids outweigh risks,'¢ fear of increased pain,'” lack of

effectiveness of non-pharmacological options'8), there is limited evidence within the
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context of primary care. Using a person-based approach,® this study aims-to: (a)
identify barriers and facilitators to people with persistent pain reducing opioids in the
context of a pharmacist-led review in primary care (i.e., PROMPPT review), (b) to
use this information to identify potential components for a PROMPPT review, and (c)

to determine key features for its optimal delivery.

METHOD
Design
A multi-method qualitative study comprising of interviews and an online discussion
forum was conducted. Qualitative data collection and analysis was informed by the
Theoretical Domains Framework (TDF)."® The TDF is used for developing theory-
informed interventions and has 14 domains to identify facilitators and barriers of
behaviour change.?® TDF domains are linked to behaviour change techniques
(BCTs)'*2" and provide a systematic.approach for identification of potential

PROMPPT review components through mapping to BCT taxonomies. 422

Semi-structured interviews (September 2019 — October 2019)

Adults (>18 years) prescribed any opioid analgesic for 26 months for persistent pain

were recruited from two-GP practices in the West Midlands, UK. To gain wide-

ranging perspectives, patients were purposively sampled according to gender and

strength of opioid medicine (weak, intermediate, strong) based on published

categorisation for prescribed analgesics in primary care (please see Table 1).23
Interview guides, informed by the TDF were drafted with public contributors

and aimed to explore experiences of persistent pain, pain management strategies
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(including opioids), and views on a proposed PROMPPT review (see Supplementary

Topic Guide 1).

Interviews were conducted by NC (female) in-person or via telephone,

according to participant preference, and digitally audio-recorded. Recruitment

stopped when data saturation had been reached.?* Participants were aware they

would be interviewed about their regular medicines and what is important to them to

help design a pain medication review. Participants were offered a £10 voucher to

thank them for their contribution to the study.

Table 1. Categorisation of patients by opioid strength based on a hierarchy of
analgesic potency arising from a consensus study of UK general practitioners??

Weak Intermediate Strong
Co-codamol 8mg/500 mg Codeine 30mg Morphine
Co-codamol15/500 mg Co-codamol 30mg/500mg  Oxycodone
Codeine 15mg Dihydrocodeine 30mg Fentanyl
Codeine 20mg Buprenorphine patch Tapentadol

Co-dydramol 10mg/500mg
Co-dydramol 20mg/500mg
Dihydrocodeine 20mg
Co-proxamol 32.5mg/325mg
Tramadol 37.5mg/500mg
Buprenorphine patch 5 or 10
mcg/hour

Buprenorphine 'Sublingual
200mcg

=15mcg/hour
Buprenorphine SL 400mcg
Tramadol >37.5mg
Pethidine

Pentazocine

Meptazinol

Diamorphine
Hydromorphone
Dipipanone

Dextromoramide




119

120

121

122

123

124

125

126

127

128

129

130

131

132

133

134

135

136

137

138

139

140

141

142

Online discussion forum (October 2019 — December 2019)
Adults (>18 years) with experience of opioids for persistent pain were invited to
register and contribute to a bespoke online discussion forum via posters (electronic
and paper) displayed in GP practices, pain services, community pharmacies across
the West and East Midlands and Wessex in the UK, as well as via online posts and
paid advertisements using social media (Twitter (now called X), Facebook). The
online discussion forum was developed by the research'team using Discourse,?5 in
conjunction with patient and public user testing.26

Ten topics for discussion were published on the forum over 11 weeks (see
Supplementary Topic Guide 2). The first six topics were generated by the research
team, guided by TDF domains and input from-public contributors. The four remaining
topics drew on preliminary themes identified from interview data and stakeholder
discussions with patients, pharmacists, general practice managers, general
practitioners, practice nurses, physiotherapists, psychologists and addiction
specialists. Each topic opened with-an audio-visual animation to introduce the main
question for discussion, below which participants could post comments and
questions, and react to other participants’ responses. There was also a ‘Community
Hang Out’ page where participants could discuss additional topics. The discussion
forum was moderated at regular intervals between 8am and 10pm, Monday to
Sunday, to ensure ethical guidelines were upheld. Discussion threads were
facilitated by CW (female), providing prompts and probes to explore participant posts
in greater depth and invite other participants into the discussion. Facilitation was
supported by regular meetings with LD (female) and discussions with the wider

research-team.
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Research team members collecting data were experienced post-doctoral
qualitative researchers. None of the research team knew the participants prior to

their involvement in the study.

Data preparation and analysis

Interview recordings were transcribed verbatim, anonymised and checked for
accuracy. Discussion forum posts were anonymised, and forum user IDs replaced
with de-identifying codes.

