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STUDY SUMMARY
Study title Promoting Smoking CEssation and PrevenTing
RElapse to tobacco use following a smokefree
mental health inpatient stay (SCEPTRE
programme): a pilot study
Internal ref. no. (or short title) SCEPTRE Pilot Study
Study design Non-randomised mixed-methods pilot study
Study participants 12 to 24 participants (8 — 16 patients; 4 — 8 carers)
Planned size of sample (if N/A
applicable)

Follow up duration (if applicable) N/A

Planned study period 6 — 8 weeks recruitment period; 12 weeks
intervention delivery
Research question/aim(s) To assess:

1. Usability of the intervention manual and
study instruments

2. Patient, carer, and staff acceptability
(interest in participation, consent,
engagement)

3. Acceptability and feasibility of intervention
delivery and receipt (as a whole and
individual components)
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MTS My-Try Specialist

NHS National Health Service
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ROLES AND RESPONSIBILITIES OF STUDY MANAGEMENT COMMITTEES, GROUPS
AND INDIVIDUALS

Study Management Group (SMG)

The SMG will meet fortnightly to discuss all aspects of the study and report directly to the
PMG. All Trust investigators and members of the study team are invited, and the meeting will
be chaired by the Programme Manager (Dr Huddlestone). Study targets/milestones and
progress will be reviewed, and risk assessment and troubleshooting undertaken.

Programme Management Committee (PMC)
The PMC will meet 6-weekly to discuss all aspects of the pilot study and report directly to the
PSC. All investigators and other members of the study team, where appropriate, are invited

and the meeting will be chaired by the Chief Investigator (Dr Ratschen).

Programme Steering Committee (PSC)

The PSC will meet annually and will include the Chief Investigator (Dr Ratschen), the
Sponsor’s representative, the funder’s representative, an independent Chair, and independent
statistician, an independent external member, and an independent PPl member. Members of
the core and wider research team will attend the PSC as required. The PSC will act as an
independent strategic oversight and will ensure transparency and that the work is reaching
the relevant milestones. They will receive reports from the PMG.

Patient & Public Involvement (PPI)

The Study is supported by the SCEPTRE Co-applicants, Phil and Simon Hough. In addition,
a SCEPTRE PPI group has been formed. The SCEPTRE PPI group comprises individuals
who have severe mental iliness, experience of admission to a smokefree mental health
settings, and who are themselves former or current smokers, and convenes formally on a
guarterly basis. In addition to formal meetings the SCEPTRE PPI group have contributed to
the design of both the intervention components, participant study documents, intervention
resources, and have provided input to the design of intervention delivery mechanisms and
measures. PPI representatives will also be involved in the management of the research
(attending PMC meetings), networking with existing PPl groups nationally, and dissemination

activities with a focus on informing national policy in this area.
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STUDY PROTOCOL

1 BACKGROUND

Tobacco smoking remains one of the leading preventable causes of death and disease in
England and is responsible for an estimated 78,000 deaths annually (1). Although smoking
prevalence of the UK general population has steadily declined over the last decades, no
change has been observed among people with mental illness (2, 3). With average smoking
prevalence figures of 40%, people with mental illness are more than twice as likely to be
smokers as the UK general population (3), although smoking rates reach figures up to 70% in
subgroups, such as hospitalised patients with severe mental illness (SMI) (3, 4). Combined
with high levels of nicotine dependence (5), which results in generally high cigarette
consumption, this results in substantially increased risks of premature smoking-related
morbidity and mortality in this population (3), where up to 20 life years are lost largely to

disease related to smoking, the biggest contributor to health inequalities (6).

Although people with SMI are similarly motivated (7) and able (8) to quit smoking to those
without, main stream stop smoking services are not commonly accessed by this population
(9, 10), and are decreasingly resourced to support the need of smokers with SMI for tailored
support (11-13). With strong evidence that quitting smoking improves rather than exacerbates
symptoms of mental illness (14), and that smoking may be causally linked to the development
of mental illness (15) only emerging in recent years, smoking until very recently remained
deeply embedded in the culture of UK mental health settings (16), where it was commonly
accepted as a coping mechanism for patients (3, 17). The 2013 joint Royal College of
Physicians/Royal College of Psychiatrists report and NICE guidance (PH48) draw attention to
the need to address this ‘smoking culture’ The NICE guidance recommends that all mental
health settings be entirely smokefree without exemption, with no facilitated smoking breaks,
and evidence-based tobacco dependence treatment for smoking cessation, harm reduction

and support for temporary abstinence available to all patients who smoke.

2 RATIONALE

For many mental health patients, a smokefree inpatient stay constitutes a rare if not the first

experience of sustained abstinence, near-abstinence, or substantial reduction of consumption
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of tobacco for a longer period of time in their adult lives (18). Evidence suggests individuals
can successfully remain abstinent during their smokefree inpatient stay when behavioural
and/or pharmacological support is offered (18, 19). However, where a smokefree stay resulted
in temporary smoking abstinence or cessation, the risk of relapse post-discharge is high (20).
Relapse to smoking post-discharge often occurs quickly, and the vast majority of smokers
appear to return to smoking on the same day of discharge (21). A lack of support beyond
discharge and the almost inevitably resulting relapse or return to heavy pre-hospital smoking
patterns renders smoking-related resource input during the inpatient episode inefficient, as
positive smoking behaviour change achieved during the inpatient stay may be lost. Therefore,

it is vital to provide support post-discharge to prevent relapse.

3 THEORETICAL FRAMEWORK

The SCEPTRE intervention is a theory- and evidence-based intervention that aims to support
smoking cessation and prevent relapse to tobacco following an inpatient stay in a smokefree
mental health setting. The intervention has been developed from two systematic reviews and
a Delphi-style consultation process with key stakeholders. The intervention development
process was guided by the Behaviour Change Wheel model (22) and theoretically
underpinned by the Theoretical Domains Framework (23) and the Behavioural Change
Technique taxonomy (24). Learning from previous trials investigating interventions to assist
smoking cessation in people with severe mental illness, such as the SCIMITAR and
SCIMITAR+ studies (12, 25-27), has also been applied. To ensure fit within the context of
mental health services, refinement of the draft intervention was undertaken in collaboration
with clinicians and experts in the field of tobacco control. Measures to mitigate the impact of
the current coronavirus pandemic and to ensure patient safety and preference in times of local
uncertainty were designed through the conduct of several rapid scoping reviews of recently

published literature and in consultation with Patient and Public Involvement (PPI) members.

4 DESCRIPTION OF THE SCEPTRE INTERVENTION PACKAGE

4.1 Summary of the Intervention
The intervention consists of components that aim to support smoking-related behavioural
change among patients following discharge from a smokefree mental health setting (see

Figure 1). The intervention will be delivered by a mental health worker — named the My-Try
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Specialist (MTS) - who has received enhanced training and on-going support in supporting
people with mental illness to remain smokefree following discharge or, where they have not
been abstinent during admission, to achieve positive change to their smoking related
behaviours post discharge. The terminology ‘MTS’ was decided by the PPI group, and links to
the name of the personalised resource folder provided to participants as part of the SCEPTRE
intervention (see section 4.2.2 Personalised Resource Folder — ‘My Try)).

The aim of the MTS role is to provide tailored behavioural and social support and information
to patients to enable the continued change in smoking behaviours following discharge from a
smokefree mental health ward. Intervention components include: (1) pre-discharge reflection
and evaluation; (2) personalised resource folder (My-Try; (3) Nicotine Replacement Therapy
(NRT) / e-cigarette selection and advice; (4) tailored in-person support (via telephone or video

call); (5) text-based support, and (6) opportunity for peer interaction (moderated remotely).

Figure 1. SCEPTRE Intervention pathway

My-Try Specialist Supervision
& support

Inpatient (pre-discharge)

Training

Pre-discharge reflection and evaluation:
Exploring tobacco use and previous quit
attempts, including CO measurement.

