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Protocol for a pilot randomised controlled =

trial to evaluate integrated support

from pharmacist independent prescriber

and third sector worker for people experiencing
homelessness: the PHOENIx community
pharmacy study

Vibhu Paudyal'"®, Richard Lowrie**", Frances S. Mair*, Lee Middleton®, Versha Cheed?, Jennifer Hislop®,
Andrea Williamson’, Nigel Barnes?, Catherine Jolly®, Karen Saunders'®, Natalie Allen'", Parbir Jagpal?,
George Provan'?, Steven Ross'?, Carole Hunter'?, Sarah Tearne®, Andrew McPherson?, Helena Heath?,
Cian Lombard? Adnan Araf®, Emily Dixon®, Amy Hatch®, Jane Moir? and Shabana Akhtar®

Abstract

Background People experiencing homelessness (PEH) have complex health and social care needs and most die in
their early 40 s. PEH frequently use community pharmacies; however, evaluation of the delivery of structured, inte-
grated, holistic health and social care intervention has not been previously undertaken in community pharmacies for
PEH. PHOENIx (Pharmacy Homeless Outreach Engagement Non-medical Independent prescribing Rx) has been deliv-
ered and tested in Glasgow, Scotland, by NHS pharmacist independent prescribers and third sector homelessness
support workers offering health and social care intervention in low threshold homeless drop-in venues, emergency
accommodation and emergency departments, to PEH. Building on this work, this study aims to test recruitment,
retention, intervention adherence and fidelity of community pharmacy-based PHOENIx intervention.

Methods Randomised, multi-centre, open, parallel-group external pilot trial. A total of 100 PEH aged 18 years and
over will be recruited from community pharmacies in Glasgow and Birmingham. PHOENIx intervention includes
structured assessment in the community pharmacy of health, housing, benefits and activities, in addition to usual
care, through weekly visits lasting up to six months. A primary outcome is whether to proceed to a definitive trial
based on pre-specified progression criteria. Secondary outcomes include drug/alcohol treatment uptake and treat-
ment retention; overdose rates; mortality and time to death; prison/criminal justice encounters; healthcare utilisation;
housing tenure; patient-reported measures and intervention acceptability. Analysis will include descriptive statistics
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through medical journals and scientific conferences.

Approved protocol version 2.0 dated July 19, 2022.

of recruitment and retention rates. Process evaluation will be conducted using Normalisation Process Theory. Health,
social care and personal resource use data will be identified, measured and valued.

Discussion If the findings of this pilot study suggest progression to a definitive trial, and if the definitive trial offers
positive outcomes, it is intended that PHOENIx will be a publicly funded free-to-access service in community phar-
macy for PEH. The study results will be shared with wider stakeholders and patients in addition to dissemination

Trial registration International Clinical Trial Registration ISRCTN88146807.

Keywords Homelessness, Health inequality, Integrated care, Pharmacist independent prescriber

Background

People experiencing homelessness (PEH, including roof-
lessness, houselessness, insecure or inadequate housing/
exempt accommodation tenants) are amongst the most
marginalised, destitute and vulnerable groups in the
UK. Homelessness is rising in Britain with an estimated
250,000 [1] and 29,000 [2] PEH in England and Scotland,
respectively. In addition, urban areas have seen a sharp
rise in rough sleeping over recent years [3]. Housing and
homelessness have been a high priority for Government
at the national and local levels during the COVID-19
pandemic, and continue to be an important societal and
public health challenge [3].

Despite most PEH being in their early 40 s, they have
on average nine different health problems [4—6], and up
to 12 times higher mortality rates [7]. This is on par with
people aged 85 years living in their own homes [4]. The
average life expectancy for a PEH is 45 years old and one
third of deaths are estimated to be preventable if care is
received on time [8]. Co-morbid health concerns include
physical as well as mental and substance misuse issues. In
addition, unstable housing, low income or debt and fre-
quent encounters with the criminal justice system make
them socially marginalised.

Most health services operate by appointment, and
PEH may live far from their GP, addictions team and/
or mental health team, leading to PEH experienc-
ing fragmentation of care. Previous qualitative studies
show evidence of stigma and discrimination faced by
PEH in the healthcare setting [9]. In addition, contrary
to the laws around equity in access to healthcare, PEH
are often denied registration at general practice [9] and
hence are under-represented in mainstream primary
care [10]. Their health conditions hence often remain
underdiagnosed, and untreated and they regularly
drop out of care. Substance misuse and unstable men-
tal health, housing issues and prioritising immediate
safety can also contribute to fluctuating motivation to
address health concerns. PEH therefore have a high use
of emergency services [11].

