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Abstract

Background: The harmful use of alcohol is a causal factor in more than 200 disease and injury conditions and leads to
over 3 million deaths every year worldwide. Relatively few problem alcohol users access treatment due to stigma and lack
of services. Alcohol-specific digital health interventions (DHI) may help them, but trial data comparing DHI with face-to-
face treatment are lacking.

Methods: We conducted a feasibility RCT of an alcohol DH], testing recruitment, online data-collection and randomisation
processes, with an embedded process evaluation. Recruitment ran from October 2015 for 12 months. Participants were
adults, drinking at hazardous and harmful levels, recruited from hospital emergency departments (ED) in London or
recruited online. Participants were randomised to Hel P-Alcohal, a six module DHI with weekly reminder prompts (phone,
email or text message), or to face-to-face treatment as usual (TAU). Participants were invited to take part in qualitative
interviews after the trial.
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the interviews were:

to-face, so they were less engaged and dropped out.

difficult to attend appointments.

Results: The trial website was accessed 1074 times: 420 people completed online eligibility questionnaires; 350 did not
meet eligibility criteria, 51 declined to participate, and 19 were recruited and randomised. Follow-up data were collected
from three participants (retention 3/19), and four agreed to be interviewed for the process evaluation. The main themes of

e Participants were not at equipoise. They wanted to try the website and were disappointed to be randomised to face-

e Other reasons for drop out included not accepting that they had a drink problem; problem drinking interfering with
their ability to take part in a trial or forgetting appointments; having a busy life and being randomised to TAU made it

Conclusions: This feasibility RCT aimed to test recruitment, randomisation, retention, and data collection methods, but
recruited only 19 participants. This illustrates the importance of undertaking feasibility studies prior to fully powered RCTs.
From the qualitative interviews we found that potential recruits were not at equipoise for recruitment. An alternative
methodology, for example a preference RCT recruiting from multiple locations, needs to be explored in future trials.

Trial registration: International Standard Randomized Controlled Trial Number: ISRCTN31789096

Background

The World Health Organization estimates that the harmful
use of alcohol is a causal factor in more than 200 disease
and injury conditions, leading to around 3.3 million deaths
every year worldwide, representing 5.9% of all deaths [1].

In England, around 20% of the population drinks heavily:
16.6% at hazardous levels, also known as ‘increasing risk’
drinking; 1.9% at harmful or ‘higher risk’ levels; whereas
1.4% are physically dependent on alcohol [2, 3]. Hazardous
alcohol consumption has been defined as a level of con-
sumption or pattern of drinking that is likely to result in
harm should present drinking habits persist [4], while
harmful drinking is defined as a pattern of drinking that
causes damage to health, either physical (such as liver cir-
rhosis) or mental (such as depression secondary to alcohol
consumption) [5]. In the UK, current guidelines issued by
the Chief Medical Officer [6] suggest that both men and
women should drink no more than 14 units of alcohol per
week (1 unit is equivalent to 8 g of alcohol [7]). The harm
from problem alcohol use has been estimated to cost
England between £21 billion [8] and £47 billion [9] per year.
These costs are attributed mainly to the large number of
hazardous and harmful drinkers, defined in the “Methods”
section below.

Identification and brief advice (IBA) is crucial to help-
ing people avoid alcohol-related harms and is provided
in primary care or A&E departments and other front
line organisations [10, 11]. If IBA results in lower levels
of consumption, this should translate to reduced NHS
spending [12, 13] although the effectiveness of this pol-
icy is now being questioned [14].

If people continue to drink heavily despite IBA, they may
be referred for specialist alcohol treatment. Local authorities
are responsible for commissioning alcohol treatment services
from NHS and voluntary sector Community Drug and

Alcohol Services (CDAS) [15]. There is not only high de-
mand for these services, but also a large unmet need for
treatment for people who do not seek help, mainly due to
stigma but also due to difficulties in attending appointments
due to work or other commitments, a shortage of services,
or confusing care pathways [16—19]. There is a need for al-
ternatives to the standard face-to-face treatment model to
help overcome these obstacles.

There is potentially a role for alcohol-specific digital
health interventions (DHI). DHI provide online access to
information and support to help people self-manage a
range of physical and mental health problems [20]. They
are private, relatively inexpensive to run and convenient
to access whenever the user needs help [21, 22]. Around
90% of the population of Great Britain has access to the
Internet [23]. DHI may therefore offer an effective and
cost-effective way of treating hazardous and harmful al-
cohol use [24]. However, the trial data comparing DHI
with face-to-face treatment in adults are lacking.

Undertaking ‘gold-standard’ RCTs for alcohol research
is complex, for a range of reasons. People with alcohol
problems are reluctant to participate in trials due to per-
ceived stigma and, if they do take part, may drop out of
treatment and the trial itself due to relapse [25-29].
Other well-established reasons for failure to recruit in-
clude low numbers of eligible participants, difficulty de-
scribing the interventions involved, and complex trial
designs or materials [30, 31]. Reasons for participant
drop-out also include problems with trial design, par-
ticularly the use of long or intrusive questionnaires for
outcome measures [32].

It is therefore advisable to carry out feasibility studies
for complex interventions and studies before undertaking
large-scale effectiveness RCTs and associated studies to
understand the challenges of implementation in routine
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settings. In an earlier mixed methods feasibility RCT, we
attempted to recruit hazardous and harmful drinkers at-
tending Community Drug and Alcohol Services (CDAS)
for their first appointment, with a view to randomising
participants to an alcohol treatment digital health inter-
vention or treatment as usual (TAU). This study was
co-designed with alcohol service commissioners who were
under the impression that the services saw large numbers
of hazardous and harmful drinkers attended these services
and so would provide sufficient potential recruits. How-
ever, we found that only 5.1% of the CDAS clients were
eligible for the trial, as most clients were either dependent
on alcohol or had complex co-existing problems such as
substance misuse, severe mental health problems, or out-
standing criminal justice or child protection issues. Of the
minority who were eligible, very few (10.9%) were willing
to take part in the study, and retention was poor. We
undertook qualitative interviews with alcohol counsellors,
to try to explain the quantitative data and understand the
barriers and facilitators of taking part [33]. We found that
the low recruitment rate was due to both client and
counsellor factors. For example, a lack of equipoise may
have led to an unwillingness by clients to be randomised.
Counsellors were also reluctant to recruit eligible patients
to the study, as they were concerned that some clients
would not manage an online treatment.

In view of these findings and after further consideration of
the policy question faced by commissioners—namely whether
scarce resources should be expended on alcohol-related DHI
for hazardous and harmful drinkers—we developed the
current study. We targeted hazardous and harmful drinkers
who had not yet committed to face-to-face treatment, based
on our hypothesis that they might be more at equipoise with
being randomised to either face-to-face or on-line treatment,
having not sought any treatment previously.

We chose to recruit from hospital emergency depart-
ments (ED) because large numbers of patients attend with
alcohol-related conditions. For example, a 1998 study by
Waller et al. found an estimated 35% of ED attendees did
so for conditions related to alcohol use, and in 2005,
Drummond et al. showed this proportion rose up to 70%
at peak times (both studies cited in Drummond et al.
[25]). In addition, at the time of the study, EDs were re-
ceiving Commissioning for Quality and Innovation
(CQUIN) funding [34] to undertake identification and
brief advice for problem alcohol use. We aimed to recruit
from five north London Hospital EDs. We also decided to
advertise the trial online, as previous trials of alcohol DHI
have successfully recruited using this strategy [24, 35, 36].