N4

Pre-discharge asssesment: Goal setting
and planning

On discharge from inpatient setting

Participant is provided with choice of NRT Information on securing NRT/e-cigarette
for use at home (usual care) supply post-discharge

N2

Post-discharge

Tailored behavioural Text-based support and
support calls (via telephone moderated peer-interaction Personalised resource pack
or video call) group
7
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4.2 Core patient support elements

4.2.1 Pre-discharge reflection and evaluation

This component aims to provide personalised and tailored support by the MTS to assist
participants in identifying and planning their smoking-related behaviour change goals.
Evaluations will be participant-led and up to two 45-minute will be offered to participants.
Participants will also be provided with a personalised resource folder named ‘My-Try’

(described in the following section).

The MTS will meet with the participant prior to discharge and initiate discussion of: (1)
reflections on experience and impact of stay on the smokefree ward and exploration of
intentions for maintaining and/or building on their progress so far; (2) plans and goal setting
for preventing relapse, harm reduction or a quit attempt; (3) participant goals and monitoring
milestones; (4) choice of pharmacotherapy, or obtaining and use of e-cigarettes); (5) individual
motivations for the participant (i.e. physical and/or mental health, financial benefits), and (6)
identification and involvement of a potential social support network. A range of NRT and e-
cigarettes are provided to participants as part of usual care under NICE PH48. The SCEPTRE

intervention will not provide additional products, prescribe, or commence participants

on new pharmacotherapies prior to or following discharge.

The MTS will discuss participant preferences for NRT or e-cigarette support during the pre-
discharge evaluation and subsequent support calls, as well as providing practical advice in
relation to using the products and obtaining a longer-term supply in the future (for example,
obtaining from GPs or local Stop Smoking Services, particularly if GPs are unwilling to
prescribe once discharge supply has finished). Where participants are unhappy with their
current e-cigarette device, the MTS will provide information and advice to enable the
participant to make an informed choice in purchasing a new device. Discussions will also
determine if participants would like to make use of the addition text-based and peer-interaction
components. Finally, participants will receive a presentation and walk-through of the

personalised resource folder (detailed in Section 4.2.2.).
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4.2.2 Personalised resource folder — My-Try

A personalised resource folder was identified as beneficial for addressing participant needs in
terms of both practical information and motivational content to continue smoking-related
behavioural change following discharge from an inpatient setting. The name ‘My-Try’ was
identified by the SCEPTRE research team and agreed with the PPI group members. PPI group
members believed this name indicated flexibility would be permitted, and the support would
not be too concrete or instructing to the participants.

In addition to core materials such as a copy of the participants behaviour change plan, journal
pages for reflection, and information relevant to both the general and mental health experience
of quitting or changing smoking behaviours, personalised information will also be included.
Examples of personalised resources include information on creating smokefree homes,

financial trackers of money saved, and distraction objects.

4.2.3 Tailored in-person support (via telephone or video call)

The literature indicates that telephone behavioural support increases the chances of stopping
smoking, whether or not individuals are motivated to quit or are receiving other stop-smoking
support (28). However, it is important to offer this behavioural support during the first day’s
post-discharge as the risk of relapse post-discharge is high (20, 21). Relapse to smoking post-
discharge often occurs quickly, and the vast majority of smokers appear to return to smoking
within a few days of discharge (21).

The tailored behavioural support aims to: (1) provide personalised and tailored support (both
emotional and physical); (2) assist the participant in maintaining positive change achieved
during their smokefree admission and achieving their behavioural change goals; (3) provide
feedback and encouragement on the progress of the participant’s individualised goals (set
initially during the pre-discharge evaluation), and (4) to offer the opportunity for the participant
to reflect on their own progress; have the chance to discuss this progress and whether they
are meeting the goals initially set. If goals are not being met, the MTS will work with the
participant to revise new, appropriate goals. Alternatively, if a participant who initially did not
want to quit decides to make a quit attempt, the MTS’s focus will shift from building motivation
and confidence to assisting the participant in achieving their behavioural change goals. The
sessions will aim to provide support and maintain participant motivation. Notes will be taken

during each session and a copy of key points and changes will be posted or sent electronically
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to the participant (dependent on individual preference) for inclusion in the personalised

resource folder or storage on a personal device.

Once discharged, participants will receive up to 14 individual telephone or video-call
behavioural support sessions, each lasting up to 30 minutes over a period of 12 weeks with
the MTS. Telephone or video calls will be made daily on the first three days post-discharge,
and then weekly thereafter. Participants will receive a reminder text prior to scheduled support
sessions. Three attempts will be made at each timepoint to try and reach participants. When
participants do not respond to any of these contacts at a given timepoint, the specialist will
wait until the next scheduled contact to start this procedure again. Calls will be conducted
between 09:00 — 17:00 on Monday to Friday. Where the participant is discharged on a day
where one of the first three calls would fall on a weekend, the first call will be made on the

following Monday.

During the initial assessment, the MTS will obtain the participant’s contact preferences (e.g.,
preferred number, back up number and their preferred time slot for the call between ‘normal’
working hours). MTSs will contact participants via their chosen medium (voice or telephone
call), decided upon during the initial assessment. Should participants choose, they are free to
change from one medium to another as many times as needed throughout the intervention.
will also be led by participants from the outcome of the pre-discharge evaluation. Participants
will be free to amend their choice of delivery mode throughout their participation.

At the pre-discharge evaluation, the MTS should provide the participant with their work mobile
number, so they have the details of the MTS who is contacting them. Participants can also
contact this number to cancel/rearrange appointments as necessary. If participants select a
telephone call (or video call via telephone, e.g., WhatsApp), the MTS will contact the
participant via their work mobile. If participants select a video call via a virtual online meeting
platform (e.g., Zoom/Skype), the MTS will ask the participant for either their email address or
contact number (dependent on preference) so an electronic link can be provided to the web-

hosted meeting space, accessible for free to participants.

10
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4.3 Additional patient support elements

4.3.1 Text-based support

Text messaging is an established cessation modality (29) and has been shown to promote
smoking cessation in the short-term (30) and long-term (31). Moreover, electronic
communication technology can be a viable, time- and cost-saving alternative to interpersonal
counselling (32) and text messages can provide an opportunity for semi-tailored information
delivery that may be accessed easily, independent of time and place. A text messaging
component was selected over a smartphone app for several reasons: (1) the majority of mobile
phone owners across most demographic groups use text messaging (33); (2) 80% of mobile
users send/receive text messages compared to only 43% who download apps (33), and (3)
app installation may feel intrusive, as 57% of app users decline to install apps due to privacy

concerns (33).

The text message support will provide motivational and practical information to participants
via text message. The aims of the text-based support are to: (1) provide additional support to
participants by texting tips to address tobacco norms and challenges encountered; (2) provide
additional motivation to participants by increasing self-efficacy and sending reminders about
potential financial rewards, and (3) provide a continuation of contact between the participant
and the MTS. Text message content will be adapted from a previous intervention (34). This
text message content was adapted from Naughton’s matrices, which tailors messages to
tobacco users’ progress in quitting (29). Content for each user group will be tailored according
to participant goals. Text message content will be standardised on templates, with options for

personalised greetings.

The text messaging schedule and content for those planning to quit or remain abstinent is
presented in Appendix 2, and the text messaging schedule and content for those not ready to
quitis presented in Appendix 3. If during the behavioural support calls, the participant indicates
that they wish to change their goals (e.g., a participant who was initially not ready to quit now
wants to plan to quit), the text messaging schedule will begin again starting with the correct

text messaging schedule and content for their goals.

Those participants who are planning to remain abstinent or quit will receive text messages

which: (1) provide information on personal risk of tobacco use/cessation challenges; (2)

provide information on the benefits of remaining smokefree or from quitting; (3) provide
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information about second-hand smoke; (4) increase patient’'s self-efficacy; (5) provide
information about relapse prevention and self-efficacy; (6) motivate to use social support for
smoking cessation; (7) provide tips for smoking cessation; (8) provide information on rewards
for quitting, and (9) provide information about withdrawal symptoms. Those who have not
expressed an interest to quit will receive text messages addressing: (1) risk of tobacco use;
(2) benefits of quitting; (3) risk of second-hand smoke; (4) possibility of financial reward; (5)

tips to replace tobacco use, and (6) patient’s self-efficacy.