A three-phase analysis process examined the data for facilitators and barriers
to reducing opioids and valued intervention delivery features for a PROMPPT review.
First, deductive analysis of the data was conducted where text segments were coded
and indexed to relevant domains of the TDF framework. Researchers with expertise
in applied health research (CJ), psychology (NC, CW), pharmacology (SW) and
general practice (TH) independently completed this deductive process for at least
one of three transcripts following initial stages of framework analysis?” of
familiarisation (i.e., reading and re-rereading of transcripts), coding (i.e., identifying
segments of text relevant to the research question), and indexing segments of text to
TDF domains (i.e., organising codes to relevant domains). Meetings were held to
discuss analytical decisions with additional viewpoints from two clinical academics
specialising in painnmanagement (JA, SH) to ensure no one disciplinary perspective
dominated.?® Following discussions, a refined framework?® was used by three
researchers (NC, EH, CW) to deductively index remaining data with regular meetings
to ensure a robust approach. NVivo software was used to aid data management.
Second, data segments indexed to each TDF domain were inductively analysed to

generate domain-specific subthemes. Third, subthemes were compared and related
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subthemes brought together to form overarching themes.?82° These inductive
analytical phases were carried out by CW with regular critical discussion with CJ and

presented to the wider research team.

Theory based mapping to behaviour change techniques

Facilitator and barrier subthemes were used to identify BCTs for the PROMPPT
review. This process drew on the taxonomy of behaviour.change techniques
(BCTTv.1)?? and the classification system for motivational behaviour change
techniques (MBCTs).30 BCTTv.1 links to TDF domains via expert consensus?' and
provides a common terminology for identifying an‘intervention’s ‘active ingredients’
for change. MBCTs are underpinned by self-determination theory3! that states
intrinsic motivation to engage with an intervention depends on perceived fulfiiment of
three universal basic psychological needs of autonomy (e.g., decision to reduce
opioids is self-endorsed), competence (e.g., feel in control and confident in making
an opioid reduction), and relatedness (e.g., feel accepted, respected and sense of

connectedness with the pharmacist supporting an opioid reduction).3°

Patient and Public Involvement (PPI)

Members of Keele University School of Medicine’s PROMPPT Research User Group
(RUG), with lived experience of persistent pain, contributed to the design of data
collection methods. For interviews, PPl members identified topics to guide interview
questions (e.g., attitudes towards opioids, experiences of medication reviews). For
the discussion forum, PPl members advised on participant recruitment and

engagement strategies as well as design features of audio-visual animations.
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Members also tested the forum’s usability prior to data collection.?6 The GRIPP2

short form checklist was completed for reporting PPI.32

RESULTS
From 120 study invitations, 22 consent to contact forms were received requesting
further study information. 17 reply forms agreed to arrange an interview, from which
15 interviews were conducted in-person or by telephone according to participant
preference (mean length of 37mins). 31 participants posted a total of 160 comments
to the online discussion forum. Comments ranged in length between 19 and 2,143

words. See Table 2 for demographics.

Table 2. Participant demographics
People living with persistent non-cancer pain

Interviews (n = 15)

Age range Opioid strength Total
(mean) years
Gender Weak Intermediate Strong
Male 55-83 (68.75) 1 1 2 4
Female 54-87 (70.73) 2 4 5 11
All 54-87 (70.20) 3 5 7 15

Note. Opioid strength based on published categorisation for prescribed analgesics in
primary care?3

Six overarching themes, grouping 32 subthemes across 13 TDF domains, were
identified and describe the complex interaction of facilitators and barriers to reducing
opioids in the context of a pharmacist-led review in primary care namely, learning to
live with pain, opioid reduction expectations, assuming a medical model, pharmacist-
delivered reviews, pharmacist-patient relationship, and patient engagement (see

Table 3 and Supplementary Tables 3 and 4).

-10 -
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Table 3. TDF domains, facilitator and barrier subthemes, and overarching themes for

patients reducing opioids in the context of a PROMPPT review

TDF Domain Subtheme Fea B Overarching
theme
Knowledge Knowing about and managing pain v v
Behavioural regulation Self-regulating pain management v v
Environmental context Accessible evidence-based resources v
and resources Learning to live
Social influences Social support v v with pain
Social/professional role Changing identities v v
and identity
Goals Live better with pain v
Knowledge Knowing about reducing opioids v v
Behavioural regulation Monitoring for quick effectiveness of v v
opioid reduction
Beliefs about capabilities Unable to cope with an opioid v
reduction
Beliefs about Consequences of reducing opioids v v Opioid reduction
expectations
consequences
Intentions Intention to reduce v v
Emotions Anxious about reducing opioids v
Reinforcement Avoid withdrawal v
Reduce if potential benefits perceived v
Social influences Prescribed by healthcare professional v
. - Assuming a
Reinforcement Opioids are necessary v
medical model
Left on repeat prescription v
Knowledge Pharmacist knowing about and v
managing pain within primary care Pharmacist review
Skills Patient-centred shared decision- v delivery
making
Social influences Patient-clinician relationship v v
Pharmacist-patient
Supportive point of contact for pain v . )
relationship
management
Knowledge Patient knowledge of PROMPPT v
review
Environmental Context Accessibility of a PROMPPT review v’ v Patient
and Resources engagement
Beliefs about capabilities Able to discuss experiences of pain, v

medicines, and management

-11 -
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236

Beliefs about Wide-ranging benefits v

consequences PROMPPT review concerns v
Provide a pharmacological solution v

Intentions Intention to engage in a PROMPPT v v
review

Goals Find a pharmacological solution v
Increase understanding of pain and v
medicines

Optimism Optimistic a PROMPPT review willbe v
helpful
Uncertain of personal relevancy of a 4

PROMPPT review

a = facilitator. ® = barrier.