In summary, in the light of our own and other re-
searchers’ well-documented problems with recruitment
and retention in alcohol trials, we decided to undertake
another feasibility study before attempting a definitive
phase 3 RCT to determine the relative effectiveness and
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cost-effectiveness of treatment delivered face-to-face or
through a DHI for hazardous and harmful drinkers.

Aims and objectives

The overall aim of this study was to determine whether
it would be feasible to undertake a definitive trial com-
paring the effectiveness and cost-effectiveness of a DHI
with face to face treatment for alcohol misuse among
hazardous and harmful drinkers presenting to hospital
EDs or seeking help for alcohol use online.

The specific objectives [37] were:

1. To determine potential recruitment rates to a
definitive RCT.

2. To determine rates of retention to the trial.

3. To test online randomisation and data collection
instruments.

4. To collect data to inform sample size calculation for
the main RCT.

5. To understand the reasons for any problems with
recruitment and retention or use of the DHI.

Objectives 1-4 were addressed through the feasibility
RCT, and objective 5 was addressed through qualitative
interviews.

Methods
We conducted a feasibility RCT and embedded process
evaluation. The trial processes are described below.

Patient and public involvement (PPI)

Three patient representatives helped design the study, and
two sat on the trial management committee. They also
took part in think aloud testing of the DHI, describing
their immediate reactions while the researcher observed
them using it [38]. In order to engage potential recruits to
the study, we sought feedback from two other patient rep-
resentatives on the recruitment materials, the trial portal
and the online recruitment, consent and data collection
processes. They logged in to the trial portal with a specific
code so that their data were not added to participant data.
After viewing all the trial materials and the questionnaires,
they recommended simplifying the information in the PIL
and consent form. In addition, alcohol commissioners and
ED staff gave feedback on the proposed design and sug-
gested ways to improve the trial methods.

Recruitment
Recruitment for the feasibility study ran from October
2015 for 12 months. After the feasibility trial ended,
participants were invited to take part in the process
evaluation.
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Participants

Inclusion criteria

People aged > 18 years drinking at hazardous and harm-
ful levels (AUDIT score > 8 [39, 40]) were eligible to take
part in the trial if they were able to use a computer and
did not have any of the exclusion criteria listed below.

Exclusion criteria

We excluded dependent drinkers (Leeds Dependence
Questionnaire [41] score > 20), people who had serious
mental illness (SMI) such as schizophrenia or bipolar
disorder, those who were at risk of self-harm or suicide
or who were currently undergoing treatment for sub-
stance use disorder, anyone who had a serious physical
health problem (e.g. liver disease, cardiovascular disease,
cancer), people with legal issues likely to lead to impris-
onment, anyone who was homeless, had child protection
issues, was a victim or perpetrator of domestic violence,
also anyone who was pregnant, was not able to speak
English, or who was not able to use a computer. We also
excluded people who did not live in the catchment area
for the CDAS units (based on postcode).

Settings

ED departments

We aimed to recruit from five hospital EDs in north
London, all teaching hospitals serving the London bor-
oughs of Barnet, Camden, Islington, Enfield, Haringey,
and Westminster (covering a combined population of
around 1,716,400 people [42]), with a black and minority
ethnic population ranging from 32 to 42%, seeing around
between 300 and 600 patients a day [43] and screening be-
tween 20 and 60% of attendees. In some of the EDs, alco-
hol liaison nurses and associated administrators were in
post and had agreed to help recruit participants. Unfortu-
nately, as the trial started, the Commissioning for Quality
and Innovation (CQUIN) funding was withdrawn and
identification and brief advice for problem alcohol use be-
came less of a priority for the EDs and funding for these
posts was withdrawn.

Recruitment was ‘active’ for 3 days a week (Thursday,
Friday, and Saturday) in one ED that was at the time still
undertaking alcohol screening of patients using
AUDIT-C [44] scratch cards (with the first three AUDIT
questions concerning consumption, for which a positive
score is greater than 4). The research associates were
given honorary contracts at each hospital in order to
screen visitors on behalf of the ED. They followed a
script for approaching people in the waiting room with
the scratch cards (see Additional file 1: Appendix A).
For people who were interested, they distributed the
cards, collected them, and scored them, and for people
scoring positively, or for those who expressed an interest
on behalf of family or friends, the RA described the
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study in more detail and provided the potential recruit
with a trial leaflet which explained the purpose of the
trial (see the leaflet in Additional file 2: Appendix B for
details). The trial leaflet contained instructions on how
to self-recruit by visiting the trial website. The research
associate also offered to show potential recruits the web-
site and input their details using a tablet device con-
nected to the Internet via the hospital Wi-Fi. The
research associate then gave the scratch cards to ED
staff, who could then provide tailored advice to patients
depending on individual scores. Recruitment was ‘pas-
sive’ in the other EDs using posters and leaflets in the
waiting rooms and consulting rooms.

Online adverts

The trial was also advertised online: on an alcohol treat-
ment website (Down Your Drink (DYD) [45]), an alcohol
screening and brief intervention website commissioned
by the local authorities of our recruitment area (Don’t
Bottle It Up [46]), two alcohol-specific support websites
(Soberistas [47] and Club Soda [48]), a community infor-
mation and local advertising website (Gumtree [49]),
and a website providing advice and support to parents
(Netmums [50]). People were able to self-recruit directly
through the trial website, reached from links in the
adverts.

For both recruitment sources, potential participants
accessed the trial website by entering their postcodes, as
only people who lived in the catchment areas for the
participating CDAS units could take part in case they
were randomised to this arm. They entered their email
address and were sent a validation email with ID and
temporary password, which they could change on log-
ging in. They then completed a consent form and eligi-
bility questionnaires. If eligible, they were directed to
complete baseline questionnaires and were then auto-
matically randomised by computer and sent an email
with instructions for accessing the relevant intervention.
Participants were emailed requests to complete
follow-up measure online at 1 and 3 months, with an in-
centive e-voucher of £10 on completion of the outcome
measures at the final follow-up. They then had the op-
tion to indicate if they would like to take part in the
interview study following the feasibility RCT.

Recruitment to the process evaluation Interviewees
were participants in the feasibility RCT. They were in-
vited to take part after completing the final follow-up
measures online. The website displayed a screen thank-
ing them for taking part in the feasibility study with a re-
quest to click a link to indicate they were interested in
taking part in further research. Those participants who
responded to the invitations were then emailed a PIL
and consent form for the qualitative study by the trial
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manager and were contacted to arrange a convenient
time and date for the interview.