If during the behavioural support calls the participant indicates that they wish to change their
goals (e.g., a participant who was initially not ready to quit now wants to plan to quit), the text
messaging schedule will begin again starting with the correct text messaging schedule and
content for their goals. Each participant will receive up to 30 text messages for 8-15 days after
discharge. The frequency and content of the messages will vary depending on the participants’
motivation to quit. Participants remaining abstinent or preparing to quit in the following 30 days
post-discharge will receive two messages a day over the course of 15 days. Those not ready
to quit will receive two messages a day over the course of 8 days. The decision to send two
daily texts was based on a meta-analysis that reported fixed-scheduled messages performed

better than decreasing or variable schedules (35).

Messages will be sent by the MTS using a template to construct messages. MTSs will receive
brief training in the composition and timing of text messaging according to the schedule. A
smart phone will be used to type the message and will register the time the message was
delivered. Each MTS will send texts to participants in their designated caseload. Each text
message will take approximately three minutes to type and send.

Opting in and out of the optional text-messaging component

Participants will automatically be enrolled into the text-messaging support component unless
they express a negative preference during the pre-discharge evaluation. The message
protocol used in this study will be unidirectional, but the inbox on each of the MTS’s phones
will be monitored in case participants do attempt to send a response or wish to opt-out of the
interventional component. Participants can opt-out of the texting component at any time
without giving a reason by replying ‘STOP’ to any of the messages or by contacting their
assigned MTS.
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Participants can opt-out and opt back in at a later date if they wish to do so by contacting their
MTS. If participants disclose any information via text that may be a cause for concern or relate
to the safety of the participant or any other individual, the MTS will contact a designated
relevant healthcare professional.

4.3.2 Moderated peer interaction group

There is strong evidence to suggest that social networks play an important role in an
individual’s quit attempt (36-40), and our recent systematic review identified all BCTs referring
to social support (emotional, practical and unspecified) as ‘promising’ both in terms of likely
effectiveness and feasibility (19). Furthermore, the domain ‘social influences’ was identified
as likely to be a key mediator of the delivery of smoking cessation or temporary abstinence
interventions in mental health settings (undergoing peer-review). Therefore, an additional
opportunity for peer interaction was selected as an interventional component to provide
participants with a forum to reflect on their experiences, share stories with each other, and
derive social support from both the MTS and their peers. Participant interest in attending these
peer interaction groups will be obtained during the pre-discharge evaluation. However,
participants who do not initially express interest can ask to join at a later date (via the tailored
support calls), and those who do express interest are not obliged to attend every available
session. Participants are able to join as frequently as they wish to do so, without this affecting
the delivery of the other interventional components.

The groups will be held at the same time on a four-weekly basis via an online platform (i.e.,
Zoom or Skype). The meetings will last for a maximum of 60 minutes. The purpose of the
group will be to initiate the discussion of reflection of individual experiences, progress and
achievement of goals; challenges encountered and solutions to overcome these challenges;
individual motivations, and support strategies or services that have worked for each individual.
While the group will be primarily participant-led, two MTS’s will be present in these groups to
support participants, facilitate an open and honest dialogue, and answer any questions or

gueries that may be raised by participants.

MTSs will receive brief practical training in the facilitation of small groups. It is anticipated that
during the pilot, one group in each of the participating Trusts will be formed. Should two or
less participants from one or both trusts express and interest in participating in the group, a
single joint-trust group will be formed. This hybrid group will be moderated by one MTS from
each Trust.
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5 RESEARCH AIM AND OUTCOMES

51 Aim
This study aims to test the SCEPTRE intervention, manuals, and research materials and
processes for fitness of purpose, conceptual and logistic flaws and acceptability to the target
population.

5.2 Objectives
The primary objectives of this study are to:

a) Assess the usability of the manual and research measures (relating to smoking
status before and during admission, and post discharge, and general mental and
physical health).

b) Assess participant and staff acceptability (including interest in participation,
consent, and engagement).

c) Obtain feedback from all stakeholders relating to the research participation process

and the intervention (as a whole and in terms of single components).

5.3 Outcomes

The primary focus of this study will be the usability of the manual and research measures;
participant and staff acceptability (including interest in participation, consent, and
engagement), and feedback relating to the research participation process and the intervention

(as a whole and in terms of single components).

6 STUDY DESIGN

A non-randomised pilot study with measures pre- and post-intervention will be conducted with
patients recruited from acute mental health inpatient settings. The design has been chosen in
line with MRC guidelines on the development and evaluation of complex interventions. The
study will implement the SCEPTRE package (the intervention to be tested). All participants

recruited will receive the intervention in addition to usual care.

7 STUDY SETTING
The study will be set within two NHS mental health Trusts in the North of England [Tees, Esk,

and Wear Valleys NHS Foundation Trust (TEWV) and Leeds and York Partnership Foundation
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Trust (LYPFT)]. To be eligible to participate, NHS mental health Trusts must currently
implement a smokefree policy.

There is no restriction on how many wards will be identified for inclusion within each Trust.
Due to the high turnover of patients reported by the participating Trusts, this is not anticipated
to have an effect on the planned feasibility stage.

8 PARTICIPANTS

8.1. Patients

All patients who report smoking cigarettes or tobacco at least weekly on admission to the
included mental health inpatient wards who meet the study inclusion criteria will be eligible to
participate. A purposive sampling approach will be used, and we will aim to recruit between
eight and 16 participants across two NHS mental health Trusts. Between four to eight patients
will be recruited from each Trust.

8.1.1 Inclusion criteria for patients
Adults aged 18 years and older (no maximum age)
Present admission to an acute inpatient mental health setting
Planned discharge to own residence or step-down setting
Tobacco smokers at time of admission who express an interest in maintaining
abstinence (if smokefree at time of assessment) or positively changing their smoking
behaviour following discharge (including harm reduction and e-cigarette approaches)
Patients living in the catchment area of the Trust where they are admitted
Able to understand and communicate in English

Able to provide informed consent

8.1.2 Exclusion criteria for patients
Admitted under the care of older adult, learning disability, psychiatric intensive-care
unit (PICU) or forensic mental health services
Patients with co-morbid drug or alcohol problems (dual diagnosis)
Patients who are pregnant or breastfeeding
Patients may also be excluded for any other reason at the discretion of their regular

treating clinician.
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8.2 Carers

All carers who currently have a relative or friend admitted to the included mental health
inpatient wards who meet the study inclusion criteria will be eligible to participate. A purposive
sampling approach will be used, and we will aim to recruit between four and eight participants
across two NHS mental health Trusts. Between two to four carers will be recruited from each

Trust.

8.2.1 Inclusion criteria for carers
Adults aged 18 years and older (no maximum age)
Carers, family members or friends of patients who are currently admitted to an acute
inpatient mental health setting
Carers, family members or friends of patients who are self-identified tobacco smokers
at time of admission who express an interest in maintaining abstinence (if smokefree
at time of assessment) or positively changing their smoking behaviour following
discharge (including harm reduction and e-cigarette approaches)
Carers, family members or friends of patients who have consented to receiving the
SCEPTRE intervention
Carers, family members or friends who are in regular contact with the patient and
therefore able to provide feedback about the SCEPTRE intervention, what worked well
for the patient, and what needs to be improved
Able to understand and communicate in English
Able to provide informed consent

8.2.2 Exclusion criteria for carers
Carers may be excluded for any other reason at the discretion of their regular treating

clinician.