PHOENIx [Pharmacy Homeless Outreach Engagement
Non-medical Independent prescriber Rx] is a model of
care that originated in Glasgow, Scotland that includes
a pharmacist independent prescriber working alongside
a third sector support worker offering proactive sup-
port and outreach services to PEH. A previous feasibility
study conducted in Glasgow engaged 124 PEH amongst
which 53 (43%) had a new medicine prescribed linked
to previously undiagnosed conditions, 8% had a medi-
cine discontinued a further 28% having adjustments in
prescribed medicines [12]. In addition, one third of PEH
were referred onto other services. In another study the
PHOENIx team engaged with 52 patients in streets and
low-threshold venues, e.g. homeless shelters, and soup
kitchens [13]. Medications were prescribed by PHOE-
NIx pharmacists in 62% of all PEH participants, of which
over 60% were new medications. The study also showed
improvement in patient engagement with services 85% of
those referred attended their follow-up with the PHOE-
NIx team or the referred services [13]. Qualitative evalu-
ation of the PHOENIx service demonstrated positive
engagement with the PHOENIx team and valued the ser-
vices offered in an integrated way [14, 15].

Methods and baseline findings from a previous pilot
RCT of PHOENIx with the parallel process and eco-
nomic evaluation focused on PEH with a history of drug
overdose are previously described [6, (Lowrie R, McPher-
son A, Mair F, et al.: Characteristics of people experi-
encing homelessness with a recent drug overdose in the
PHOENIx pilot randomised controlled trial, unpub-
lished)]; however, a community pharmacy-based study
and PHOENIXx intervention have not been described.

Community pharmacies in the United Kingdom (UK)
provide a range of services that are often accessed by
PEH. Over 90% of the people in the UK live within a
20-min walk of a community pharmacy [16]. People can
visit a community pharmacy without an appointment.
Services offered by community pharmacies include pre-
scription dispensing, needle exchange for those misusing
substances, and opioid substitution therapy. However,
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the interaction is often limited to product supply and the
opportunities to offer wider health and social care inter-
ventions can be missed [17, 18]. Community pharmacists
have shown readiness to take on further roles in support-
ing the health needs of PEH with 90% of 321 respondents
in a recent survey demonstrating readiness to have fur-
ther involvement in supporting PEH [19]. Making every
contact count is embedded in NHS policies [20].

Third sector homeless charity/support staff often have
strong working relationships with PEH, providing hous-
ing, food, clothing support, and advocacy as well as offer-
ing expert advice on benefits and monetary matters.
However, third sector staff operate separately and can-
not readily share records with the health service without
informed consent from patients [21]. Opportunities to
capitalise on ‘windows of opportunity’ for PEH who have
a fluctuating motivation to engage can be missed. In the
health service, assertive outreach to assess and compre-
hensively address multiple complex health and social
care needs is patchy. This study will aim to address these
barriers by integrating third sector support staff teams
with healthcare professionals.

The aim of this study is to undertake a pilot randomised
controlled trial to test recruitment, retention, interven-
tion adherence and fidelity of the PHOENIx intervention
delivered in the Community Pharmacy setting. Specific
objectives include the evaluation of acceptability of ran-
domisation and adherence with information governance
and data collection procedures, and to explore par-
ticipant and healthcare professional perceptions of the
intervention and acceptability of trial procedures. The
study will also evaluate whether relevant resource use
and health state utility data (as a proxy for quality of life)
can be identified, measured and valued appropriately for
the purposes of conducting a full economic evaluation to
determine the cost-effectiveness of the PHOENIXx inter-
vention in a definitive trial.

Methods

Patient and public involvement

Patient and public involvement (PPI) informed the
development of this proposed pilot study. PPI work has
involved patients [17], pharmacists and wider stake-
holders in various public engagement events [18]. These
included representatives and volunteers from homeless-
ness services, drug and alcohol services, public health
and NHS commissioning bodies. In addition, PEH rep-
resentatives helped the research team to design the pro-
tocol and they reviewed patient facing materials for the
study. PEH, staff delivering PHOENIXx in low threshold
homeless venues and emergency homeless accommo-
dation, and stakeholders report the service is effective
at case finding and engaging with patients who were

Page 3 of 12

reluctant to utilise or physically unable to access existing
(mainstream or specialist ‘homeless’) healthcare provi-
sion. It helped patients overcome many of the barriers
that homeless people commonly face when attempting to
access healthcare, enabled immediate diagnosis and pre-
scription of medication, and catalysed and capitalised on
windows of opportunity when patients were motivated to
address healthcare needs. A number of improvements in
health outcomes, including but not limited to medication
adherence, were also reported [14]. Participants reported
acceptability of being approached for inclusion in a sub-
sequent randomised controlled trial [15].