Intervention

This was an online alcohol treatment programme called
HeLP-Alcohol [37]. The programme was developed from
an online alcohol treatment programme called Down
Your Drink (DYD), which mirrored treatments known
to be effective face-to-face at community alcohol ser-
vices [22, 51, 52]. Participants had the option of viewing
a film explaining how to use the intervention before pro-
gressing. HeLP-Alcohol had three phases: the first phase
was based on motivational interviewing, aiming to en-
courage the user to reach a considered decision about
changing drinking behaviours; the second phase used
computerised cognitive behavioural therapy (CCBT) and
behavioural self-control techniques to help users cut
down; the third phase focused on relapse prevention
[22]. HeLP-Alcohol also had an online drink diary, and
users could set treatment goals and record their
thoughts and feelings in response to the various mod-
ules. To maximise flexibility, users were given instruc-
tions to work through one module per week and had to
complete questionnaires before they were able to move
on to the next section, but it was not specified when
they should access the website or how long to spend on
it. They were able to sign up to receive text message or
email prompts (depending on their preference) to maxi-
mise engagement with the intervention as prompts have
been shown to be effective in other studies [53]. There
were films of dramatised case studies for each module to
maintain interest and engagement. Information about al-
ternative local and national sources of support was also
provided. The participants’ use of the website was auto-
matically logged.

Comparator

The comparator was TAU (face-to-face) in four CDAS
in north London. Each CDAS provided treatment tai-
lored to the client: individual face-to-face sessions with a
counsellor, and/or group sessions, with the option of at-
tending complimentary therapies at some services, e.g.
yoga or gardening. Some CDAS counsellors saw patients
at their GP surgery. As this was a feasibility study rather
than an efficacy study, we did not standardise TAU
across the services.

Outcome measures

We followed the CONSORT extension to randomised
pilot and feasibility trials [54]. The primary outcomes
were feasibility outcomes, and secondary outcomes were
data collected from patients.

(a) Primary outcome measures
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e Recruitment as a percentage of eligible patients.
e Retention measured by completeness of online
data collection for each arm at baseline and at 1
and 3 months as a percentage of patients
randomised, which also gives an indication of
acceptability of randomisation and each arm.
(b) Secondary outcome measures

e The self-report measures for each study arm were
collected via online questionnaires at baseline and
follow-up and are shown in Table 1.

Data collection for the feasibility study

Recruitment

The numbers of participants who logged on, completed
baseline questionnaires, and then were randomised were
recorded automatically, along with the data on baseline
measures.

Retention

Participants were emailed requests to complete follow-up
measure online at 1 and 3 months, with the offer of £10
shopping e-voucher for completing the outcome measures
at 3 months as this level of incentive has strong evidence
of increasing completion rates in trials [55—57]. Retention
data were collected automatically from those participants
who completed online follow-up measures, and usage data
for participants randomised to HeLP-Alcohol were auto-
matically captured by the website.

Data collection for the process evaluation

The topic guide was developed by FH (Co-PI) and JH
(trial manager), both of whom have conducted qualita-
tive interviews in previous studies and have undertaken
specific training for this. The questions were agreed
through discussion with EM (Co-PI) and FS, both of
whom have expertise in qualitative research. A pilot
interview was conducted by FH and JH in the university
department with one of the participants to test the topic
guide and finalise the questions. The topic guide is
shown in Additional file 3: Appendix C. Subsequent in-
terviews were conducted either by FH or JH, at each
participant’s preferred location: at the participant’s place
of work, a local café, at the university, and one took
place over the phone. Each interview took up to 1 h and
was audio-recorded. All identifying details were removed
when the interviews were transcribed, and each partici-
pant was assigned a unique number. Recordings were
stored digitally on university computers until profession-
ally transcribed and were then deleted. Participants took
part in the study in their own time and were offered a
token of gratitude (a shopping voucher for £10). None



Hamilton et al. Pilot and Feasibility Studies (2018) 4:114

Table 1 Secondary outcome measure questionnaires
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[tem Description Collected at  Collected at  Collected at
baseline 1 month 3 months
Demographic characteristics Age, sex, ethnic group, highest educational attainment and area v X X
deprivation (measured by Index of Multiple Deprivation [80])
LDQ Leeds Dependence Questionnaire, a 10-item questionnaire [81] v X X
Unit consumption of alcohol TOT-AL, an online beverage-specific measure [82] which requires v v v
per week \participants to enter the type and quantity of alcohol drinks
consumed on each day of the past week
AUDIT Alcohol Use Disorders Identification Test [39], a 10-item v X v
questionnaire developed by the World Health Organization
to identify problem drinking
CORE-10 Clinical Outcomes in Routine Evaluation questionnaire [83], a v X v
10-item questionnaire to measure current psychological global
distress score developed and validated as a non-proprietary
measure of psychological distress
SCQ-8 Situational Confidence Questionnaire [84], an 8-item questionnaire v X v
to measure confidence in avoiding alcohol in a range of situations
CSQ-8 Client Satisfaction Questionnaire, an 8-item questionnaire developed X X v
to measure satisfaction with care provided by mental health services
[85], and also used for assessing satisfaction with alcohol and other
substance misuse programmes
Attendance Whether participant attended CDAS or used HelP-Alcohol at X v X
1 month
Adherence to the intervention  Measured through automated recording of numbers of log-ins and X X v
(for those randomised to this numbers of pages visited at each log-in
arm),
Other sources of support Using a drop-down menu of options: group therapy, horticulture; X v v

accessed during treatment
free text)

acupuncture, art therapy, other therapies (participant to state in

of the participants had met with FH or JH previously,
but the names of the trial team were on the recruitment
literature so participants might have realised the qualita-
tive researchers were also the trial researchers. When
meeting the participants and asking them to sign the
consent forms, FH and JH discussed the reasons for the
interviews to get feedback on the experience of being in
a trial and what insights the participant could bring to
improving a future trial.

Sample size

As this was a feasibility study, there was no formal sam-
ple size calculation. Feasibility and pilot studies usually
aim to recruit around 70 participants in total for estima-
tion of key parameters [58]. We aimed to interview
around 20 trial participants for the embedded process
evaluation.

Analysis of quantitative data

As this was a feasibility study, the outcomes for each
arm were described but not compared using statistical
methods, although confidence intervals were applied to
numerical results for the main outcome measure (past
week’s alcohol intake in units).

Analysis of qualitative data

Interview recordings were transcribed verbatim. Transcripts
were coded by hand by FH and JH, having read and reread
the transcripts so they were very familiar with the data.
Emergent themes were developed, discussed by the team,
and agreed by thematic analysis [59]. The team also looked
for disconfirming data [60]. EM, FS, FH, and JH are all fe-
male researchers at UCL, and all have PhDs. EM and FH are
general practitioners, FS is a medical sociologist, and JH is a
trial manager.

Results

Recruitment and retention

Over the course of the trial, 19 participants were recruited,
12 from the websites and 7 from EDs, of whom 2 were
from active recruitment. At 3 months, 16 were lost to
follow-up, and we collected follow-up data from three trial
participants. CONSORT diagrams for recruitment and
participant flows are given in Figs. 1 and 2 and a detailed
breakdown of the recruitment is described below.