9 STUDY PROCEDURES

The study procedures are outlined in detail below. A table summarising the schedule of study

procedures is provided in Appendix 4.
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9.1 Recruitment

9.1.1 Patient Identification

Each included ward will be visited regularly by a Clinical Studies Officer (CSO) to identify
potentially eligible patients. The CSO will work closely with the clinical teams and other health
care professionals on the wards to anonymously screen admitted patients for potential
participants who meet the eligibility criteria. The CSO will approach eligible patients to
ascertain their interest in the study and to seek their permission to provide further information
on the research.

Ward staff will be encouraged to actively promote the study, for example, in ward community
meeting and in interactions with patients. Where ward staff identify potentially eligible
participants, staff will contact the CSO for a visit to be arranged. Patients who are identified
by the CSO as potential participants, but who are considered to be too unwell for participation
at the time identification will be frequently reviewed, so as to allow participation in the study

should their mental health allow.

The study will also be promoted on social media platforms (e.g., Twitter accounts belonging
to SCEPTRE and participating Trusts). Where patients self-identify through responding to
promotional adverts on Twitter, staff will contact the CSO, and a visit will be arranged. The
text used for Twitter accounts is presented in Appendix 4.

All patients identified as potentially suitable for the SCEPTRE study will be given a copy of the
Participant Information Sheet (PIS), encouraged to discuss their participation with others, and
given the opportunity to ask questions to the CSO. Contact details of a member of the
SCEPTRE research team are also provided on the PIS, so patients can contact a member of
the research team directly if they have further questions. Those indicating interest in
participation will be visited by the CSO to screen for eligibility.

9.1.2 Carer Identification

Carers will be identified utilising two methods. Firstly, during visiting times to the ward when
the person they are visiting is a participant in the SCEPTRE intervention (ward-based
identification) or secondly via the SCEPTRE intervention participant during the post-discharge

phase of the intervention (participant-based identification)
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9.1.2.1 Ward-based carer identification

Each included ward will be visited regularly by a CSO to identify potentially eligible carers. The
CSO will work closely with the clinical teams and other health care professionals on the wards
to identify potential participants who meet the eligibility criteria. The CSO will approach eligible
carers to ascertain their interest in the study and to seek their permission to provide further

information on the research.

Ward staff will be encouraged to actively promote the study, for example, when interactions
with carers, relatives, or friends of patients. Where ward staff identify potentially eligible carers,
staff will contact the CSO, and a visit or telephone call/video call will be arranged, dependent

on individual preference.

The study will also be promoted on social media platforms (e.g., Twitter accounts belonging
to SCEPTRE and participating Trusts). Where carers self-identify through responding to
promotional adverts on Twitter, staff will contact the CSO, and a visit or telephone/video call
will be arranged, dependent on individual preference. The text used for Twitter accounts is

presented in Appendix 4.

All carers identified as potentially suitable for the SCEPTRE study will be given a copy of the
Carer Information Sheet, encouraged to discuss their participation with others, and given the
opportunity to ask questions to the CSO. Those indicating interest in participation will be
contacted by the CSO (either via visit to the ward or via phone/video call, dependent on
individual preference) to screen for eligibility.

9.1.2.2 Participant-based carer identification

During the post-discharge phase of the intervention, a participant receiving support may
indicate they have a carer, family member or friend who is potentially eligible to take part in
the study. The MTS will inform a member of the research team, who will seek the participant’s
permission to contact their carer, family member or friend to provide further information, and

ascertain their interest in participation.

Carers identified as potentially suitable for the SCEPTRE study will be given a copy of the
Carer Information Sheet (either via post or email, dependent on individual preference),

encouraged to discuss their participation with others, and given the opportunity to contact the
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researcher to ask any questions. Those indicating interest in participation will be contacted by
a member of the research team via phone/video call to screen for eligibility.

9.1.3 Eligibility screening for patients

A CSO will ask potential participants if they smoked at time of admission. The CSO will then
make inquiries to establish if participants are a) if they are not smoking at the moment, have
they decided or would they consider remaining smokefree once discharged, or b) if they are
currently smoking, are they or would they consider cutting down (or continuing to cut down) or
quit all together following discharge from the ward. Potential participants will also be asked
about concurrent drug or alcohol use, and in the case of female potential participants,

guestions about pregnancy or breastfeeding.

9.1.4 Treatment of ineligible or non-consenting participants

All ineligible and non-consenting participants will continue to receive usual care.

9.2 Consent

9.2.1 Patient consent

All participants will receive a PIS and prior to obtaining consent. The CSO will go through the
PIS with the patient. A full verbal explanation will be given, covering all the elements specified
in the PIS. It will be emphasised that the person may withdraw their consent to participate at
any time without loss of benefit to which they otherwise would be entitled. These discussions
will assure the researcher that the patient is able to provide consent, and to ensure that any
risks, benefits, burdens, and rights of participation are understood, and removing the risk of

coercion.

For patients who decide to participate, informed consent will be obtained by the CSO, or the
clinic staff authorised to do so by the Chief Investigator (Cl), as detailed on the study
Delegation of Authority and Signature Log for the study site. The patient must personally sign
and date the latest approved version of the informed consent form before any study specific,
baseline procedures are performed. The consent form will also contain statements in relation

to consent to interview for the qualitative aspect of the study.

Participants will provide written informed consent. A form, completed in triplicate, will be

completed to indicate consent, and will be signed and dated by both the participant and a
19

SCEPTRE Pilot_Protocol_Version 2.0_2021 12 03
IRAS Project ID: 300176



NHS

Sheffield Health
and Social Care N I H R | National Institute
NHS Foundation Trust for Health Research

member of the research team. The original copy will be stored at the University of York in the
Study Master File, a copy will be included in the participant’s clinical notes, and a copy will be

provided to the participant.

9.2.2 Carer consent

All participants will receive a Carer Information Sheet and prior to obtaining consent, the CSO
or member of the research team will go through the Carer Information Sheet with the carer
(dependent on carer identification strategy, outlined in section 9.1.2). A full verbal explanation
will be given, covering all the elements specified in the Carer Information Sheet. It will be
emphasised that the person may withdraw their consent to participate at any time without loss
of benefit to their relative/friend, and this will not affect the delivery of the SCEPTRE
intervention to their relative/friend. These discussions will assure the researcher that the carer
is able to provide consent, and to ensure that any risks, benefits, burdens, and rights of

participation are understood, and removing the risk of coercion.

For carers who decide to participate, informed consent will be obtained by a member of the
research team, or the CSO (dependent on carer identification strategy, as outlined in section
9.1.2). In relation to ward-based carer recruitment, consent will be obtained while the carer’s
relative/friend is still on the ward (at the beginning of the intervention). Therefore, there will be
a gap of 12 weeks while their relative/friend receives the intervention before a member of the
research team contacts the participant to conduct an interview. The carer must personally sign
and date the latest approved version of the informed consent form at the beginning of the
intervention. A form, completed in duplicate, will be completed to indicate consent, and will
be signed and dated by both the participant and a member of the research team. The original
copy will be stored at the University of York in the Study Master File, and a copy provided to
the participant.

In relation to the participant-based recruitment method, consent can be obtained by: (1)
completing a hard copy of the consent form and returning via post; (2) providing an electronic
signature on the consent form and returning via email, or (3) using the telephone consent
procedure, whereby potential participants give verbal consent to participate in the post-

intervention questionnaires via telephone/video call.
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9.3 Withdrawal of participants

A study participant may be withdrawn from the pilot study by the specialist, SCEPTRE
researcher or they may choose to do so themselves. If the withdrawal is due to an adverse
event, procedures will follow the Standard Operating Procedures (SOPs) for Adverse Events
(AEs). Reasons for withdrawal may include pregnancy, admission to hospital for reasons
unrelated to the study, attendance at bespoke clinics available as part of their Trust’s usual
care, or inability to attend pre-discharge evaluation sessions. Relapse to resuming smoking is
not seen as reason to withdraw since participants can resume treatment and make several
attempts to quit smoking. Where participants lose capacity to consent during their time in the
study, they will be withdrawn from further follow up; however, data collected until this point will
be retained for use. No further data would be collected, or any other research procedures
conducted in relation to the participant. Data will be collected as to the nature of the withdrawal.
Withdrawal from the study does not affect the patients’ treatment or access to NHS services.
Any data collected from the participant prior to withdrawal will still be included in the final

analysis of the data.