Study design and setting

The trial is designed as a randomised, multicentre, open,
parallel group external pilot trial alongside economic and
qualitative process evaluation.

The trial will be set across two large cities in the UK,
Birmingham and Glasgow. The research team comprises
diverse expertise in pharmacy practice, health services
research, public health, Alcohol and Drug Recovery Ser-
vices (ADRS), NHS commissioning, trial design, statis-
tics, and third sector including PPI representations. The
participating pharmacies are located in town centres and
immediate surrounding areas, where PEH are known to
be frequent. Initially, two pharmacies in Birmingham
and two in Glasgow are recruited with other pharmacies
recruited as backup.

Sample size and statistical power
The sample size calculation is based around two of the
main feasibility objectives: rate of recruitment and reten-
tion. The study will aim to recruit and randomise 100
participants in total. If the total number of eligible per-
sons is 200, this will allow measurement of the recruit-
ment rate with a 95% confidence interval width of
approximately 14%. If 70% of those recruited are followed
up in terms of measuring ED visits, this will allow meas-
urement of the rate with a 95% confidence interval width
of approximately 18%.

At the point of submission of this study protocol, a total
of 61 participants have been recruited into the study.

Participants (inclusion and exclusion)

Adults > 18 years who are experiencing homelessness
will be recruited. Homelessness will cover rooflessness,
houselessness, insecure or inadequate housing as per the
European Typology of Homelessness and housing exclu-
sion (ETHOS) typology [22]. However, as in our previ-
ous work, eligibility does not include those threatened
with homelessness [6]. These criteria capture persons
staying in homeless shelters, rough sleepers, staying in
temporary accommodations such as bed and breakfasts
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(B&Bs), hostels, squats, or those sofa surfing between
family and friends’ houses. Those excluded will include
participants living in accommodation with 24-h support
which includes in house medical care; intoxicated or (in
the opinion of the researcher) posing a safety risk to staff
and lacking the capacity to consent as per the Health
Research Authority guidance on continued capacity [23].

Participant identification, informed consent

and recruitment

Recruitment and randomisation processes are illustrated
in Fig. 1. PEH who attend or who are users of participat-
ing Glasgow and Birmingham community pharmacies
will be approached by their immediate care team. These
include community pharmacists, drug and alcohol recov-
ery services, accommodation providers and a homeless-
ness support hub and addictions team. They will signpost
eligible persons to the researcher who can offer potential
participants the study information. In addition, commu-
nity pharmacy staff who know the patient to be experi-
encing homelessness, can pass study information to them
via an invitation pack, explain the study to them and refer
any potentially eligible persons to the researchers. Posters
and flyers advertising the study will be displayed in phar-
macies, homeless charities, drug and alcohol services
and temporary accommodations. The study researcher,
as delegated on the site signature and delegation log, will
confirm study eligibility with potential participants after
they have been signposted to the research team via the
direct (immediate) care team. Model participant infor-
mation sheet and consent form are available as Electronic
Supplementary Material 1 and Electronic Supplementary
Material 2.

Researchers will adhere to The Mental Capacity Act
2005 (England) and Sect. 51 of the Adults with Incapac-
ity (Scotland) Act 2000 in identifying and excluding those
individuals who may lack the capacity to consent for
themselves or who are under the influence of illicit sub-
stances, in recruiting for this pilot trial. The researcher
will assess the capacity to consent eligible persons by
considering their ability to understand the information
relevant to the decision, retain the information and use or
weigh the information and communicate his or her deci-
sion (by any means). If a patient has managed to attend
the pharmacy for collection of medicines and answers to
the community pharmacist when asked to present with
their name and housing status (the norm during a trans-
action in the pharmacy), then this will suggest capacity is
intact. This is an assessment that community pharmacists
are used to making in their daily interactions with this
population who tend to be their regular customers.
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Randomisation

The researcher will undertake informed consent followed
by baseline data collection. The researcher will then call a
dedicated randomisation telephone line at the Birming-
ham Clinical Trials Unit. Participants will be randomised
at the level of the individual in a 1:1 ratio to either inter-
vention or usual care. The randomisation list will be
generated by an independent statistician at Birmingham
Clinical Trials Unit (BCTU) and will stratify by recruiting
city (Glasgow or Birmingham), using permuted blocks
of varying lengths. The participant will be informed
of the treatment allocation immediately after baseline
assessment.