For the 6-months’ active recruitment at ED1, during
34 sessions, each lasting around 6 h in the afternoon
and evening on a Thursday, Friday, or Saturday, the RAs
approached 2094 people, collected scratch card scores
from 1163 patients, of whom 364 were positive (31%),
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Screen-negative
N = 799 <l
224 took leaflet
(28%)

Approached in ED
N = 2094 (41% male)

Completed screening card
N =1163

Screen-positive
(scored >4)
N = 364 (52% male)
298 took leaflet (82% of
screen-positives)

Did not complete

screening card
N =931

303 took leaflet
(33%)

Fig. 1 ED recruitment flowchart

Total number of leaflets taken
N = 825

with an average score for positive patients of 7.12 (95% CI
6.83 to 7.41). The RAs handed out 825 trial leaflets, 298 to
screen-positive patients (82% of screen-positive patients
accepted a leaflet); 224 to screen-negative patients who
expressed an interest in finding out about the study; and
303 to people who did not complete the scratch card but
said they wanted to pass on the leaflet to a family member
or friend who they were concerned was drinking heavily.
The main reasons given for screen-positive patients not
taking leaflets were that they were either not interested or
considered themselves low-level drinkers and did not want
help with their drinking.

Overall, there were 1074 visits to the trial website, by
people who had linked from the ED trial leaflets or from
the online adverts. Four hundred twenty people subse-
quently logged in to the trial portal using their postcode,
of whom 43 people were out of area and so were not
eligible to participate, and a further 269 did not fulfil
eligibility criteria, e.g. were dependent drinkers or were
already in treatment.

In addition to the 19 people randomised, another 51
people completed the eligibility questionnaires and were
eligible to take part but either did not consent or did
consent but did not complete their baseline measures

N =1074

Completed online eligibility
questionnaires
N =420

Randomised
N=19

Allocated to DHI
N=5

Lost to follow up
N=3

Provided follow up data
N=2

Fig. 2 Website recruitment flowchart

Visited trial website from links in leaflets
and from alcohol support websites

Allocated to F2F
N =14

Lost to follow up
N=13

Provided follow up data
N=1

Excluded
N =401

1. Met inclusion criteria but
had characteristics that
meant they were excluded
(High LDQ, Low AUDIT,
having had treatment
recently, having SMI)

N =269
2. Did not consent despite
meeting inclusion criteria
N =51
3. Postcode out of area
N =43
4. Did not complete
baseline questionnaires
N =23
5. Did not give contact
details/email
N=15
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and so were not randomised. After the end of the re-
cruitment to the feasibility studies, six participants
expressed interest in taking part in the qualitative study.
All were contacted by email with the PIL and consent
form. Of these, four people agreed to take part in the in-
terviews, one from the DHI arm and three from the
face-to-face arm, including one participant who had
dropped out of the feasibility RCT. We have not given
their demographic details in the quotations below to
avoid possible identification. We also emailed others
who had registered on the trial website but had not
completed the baseline measures, as their views would
have been helpful, but none responded to the invitation.

Themes from the process evaluation relating to
recruitment and retention

As there were only four interviews, we used a simple de-
scriptive thematic analysis, rather than seeking higher
order themes from a realist or critical realist perspective.
There were three main themes identified from the four
interviews, discussed in more detail below:

1. Reasons for participating in the study;

2. Reasons for not engaging with the intervention to
which randomised or for not providing follow-up
data; and

3. Changes that could be made to the trial design and
intervention.

Reasons for participating

The interviewees expressed high levels of motivation to
seek help for their alcohol use, and interest in taking
part in the trial in order to help other people get
evidence-based treatment.

Because I thought my drinking was just normal levels
of drinking... it was a bit of an eye-watering thing to
know that, like, it was more than what I thought it
was. It made me think, got to get my life back on
track and cut down on how much I'm drinking.
Participant 160802

I think I needed to get it done. I mean, it needed to
be done. [, it was getting out of control...and
obviously it’s helping people, isn't it? Participant
160728

Reasons for not engaging with the intervention to which
randomised or for not providing follow-up data

These included not accepting that they had a drink
problem, or not being ready to give up drinking, so this
led to disengagement with the trial.
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I don’t have a major, major alcohol problem. I just
drink a lot of beer, you know... I don’t think I have a
problem. Sometimes I think I need to quit or I need
to stop drinking, but I don’t know. Participant 160728

Life as a problem drinker interfered with some partici-
pants’ ability to take part in the trial or access CDAS,
with heavy drinking leading to forgetting appointments.
For others, having a busy life and working but being ran-
domised to face-to-face made it difficult to attend CDAS
appointments and so led to drop out.

It was, I'll make an appointment to go down and
then... I might have been drinking at the time, so I
don’t remember...you know, chunks get lost
sometimes. Participant 160801

The participants described not being at equipoise, i.e.
they did not feel that both interventions would be
equally effective for them [61]. For example if they had
experienced face-to-face treatment and wanted to try
the website, they were disappointed to be randomised to
face-to-face, so did not turn up or only went for one
session.

I was quite excited about the idea of being
randomised to be online as I've had lots of face-to-
face therapy over the years and so I was looking for-
ward to a different experience, but I was randomised
to face-to-face. Participant 160922

I would have chosen the online based on history of
face-to-face therapies, talking therapies if you like,
which I haven’t found particularly helpful in the past.
Participant 160922

However, this could also be interpreted as being due
to a failure of face-to-face treatment, coming from the
experience of the interviewee, such that the novelty of
the online version appealed to them, without any experi-
ence of the this intervention, perhaps more a hope that
it would be helpful.

Changes that could be made to the trial design and
intervention

Participants found data collection repetitive and that the
trial processes were sometimes confusing and led to ineffi-
ciencies or delays, e.g. the email with the outcome of their
randomisation and next steps to take went to their junk
folder then they had to contact the research team them-
selves to find out what was happening. There was a positive
response to prompts/reminders by email or text. They also
recommended providing an online or app-based drink diary
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for people in the face-to-face group as well as those in the
website group.

If I get people ringing and ringing I get quite

anxious... it’s sort of like being stalked. People ignore
email and phone calls and voice mail... text would be
very good... everyone reads texts. Participant 160801

I think it probably would have been better had I been
given more reminders, because it’s, kind of, like,
somebody else, kind of, almost subconsciously looking
out for me, if that makes sense? Participant 160802

To improve recruitment for a future phase 3 study,
participants suggested recruitment from other clinics or
GP surgeries with poster or leaflets or invitation from
GP, also to recruit from clubs and societies such as the
Women’s Institute, political groups, gyms, and online al-
cohol support groups, particularly for recruiting women.

Online randomisation and data collection instruments
Online randomisation and data collection were feasible.
The HeLP-Alcohol usage data for those randomised to
this arm was automatically captured and showed that
the median number of pages visited was 23 (range 2—
81), and for all participants this was all on the first day
of logging on.

Data to inform sample size calculation for the main RCT
Using last value carried forward for those without
follow-up data, the primary outcome (previous week’s al-
cohol intake in units) reduced as shown in Table 2
below.

For the group randomised to receive F2F treatment,
intake reduced by 1.73 units/week (95% CI —-4.58 to
1.11) from a baseline of 35.66 units/week (95% CI 23.91
to 47.41); and for the group randomised to
HeLP-Alcohol intake reduced by 8.03 units/week (95%
CI - 23.58 to 7.51).

