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Plain English summary of protocol

Background and study aims

A stroke is a serious condition where the blood supply to a part of the brain is cut off, usually by
a blood clot blocking an artery (ischaemic stroke) or a bleed (haemorrhagic stroke). Survivors of
stroke report many long term problems. They often feel abandoned after hospital, are unhappy
with follow-up care and want more information about many aspects of stroke and stroke care.
“My Life After Stroke” (MLAS) has been developed with help from stroke survivors, their carers,
healthcare professionals and support groups to help address these problems. MLAS aims to help
stroke survivors and their carers be better informed about stroke, help them cope with its
effects, and reduce the risk of further strokes. MLAS is part of a larger research programme
developing community primary care services for stroke survivors to support them and their
informal carers. The aim of this study is to test the acceptability and feasibility of MLAS for
stroke survivors.

Who can participate?
Stroke survivors aged 18 and over, and their carers

What does the study involve?

Participants are invited to take part in the MLAS programme. This consists of attending two
individual appointments and four weekly group-based sessions covering topics of managing
health, problem-solving, social needs and emotional issues. Two trained facilitators run these
sessions and the researchers sit in to observe how the sessions are run. At the end of the
programme participants and their carers are invited to a feedback session to give their opinions
about the programme and how it can be improved. Throughout the study, information about
how many participants take part and how many stay in the study until the end is recorded.

What are the possible benefits and risks of participating?

It is not known yet if there is a specific benefit of taking part in this study. It is hoped that
attending the My Life After Stroke course helps build confidence. My Life After Stroke provides
an opportunity to find out more information, and to gain support from others in the group
sessions. The course aims to help participants find solutions to, or ways of managing, a specific
problem related to stroke. Results from the questionnaires may help to monitor recovery.
Information gained from this study may help to improve treatment and services in the future for
people who have had a stroke. The results of this study will also inform a larger research study.
There are no specific disadvantages or risks. On the course, participants are invited to share their
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stories, and can say as much or as little as they would like during the course. There may be times
that emotions are talked about. Talking about emotions could upset some people. If this
happens, the session may be paused, and participants are free to leave any session at any point.

Where is the study run from?
Up to 4 GP practices within Leicester, Leicestershire & Rutland and Cambridgeshire (UK)

When is the study starting and how long is it expected to run for?
April 2016 to December 2017

Who is funding the study?
National Institute for Health Research (UK)

Who is the main contact?
Ms Clare Makepeace
Clare.Makepeace@uhl-tr.nhs.uk

Contact information

Type(s)
Public

Contact name
Ms Clare Makepeace

Contact details

Leicester Diabetes Centre (Air)
Leicester General Hospital
Gwendolen Road

Leicester

United Kingdom

LES 4PW

+44 (0)116 2584384
Clare.Makepeace@uhl-tr.nhs.uk

Type(s)
Scientific

Contact name
Mr Ricky Mullis

Contact details

Primary Care Unit

University of Cambridge
Strangeways Research Laboratory
Wort's Causeway

Cambridge

United Kingdom

CB1 8RN

+44 (0)1223 746719
r.mullis@medschl.cam.ac.uk



Additional identifiers
EudraCT/CTIS number

IRAS number

ClinicalTrials.gov number

Secondary identifying numbers
33562

Study information

Scientific Title
“My Life After Stroke"” - a feasibility study of a structured programme of support for stroke
survivors living in the community

Study objectives

The aim of this study is to test the acceptability and feasibility of “My Life After Stroke” (MLAS),
a program aiming to help stroke survivors and their carers be better informed about stroke, help
them cope with its effects and reduce the risk of Further strokes, for stroke survivors.

Ethics approval required
Old ethics approval format

Ethics approval(s)
West Midlands - South Birmingham Research Ethics Committee, 23/02/2017, ref: 17/WM/0036

Study design
Non-randomised; Interventional; Design type: Treatment, Prevention, Education or Self-
Management, Psychological & Behavioural, Complex Intervention

Primary study design
Interventional

Secondary study design
Non randomised study

Study setting(s)
Hospital

Study type(s)
Treatment

Participant information sheet
Not available in web format, please use the contact details to request a patient information
sheet

Health condition(s) or problem(s) studied



Specialty: Primary Care, Primary sub-specialty: Stroke; UKCRC code/ Disease: Stroke/
Cerebrovascular diseases

Interventions

MLAS is a self-management programme for stroke survivors and their carers, consisting of a first
individual preparatory session, 4 weekly group-based sessions covering topics under the
categories of stroke prevention, information, social needs and psychological issues, and a final
individual session 4 weeks after the last group session. All sessions will be held at a suitable,
accessible, local community facility. All stroke survivors will continue to receive usual care, as
determined by their GP/hospital physician.