9.4 Adverse Events and Serious Adverse Events

An adverse event is any unexpected effect or untoward clinical event affecting the participant.
It can be directly related, possibly related or completely unrelated to the intervention. It can
also be classed according to severity, such that non-serious Adverse Event (AE) includes
discomfort or slight worsening of symptoms, or Serious Adverse Event (SAE), which may be
particularly harmful, dangerous or require hospitalisation.

9.4.1 Detecting and recording AEs and SAEs

Any adverse events will be recorded at each visit by the MTS or the researcher following the
end of study questionnaire/interview visit. All events related and unrelated to the smoking
cessation intervention will be recorded on adverse events forms. Any SAEs will be reported to
the Programme Manager within 24 hours who will inform the Sponsor and the Research Ethics
Committee. Further information may be requested for follow up of these events. Detailed

records will be kept of all adverse events.

9.4.2 Evaluation of AEs and SAEs

All adverse events will be evaluated for seriousness, causality, severity and expectedness by

the investigator and reviewed by an independent clinician/mental health specialist. All

AES/SAEs judged as having a reasonable suspected causal relationship (e.g. possibly,
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probably, definitely) to the study intervention will be considered as an adverse reaction or
serious adverse reaction (SAR).

10 TREATMENT OF STUDY PARTICIPANTS

10.1 Baseline data collection

Following consent procedures, patient participants will be asked to complete a suite of
baseline data collection documents (see section 11.2). This process will take approximately
30-40 minutes. If required, consent procedures and collection of baseline data can be
separated into two visits dependent on participant preference. The participant will then be
informed that the MTS will visit them on the ward to introduce themselves and explain the
intervention in more detail. This can be arranged on the same day or the next working day,

dependent on participant preference and MTS availability.

10.2 Pre-discharge evaluation of smoking behaviour and goal setting

When the MTS visits the participant on the ward, they will undertake the first part of the pre-
discharge evaluation. This will enable discussion of the participants smoking behaviour and
any previous quit attempts. A measurement of exhaled carbon monoxide (CO) will be taken
(see section 11.3). This will fulfil two purposes. Firstly, it will prompt conversations about the
harms of smoking and the benefits of smoking behaviour change. Secondly, it will allow for
the examination of the acceptability to participants of using exhaled CO monitoring in the

context of the coronavirus pandemic.

The second session of the pre-discharge assessment may take place immediately after the
first session or on another day depending on the preference of the participant. The second
session will explore the participants motivation for changing their smoking behaviour, set
goals, and plan with the support of the MTS how to achieve their own behaviour change. The
support offered by the SCEPTRE intervention package will be discussed and participants will

be able to choose from the optional components offered.

During the pre-discharge evaluation, participants will receive a personalised resource folder
(My Try), containing both practical information and motivational content to continue smoking-

related behavioural change following discharge (see section 4.2.2 for more detail).
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10.3 Post-discharge intervention delivery

To minimise face-to-face contact and reduce the risk of transmission of COVID-19, all
participant contact following discharge will take place remotely, either by video call or
telephone.

The participant intervention components will be delivered over 12 weeks by the MTS. The
MTS will support the participant in addressing their smoking behaviour. Support provided by
the SCEPTRE intervention will be in line with best practice guidance relevant to the provision
of all NHS Stop Smoking interventions (including for those with mental illness) (3). All
participants will remain under the care of their mental health team and GP and will continue to

receive their usual NHS treatment.

10.4 Post-intervention data collection

Patient participants will be asked to complete a post-intervention questionnaire with a member
of the research team in the week following their final contact with the MTS. The questionnaire
will take no longer than 30 minutes to complete. Participants will also be invited to take part in
a short semi-structured interview to discuss their experience of participating in the study and
receiving the SCEPTRE intervention. Carer participants will be asked to participate in
interviews to gain a more in-depth understanding of the acceptability of the study procedures
and intervention delivery, as well as the impact of the intervention on their relative/friend. Post-
intervention data collection will be conducted remotely, either by video call or telephone,
dependent on participant preference.

11 DATA COLLECTION

Data will be collected to assess outcomes related to recruitment, retention/withdrawal,
acceptability of study procedures and the intervention (as a whole and as individual
components), intervention delivery and fidelity, and feasibility. Data will be collected to reflect

both the participant and MTS experience.

11.1 Recruitment
Researchers in each Trust will be asked to keep a record of the frequency of potentially eligible

patients approached if they express an interest or their reasons for declining participation.
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11.2 Baseline questionnaire

A baseline questionnaire will be administered to participants by the CSO or member of the
clinic team (as authorised by the CI). The baseline questionnaire will be separated into three
sections: (1) sociodemographic information; (2) mental and physical health status, and (3)
smoking-related characteristics pre-admission and during inpatient stay. The questionnaire
will take approximately 45 minutes to complete and will also include the measurement of
carbon monoxide (CO). The following information will be collected:

e Sociodemographic information: Ethnicity, highest educational qualification,

employment status, marital status and accommodation type.

« Mental and physical health:

o Mental health status: most recent mental health diagnosis, number of
mental health admissions in the last 12 months, self-reported mental health
state, Recovering Quality of Life (ReQoL-10) (41), Patient Health
Questionnaire-8 (PHQ-8) (42), and Generalised Anxiety Disorder 2-item
(GAD-2) (43).

o Physical health status: self-reported physical health state, EQ-5D-5L (44),
and body mass index (BMI). BMI will be calculated using measured or self-
reported body weight and height.

o Health service use: frequency of use of health services during participants
inpatient stay, and frequency of contact with community-based
professionals in the last six months (before hospital admission and during

inpatient stay).

e Smoking history and behaviour:

o Smoking history and behaviour prior to admission: number of cigarettes
smoked per day, number of past quit attempts, use of e-cigarettes and
NRT.

o Smoking history and behaviour during inpatient stay: number of cigarettes
smoked per day, greatest length of time abstinent during stay, nicotine
dependence as assessed by the Fagerstrom Test of Nicotine Dependence
(45), level of motivation to quit as assessed by the Motivation to Quit

Questionnaire (46) and use of e-cigarettes and NRT.
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o Smoking status intention post-discharge: if not currently smoking, plans to
remain smokefree post-discharge, or if currently smoking, plans to cut down
or quit.

11.3 Exhaled carbon monoxide measurement

Taking carbon monoxide readings is a safe clinical standard procedure, in the process of
which participants exhale into a small hand-held measuring device, closing their lips tightly
around the mouthpiece. Social distancing, ventilation, and hygiene measures will be strictly
observed, and the researcher and participants briefed in advance of the procedure. Individual
mouth pieces for the CO monitors will be discarded immediately after use in clinical waste bins
and the monitor core piece disinfected with Clinell disinfecting and cleaning wipes. The
researcher and participant will be provided with PPE — surgical face masks and plastic gloves.
Use of CO monitors on wards may be restricted due to the Covid-19 pandemic. Taking CO
readings will, therefore, be determined against local Trust policy. Should participants object
to the procedure, this will be noted on the CRF and the reason for non-conducted recorded.

Participation in CO monitoring is optional.

11.4 Fidelity of intervention delivery
The MTS will complete a log which will record all contacts with participants (face-to face
meetings, phone calls, video-meetings, or text-based conversations), and the research team

will judge the degree to which the intervention as designed is actually delivered in practice.

11.5 Withdrawal and being withdrawn, drops out
MTS’s will document those participants who withdraw and those who drop-out/are

uncontactable.