Discussion

We recruited fewer participants than we hoped to, and
fewer than most feasibility trials aim for [58], but this is
not unique to our study, as a search of the ORRCA (On-
line Resource for Recruitment Research in Clinical Tri-
als) [62] database identified other studies aiming to

Table 2 Change in alcohol intake (units/week)

Group N Baseline mean Mean change at 3 months
(95% Cl) (95% ClI)
Face-to-face 14 3566 (2391 t0 4741) —173 (=458t0 1.11)

Help-Alcohol 5 59.23 (3.96 to 114.45)

41.86 (27.79 to 55.94)

—8.03 (- 23.58 to 7.51)

Combined 19 —339 (= 7.14 to 0.36)
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recruit problem drinkers from hospital settings and
found low recruitment rates from screen positive pa-
tients. For example, a 1999 RCT in which nurses were
trained to recruit problem drinkers from the ED had to
be abandoned due to low recruitment rates [63]. We
also recruited low numbers of participants in a previous
feasibility study conducted in community alcohol ser-
vices [33]. In that setting, the low recruitment was due
to the services seeing mainly dependent drinkers, and
low numbers of hazardous and harmful drinkers without
additional complexities, and lack of equipoise among
both potential recruits and alcohol counsellors who were
recruiting them. In addition, the exclusion criteria for
that study and the current study were rather exacting
for safeguarding reasons, as requested by the CDAS
units.

As described above, specific CQUIN funding [34] to
undertake IBA in EDs was withdrawn just as the trial
started, and with it the alcohol liaison nurses who were
originally going to recruit participants. This meant that
recruitment had to be by passive means (posters and
leaflets) until further funding was secured for RAs to re-
cruit participants. However, when active recruitment fi-
nally went ahead, it appeared to be less successful than
the passive approach. This was despite the RAs identify-
ing a high proportion of screen-positive patients, with
30% of those completing a screening card having a posi-
tive screening result (a similar finding to Waller et al. as
cited in the paper by Drummond et al. [25]) and 82% of
screen-positive patients taking a trial leaflet. People may
not have wanted to take part in the trial due to the
stigma associated with problem alcohol use, or because
when people were screened and found out their alcohol
intake put them in hazardous or harmful categories, this
came as a surprise and they were not at the appropriate
stage of change [64] to consider reducing their drinking,
much less take part in a trial. Another possibility is that,
due to the availability and marketing of alcohol in soci-
ety, heavy drinking is normalised [65, 66], so hazardous
and harmful drinkers do not believe they need any inter-
vention or think that intervention is more appropriated
for dependent drinkers [67].

There are potential ways to address the recruitment
difficulties we faced. The RAs could have handed out
the trial leaflet only, not the alcohol screening card, and
the screening could have taken place if potential partici-
pants accessed the website. Then brief advice could be
provided online for people who screened positive, along
with the invitation to take part in the study. This could
have set their drinking level in the context of being ‘at
risk’ and that treatment could benefit them at this stage
rather than people with more established problem drink-
ing. Alternatively, RAs could have been trained to give
brief advice for anyone who screened positive, which
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might have helped frame the potential benefit to partici-
pating in the trial. In addition, other successful strategies
for recruiting problem drinkers in the ED to RCTs, iden-
tified from a search of the ORRCA database, included a
2006 study by Diguiseppi et al. using telephone
follow-up to recruit people who screened positive for
hazardous drinking to a lifestyle intervention trial [68],
and a 2007 study by Graham et al. which found higher
rates of recruitment of injured patients in acute care set-
tings using a laptop for screening with AUDIT-C versus
paper-based screening thought to be due to reduced so-
cial desirability bias [69].

The majority of participants appeared to have signed
up as a result of advertising, either through posters and
leaflets in A&E or on the alcohol support and commu-
nity websites. Several more could have been recruited
but they lived outside the trial areas, and, while acknow-
ledging that we should have mentioned the area restric-
tions in our advertising, the response suggests that a
phase 3 trial advertising in multiple locations could re-
cruit sufficient numbers of participants. The use of di-
verse sources of recruitment was successful in a 2009
study by Morley et al. recruiting to their alcohol RCT,
albeit for dependent drinkers [70]. However, for that
trial, the researchers did not use online recruitment, and
it is possible that in our trial potential recruits may have
found it confusing to be recruited face-to-face for a trial
with an online component or vice-versa, and this may
have affected recruitment rates.

Participants had a strong preference for one or other
intervention, and this was sufficient to either cause them
to decline to participate in the study, resulting in low re-
cruitment numbers or to drop out of the study if not
randomised to their treatment of choice. This may also
explain the low usage figures for those randomised to
HeLP-Alcohol. People were meant to work through one
module per week and complete the tasks before moving
on to the next section. Evidently most people were flick-
ing through the website rather than engaging with it, so
either the website was not engaging or people were not
ready to engage with it. These findings agree with those
of our previous study [71] and findings of other research
regarding participants’ dissatisfaction with the interven-
tion to which they were randomised, for example in
their review, Thomson et al. found ‘the most common
barriers to patient participation involve fears of assign-
ment to placebo treatment, insufficient compensation
and poor attendance at initial appointments’ [72]. The
lack of engagement with either face-to-face treatment of
DHI has been described as due to the difficulties associ-
ated with problem alcohol use itself [73, 74].

Despite the disappointing recruitment figures seen in
this study, it is important to continue to try to undertake
trials of digital alcohol interventions for hazardous and
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harmful drinkers. Our study found that participants have
a strong preference for treatment arms, and this may be
sufficient to affect recruitment and retention rates. For
people who have not yet sought CDAS treatment, a pref-
erence for DHI may reflect the need for anonymity that
other researchers have identified when recruiting to al-
cohol studies [75, 76]. A recently published survey study
of 438 Soberistas.com members found that only half had
ever sought face-to-face help for their drinking and that
they value the ‘convenience and anonymity’ of the web-
site as the reason for their continued membership [75].
This suggests that a preference RCT design may over-
come the recruitment difficulties of the first study [77,
78]. For such a study, we would also aim to maximise
equipoise by providing online feedback messages at ran-
domisation: to explain why the randomisation is import-
ant, how participants will benefit from the intervention
to which they are randomised, how they will be helped,
and offer participants the alternative group at the end of
the study.

Strengths and weaknesses

In this feasibility trial, we were able to trial a number of
recruitment approaches and explore facilitators and bar-
riers to recruitment in subsequent qualitative interviews.
We struggled to recruit from ED using active methods,
although advertising online and via posters and leaflets
in ED showed more promise, limited mainly by the
catchment areas of the associated CDAS, suggesting that
a larger study recruiting from multiple locations may be
more successful. The trial retention rate was also low.
Although we enlisted patient representatives to trial the
website and recruitment materials, and received positive
feedback from them, we acknowledge that self-selected
patient representatives are often different from the target
population [79]. Although we enlisted the help of five
patient representatives, they could not possibly represent
the diverse range of people who would make up our tar-
get users. They may have been better educated or have
less chaotic lives, and what might have been acceptable
for them might not have been acceptable to other prob-
lem drinkers and this may have contributed to the poor
recruitment.