Blinding

It will not be possible to blind the participant or pharma-
cist/third sector worker due to the nature of the interven-
tion. It will also not be possible to blind researchers as
they will give the participant their allocation (interven-
tion or usual care) and the same researchers will be fol-
lowing up with participants at 3 and 6 months.

Intervention

The PHOENIx intervention will involve a structured
assessment of the participant health and social care
status. The prescribing pharmacist will assess physi-
cal, mental and problem drug use which includes any
relevant near patient tests and/or clinical examination.
This will include the provision of harm reduction inter-
ventions including injecting equipment provision, foils,
naloxone, referral for dry blood spot test for blood-borne
viruses. The third sector homelessness support worker
will address housing, benefits, advocacy and social
prescribing.

Following the initial consultation, the subsequent
course of actions are agreed upon between the interven-
tion team and study participants to identify priorities for
action. Actions arising from the consultation are imple-
mented over the subsequent weeks during face-to-face
consultations. All prescribing activities by the interven-
tion pharmacist follow established clinical guidelines
from National Institute for Health and Care Excellence
(NICE), Scottish Intercollegiate Guidelines Network
(SIGN) or local clinical guidelines or professional socie-
ties in accordance with the pharmacists’ professional and
clinical judgement. Where necessary, referrals including
social prescribing will be made to other services using
immediate referral pathways for conditions requiring
specialist input, e.g. for mental health crisis presenta-
tions. Any changes in the planned intervention will be
approved by the ethics committee and recorded in the
protocol amendment form.
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Control group (usual care)

The researcher will signpost or refer the participants to
other services should they identify urgent health care
needs e.g. overdose, or likely infected venous leg ulcer
needing dressing, during assessment. In both interven-
tion and usual care groups, participants continue to
obtain and seek care, treatment or help as usual.

PEH in the UK are entitled to have registration with
a mainstream general practice in their local area. Most
urban areas in the UK including both study sites also
have provisions for specialist primary healthcare services
for PEH. In England, such services are often led by the
GP and can offer general medical practice in addition to
services for alcohol misuse, physiotherapy and street out-
reach work. Most of the treatment for other addiction-
related services are offered through third party NHS
contractors such as ‘Change, Grow, Live’ in Birmingham.
In Scotland, PEH are offered a temporary single room in
a designated city centre venue, e.g. hotel, hostel or bed
and breakfast accommodation, and allocated a named
case worker. Patients with problem alcohol or substance
use may receive care and treatment from Alcohol and
Drug Recovery Service (ADRS) or the Homeless Addic-
tions Team (HAT) or the Heroin Assisted Treatment
service. Patients can present to any ADRS seeking help
and receive same day assessment. In some circumstances
following management of any immediate care needs they
may be supported to engage with another ADRS closer to
their temporary accommodation or to which they remain
open from a previous treatment episode. If transport to
a different base is required at the time they present the
service will offer a taxi to facilitate this journey. For peo-
ple already open to ADRS, their care and treatment are
provided through a combination of phone and face-to-
face contact either at the base or on outreach, depend-
ent on individual needs and circumstances. To access
primary health care including a General Practitioner, or
ADRS, PEH must either travel to their registered main-
stream or specialist homelessness General Practice or
phone, which requires PEH to have access to a mobile
phone (which can be supplied by ADRS or HAT) or use a
landline within their accommodation, if appropriate. All
mainstream services operated triage during the COVID-
19 lockdown, with requests for patients to phone the
relevant care team prior to presenting at the premises,
if possible. The Homeless Health Service GP practice
offered phone inreach to a variety of homeless accom-
modation services and restarted outreach after a period
of interruption. For patients with mental health problems
without problem drug use, access is through a General
Practitioner referral to general mental health services or
a request for support via ADRS if currently linked in for
treatment of problem substance use.
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The Pharmacists in the PHOENIx team obtained
permission to remotely access all possible health and
social care records on outreach, to understand all of
the patients’ previous health and social care history and
relieve patients of the burden of repeating their traumatic
stories again, and for safety reasons. Both intervention
and control groups will have the same assessments.