11.6 Post-intervention data collection

11.6.1 Post-intervention questionnaire

Participants will be asked to complete a questionnaire in the week following their last contact
with the MTS. Participants will be contacted by a SCEPTRE Research Officer (based in each
of the participating Trusts) and a convenient time and date agreed upon. The questionnaire
may be conducted via telephone or video-call with the participant. The post-intervention

guestionnaire will be separated into two sections: (1) mental and physical health status, and

25

SCEPTRE Pilot_Protocol_Version 2.0_2021 12 03
IRAS Project ID: 300176



NHS

Sheffield Health
and Social Care N I H R | National Institute
NHS Foundation Trust for Health Research

(2) smoking-related characteristics since discharge. The questionnaire will take approximately
30 minutes to complete. CO monitoring will not be carried out. Each section will include:

¢ Mental and physical health:

o Mental health status: self-reported mental health state, Recovering Quality of
Life (ReQoL-10) (41), Patient Health Questionnaire-8 (PHQ-8) (42), and
Generalised Anxiety Disorder 2-item (GAD-2) (43).

o Physical health status: self-reported physical health state, EQ-5D-5L (44), and
BMI. BMI will be calculated using measured or self-reported body weight and
height.

o Health service use: frequency of use of health services since discharge and
contact with community-based professionals in the last six months (since
inpatient stay).

¢ Smoking history and behaviour since discharge: number of cigarettes smoked per day,

greatest length of time abstinent since stay, nicotine dependence as assessed by the
Fagerstrom Test of Nicotine Dependence (45), level of motivation to quit as assessed
by the Motivation to Quit Questionnaire (46) and use of e-cigarettes and NRT).

11.6.2 Qualitative interviews

All participants will be offered the opportunity to take part in a semi-structured interview to
explore their experience of taking part in the study and their perceptions of the intervention.
Semi-structured interviews will also be conducted with the MTSs to explore their experience
and perceptions of delivering the intervention. Participant and MTS interviews will be
transcribed verbatim by a member of the research team. During transcription, any personally
identifiable data will be anonymised or removed. Audio files will be securely transferred in an
encrypted format, and all data will be securely stored on a password protected computer

server at the University of York. Audio files will be deleted upon completion of transcription.

Interviews, guided by a schedule of topics developed from the APEASE criteria will examine
the process, facilitators, barriers and impacts of the intervention, in order to identify the
processes and factors associated with whether the intervention implementation was
acceptable. This will allow for future refinement and improvement of the intervention and

research processes involved.
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12 DATA ANALYSIS

12.1 Quantitative data analysis

Continuous variables will be summarised descriptively using the mean, standard deviation,
median, minimum, and maximum. Categorical data will be summarised as counts and
percentages. As this is a pilot study, statistical hypothesis testing for effectiveness will not be
carried out. No interim analyses will be conducted.

The number of patients screened, eligible, consenting and drop-out/withdrawn, and reasons
for ineligibility and non-consent given where possible. All participant and close contact data,
along with questionnaire completion rates and adverse event data, will be summarised overall

and by Trust, as appropriate.

12.2 Qualitative data analysis

Qualitative feedback will be explored using qualitative content analysis, with a focus on core
themes such as acceptability and feasibility of individual intervention components, duration
and structure of the overall intervention, and barriers and facilitators to participation and

implementation.

13 ETHICAL AND REGULATORY CONSIDERATIONS

13.1 Ethical considerations

We are aware that mental health inpatients represent a vulnerable group, and that transition
from an acute inpatient ward to the community can be a vulnerable period in the care pathway.
As a result of this, a risk assessment has been conducted in collaboration with mental health
clinicians in each Trust and relevant standard operating procedures and policies in relation to
risk (suicide risk and non-suicidal risk) have been developed. Furthermore, safeguarding
procedures and a pathway to obtain rapid and appropriate assistance for participants at risk

of suicide or serious harm have in implemented (see Risk Protocol and SOP).

However, we do not anticipate any material ethical issues since we will only offer interventions
recommended in recent guidance issued by the NICE. Patrticipants will not be denied any form
of care that is currently available in the NHS by participating in this study. Issues concerning

the assessment and management of risk are addressed in the following sections.
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Individual participants may benefit from this study directly. Risks and burdens to participants
have been considered and mitigated throughout the design phase of the research. Burdens
will include questionnaire completion at baseline and post-intervention. In addition,
participants will be invited to attend a remote-based interview lasting approximately 30-45

minutes.

Finally, it will cost participants time to complete study procedures although this is believed not
to be substantial. Participants will be given as much time as they need to decide whether or
not they would like to take part. These risks are explained in the participant in the PIS.

13.2 Assessment and management of risk

13.2.1 Risk assessment

A risk assessment will be carried out by members of the Programme Management Group prior
to the start of the study. During the pilot study, ongoing assessments of all aspects of the study
will be made by the core research team, and PMG and PSC committees. All participants will
receive usual GP and/or mental health specialist care, and no treatment will be

withheld/prohibited by participating in this study.

13.2.2 Prescribing and interaction of smoking cessation and certain anti-psychotic
medication

Clear guidance on the prescription of stop smoking medications in the presence of SMI
(including safety considerations) have been published and will be made available to all
participating Trusts if requested. The medication profile of the individual participants will be
reviewed by their care team or mental health specialist to assess any potential safety issues
(in line with the latest practice guidance on the provision of smoking cessation interventions
in the NHS). It is an important aspect of the design of this study that the SCEPTRE team or
the MTS will have no direct influence over prescribing decisions by members of the
participants mental health team since this not a drug trial or an investigation of a medicinal

product.

13.2.3 Suicide and risk of harm
Protocols and SOPs have been developed to identify and manage risks of suicide and harm

to participants.
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13.3 Research Ethics Committee (REC) and other Regulatory review & reports
Before the start of the study, a favourable opinion will be sought from an NHS REC for the
study protocol, informed consent forms and other relevant documents. Substantial
amendments that require review by NHS REC will not be implemented until that review is in
place and other mechanisms are in place to implement at site.

All correspondence with the REC will be retained and the CI will notify the REC of the end of
the study. If the study is ended prematurely, the CI will notify the REC, including the reasons
for the premature termination. Within one year after the end of the study, the CI will submit a

final report with the results, including any publications/abstracts, to the REC.

13.4 Regulatory Review & Compliance
Before any site can enrol patients into the study, the Cl or designee will ensure that appropriate

approvals from participating organisations are in place.

The Investigator(s) must ensure that source documents and other documentation for this study
are made available to study monitors, the REC or regulatory authority inspectors. Authorised
representatives of the Sponsor and University of York (UoY) may visit the participating sites
to conduct audits/inspections as indicated in the Sponsor’s risk assessment of the study.
Monitoring of the study will be conducted by the UoY on behalf of the Sponsor according to
the study monitoring plan. The extent and nature of monitoring will be determined by the study
objectives, purpose, design, complexity, number of patients and sites, and endpoints.

The Sponsor may suspend or prematurely terminate either the entire study, or the study at an
individual site, for significant reasons that must be documented (e.g. an unacceptable risk to
participants or serious repeated deviations from the protocol/regulations). If this occurs, the
Sponsor shall justify its decision in writing and will promptly inform any relevant parties (i.e.

participants, investigators, participating sites, REC, regulatory bodies).

A study specific monitoring plan will be developed to outline any monitoring or audit

considerations.

For any amendment to the study, the ClI or designee, in agreement with the sponsor will submit

information to the appropriate body in order for them to issue approval for the amendment.

The CI or designee will work with sites (R&D departments at NHS sites as well as the study
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delivery team) so they can put the necessary arrangements in place to implement the
amendment to confirm their support for the study as amended.

13.5 Amendments

Any changes in research activity, except those necessary to remove an apparent, immediate
hazard to the participant, will be reviewed and approved by the Cl. Amendments to the
protocol will be submitted in writing to the REC and local R&D for approval. Only once approval
has been granted will the amended protocol be implemented.

13.6 Protocol compliance

The Investigator should not implement any deviation from the protocol without agreement from
the Cl and REC and Trust R&D approval, except where necessary to eliminate an immediate
hazard to trial participants. In the event that an Investigator needs to deviate from the protocol,
the nature of and reasons for the deviation will be recorded in the CRF. If this necessitates a
subsequent protocol amendment, this will be submitted to the REC and local R&D for review

and approval if appropriate.