The qualitative study provided insights into the diffi-
culties that alcohol trials often encounter with recruit-
ment and retention due to client-, recruiter-, and
system-factors. A potential weakness was that the inter-
viewers were also involved in developing and running
the feasibility trial and so the interviewees might have
been reluctant to criticise the trial. In addition, we ac-
knowledge that the main weakness of the qualitative
study was that we were only able to interview four trial
participants and we were not able to interview people
who initially expressed interest in the trial, but did not
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complete baseline measures or provide consent, because
they did not respond to repeated email invitations. How-
ever, the insights provided from the four interviewees
are useful for informing future research.

Conclusion

This feasibility study was not able to recruit sufficient
numbers of participants to achieve its objectives of testing
recruitment, retention, and data collection methods. We
explored the barriers to recruitment through qualitative
interviews and found that preference for intervention arm
affected both recruitment and retention, particularly the
inconvenience of attending face-to-face appointment, par-
ticipants’ need for privacy, and the nature of problem al-
cohol use affected participants’ ability to engage with
treatment and the trial itself.

Our findings are important in planning further re-
search to answer the following pressing research ques-
tions: how can we improve recruitment and retention to
trials comparing alcohol DHIs with face-to-face treat-
ment and how can we improve use of alcohol DHIs?
Traditional RCTs may not be suitable for this popula-
tion. Given the strong treatment preferences expressed
by participants, the way forward is likely to be a prefer-
ence RCT.

Additional files

Additional file 1: Appendix A Script for Recruitment in Emergency
Department. (DOCX 629 kb)

Additional file 2: Appendix B DIAMOND recruitment leaflet.

(PDF 1405 kb)

Additional file 3: Appendix C Topic guide for participants in the
DIAMOND feasibility trial. (DOCX 88 kb)

Abbreviations

AUDIT: Alcohol Use Disorders Identification Test; AUDIT-C: Alcohol Use
Disorders Identification Test (Consumption); CDAS: Community Drug and
Alcohol Services; CONSORT: Consolidated Standards of Reporting Trials;

DHI: Digital health intervention; DIAMOND: Digital Alcohol Management ON
Demand; ED: Emergency department; HeLP Alcohol: Healthy Living for
People who use Alcohol; IBA: Identification and Brief Advice; NHS: National
Health Service; NRES: National Research Ethics Committee; PI: Principal
investigator; PIC: Participant Identification Centre; PIL: Participant Information
Leaflet; PPI: Patient public involvement; RCT: Randomised controlled trial;
SBI: Screening and brief intervention; SMI: Serious mental illness;

TAU: Treatment as usual; UK: United Kingdom; WHO: World Health
Organization

Acknowledgements

We wish to thank the members of the DIAMOND Trial Management
Committee and Trial Steering Committee for their invaluable advice and
guidance throughout the trial (Colin Drummond, Professor of Addiction
Psychiatry, Kings College London (Chair); Sally Kerry, Reader in Medical
Statistics, The Blizzard Institute, Barts and The London School of Medicine
and Dentistry; lan White, Professor of Statistical Methods for Medicine,
Medical Research Council Clinical Trials Unit (MRC CTU) at UCL; John Powell,
Associate Professor, Nuffield Department of Primary Care Sciences, University
of Oxford; Francesca Solmi, Division of Psychiatry, UCL) and our patient
representatives who prefer to remain anonymous.

Page 11 of 13

Funding
This paper presents independent research funded by:

1. The National Institute for Health Research (NIHR) Collaboration for
Leadership in Applied Health Research and Care North Thames at
Barts Health NHS Trust;

2. The National Institute for Health Research School for Primary Care
Research (NIHR SPCR).

The views expressed are those of the author(s) and not necessarily those of
the NHS, the NIHR, or the Department of Health.

Availability of data and materials
Data are held at UCL. Requests for data will be considered on a case-by-case
basis.

Authors’ contributions

FH and EM conceived the study. All authors contributed to the protocol
development and oversight of the study. FH led the trial and drafted the
manuscript, JH was the trial manager. FH and JH conducted and analysed
the qualitative interviews. All authors commented substantially on the
manuscript and approved the final draft.

Ethics approval and consent to participate
Ethical approval was given by Bloomsbury REC, June 2015 (reference
number 14/L0/0664). Participants provided their consent to participate.

Competing interests
The authors declare that they have no competing interests.

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in
published maps and institutional affiliations.

Author details

'eHealth Unit, Department of Primary Care & Population Health, University
College London, Upper 3rd Floor, Royal Free Campus, Rowland Hill Street,
London NW3 2PF, UK. “Department of Applied Health Research, UCL,
London, UK. *Camden and Islington NHS Foundation Trust, London, UK.
“Camden and Islington Public Health, London, UK. *Institute for Liver and
Digestive Health, UCL, London, UK.

Received: 19 October 2017 Accepted: 25 May 2018
Published online: 15 June 2018

References

1. World Health Organisation, WHO Global status report on, 2014.

2. NHS Digital, Adult psychiatric morbidity survey: survey of mental health and
wellbeing, England, 2014 2016.

3. Pryce, R, et al, Estimates of alcohol dependence in England based on
APMS 2014, Including estimates of children living in a household with an
adult with alcohol dependence, 2017.

4. Babor TF. Introduction. Method and theory in the classification of alcoholics.
Ann N'Y Acad Sci. 1994;708:1-6.

5. World Health Organisation. Classification of mental and Behavioural
disorders. In: Clinical descriptions and diagnostic guidelines (10th
revision)(ICD-10); 1992.

6. Department of Health, Alcohol Guidelines Review - Report from the
Guidelines development group to the UK Chief Medical Officers, 2016.

7. Drinkaware. What is an alcohol unit? 2018; Available from: https.//www.
drinkaware.co.uk/alcohol-facts/alcoholic-drinks-units/what-is-an-alcohol-unit.
Accessed 8 May 2018.

8. Department of Health, Policy paper. 2010 to 2015 government policy:
harmful drinking, 2015.

9. Public Health England, The public health burden of alcohol and the effectiveness
and cost-effectiveness of alcohol control policies: an evidence review 2016.

10.  Kaner EF, et al. Effectiveness of brief alcohol interventions in primary care
populations. Cochrane Database Syst Rev. 2007;(2):CD004148.

11.  Elzerbi C, Donoghue K, Drummond C. A comparison of the efficacy of brief
interventions to reduce hazardous and harmful alcohol consumption between


https://doi.org/10.1186/s40814-018-0303-7
https://doi.org/10.1186/s40814-018-0303-7
https://doi.org/10.1186/s40814-018-0303-7
https://www.drinkaware.co.uk/alcohol-facts/alcoholic-drinks-units/what-is-an-alcohol-unit
https://www.drinkaware.co.uk/alcohol-facts/alcoholic-drinks-units/what-is-an-alcohol-unit

Hamilton et al. Pilot and Feasibility Studies (2018) 4:114

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31

32.

33.

34.

35.

36.

37.

European and non-European countries: a systematic review and meta-analysis
of randomized controlled trials. Addiction. 2015;110(7):1082-91.

National Institute for Health and Care Excellence, NICE guidelines CG115.
Alcohol-use disorders: diagnosis, assessment and management of harmful
drinking and alcohol dependence, 2011.

Anderson P, Chisholm D, Fuhr DC. Effectiveness and cost-effectiveness of
policies and programmes to reduce the harm caused by alcohol. Lancet.
2009;373(9682):2234-46.