Learning to live with pain
‘Learning to live with pain’ reflects the (often long) journey many people have
experienced in learning how to best manage, and live with, pain. Participants said
their care involved multiple healthcare professionals (e.g., general practitioner,
physiotherapist, pain consultant, clinical psychologist) with varying degrees of
satisfaction. Many spoke of exploring different pharmacological options, prescribed
and non-prescribed, to find out what best suits them. For some, the strength of their
opioids escalated over time, or modes of administration altered.
It has taken me all the years since my injury to find a pain routine that works
for me. But it still involves Tramadol. My dose has never increased, nor have
| had to change painkillers, but I did have to switch to modified release to try
and stop.the peaks and troughs. (ODF [online discussion forum] 12)
Such comments suggest ‘pain routines’ develop over time and encompass
constant monitoring and responding to fluctuating pain levels. Despite these
routines, participants told us they ‘don’t like’ (/ [interview] 01, 02, 04, 12, 15, 20, 22)

oreven ‘hate’ (ODF20, 31, 39) taking their medicines and some questioned their

-12 -
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effectiveness. These negative perceptions of opioids were discussed in relation to
experiencing adverse side effects (e.g., constipation, fatigue), learning about long-
term risks (from healthcare providers, the news, or scientific articles), and not
wanting to rely on medication. Despite these views, the belief opioids are a
necessary part of pain management prevails:
I don’t want to have them. I've never been a person that wants to take
pills...but | know I've got to. I've accepted that |'have to. (103)

In conjunction with opioids, many participants.talked about trying non-
pharmacological approaches for pain management including physical activity classes
(e.g., tai chi, yoga), self-directed activity (e.g., walking), physiotherapy exercises,
soothing strategies (e.g., hot showers, hydrotherapy), and complementary therapies
(e.g., arnica, magnesium). Participants spoke about the value non-pharmacological
strategies have in compensating for, or replacing the role of, medication as well as
having additional psychological and social benefits.

...walking has been very important for both physical and mental health. Yoga
is awesome. Ballet is great fun. And the social aspects are great as well.
(ODF05)

Participants, whaose journey involved stopping opioids, spoke of changes to
their knowledge of pain;-acceptance of its persistent nature, finding new (non-
pharmacological) ways to manage pain, and understanding what this means for their
sense of self. For.example, one participant explained ‘due to the nature of my health
my outlook on the world is vastly different to the norm’ (ODF24). Participants told us
making changes to how they manage their pain was sometimes challenging but was
made possible by drawing on multiple resources (e.g., mobile apps, online

information from credible sources, trusted healthcare professionals, social support).

- 13-
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Opioid reduction expectations
Participants’ expectations of reducing opioids seemed to vary. Some participants
said their opioids helped manage their pain and questioned the reason for reducing.
One participant said, ‘don’t fix if it's not wrong’ (115). Some participants shared failed
attempts to reduce opioids experiencing ‘crisis in withdrawal’ (ODF05) and voiced
concerns that any reduction would lead to compromised functionality and
deterioration of other health conditions.
every time | leave it off I'm just in that much pain it isn’t worth it, it’s either
have a life or not have a life. (107)
In contrast, participants willing to reduce opioids anticipated potential benefits
(e.g., less adverse side-effects). Nevertheless, these participants also expressed
anxieties around the process. Some told us they had been taking opioids ‘so long’
(104) reducing was an unknown and they feared not having anything else for their
pain or suffering withdrawal. Participants expressed caution and told us if they
perceived pain to worsen they would reinstate their opioids.
if I reduced it and it wasn’t working, then you just start taking it again don’t
you? (122)
Some participants who had reduced opioids spoke about (sometimes
surprising) positive-outcomes (e.g., less pain, improvements to quality of life),
| started reducing my morphine.....when | had dropped to 90mg, | noticed |
was inless pain.....! | continued.....maybe a bit quicker than | should have
because | was excited. (ODF02)
These quotes highlight how participants might closely monitor how reducing

opioids impacts pain and how this may affect engagement with a tapering process.

-14 -
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Assuming a medical model

Some participants appeared to adopt a medical model for managing pain whereby
their focus was on seeking pain relief, primarily through prescribed medication.
Several participants told us opioids were necessary as they had been recommended
by healthcare providers, provided some pain relief, and there seemed to be no
alternative. One participant said they were ‘stuck’ (/79) with opioids, and others said
they had ‘no choice’ (102, 22) but to continue them.