13.7 Data protection and patient confidentiality

The research teams at UoY and participating NHS Trusts will comply will all aspects the General
Data Protection Regulations (May 2018). All documents will be stored safely in confidential
conditions. Any paper forms containing participant identifiable information (e.g. consent to contact
form and consent form) will be held in a location separate to the questionnaire data. Identifiable
information held by UoY will be stored securely in a locked filing cabinet, in an office only
accessible via registered swipe card access held by the UoY research team.

On all study-specific documents, other than the signed consent and consent to contact form, the
participant will be referred to by the study participant number/code, not by name. Personal data
held electronically, will be stored on the study specific participant management system which will
record identifiable information and participant activity to enable study coordination (including
personal addresses, postcodes, and other contact details of consenting participants for the
purposes of assisting in follow-ups during the study). The study specific participant management
system will be developed by the SCEPTRE research team for the purposes of this study. The
system will be housed on UoY servers, which are secure and is subject to rigorous testing and

continued backup.
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Data from qualitative interviews will be transferred onto a secure server at the UoY as soon as
possible and data removed from the portable recording device (e.g., audio recorder, laptop) as
soon as possible. Transcribers will have a signed confidentiality agreement with the University
including a section which acknowledges that any recordings downloaded, or transcript files will
be deleted after being sent to the researcher.

13.8 Data security

The research teams at UoY and participating NHS Trusts will comply will all aspects of the
General Data Protection Regulations (May 2018). All documents will be stored safely in
confidential conditions. Any paper forms containing participant identifiable information (e.g.,
consent to contact form and consent form) will be held in a location separate to the
guestionnaire data. Identifiable information held by UoY will be stored securely in a locked
filing cabinet, in an office only accessible via registered swipe card access held by the UoY
research team. On all study-specific documents, other than the signed consent and consent
to contact form, the participant will be referred to by the study participant number/code, not by
name. Personal data held electronically, will be stored on the study specific participant
management system which will record identifiable information and participant activity to enable
study coordination (including personal addresses, postcodes, and other contact details of
consenting participants for the purposes of assisting in follow-ups during the study). The study
specific participant management system will be developed by the UoY research team for the
purposes of this study. The system will be housed on UoY servers, which are secure and is

subject to rigorous testing and continued backup.

Data from qualitative interviews will be transferred onto a secure server at the UoY as soon
as possible and data removed from the portable recording device (e.g., audio recorder, laptop)
as soon as possible. Transcribers will have a signed confidentiality agreement with the
University including a section which acknowledges that any recordings downloaded, or

transcript files will be deleted after being sent to the researcher.

Data will be archived by the UoY for a minimum period of 10 years following the end of the
study. Personal data will be processed under Article 6 (1) (e) (Processing necessary for the
performance of a task carried out in the public interest) and Special Category data under
Article 9 (2) (j) (Processing necessary for ... scientific ... research purposes) of the General

Data Protection Regulation (May 2018).
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13.9 Confidentiality of personal data

All information collected during the course of the study will be kept strictly confidential.
Personal addresses, postcodes and other contact details of consenting participants will be
stored on a secure password protected server located at the UoY, for the purpose of assisting
with follow-ups during the study. All personally identifiable participant data will be coded,

pseudonymised by unique participant number, in all manual and electronic files.

Access to participant personal data will be required by the research team at the University of
York and the MTSs within the participating Trusts during the study. Arrangements for physical
storage and confidentiality at the UoY have been previously described. The storage and use
of data by MTS’s will be on secure, encrypted NHS laptops, backed up on to secure NHS
servers. Personal address data will be used to contact the participant for the purposes of
delivering the intervention. The PIS and consent form will inform participants of who may hold

such data and seek consent for its use.

13.10 Source data

The original copy of the consent form and questionnaire booklet filled out and returned by
participants will be treated as source data. Forms and questionnaires will be stored separately
in locked filing cabinets in offices at the UoY or participating Trusts, as appropriate.
Questionnaire data will be entered on to a study-specific database.

Information provided by MTS’s will be in the form of electronic spreadsheets or paper records.
Emails from MTS’s may also contain source data. Electronic records and emails will be stored
on secure drives at the UoY. Paper records will be stored in locked filing cabinets in offices at
the UoY.

Source data will be recordings/transcripts and notes from participant or MTS interviews.
Electronic records will be stored on secure drives at the UoY, as required. Paper records will

be stored in locked filing cabinets in offices at the UaY, as appropriate.

Trackers and logs completed by the MTSs will be source data. Email correspondence and the

final pro-forma generated as a result of the patient support sessions will also be source data.

Electronic records will be stored on secure drives at the UoY or participating NHS Trusts, as

appropriate. Paper records will be stored in locked filing cabinets in offices at the UoY or

participating NHS Trusts. Direct access will be granted to authorised representatives from the
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Sponsor, host institution, and the regulatory authorities to permit trial-related monitoring,
audits and inspections.

13.11 Data storage

After a suitable period, once necessary regular access to the essential documents for queries,
etc. passes, the essential documents will be transferred to an approved off-site archive
provider. Records will be retained for a period of 10 years, although this may be extended if
required by regulatory authorities, funder, or sponsor.

Electronic records will be archived on UoY secure servers with restricted access. Identifiable
data and non-identifiable data will be stored separately. Identifiable data, including participant
details, will only be accessible by the Cl and Programme Manager. Timing of destruction of
data will be agreed with the sponsor, and the sponsor must provide written authorisation of

destruction in conjunction with approval from CI.

13.12 Indemnity

The Sponsor is Sheffield Health and Social Care Trust. Participants in this study are NHS
patients. For indemnity to meet the potential legal liability of the Sponsor/investigators for the
harm to participants arising from the management or conduct of the research, NHS indemnity
schemes apply.

For insurance and/or indemnity to meet the potential legal liability of the employer for harm to
participants arising from the design of the research, University of York indemnity applies.

13.13 End of study

The Investigators and/or the trial steering committee have the right at any time to terminate
the study for clinical or administrative reasons. The end of the study will be reported to the
REC within 90 days, or 15 days if the study is terminated prematurely. The Investigators will

inform participants and ensure that the appropriate follow up is arranged for all involved.

13.14 Access to the final study dataset
Access to the final data set will be restricted to the University of York research team and
members of the SCEPTRE Programme Management committee to inform any required

revisions before proceeding to a randomised feasibility trial.
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14 DISSEMINATION POLICY

14.1 Dissemination policy

The findings of the research will be presented at conferences and will be submitted for
publication in relevant peer-reviewed journals and/or relevant conference fora. All activity and
findings will be submitted and available via open access in the final report to the NIHR at the
end of the study. We will produce a short newsletter summary of the results that can be
distributed to all study participants, participating wards and mental health Trusts, as well as
the SCEPTRE PPI group.

14.2  Authorship eligibility guidelines and any intended use of professional writers
The SCEPTRE Authorship and Outputs Policy is informed by ICMJE Authorship Guidelines

has been developed and approved by all co-applicants and collaborators.
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APPENDIX 1: REQUIRED DOCUMENTATION

All local documentation required prior to initiating a participating site (see attached
documentation).

Recruitment

1 Patient Participant Recruitment Poster
2 Carer Participant Recruitment Poster
Consent

1 Patient Participant Information Sheets
2 Carer Participant Information Sheets
3 Patient Participant Consent Form

4 Carer Participant Consent Form
Intervention Delivery

5 Intervention Manual

Data Collection

6 Case Report Form (CRF)

7 Baseline Questionnaire

8 Post-Intervention Questionnaire

9 Patient Participant Interview Topic Guide
10 Carer Participant Interview Topic Guide
11 My Try Specialist Interview Topic Guide
12 My Try Specialist Intervention Log

13 My Try Specialist Recruitment Tracker
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APPENDIX 2: TEXT MESSAGE CONTENT = QUIT ATTEMPT

Time

Day 1

Day 2

Day 3

Day 4

Day 5

Day 6

Day 7

Objective

Introduction

Reminder about the goal

Provide information on risk of
tobacco use/cessation
challenges

Provide information on

benefits from quitting

Provide information on
second-hand smoking

Increase self-efficacy (past quit
attempts)

Feedback about confidence —
increase self-efficacy

National Institute
for Health Research

Message content

Text 1

Hi (name), deciding to quit is a huge step. You should be
proud of yourself.