McCambridge J, Saitz R. Rethinking brief interventions for alcohol in general
practice. BMJ. 2017;356j116.

Rao H, Luty J. The future of specialised alcohol treatment services: a matter
of policy? Adv Psychiatr Treat. 2009;15(4):253-9.

Probst C, et al. Alcohol use disorder severity and reported reasons not to
seek treatment: a cross-sectional study in European primary care practices.
Substance Abuse Treatment, Prevention, and Policy. 2015;10(1):32.

Jones N, et al. Stigmatisation, perceived barriers to care, help seeking and
the mental health of British Military personnel. Soc Psychiatry Psychiatr
Epidemiol. 2015;50(12):1873-83.

Alcohol Concern and Alcohol Research UK, A measure of change The
impact of the Public Health transfer on local alcohol provision 2015.
Gilburt H, Drummond C, Sinclair J. Navigating the alcohol treatment
pathway: a qualitative study from the service users’ perspective. Alcohol
Alcohol. 2015;50(4):444-50.

Bailey JV, et al. Interactive computer-based interventions for sexual health
promotion. Cochrane Database Syst Rev. 2010;(9):Cd006483.

Moyer A, Finney JW. Outcomes for untreated individuals involved in
randomized trials of alcohol treatment. J Subst Abus Treat. 2002;23(3):247-52.
Murray E, et al. Widening access to treatment for alcohol misuse:
description and formative evaluation of an innovative web-based service in
one primary care trust. Alcohol Alcohol. 2012;47(6):697-701.

Office for National Statistics, Internet access — households and individuals:
2017, 2017.

Khadjesari Z, et al. Can stand-alone computer-based interventions reduce
alcohol consumption? A systematic review. Addiction. 2011;106(2):267-82.
Drummond C, et al. The effectiveness of alcohol screening and brief
intervention in emergency departments: a multicentre pragmatic cluster
randomized controlled trial. PLoS One. 2014;9(6):299463.

Eysenbach G. The law of attrition. J Med Internet Res. 2005;7(1)e11.

Kaner EFS, et al. The effectiveness of brief alcohol interventions in primary
care settings: a systematic review. Drug Alcohol Rev. 2009;28(3):301-23.
Mathieu E, et al. Internet-based randomized controlled trials: a systematic
review. Journal of the American Medical Informatics Association : JAMIA.
2013;20(3):568-76.

Murray E, et al. Methodological challenges in online trials. J Med Internet
Res. 2009;11(2):€9.

McDonald AM, et al. What influences recruitment to randomised controlled
trials? A review of trials funded by two UK funding agencies. Trials. 2006;7
Paramasivan S, et al. Key issues in recruitment to randomized controlled
trials with very different interventions: a qualitative investigation of
recruitment to the SPARE trial. Trials. 2011;12

Hoerger M. Participant dropout as a function of survey length in Internet-
mediated university studies: implications for study design and voluntary
participation in psychological research. Cyberpsychology, Behavior and
Social Networking. 2010;13(6):697-700.

Hamilton FL, et al. DIAMOND (Dlgital Alcohol Management ON Demand): a
mixed methods feasibility RCT and embedded process evaluation of a
digital health intervention to reduce hazardous and harmful alcohol use.
Pilot and Feasibility Studies. 2017;3(1):34.

Kristensen SR, McDonald R, Sutton M. Should pay-for-performance
schemes be locally designed? Evidence from the commissioning for
quality and innovation (CQUIN) framework. J Health Serv Res Policy.
2013;18(2 Suppl):38-49.

Khadjesari Z, et al. Online health check for reducing alcohol intake among
employees: a feasibility study in six workplaces across England. PLoS One.
2015;10(3):20121174.

Wallace P, et al. On-line randomized controlled trial of an internet based
psychologically enhanced intervention for people with hazardous alcohol
consumption. PLoS One. 2011,6(3):e14740.

Hamilton FL, et al. Digital Alcohol Management ON Demand
(DIAMOND) feasibility randomised controlled trial of a web-based
intervention to reduce alcohol consumption in people with hazardous

38.

39.

40.

42.

43.

45.
46.

47.
48.

49.
50.

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

66.

Page 12 of 13

and harmful use versus a face-to-face intervention: protocol. Pilot and
Feasibility Studies. 2015;1(1):1-8.

Yardley L, et al. The person-based approach to intervention development:
application to digital health-related behavior change interventions. J Med
Internet Res. 2015;17(1):e30.

Saunders JB, et al. Development of the alcohol use disorders identification
test (AUDIT): WHO collaborative project on early detection of persons with
harmful alcohol consumption-II. Addiction. 1993;88(6):791-804.

Babor, Thomas F, Higgins-Biddle, John C, Saunders, John B, Monteiro,
Maristela G & World Health Organization. Dept. of Mental Health and
Substance Dependence. AUDIT : the Alcohol Use Disorders Identification
Test : guidelines for use in primary health care / Thomas F. Babor ... [ et al],
2nd ed. Geneva : World Health Organization. 2001. http://www.who.int/iris/
handle/10665/67205.

Raistrick D, et al. Development of the Leeds Dependence Questionnaire
(LDQ): a questionnaire to measure alcohol and opiate dependence in the
context of a treatment evaluation package. Addiction. 1994,89(5):563-72.
Greater London Authority (GLA). London Borough Profiles and Atlas: GLA
Population Estimate 2017. 2017 [18 October 2017]; Available from: https://
data.london.gov.uk/dataset/london-borough-profiles.

Hospital Accident and Emergency Activity, 2015-16, 2016. http://digital.nhs.uk/.
Accessed 8 May 2018.

Bradley KA, et al. AUDIT-C as a brief screen for alcohol misuse in primary
care. Alcoholism Clinical & Experimental Research. 2007;31:1208-17.

Down Your Drink www.downyourdrink.org.uk. 2018 [cited 2018 26 March 2018].
Don't bottle it up. 2018 [cited 2018 26 March 2018]; Available from: www.
dontbottleitup.org.uk.

Soberistas. [cited 2018 26 March 2018]; Available from: www.soberistas.com
Club Soda. 2018. [cited26 March 2018]; Available from: joinclubsoda.co.uk.
Gumtree. 2018 [cited 2018 26 March 2018].

Netmums. 2018 [cited 2018 26 March 2018]; Available from: www.netmums.com.
Linke S, Brown A, Wallace P. Down your drink: a web-based intervention for
people with excessive alcohol consumption. Alcohol Alcohol. 2004;39(1):29-32.
Linke S, et al. Internet-based interactive health intervention for the
promotion of sensible drinking: patterns of use and potential impact on
members of the general public. J Med Internet Res. 2007,9(2):¢10.

Webb TL, et al. Using the internet to promote health behavior change: a
systematic review and meta-analysis of the impact of theoretical basis, use
of behavior change techniques, and mode of delivery on efficacy. J Med
Internet Res. 2010;12(1):e4.

Eldridge SM, et al. CONSORT 2010 statement: extension to randomised pilot
and feasibility trials. BMJ. 2016;355:15239.

Bailey JV, et al. The Sexunzipped trial: optimizing the design of online
randomized controlled trials. J Med Internet Res. 2013;15(12):e278.