Interactions with healthcare professionals also seemed to reinforce this
pharmacological model as one patient recounted being told they would ‘always have
to rely on drugs’ (/02). Where medicines were left on repeat prescription this was
viewed by some as a sign to continue their use.

at the moment the hip pain has gone but I'm still on a repeat prescription for
this co-codamol so | take it (109)

In contrast, participants who-adopted a more holistic view of pain
management viewed opioids onrepeat prescriptions as a consequence of inactivity
by the medical profession..One participant told us ‘you’re just left’ (/711) and another
expressed that ‘chronic pain. patients are left to linger and slowly deteriorate by the

medical system’ (ODF05).

Pharmacist-delivered reviews
Participants told us that pharmacists delivering PROMPPT reviews needed up-to-
date knowledge about persistent pain, the physical and psychological impact of pain

and its appropriate management. Participants recognised pharmacists’ expertise in

-15-



311

312

313

314

315

316

317

318

319

320

321

322

323

324

325

326

327

328

329

330

331

332

333

334

335

medicines but felt knowledge around non-pharmacological interventions, support
services and resources was also key.

Up to date and sustained development of their knowledge of pain

management and routes they can use to resources that support patients.

(ODF06)

Drawing on previous experiences, participants offered examples of what they
would find off-putting or prefer not to happen in a PROMPPT review, for example
when processes felt externally imposed, patients felt like.a nuisance, with no
opportunity to explain what living with pain is like for them. Instead, participants
expressed a preference for a person-centred collaborative approach where
pharmacists are ‘prepared to listen’ (104), ‘use the information they’re getting from

[patients]’ (115), and come to ‘an agreed outcome or goal’ (ODF37).

Pharmacist-patient relationship

Participants highlighted the importance of the pharmacist-patient relationship.
Previous negative interactions with healthcare professionals left participants feeling
misunderstood, disbelieved and stigmatised with one participant saying their
‘confidence and trust in medics has been destroyed’ (ODF05). Instead, participants
wanted to ‘build up a rapport’ (174) with healthcare professionals based on trust,
empathy and compassion, but recognised that developing rapport can take time and
depends on continuity of care. Other reported facilitators of forming good patient-
pharmacist relationships included pharmacists having more time than GPs, being
recommended by trusted individuals (e.g., GP, friends or family) and patients

informed-about pharmacists’ expertise and qualifications.

- 16 -



336

337

338

339

340

341

342

343

344

345

346

347

348

349

350

351

352

353

354

355

356

357

358

359

360

Patient engagement

Participants told us about facilitators for engaging in a PROMPPT review and include
knowing the purpose of the review, having confidence to discuss experiences of
pain, and holding positive outcome expectations (e.g., an opportunity to discuss and
alleviate any concerns about their medicines). Several participants expressed
optimism that a review would be helpful, provide an opportunity to discuss their pain,
learn more about their condition and medication, and lead to improvements in pain
management, pain relief, psychological wellbeing and quality of life.

I think it would achieve peace of mind...and emotionally | think it would be

good...to be able to get it off your chest and talk to somebody who knows and

who understands (113)

Some participants felt patients may not engage with the review if they
believed it was a money-saving exercise, or in knowing alternative medications do
not exist might consider the review-as having little to offer.

We know GPs meet to discuss patients on pain medication, as | was warned

by one in my practice that the head GP...[they were] bringing me up as an

example of who costs too much (ODF57)

Participants also.spoke about the importance of making the PROMPPT
review accessible and fit-for-purpose. Some participants could not always get to their
GP practice due torelying on others for travel or because pain made travelling
difficult. They felt flexible delivery of PROMPPT reviews (e.g., in-person or remote)
was desirable. Participants highlighted difficulties getting appointments and lack of

time in appointments as other potential barriers to address.

PROMPPT review components and delivery features
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Drawing on the TDF domains and subthemes within each overarching theme, we
identified 21 behaviour change techniques (10 BCTs and 11 MBCTs), guided by
expert consensus where available,?! to address barriers and facilitators for reducing
opioids, and optimise delivery, of the proposed PROMPPT review. (see
Supplementary Figures 1 & 2).1422.30 A]l TDF domains were included in this process
except Social/professional role or identity, for which experts could not reliably
allocate BCTs during a consensus rating exercise meaning no BCTs were
recommended for supporting change in this domain.2' Translation of BCTs and
MBCTs into PROMPPT review components and delivery features was discussed

with the research team.

Discussion
Summary
This study provides theoretically grounded qualitative evidence informing the
development of a pharmacist-led review within primary care (PROMPPT review), to
support opioid tapering, where appropriate, for patients with persistent pain. Six
overarching themes representing key considerations for developing the PROMPPT
review were generated namely: learning to live with pain, opioid reduction
expectations, assuming-a medical model, pharmacist-delivered reviews, pharmacist-
patient relationship,.and patient engagement. From these findings, we used
established behaviour change technique taxonomies (BCTTv.1%2 and MBCT
classification system?0) to identify potential PROMPPT review components and

delivery features.