Incentives

After each researcher visit, the participant will receive a
£10 shopping voucher as a token of appreciation for their
participation.

Location

The intervention team will offer consultations mainly in
the pharmacy’s private consultation room. Based on the
participant’s preferences and ability to visit pharmacies,
the intervention team can also arrange to meet study
participants in outreach venues at temporary accommo-
dations, homeless hubs or community centres. Where
necessary, the intervention team will aim to maximise the
uptake of health and social care interventions through
assertive outreach assisted by the third sector charity
worker to find participants in case of non-attendance at
the pharmacy or scheduled venues.

Withdrawal

Participants will be made aware by the researcher that
they can freely withdraw (cease to participate) from the
trial at any time. Capacity of the participant to continue
in the trial will be assessed by the study researcher during
follow-up for the duration of the participant’s time in the
trial. If a participant is assessed to have permanently lost
capacity, then they will be withdrawn from the trial. Data
collected until withdrawal will contribute to outcome
assessment.

Clinical governance

The support offered by the PHOENIx team is fully inte-
grated with existing NHS care providers. The PHOE-
NIx team are connected through remote access, to the
respective specialist homelessness health services, gen-
eral practices and ADRS and hospital records, to ena-
ble co-ordinated care. Governance arrangements with
the respective GP practices will enable shared clinical
records, participation in monthly clinical meetings and
checking in with GPs for clinical queries ensuring clinical
oversight and safe prescribing.

Primary outcome measures

The randomisation process and recruitment rate will
be measured by the numbers invited to participate,
and numbers recruited at baseline. In addition, the
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retention of those remaining in the trial at 3 months and
6 months follow-up will be measured. Adherence to the
intervention will be measured by the proportion of par-
ticipants attending the intervention at planned visits. The
proportion of participants with patient-reported out-
comes will be measured by the number of participants
who complete assessments at planned visits. Finally, the
proportion of participants with routinely collected Emer-
gency Department visits and mortality data available at
6 months will be measured and reported.

Secondary outcome measures

Secondary outcome measures have been divided into
clinical measures, addiction-related measures and social
outcome measures. These are listed in Table 1.

Fidelity testing

The qualitative researcher will check the information
entered onto a randomly selected subset of participants’
care plan/clinical records by the pharmacist by reviewing
anonymised clinical care records kept by the PHOENIx
team and transferred to the qualitative team. The quali-
tative researchers will then compare these data against a
checklist of the components of the intervention: physi-
cal health; mental health; addictions; housing; debt; and
social activities. This will be used to provide iterative
feedback to the intervention team to ensure fidelity and
optimise the delivery of the intervention, and in addition,
will address intervention fidelity.

Process evaluation

Semi-structured interviews with a purposive sample of
15-20 participants in the intervention group, 7-10 health
professionals and approximately 10 stakeholders includ-
ing commissioners/senior health board/homelessness
services policy makers and representatives from volun-
teer sectors will be undertaken in order to explore their
views on the trial methods and barriers and facilitators to
future implementability. We will use Normalisation Pro-
cess theory [24] to help us conceptualise the effects of the
intervention on the interplay between patient capacity
and self-management workload which will help us refine
our preliminary logic models (which will be developed
early in the pilot study) in relation to the intervention.
Interviews will be audiotaped with participant consent
and transcribed to provide data for qualitative analysis.

Statistical analyses

Quantitative data

Feasibility measures will be analysed using appropriate
summary measures including proportions, along with
95% confidence intervals (based on a normal approxi-
mation method for one sample proportions) to describe

Page 7 of 12

uncertainty. For clinical measures, the study sam-
ple size is too small to allow a reliable analysis of the
effect of the intervention on outcomes. No hypothesis
testing will be performed and the analysis will be lim-
ited to estimates of effect size and measures of uncer-
tainty where appropriate. The primary comparison
groups will be composed of those randomised to the
trial intervention versus those randomised to the con-
trol group (usual care). In the first instance, all analyses
will be based on the intention to treat principle, i.e. all
participants will be analysed in the intervention group
to which they were randomised irrespective of adher-
ence to randomised intervention or protocol devia-
tions. Appropriate summary statistics and differences
between groups (e.g. mean differences, relative risks,
absolute differences) will be presented, with 95% con-
fidence intervals. A log-binomial regression model
will be used for binary outcomes and a linear regres-
sion model used for continuous outcomes, adjust-
ing for recruiting city and baseline response (where
applicable).