Brueton VG, et al. Strategies to improve retention in randomised trials: a
Cochrane systematic review and meta-analysis. BMJ Open. 2014;4(2):e003821.
Kypri K, et al. Web-based alcohol screening and brief intervention for
university students: a randomized trial. JAMA. 2014;311(12):1218-24.

Teare MD, et al. Sample size requirements to estimate key design parameters from
external pilot randomised controlled trials: a simulation studly. Trials. 2014;15(1):264.
Braun V, Clarke V. Using thematic analysis in psychology. Qual Res Psychol.
2006;3(2):77-101.

Creswell JW, Miller DL. Determining validity in qualitative inquiry. Theory
Pract. 2000;39(3):124-30.

Lilford RJ. Ethics of clinical trials from a bayesian and decision analytic
perspective: whose equipoise is it anyway? BMJ : British Medical Journal.
2003;326(7396):980-1.

Online resource for recruitment research in clinical trials. [cited 7 February
2018]; Available from: http://www.orrca.org.uk/.

Brooker C, et al. The views of nurses to the conduct of a randomised
controlled trial of problem drinkers in an accident and emergency
department. Int J Nurs Stud. 36(1):33-9.

Prochaska JO, Diclemente CC. Toward a comprehensive model of change.
In: Miller WR, Heather N, editors. Treating addictive behaviors: processes of
change. Boston, MA: Springer US; 1986. p. 3-27.

Cavazos-Rehg PA, et al. "Hey everyone, I'm drunk.” An evaluation of
drinking-related Twitter chatter. Journal of Studies on Alcohol and Drugs.
2015,;76(4):635-43.

Bryden A, et al. A systematic review of the influence on alcohol use of
community level availability and marketing of alcohol. Health & Place. 2012;
18(2):349-57.


http://www.who.int/iris/handle/10665/67205
http://www.who.int/iris/handle/10665/67205
https://data.london.gov.uk/dataset/london-borough-profiles
https://data.london.gov.uk/dataset/london-borough-profiles
http://digital.nhs.uk/
http://www.downyourdrink.org.uk
http://www.dontbottleitup.org.uk
http://www.dontbottleitup.org.uk
http://www.soberistas.com
http://joinclubsoda.co.uk
http://www.netmums.com
http://www.orrca.org.uk/

Hamilton et al. Pilot and Feasibility Studies (2018) 4:114 Page 13 of 13

67. Khadjesari Z. Negotiating the ‘grey area between normal social drinking and
being a smelly tramp": a qualitative study of people searching for help
online to reduce their drinking. Health Expect. 2015;18(6):2011-20.

68. Diguiseppi C, et al. Telephone screening for hazardous drinking among
injured patients seen in acute care clinics: feasibility study. Alcohol Alcohol.
2006;41(4):438-45.

69. Graham A, et al. Effect of using different modes to administer the AUDIT-C
on identification of hazardous drinking and acquiescence to trial
participation among injured patients. Alcohol Alcohol. 200742(5):423-9.

70.  Morley KC, et al. Sample bias from different recruitment strategies in a
randomised controlled trial for alcohol dependence. Drug Alcohol Rev.
2009;28(3):222-9.

71. Hamilton, FL, et al, DIAMOND (Dlgital Alcohol Management ON Demand): a
mixed methods feasibility RCT and embedded process evaluation of a digital
health intervention to reduce hazardous and harmful alcohol use 2017.

72. Thomson CL, et al. Issues with recruitment to randomised controlled trials
in the drug and alcohol field: a literature review and Australian case study.
Drug Alcohol Rev. 2008,27(2):115-22.

73. Postel MG, et al. Attrition in web-based treatment for problem drinkers. J
Med Internet Res. 2011;13(4):e117.

74. Radtke T, et al. Web-based alcohol intervention: study of systematic attrition
of heavy drinkers. J Med Internet Res. 2017;19(6):e217.

75.  Sinclair JMA, Chambers SE, Manson CC. Internet support for dealing with
problematic alcohol use: a survey of the ‘Soberistas” online community.
Alcohol Alcohol. 2016;

76. Del Boca FK, Darkes J. The validity of self-reports of alcohol consumption:
state of the science and challenges for research. Addiction. 2003;98(s2):1-12.

77. Preference Collaborative Review, G. Patients’ preferences within randomised
trials: systematic review and patient level meta-analysis. The BMJ. 2008,337:
a1864.

78. Torgerson D, Sibbald B. Understanding controlled trials: what is a patient
preference trial? BMJ. 1998;316(7128):360.

79. Morgan H, et al. Combining PPI with qualitative research to engage ‘harder-
to-reach’ populations: service user groups as co-applicants on a platform
study for a trial. Res Involv Engagem. 2016;2:7.

80. Department for Transport, Ca, Local Government, English indices of
deprivation 2015. [12 July 2017]; Available from: http://imd-by-postcode.
opendatacommunities.org/.

81. Raistrick D, et al. Measuring clinically significant outcomes - LDQ, CORE-10
and SSQ as dimension measures of addiction. The Psychiatric Bulletin. 2014;
38(3):112-5.

82.  Murray E. Health on the web: randomised trial of work-based online
screening and brief intervention for hazardous and harmful drinking. BMC
Public Health. 2013;13:505.

83. Raistrick D, et al. Measuring clinically significant outcomes—LDQ, CORE-10
and SSQ as dimension measures of addiction. The Psychiatric Bulletin. 2014;
38(3):112-5.

84. Miller PJ, et al. Self-efficacy in alcoholics: clinical validation of the situational
confidence questionnaire. Addict Behav. 1989;14(2):217-24.

85. Attkisson CC, Zwick R. The client satisfaction questionnaire. Psychometric
properties and correlations with service utilization and psychotherapy
outcome. Eval Program Plann. 1982,5(3):233-7.

Ready to submit your research? Choose BMC and benefit from:

o fast, convenient online submission

o thorough peer review by experienced researchers in your field

 rapid publication on acceptance

o support for research data, including large and complex data types

e gold Open Access which fosters wider collaboration and increased citations
e maximum visibility for your research: over 100M website views per year

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions . BMC



http://imd-by-postcode.opendatacommunities.org/
http://imd-by-postcode.opendatacommunities.org/

	Abstract
	Background
	Methods
	Results
	Conclusions
	Trial registration

	Background
	Aims and objectives

	Methods
	Patient and public involvement (PPI)
	Recruitment
	Participants
	Inclusion criteria
	Exclusion criteria

	Settings
	ED departments
	Online adverts

	Intervention
	Comparator
	Outcome measures
	Data collection for the feasibility study
	Recruitment
	Retention

	Data collection for the process evaluation
	Sample size
	Analysis of quantitative data
	Analysis of qualitative data

	Results
	Recruitment and retention
	Themes from the process evaluation relating to recruitment and retention
	Reasons for participating
	Reasons for not engaging with the intervention to which randomised or for not providing follow-up data
	Changes that could be made to the trial design and intervention

	Online randomisation and data collection instruments
	Data to inform sample size calculation for the main RCT

	Discussion
	Strengths and weaknesses

	Conclusion
	Additional files
	Abbreviations
	Acknowledgements
	Funding
	Availability of data and materials
	Authors’ contributions
	Ethics approval and consent to participate
	Competing interests
	Publisher’s Note
	Author details
	References