Strengths and limitations
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A key strength of this study is its robust systematic approach in using an
established theoretical framework, by a multidisciplinary research team, to
understand the views of people living with persistent pain of a new review in the
context of primary care. This rigorous process is important to ensure comprehensive
consideration is given to the attitudes, beliefs, and needs of those who an
intervention is intended for, in order to identify intervention.components and delivery
features that seem most acceptable and feasible.'®33 This approach provides a
framework for guiding the analysis of future evaluations.and implementation of the
PROMPPT review using identified facilitators and barriers within TDF domains
across overarching themes.

Another main strength of this study was the multi-method approach that
provided people living with persistent pain different options for participation. The
inclusion of a bespoke online discussion forum provided an alternative, innovative
method of data collection,?® allowing participants to participate at a time and place
most comfortable for them.34 Flexibility of participation is particularly important for
those with chronic conditions, where unpredictable symptoms can be a barrier to
participating in research.3% Another benefit of the discussion forum was in reaching
people who had successfully stopped taking opioids. Including these voices is often
more difficult than those currently seeking treatment and identifiable through medical
records?® yet they provide important insights into potential facilitators for reducing
opioids.

A further strength of the study was the extensive role of PPI in the
development and design of the online discussion forum.26 PPI user testing

suggested the platform was accessible, easy to navigate and use. In future, it may
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be beneficial to also involve PPI during the process of data collection and.contribute
to facilitation strategies of participant online discussions as well as analysis:

One limitation of the study is a lack of consideration of how patients’
experiences in any specialist services they access for persistent pain-may impact
their perception of the PROMPPT review. Another weakness of this study is the
limited information collected about participant characteristics. For the interviews only
gender, age, and opioid strength was collected. We decided not to systematically
collect demographic information of online discussion.forum participants to promote
anonymity; an important factor for feeling empowered online, reducing feelings of
vulnerability and facilitating opening up and posting of comments.3” Although we
documented participants’ gender when this was volunteered in forum posts, limited
demographic information means that conclusions cannot be made about the diversity
of perspectives and the extent to which voices from seldom heard or underserved
communities were included. It was-hoped the discussion forum would overcome
barriers (e.g., minimise researcher-participant power in-balance)3® and the extent to

which this was achieved, however, cannot be assessed.

Comparison with existing literature

Previous research has explored patient facilitators and barriers to opioid tapering.
For example, qualitative research and syntheses have reported that patients believe
there is no alternative to opioids,?° take opioids reluctantly,3® and view them as both
a salvation and a curse.*? Our study echoes these findings and suggests people
perceive opioids as a necessary part of established pain routines and, for some, as
an enabler for living better with pain. This study considers such barriers within and

across broader overarching themes that summarise multiple relating domains of
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influence such as patient beliefs, availability of resources, and social factors. For
example, the overarching theme of learning to live with pain encapsulates personal
journeys of finding acceptable ways to live with pain and establish pain management
routines, which often include opioids. The involvement of opioids in these routines is
strengthened when patients assume a medical model for pain management and hold
negative opioid reduction expectations. These learning journeys and associated
beliefs are reminiscent of ‘pain stories’. Previous research indicates the importance
of respecting and validating patient pain stories, connected beliefs and associated
emotions, when a potential change to pain management is to be broached.*!
Previous research underlines the importance of the patient-clinician
relationship for discussions around persistent-pain and reducing opioids as there is
potential for disagreements.*2 Our study identified the pharmacist-patient relationship
as a facilitator of meaningful discussions around pain management, particularly
when pharmacists are skilled in active listening, expressing empathy and
compassion. Although some of these behaviours overlap with principles of shared
decision-making, Matthias and colleagues’ argue that shared decision-making can
be delivered with a narrow.focus (e.g., discussing pros/cons, risks/benefits of
opioids) and does not always emphasise an environment of care, concern, and
mutual trust.#3 Many participants in our study did not know their practice pharmacist.
This may present a.challenge for pharmacist-delivered reviews and it is likely the
development of a therapeutic pharmacist-patient relationship needs to be supported

to promote patient engagement.

Implications for practice
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This study provides a theoretical and systematic person-based approach to
identifying potential components and delivery features for a pharmacist-led
PROMPPT review using evidence about facilitators of and barriers to patients
reducing opioids. Since this work was completed, NHS England has published
medicines optimisation guidelines for dependence-forming medicines in the form of a
framework for action.#4 Structured medication reviews (SMRs) are a key part of this
framework and practice pharmacists are likely to lead SMRs. Proposed components
and delivery features for the PROMPPT review are consistent with these
recommendations. For example, the proposed delivery feature 2 ‘pharmacist adopts
a person-centred approach using shared decision-making skills’ (see Supplementary
Figure 2) reflects action 1 of the framework: Personalised care and shared decision
making.