Process evaluation and associated outcomes

Qualitative data

Interview transcripts will be analysed using a frame-
work approach underpinned by Normalisation Process
Theory, an implementation theory with four constructs:
coherence (sense making); cognitive participation
(engagement); collective actions (operationalisation) and
reflexive monitoring (appraisal) [24, 25].

Economic evaluation

Resource use data will be identified and measured with
unit costs applied (from routine sources where possible)
to value all available health, social care and personal
resource use data. The responses will cover the number of
people incurring each resource and the number of times
each resource was incurred by each person who experi-
enced it. The possibility of an evaluation incorporating
a wider societal (or at least public service perspective)
in line with the work already conducted, will be consid-
ered to establish broader costs and benefits beyond the
NHS. The main measure of benefit explored will be the
EQ-5D-5L [26], cross-walked to the EQ-5D-3L using the
method recommended by NICE by default [27, 28] and
consider the impact of using the EQ-5D-5L value set. If
unanticipated issues arise in data collection that leads to
it not being possible to use both the EQ-5D-5L data or
the resource use data, the results of the economics work
would simply summarise narratively where there have
been successes in data collection for economic-relevant
outcomes, compared to where this was less successful, in



Page 8 of 12

(2023) 9:29

Paudyal et al. Pilot and Feasibility Studies

SYIUOW g pue SYuow ¢
1e spuaiied Ag pa1iodal-§9s Se $IUNodU 921N [eulwl) °¢
syuow 9

pue syuow ¢ 1e syuaned Ag pa1iodai-§|9s Se 1gap JO [9AT T
SYIUOW Q pUB SYIUOW € 1 SUIOY 24BD JO 4103235 PiIY JO [IDUNOD
21 Aq papiroid asoy pue elep paiiodal-f9s Aq painseaul uonep
-OWW0d2e AdUsbiauwla ‘s123ays 3ybiu Bulpn|pul a1nual BuisNoH - |

Syuow 9
pue ¢ 1e elep paniodal-lusned Ag painseaw sI21unodud
201sn( jeuiwid/uosud ul sAep pue suosiad Jo JaquinN “/

syuowl 9 pue

SUIUOW € 1e P1ep Pa1D9||0d A]9uiInol AQ painseaw syuswiujodde

passiw yum syuedidiiied Jo Jagquinu pue (sabieydsip sejnbaul
Buipn|oul ‘wiesl Aue yum) syuswizuiodde passiw 4o JaquinN 9
SYIUOW 9 pue Ssyuow ¢

1€ B1EP Pa1D3||0D A]pUlIN0I AQ painseaw | SO JO 9500 '

SYIUOW 9 pue Ssyuow ¢

1€ B1EP P31D3||0D A|pUIINOI AQ paInseaw asop |SO dinadesayl
wNWiuiW 03 3w} pue yum patean syuedidiied jo JaquinN +
SYIUOW 9 pue SYIUOW € Je elep

P2123]|02 A]pUlIN0J AQ PaINseaw sasop A|iep JO 9408 < bu1s||0d
puP JUSWIRAI} PAISISSe-Ul0Iay/auIdazeipozuad/(1SO) JusUiieal}
21N115gNS 218/dO UO JUSUISDUSWILIOD 0} AW} PUB SISQWINN '€
SYIUOW 9 pUE € 1B PIep Pa3da||0d A|2UlINoI pue
payodal-1usied Ag painsesw Apuanbasgns buipuaiie sisquinu
3U1 pUB 4o puUe Yi[eay [eausul ‘geysl ‘sadiAIas [oyodje pue Bnip
01 PalI3Jal (S3WI JO Jaqwinu pue) syuedidiied Jo JIaquInN ¢
Syuow 9

pue syluow ¢ 1e elep panodal-quaned Ag painseaw S3sopISA0
4O JaqWinu 9y1 pue 3sIA JuswHedag Aousbiawg ue buuinbal
10U sasoplaro Bnup bupuauadxa syuedidnied Jo JlaquinN |