Group sessions will consist of stroke survivors and their carers, where relevant. Sessions will last
approximately 2%z hours (including breaks). Participants will be given a handbook, which will
contain educational content and further information based on the session topics. Sessions will
cover a variety of topics and include risk factors for stroke and prevention, psychological well-
being, problem solving and goal setting.

Individual appointments will last approximately 30-45 minutes. The introductory appointment
aims to explore the stroke survivor's needs to support their active engagement in the group
sessions and introduce them to key components of the programme. The final follow-up
appointment will aim to address any remaining signposting that is needed, discuss goals,
achievements and plans following the programme.

Intervention Type
Other

Primary outcome measure

There is no primary outcome measure as this is a feasibility study. Attendance at sessions and
uptake/withdrawal rates is captured. Descriptive analyses of outcome measures are undertaken
to give insight into which outcome measures may be used as a primary outcome measure in a
future RCT.

Secondary outcome measures

1. Feasibility and acceptability are assessed by recording attendance at each session (including
number of carers), the proportion who don’t respond to/decline invite letter, withdrawals (with
reasons where possible) and response rates. Where possible the trialists also collect participant-
reported reasons for either declining the study at initial invite or withdrawal following consent,
though participants are not obliged to give this information.

Assessed at consent appointment and at final individual appointment:

2. Self-efficacy is assessed using the Stroke Self-efficacy questionnaire

3. Stroke-specific health related quality of life is assessed using the Stroke-Specific Quality of
Life questionnaire and the Stroke Impact Scale

4. Self-management is assessed using the Southampton Stroke Self-management questionnaire
5. Carer’s quality of life is assessed using the Caregiver Strain Index

These measures help to inform outcomes for a larger RCT as well as providing information on
user-friendliness and participant burden

Overall study start date
01/04/2016



Completion date
06/10/2017

Eligibility

Key inclusion criteria

Stroke survivors:

1. People with a confirmed diagnosis of stroke

2. Willing and able to attend group sessions (with or without carer or appropriate support where
necessary);

3. Able to provide informed consent

4. At least 18 years old

5. Gender: both

Carers:

The recruitment of carers will be via the stroke survivor initially and will be entered into the
study if they are planning to accompany the stroke survivor on the MLAS programme. A carer
can only take part if the stroke survivor takes part

Participant type(s)
Mixed

Age group
Adult

Lower age limit
18 Years

Sex
Both

Target number of participants
Planned Sample Size: 48; UK Sample Size: 48

Key exclusion criteria

1. No history of stroke (i.e. on a stroke register but had a TIA only)

2. Living in residential care

3. Have a terminalillness

4. Unable to understand English

5. Dementia, severe cognitive deficits or severe ongoing mental health problems that would
limit their involvement

6. Currently undergoing intensive active rehabilitation (i.e. within 6 weeks of acute stroke)

Date of first enrolment
30/05/2017

Date of final enrolment
25/08/2017

Locations



Countries of recruitment
United Kingdom

Study participating centre

Up to 4 GP practices within Leicester, Leicestershire & Rutland and Cambridgeshire
United Kingdom

Sponsor information

Organisation
NHS Cambridgeshire and Peterborough Clinical Commissioning Group

Sponsor details
c/o Vivienne Shaw
R&D Manager
Lockton House
Clarendon Road
Cambridge
England

United Kingdom
CB2 8FH

Sponsor type
Hospital/treatment centre

Funder(s)

Funder type
Government

Funder Name
National Institute for Health Research

Alternative Name(s)

National Institute for Health Research, NIHR Research, NIHRresearch, NIHR - National Institute
for Health Research, NIHR (The National Institute for Health and Care Research), NIHR

Funding Body Type
Government organisation

Funding Body Subtype



National government

Location
United Kingdom

Results and Publications

Publication and dissemination plan

Dissemination will be via peer-reviewed journals and presentation at relevant conferences and

local stroke groups. Participants will also receive a summary copy of the results, if they so wish.
As a condition of receiving funding, findings and a progress report will be made available to the
NIHR programme grants committee.

Intention to publish date
30/09/2019

Individual participant data (IPD) sharing plan

The datasets generated during and/or analysed during the current study are not expected to be
made available due to the fact that this was a feasibility study and no direct patient outcomes
were recorded. A summary of participant feedback and how this influenced the development of
the MLAS programme will be included in the final publication.

IPD sharing plan summary
Not expected to be made available

Study outputs

Output type Details Date created Date added Peer reviewed? Patient-facing?
Basic results 06/02/2019 06/02/2019 No No

Results article 01/02/2022 16/08/2022 Yes No

HRA research summary 28/06/2023 No No



https://www.isrctn.com/redirect/v1/downloadAttachedFile/33374/dfa5be6a-0e5e-43a3-8e82-9105644fe5bd
https://doi.org/10.1080/09638288.2022.2029960
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/my-life-after-stroke-a-feasibility-study/
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