The proposed components and delivery features for a PROMPPT review were
taken forward for co-designing an intervention with key stakeholders taking into
account the context of primary care and findings from our other intervention
development work about potential acceptability of PROMPPT.33 Findings from this
study also highlight potential training needs for practice pharmacists and informed
guiding principles for the PROMPPT review. Future research will: (1) consider how
pharmacists deliver the PROMPPT review to support patient engagement,
confidence, and motivation to make a change; (2) test the feasibility and acceptability
of delivering the PROMPPT review in practice; (3) evaluate its clinical and cost

effectiveness in a cluster randomised controlled trial.

-2



482  Funding

483  This work was supported by the NIHR Programme Grant for Applied Research under
484  Grant number RP-PG-0617-20005. Christian Mallen, Clare Jinks and Charlotte

485  Woodcock are part funded by the National Institute for Health Research (NIHR)

486  Applied Research Collaboration (ARC) West Midlands. CM is also funded by the
487  National Institute for Health and Care Research (NIHR) School for Primary Care
488  Research and the School of Medicine have received funding from BMS to support a
489  non-pharmacological Atrial Fibrillation Screening Trial.

490

491  Ethical approval

492  Ethical approval for the Q-PROMPPT study was granted by the East of England —
493  Cambridge East Research Ethics Committee (ref:19/EE/0151)

494

495 Competing interests

496  No competing interests to declare.

497

498  Acknowledgments

499  We would like to thank all the participants for sharing their views and experiences in
500 interviews or online via the discussion forum. Our‘appreciation is also extended to
501 members of the PROMPPT research user group, and members of the public, who
502  helped develop topic guides and who took part in user testing of the discussion

503  forum. We would also like to thank Keele University’s Clinical Trials Unit in

504  supporting study management and the NIHR West Midlands Clinical Research

505  Network in supporting recruitment processes.

506

507

-23-



508
509

510
511
512

513
514
515
516

517
518
519
520

521
522
523
524

525
526
527

528
529
530

531
532

533
534
535

536
537
538

539
540
541
542

543
544
545
546

References

1. Fayaz A, Croft P, Langford RM, Donaldson LJ, Jones GT. Prevalence of
chronic pain in the UK: A systematic review and meta-analysis of population studies.
BMJ Open. 2016;6(6). doi: 10.1136/bmjopen-2015

2. Ashaye T, Hounsome N, Carnes D, Taylor SJC, Homer K, Eldridge S, et al.
Opioid prescribing for chronic musculoskeletal pain in UK primary-care: Results from
a cohort analysis of the COPERS trial. BMJ Open. 2018 Jun 1;8(6). doi:
10.1136/bmjopen-2017-019491

3. Bedson J, Chen Y, Hayward RA, Ashworth J, Walters K, Dunn KM, et al.
Trends in long-term opioid prescribing in primary care patients with musculoskeletal
conditions: An observational database study. Pain. 2016;157(7):1525-31. doi:
10.1097/j.pain.0000000000000557

4. Chou R, Turner JA, Devine EB, Hansen RN; Sullivan SD, Blazina |, et al. The
effectiveness and risks of long-term opioid therapy for chronic pain: A systematic
review for a national institutes of health pathways to prevention workshop. Ann Intern
Med. 2015;162(4):276—-86. doi: 10.7326/M14-2559

5. Chen TC, Knaggs RD, Chen LC. Association between opioid-related deaths
and persistent opioid prescribing in primary care in England: A nested case-control
study. Br J Clin Pharmacol [Internet]. 2022;88(2):798-809. doi: 10.1111/bcp.15028

6. NICE. Chronic pain (primary and secondary) in over 16s: assessment of all
chronic pain and management of chronic primary pain NICE guideline [Internet].
2021. Available from: https://www.nice.org.uk/guidance/ng193

7. Opioids Aware | Faculty of Pain Medicine [Internet]. [cited 2023 Jan 13].
Available from: https://www.fpm.ac.uk/opioids-aware

8. Johnson M, Collett B, Castro-Lopes JM. The challenges of pain management
in primary care: A pan-European survey. J Pain Res. 2013;6(0):393—401. doi:
10.2147/JPR.S41883

9. Cox N, Tak CR, Cochella SE, Leishman E, Gunning K. Impact of pharmacist
previsit input to providers on chronic opioid prescribing safety. J Am Board Fam
Med. 2018;31(1):105-12. doi: 10.3122/jabfm.2018.01.170210

10. Giannitrapani KF, Glassman PA, Vang D, McKelvey JC, Day RT, Dobscha
SK, et al. Expanding the role of clinical pharmacists on interdisciplinary primary care
teams for chronic pain and opioid management. BMC Fam Pract. 2018;19(1). doi:
10.1186/s12875-018-0783-9