Syuowl 9 pue syuowl ¢

1e sJo}uoW ainssaid poojq Aq painseaw ainssaid poojg ‘0|
Syuowl 9 pue syuowl ¢

18 (D) 359] JUBWISSaSSY JdOD Pue 3|eds eaoudsAg DYW

‘91ey MO A101e1IdXT Yead Aq painseaw yijeay Aioreiidsay 6
Syuow 9 pue syuoul ¢

1e adAouayd Ayjtely pardepe s pall4 AQ painseaud Ayjlel g
syuow 9

pUE SYIUOW € 1P 16-05-0F AQ P2INSeaW 24095 J212WOoWIdY)
Yi[eay pue 24025 3jl| Jo Aljenb paiejai-yieay dususo */
uolen|eAa ssadoid bujobuo ue

Se SI9p|oysyels pue Wwes) AISAISP UoRUSAISIUL 31 ‘sjualied yum
SMaIAIRIUL SAIRY[eND Ag painseaw A1ljigeidasde uonuaAIalu| ‘9
SUIUOW 9 pUe € 1. P1ep Palda||0d A[auinol pue payiodal
-uaned Ag painseaw uonesijendsoy Jo 3sned pue JaquinN g
SUYIUOW 9 pUe ¢ 1B P1ep Pald9||0d A|auinol pue paniodal-juaied
ybnolys painseaw (pasiaiadns aiaym Adesayl uonniisgns plo
-1do JO 958D 3Y3 ul) UE] puUe (Pagldsald) SaBuBYD UOIEDIPIN
SUIUOWI 9 1B 1ep Pa123]|02 A|2UlIN0 AQ painsesw Ao €
syuow g pue

€ 1 P1eP Pa123||0d Aj2unnos pue paliodaijuaned Aq painseau
SuSIA 92130eid |el2uab aied Atewnd Jo 9sned pue JaquinN 7
syuow 9

pUE ¢ 1e e1ep pa1da||0d Alpuinos pue paliodal-juaned Aq
painseaw s1IsIA Juawilledaq Ad>uabiauig Jo asned pue Jaquinp ‘|

sainseaw |edos

sainseaw uodIppy

sainseaw awodlno |esiuln

$2INSeaW 3WI0IN0 A1epuodas | ajqel



Paudyal et al. Pilot and Feasibility Studies (2023) 9:29

order to inform methods of data collection that are more
likely to facilitate good response rates amongst PEH for
future RCTs in this area.

Trial oversight committee

Oversight of the PHOENIXx trial will be provided by an
independent Trial Oversight Committee (TOC). The
Committee will meet via teleconference/face-to-face
approximately twice a year or as required depending
on the needs of the trial. The TOC will provide over-
all oversight of the trial, including the practical aspects
of the trial, as well as ensuring that the trial is run in a
way which is both safe for the participants and provides
appropriate feasibility data to the sponsor and investiga-
tors. An independent data monitoring committee will
not be set up for this trial and the role will be fulfilled by
the Oversight Committee. The intervention is considered
low risk. An emergency meeting may however be con-
vened if a safety issue is identified.

Progression criteria
The aforementioned primary and secondary outcomes
along with progression criteria will be considered by the
TOC to determine whether the study should proceed to a
subsequent definitive trial (Table 2):

The data collected in this pilot study will inform the
required sample size for the future definitive trial. It is
likely that the primary outcome for the definitive RCT

Table 2 Progression criteria
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to be a composite outcome of mortality and Emergency
Department visits.

Data management

Data entry will be completed by the sites on paper and
sent to Birmingham Clinical Trials Unit to be entered.
The data capture system will conduct automatic range
checks for specific data values to ensure high levels of
data quality. Queries will be raised using data clarifica-
tion forms via the trial database. The sponsor has policies
in place, which are designed to protect the security, accu-
racy, integrity and confidentiality of Personal Data. The
trial will be registered with the Data Protection Officer
at Birmingham. Data will be held in accordance with the
Data Protection Act (2018 and subsequent amendments).
The Trial Office has arrangements in place for the secure
storage and processing of the trial data which comply
with data security policies at the relevant institution.

Discussion

As far as we are aware, no published or unpublished
RCTs have considered pharmacist-led support for PEH
in a community pharmacy setting integrated with a third
sector support worker. This study aims to address this
gap. The inclusion of clinical pharmacists in the primary
care team is embedded in NHS primary care frame-
work and practice models in the UK [29, 30]. These have
been shown to improve: appointment access; medica-
tion adherence; patients’ understanding of long-term

Red (discuss with Oversight

Committee and consider substantial
changes before proceeding to the

definitive trial)

Amber (discuss with Oversight
Committee strategies for improvement
and consider changes to processes
before deciding whether to proceed

to full trial)

Green (go ahead)