Hi (name), we are happy to hear you are interested in
quitting.

Hi (name), congratulations for being concerned about your
health and trying to quit smoking!

Hi (name), do you know that people who quit smoking reduce
their risk of death from heart attack in half after a year?

Hi (name), people that do not smoke but share spaces at
home or at work with smokers are 30% more likely to have
lung cancer and 25% more likely to have a heart attack.

Hi (name), you were able to go [insert number here: obtained
from pre-discharge evaluation] days during your
hospitalisation without smoking and [insert number here:
obtained from pre-discharge evaluation] days in a previous
quit attempt.

Hi (name), it is great to know you’re confident in your ability
to stay smokefree.
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Text 2

We are going to send you a daily text message over the next
15 days to help you to make changes related to your use of
cigarettes. To stop these messages, please reply ‘STOP’ to this
text message.

Don’t forget your goal!

Smoking is damaging to your physical health. Keep this in
mind to help you quit

Improvements in physical activities as well as money savings
are other advantages of quitting.

Congratulations on your decision to change your smoking
behaviour, you are also helping people close to you to
preserve their health.

This is a great achievement! Remember what helped you to
stay smokefree during that time. This can help you overcome
any current difficulties.

Avoid being around other smokers while they smoke. If that is
not possible, practice saying ‘no, thank you’. Talk to former
smokers and learn how they quit
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Day 8

Day 9

Day
10

Day
11

Day
12

Day
13

Day
14

Day
15

22 UNIVERSITY

%"a, W

Relapse prevention and self-
efficacy

Relapse prevention and self-
efficacy

Provide information about
social support

Provide information about
environment changes

Reminder about reward for
quitting

Provide information on
withdrawal symptoms
Provide information on

withdrawal symptoms

Conclusion

Sheffield Health

and Social Care
NHS Foundation Trust

NHS!

FUNDED BY

NIHR

Hi (name), it may be hard not to smoke when you are anxious
or are at home watching TV.

Hi (name), it may help to be smokefree inside the home. Keep

in mind that this strategy may help a lot.

Hi (name), telling close friends or relatives that you are
quitting can be very helpful.

Hi (name), environmental changes are important to help you

quit smoking.

Hi (name), what about saving the money that you spend on
cigarettes to buy something for yourself?

Hi (name), do not worry if you are craving a cigarette — this is
normal.

Hi (name), do you still crave a cigarette? Do not worry. Keep
your hands and mind busy.

Hi (name), congratulations on getting this far!
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Other activities like reading or gardening can help. Try out
those activities, especially during the first few days

Changes during the first days are really helpful!
Try to spend more time with people that support your

decisions and who can help distract you from cravings

Make a smokefree space, throw away cigarettes and
ashtrays.

You can use this money to buy something you want, or buy
something for someone special, or even keep it in your
savings account

Think about the most difficult moments and make a list of
things that could help you keep your hands and mind busy.

We are confident you can make it!

This is the last text we will send now, but remember you will
still receive your weekly calls. Congratulations again!
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APPENDIX 3: TEXT MESSAGE CONTENT — NOT YET READY TO QUIT

Time Objective
Day 1 Introduction
Orientation about risk
Day 2
of tobacco use
Orientation about
Day 3 . o
benefits from quitting
Orientation about
Day 4 .
second hand smoking
Orientation about
Day 5 . .
financial reward
Reminder about tips to
Day 6

replace tobacco use

NIHR |

National Institute
for Health Research

Message content

Text 1

Hi (name), do not worry that you are not ready to quit just
yet.

Hi (name), congratulations for being concerned about your
health and trying to change your smoking-related behaviours.

Hi (name), do you know that people who quit smoking reduce
their risk of death from heart attack in half after a year? .

Hi (name), people that don’t smoke but share spaces at home
or at work with smokers are 30% more likely to have lung
cancer and 25% more likely to have a heart attack.

Hi (name), what about saving the money that you spend on
cigarettes to buy something for yourself?

Hi (name), it may be hard to plan to quit when you are feeling
anxious.
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Text 2

We are going to send you a daily text message over the next 8 days
to help you to make changes related to your use of cigarettes. To
stop these messages, please reply ‘STOP’ to this text message

Smoking is damaging to your physical health. Keep this in mind to
help you cut down

Improvements in physical activities as well as money savings are
other advantages of quitting

If you decide to change your smoking behaviour, you are also helping
people close to you to preserve their health

You can use this money to buy something you want, or buy
something for someone special, or even keep it in your savings
account

Other activities like reading or gardening can help. Try out these
activities, they may help to keep your mind and hands busy.
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Hi (name), you were able to go [insert number here: obtained
from pre-discharge evaluation] days during your
hospitalization without smoking and [insert number here:
obtained from pre-discharge evaluation] days in a previous

quit attempt.

Hi (name), we hope these texts have helped to build your
confidence in changing your smoking-related behaviours.

SCEPTRE Pilot_Protocol_Version 2.0 2021 12 03
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This is a great achievement! You could do this again!

This is the last text we will send now, but remember you will still
receive your weekly calls.
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APPENDIX 4: TWITTER CONTENT FOR PROMOTING THE SCEPTRE INTERVENTION

Promotional tweets for patient participants

SCEPTRE account:

We are working with @ TEWVresearch and @LypftResearch to recruit people staying
in a smokefree mental health hospital interested in staying smokefree, quitting
smoking, or cutting down. @ SCEPTREresearch aims to provide support to maintain
your goals long-term! Please DM for more info!

Participating Trust accounts:

Are you staying at [insert Trust name/ward here]? Are you interested in staying
smokefree, quitting smoking, or cutting down? Then, @ SCEPTREresearch might be
for you! @SCEPTREresearch aims to provide support to help maintain your goals in
the long-term. Please DM us for more info!

Promotional tweets for carer participants

SCEPTRE account:

Tweet 1. We are working with @TEWVresearch and @LypfiResearch to recruit
relatives/friends of those staying in a smokefree mental health hospital interested in
staying smokefree, quitting smoking, or cutting down. @SCEPTREresearch aims to
provide support to maintain smoking goals long-term!

Tweet 2: If your relative/friend decides to participate in @SCEPTREresearch, we
would love to hear from you too. Please DM us for more info!

Participating Trust accounts:

Tweet 1: Is a relative/friend staying at [insert Trust name/ward here]? Are they interested
in staying smokefree, quitting smoking, or cutting down? Then, they may be interested
in @SCEPTREresearch! @SCEPTREresearch aims to provide support to help
maintain your goals in the long-term.

Tweet 2: If your relative/friend decides to participate in @SCEPTREresearch, we
would love to hear from you too. Please DM us for more info!
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APPENDIX 5: SCHEDULE OF PROCEDURES

Intervention week Follow-
. . Pre-

Screening | Baseline disch up

Procedure Ischarge | 1 2 3 |4]5|6]7 |[8]9]10]11]12

Participant identification

Eligibility screening

Informed consent

Demographic data
collection

Baseline questionnaire

CO measurement

Intervention delivery

Pre-discharge evaluation

Behavioural support

Peer interaction group

Text-message support

Log of intervention fidelity

Post-intervention
guestionnaire

Focus groups

Interviews
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APPENDIX 5: AMENDMENT HISTORY

Amendment | Protocol Date issued | Author(s) of | Details of changes made
No. version no. changes

List details of all protocol amendments here whenever a new version of the protocol is

produced.
Protocol amendments must be submitted to the Sponsor for approval prior to submission to

the REC.
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