11. Bennett MI, Bagnall AM, Raine G, Closs SJ, Blenkinsopp A, Dickman A, et al.
Educational interventions by pharmacists to patients with chronic pain: Systematic
review and meta-analysis. Clin J Pain. 2011;27(7):623-30. doi:
10.1097/AJP.0b013e31821b6be4

-24 -



547
548
549
550

551
552
553
554

555
556

557
558
559

560
561
562
563

564
565
566

567
568
569

570
571
572

573
574
575
576

577
578
579
580

581
582
583
584

585
586

12.  Margraf AM, Davoodi NM, Chen K, Shield RR, McAuliffe LM, Collins.CM, et
al. Provider beliefs about the ideal design of an opioid deprescribing and substitution
intervention for older adults. Am J Health Syst Pharm [Internet]. 2023;80(2):53-60.
doi: 10.1093/AJHP/ZXAC282

183. Rousseau N, Turner KM, Duncan E, O’Cathain A, Croot L, Yardley L, et al.
Attending to design when developing complex health interventions: A qualitative
interview study with intervention developers and associated stakeholders. PLuS
ONE [Internet]. 2019;14(10). doi: 10.1371/journal.pone.0223615

14.  Michie S, Atkins L, West R. The behaviour change wheel: A guide to
designing interventions. London: 2014.

15.  Yardley L, Ainsworth B, Arden-Close E, Muller |.-The person-based approach
to enhancing the acceptability and feasibility of interventions. Pilot Feasibility Stud
[Internet]. 2015;1(1):1-7. doi: 10.1186/s40814-015-0033-z

16. Hamilton M, Gnjidic D, Christine Lin CW, Jansen J, Weir KR, Shaheed CA, et
al. Opioid deprescribing: Qualitative perspectives from those with chronic non-cancer
pain. Res Soc Adm Pharm. 2022;18(12):4083-91. doi:
10.1016/J.SAPHARM.2022.07.043

17.  Quinlan J, Willson H, Grange K. Hopes and fears before opioid tapering: a
quantitative and qualitative study of patients with chronic pain and long-term opioids.
Br J Pain. 2021;15(2):120-8. doi: 10.1177/2049463720974053

18.  Frank JW, Levy C, Matlock DD, Calcaterra SL, Mueller SR, Koester S, et al.
Patients’ perspectives on tapering of chronic opioid therapy: A qualitative study. Pain
Med [Internet]. 2016;17(10):1838—47. doi: 10.1093/PM/PNW078

19. Cane J, O’Connor D, Michie S. Validation of the theoretical domains
framework for use in behaviour change and implementation research. Implement
Sci. 2012;7(1):37. doi: 10.1186/1748-5908-7-37

20. Atkins L, Francis J; Islam R, O’Connor D, Patey A, Ivers N, et al. A guide to
using the Theoretical Domains Framework of behaviour change to investigate
implementation problems. Implement Sci [Internet]. 2017;12(1):77. doi:
10.1186/s13012-017-0605-9

21. Cane J, Richardson M, Johnston M, Ladha R, Michie S. From lists of
behaviour change techniques (BCTSs) to structured hierarchies: Comparison of two
methods of developing a hierarchy of BCTs. Br J Health Psychol [Internet].
2015;20(1):130-50. doi: 10.1111/bjhp.12102

22. Michie S, Richardson M, Johnston M, Abraham C, Francis J, Hardeman W, et
al. The behavior change technique taxonomy (v1) of 93 hierarchically clustered
techniques: Building an international consensus for the reporting of behavior change
interventions. Ann Behav Med. 2013;46(1):81-95. doi: 10.1007/s12160-013-9486-6

23. Bedson J, Belcher J, Martino Ol, Ndlovu M, Rathod T, Walters K, et al. The
effectiveness of national guidance in changing analgesic prescribing in primary care

-25-



587
588

589
590
591
592

593
594

595
596
597
598

599
600
601

602
603
604
605

606
607
608
609

610
611
612
613

614
615

616
617
618

619
620
621
622

623
624
625
626

from 2002 to 2009: an observational database study. Eur J Pain [Internet].
2013;17(3):434—-43. doi: 10.1002/J.1532-2149.2012.00189.X

24. Saunders B, Sim J, Kingstone T, Baker S, Waterfield J, Bartlam B, et al.
Saturation in qualitative research: exploring its conceptualization and
operationalization. Qual Quant. 2018; 52(4):1893-907. doi: 10.1007/s11135-017-
0574-8

25. Discourse. The online home for your community [Internet]. [cited 2023 Oct
13]. Available from: www.discourse.org

26. Woodcock C, Cornwall N, Harrisson, SA, Jinks C, Buttery A, Ashworth J, et al.
Hearing the patient voice for persistent pain intervention development:
Recommendations for using a bespoke online discussion forum for qualitative data
collection. BJP. (In press).