Recruitment

Proportion of PEH (as assessed by the <40%
researchers) meeting eligibility criteria and
agreeing to participate

Retention

Proportion of participants remaining in <50%

the study at 6 months
Intervention adherence

Proportion of participants attend- <50%
ing >50% of intervention visits as planned

(flexible schedule agreed at consultation)
Outcome data

Proportion of participants with Emer- <60%
gency Department visits and mortality

data available at 6 months

Proportion of patients with questionnaire  <50%

booklets completed at 6 months

40-50% >50%

50-60% >60%

50-60% >60%

60-70% >70%

50-60% >60%

PEH persons experiencing homelessness
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conditions; minimising illicit opioid use; and establish-
ment of good quality networks with community phar-
macy [31]. Approximately 7500 (of 56,000) pharmacists
in the UK are qualified independent prescribers allowing
them to diagnose medical conditions, prescribe medi-
cines and make referrals. While many pharmacists in
general practices and the PHOENIx team (within low
threshold venues including homelessness drop in centres
and emergency accommodation), have been undertaking
prescribing roles, and have RCT evidence of impact [32],
currently there is a lack of opportunities in community
pharmacy for PEH to access care and pharmacist inde-
pendent prescribers to utilise their skills. The involve-
ment of a third sector homelessness worker collaborating
fully with NHS prescribing pharmacists in Community
Pharmacies also offers a new approach to care delivery
for PEH who struggle to access care.

The proposed study also aligns well with the national
and international policies focused on minimising health
disparities. These policies underscore the need for inno-
vation in health care delivery for PEH and many of the
principles are part of the PHOENIx intervention. The
proposed PHOENIx model supports current strategic
priorities for the inclusion of health and health equity
in the NHS and local government levels [33, 34] and the
crucial role community pharmacy has to play in pro-
moting health, well-being and prevention, given their
broad expertise, accessibility and knowledge of their
communities.

Evidence from this study will be used to inform an
NHS-funded free-to-access service for PEH in commu-
nity pharmacy. The findings of this study will be shared
with the study funder, National Institute for Health and
Care Research. The report will also be available on the
study website. We plan to share the pilot study results
with relevant stakeholders with the aim of further
engagement and support for the main study. We will also
present and share our findings directly with patients in
pharmacies, accommodation sites, and low-threshold
venues in Glasgow and Birmingham. Our research team
represent local and national constituents and stake-
holders in addictions, recovery groups, criminal justice,
homelessness, general practice, academia and pharmacy.
Our charity co-applicant partners will disseminate in
their networks. It is anticipated that all co-investigators
including trial team members from the Birmingham
Clinical Trials Unit will contribute to the writing and
editing of manuscripts for publications resulting from the
trial and fulfil the International Committee of Medical
Journal Editors criteria for authorship.

Page 10 of 12

Study limitations

Given the pilot nature of this study, the study will not be
powered to meaningfully evaluate the differences in clin-
ical or social outcome measures. The study will primar-
ily rely on PEH walking to pharmacies. Given their health
and inability to commute, many PEH would be disad-
vantaged by solely using this primary mode of recruit-
ment. However, study researchers will ensure wider
users of pharmacy including those receiving prescription
through delivery services in their accommodations and/
or through any other remote/online services will also be
identified and recruited. The study will be conducted in
two cities within the UK which share the important bur-
den of deprivation. Patterns of homelessness and health
problems, however, may vary across settings. In addition,
social circumstances also rely on support and governance
in local city authorities. Bias is possible, although una-
voidable, through signposting the usual care group for
urgent support measures such as referral to Emergency
Department or to other health and social care staff.

Reporting

Standard reporting checklist is appended with this man-
uscript as Electronic Supplementary Material 5.

Abbreviations

ADRS Alcohol and Drug Recovery Service

B&Bs Bed and breakfast

BCTU Birmingham Clinical Trials Unit

CAT COPD Assessment Test

ED Emergency Department

ETHOS European Typology of Homelessness and housing exclusion

GP General Practices

HAT Homeless Addictions Team

MRC Medical Research Council

NHS National Health Service

NICE National Institute for Health and Clinical Excellence

oSsT Opioid substitution therapy

PEH Persons experiencing homelessness

PHOENIx  Pharmacy Homeless Outreach Engagement Non-medical Inde-
pendent prescribing Rx

PPI Patient and public involvement

QALY Quality adjusted life year

RCT Randomised controlled trial

SIGN Scottish Intercollegiate Guidelines Network
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