27. Gale NK, Heath G, Cameron E, Rashid S, Redwood S. Using the framework
method for the analysis of qualitative data in multi-disciplinary health research. BMC
Med Res Methodol [Internet]. 2013;13(117). doi: 10.1186/1471-2288-13-117

28. Lawton R, Heyhoe J, Louch G, Ingleson E; Glidewell L, Willis TA, et al. Using
the Theoretical Domains Framework (TDF) to understand adherence to multiple
evidence-based indicators in primary care: A qualitative study. Implement Sci.
2016;11(113). doi: 10.1186/s13012-016-0479-2

29. Alenezi A, Yahyouche A, Paudyal V. Patient perspectives on the appropriate
use of prescribed opioids in chronic'hon-malignant pain: Analysis of online forums
using theoretical domains framework. J Pain Res. 2022; 15:1567-83. doi:
10.2147/jpr.s357354

30. Teixeira PJ, Marques MM, Silva MN, Brunet J, Duda JL, Haerens L, et al. A
classification of motivation and behavior change techniques used in self-
determination theory-based interventions in health contexts. Motiv Sci.
2020;6(4):438-55. doi: 10:1037/mot0000172

31. Ryan RM, Deci EL. Self-determination theory: Basic psychological needs in
motivation, development,;.and wellness. London: 2017.

32. Staniszewska-S, Brett J, Simera |, Seers K, Mockford C, Goodlad S, et al.
GRIPP2 reporting-checklists: tools to improve reporting of patient and public
involvement in research. BMJ [Internet]. 2017;358. doi: 10.1136/BMJ.J3453

33. Cornwall N, Woodcock C, Ashworth J, Harrisson, SA, Dikomitis, L, White, S,
et al. Acceptability of a proposed practice pharmacist-led review for opioid-treated
patients with persistent pain: A qualitative study to inform intervention development.
British Journal of Pain. 2023;0(0). doi:10.1177/20494637231221688

34. “Heath J, Williamson H, Williams L, Harcourt D. “It’s just more personal”: Using
multiple methods of qualitative data collection to facilitate participation in research
focusing on sensitive subjects. App/ Nurs Res. 2018; 43: 30-35. doi:
10.1016/j.apnr.2018.06.015

- 26 -



627
628
629
630

631
632
633

634
635
636

637
638
639

640
641
642
643

644
645
646
647

648
649
650

651
652
653

654
655
656

657
658
659
660
661
662

663

35. Williams S, Clausen MG, Robertson A, Peacock S, McPherson K.
Methodological reflections on the use of asynchronous online focus groups in health
research. Int J Qual Methods. 2012;11(4):368-83. doi:
10.1177/160940691201100405

36. Thompson BL, Gage J, Kirk R. Living well with chronic pain:‘a classical
grounded theory. Disability and Rehabilitation [Internet]. 2019;42(8):1141-52. doi:
10.1080/09638288.2018.1517195

37. Barak A, Boniel-Nissim M, Suler J. Fostering empowerment in online support
groups. Comput Human Behav. 2008;24(5):1867-83. doi:
10.1016/J.CHB.2008.02.004

38. Woodyatt CR, Finneran CA, Stephenson R. In-person versus online focus
group discussions: A comparative analysis of data quality. Qual Health Res.
2016;26(6):741-9. doi: 1049732316631510

39. Nichols VP, Toye F, Eldabe S, Sandhu HK, Underwood M, Seers K.
Experiences of people taking opioid medication for chronic non-malignant pain: A
qualitative evidence synthesis using meta-ethnography. BMJ Open. 2020;10(2):1—
15. doi: 10.1136/bmjopen-2019-032988

40. Ljungvall H, Rhodin A, Wagner S, Zetterberg H, Asenléf P. “my life is under
control with these medications”: An interpretative phenomenological analysis of
managing chronic pain with opioids. BMC Musculoskelet Disord [Internet].
2020;21(1):1-14. doi: 10.1186/s12891-020-3055-5

41. Toye F, Belton J, Hannink E, Seers K, Barker K. A healing journey with
chronic pain: A meta-ethnography synthesizing 195 qualitative studies. Pain Med.
2021;22(6):1333—44. doi: 10.1093/pm/pnaa373

42. Matthias MS, Talib TL, Huffman MA. Managing chronic pain in an opioid
crisis: What is the role of shared decision-making? Health Commun.
2020;35(10):1239-47. doi»10.1080/10410236.2019.1625000

43. Matthias MS, Henry SG. Reducing Frustration and improving management of
chronic pain in primary-care: Is shared decision-making sufficient? J Gen Intern Med
[Internet]. 2022];37(1):227-8. doi: 10.1007/s11606-021-06967-3

44. NHS England. Optimising personalised care for adults prescribed medicines
associated with dependence or withdrawal symptoms: Framework for action for
integrated care boards (ICBs) and primary care [internet]. NHS UK; 2023 Mar 2
[updated 2023 Mar 7; cited 2024 Feb 15]. Available from
https://www.england.nhs.uk/long-read/optimising-personalised-care-for-adults-
prescribed-medicines-associated-with-dependence-or-withdrawal-symptoms

_27-



