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1 INTRODUCTION 

Family members providing care to a person with dementia are often distressed, anxious or 
depressed. We developed the START (Strategies for RelaTives) intervention for family carers of 
relatives with dementia to promote helpful coping strategies for the difficulties of caring, and reduce 
these types of symptoms. The original START intervention was delivered within NHS service 
structures by psychology graduates. The main purpose of this study is to widen access to the START 
intervention by adapting it for delivery in the third sector and to Minority Ethnic (ME) groups, within 
existing structures of the Alzheimer’s Society (AS) and the South Asian community in the first 
instance. The START intervention and materials will be adapted in Phase 1 of the study (see Figure 
1). In Phase 2 we will implement the modified intervention, within existing structures of the 
Alzheimer’s Society and the South Asian community respectively. In Phase 3, an independent 
evaluation will assess the impact of the intervention incorporating qualitative and quantitative 
information. Benefits are expected in terms of improved access for family carers including those in 
hard to reach groups to START, as well as a template for implementation of the START intervention 
in the third sector and for other ME groups. 
 
Figure 1 Study flowchart 

 
 

2 BACKGROUND AND RATIONALE 

Family carers of people with dementia experience higher levels of psychological burden than carers 
of other people with chronic illness (1, 2), with up to 40% showing clinical levels of depression and 
anxiety (3, 4). Maintaining the health of family carers of people with dementia is socially and 
economically important (5, 6) as it may prevent or delay care home entry by improving family carers 
wellbeing so they can continue caring (5). 
 
The START intervention 
We developed the START (Strategies for RelaTives) (7) intervention to help family carers manage 
their own symptoms of depression and anxiety, to better cope with caring for a relative with 
dementia. START is an eight-session manual-based coping intervention for family carers delivered by 
trained psychology graduates, who are supervised by clinical psychologist. The START sessions 
comprise: behavioural management, communication strategies, identifying and changing unhelpful 
thoughts, accessing emotional support, increasing pleasant events, relaxation, future planning and 
developing a maintenance plan. The intervention also includes home practice between sessions, 
using the manual and a stress reduction CD (7). START is effective at improving carers’ mood and 
anxiety levels at 8 months and 2 years (8, 9), and shows continuing benefits at 6 years (paper in 
preparation). It is also cost-effective when compared to benefit in the range the government judges 
worth funding (9). 
 
START in the third sector  
While our dissemination work has resulted in START’s wider availability, this has not yet been 
optimised for varied reasons. These include lack of money, available staff and fit with existing NHS 

Phase 1

Exploratory/Scoping

& Design

(Months 1-18)

Phase 2

Delivery of Training

(Months 12-30)

Phase 3

Evaluation

(Months 20-33) 
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service structures (10). In places where START has been implemented there are waiting lists for the 
treatment because of the huge number of carers who may potentially benefit. It is important to 
consider how to support more carers and to build upon existing third sector infrastructure, as many 
prefer interventions in a non-health setting. If availability were extended, including to the third 
sector, then many more carers could benefit. Although the AS currently deliver complementary 
services to carers and a wealth of experience and knowledge exists in the third sector, non-evidence 
based interventions often dominate. Developing pathways for START delivery in the third sector 
would help bridge this gap. 
 
START for Minority Ethnic (ME) groups and the South Asian community  
Although the START intervention and manual have been standardised and made available online 
with a training programme for trainers (see http://www.ucl.ac.uk/psychiatry/start), they have not 
been adapted or tested with different ethnicities and cultures. Minority ethnic (ME) people have 
specific needs related to culturally different understanding of dementia and consequent late 
presentation, which we have detailed in our earlier qualitative study (11) Barriers to help-seeking for 
dementia in ME groups vary greatly (12-15) and include negative experiences and feelings about 
services, stigma, and reluctance to reveal private or sensitive information, share or relinquish family 
care to people outside the family circle (16-18). These may mean that ME people miss out on 
support provided by services and feel isolated due to lack of awareness of service availability and 
appropriateness to their culture (19). By the time people contact services, people living with 
dementia may have higher care needs and families may already be coping with severe behavioural 
changes. Thus, ethnicity and culture have a unique relationship with the dementia care pathway, 
and affect how patients and carers respond to health interventions.  
 
In this project, we will build the foundations to adapt the START intervention and manual for the 
South Asian population in the UK. Alzheimer’s Society have successfully delivered a four session 
programme about dementia to South Asian carers (Information Programme for South Asian 
Families) through bilingual workers. Our Bradford collaborators’ evaluation of this programme found 
that community partners with established reputations and in-depth knowledge about culturally 
acceptable and effective recruitment strategies played an essential role (20). START is flexible and 
has different components, with diverse strategies that enable it to be individually tailored to carer 
circumstances and changing needs. There may be the need for cognitive reframing of the 
intervention, emphasising the benefit to the person with dementia, rather than a relinquishing of 
responsibility or prioritising the carer’s emotional needs (21). Consideration of pleasant, stress-
relieving activities may need to consider the wider family support network, as well as support from 
local religious and community organisations (13). Furthermore, as the people living with dementia 
present later, different symptoms have to be considered and the balance of time devoted to initial 
orientation and discussion may need to shift in favour of more targeted coping strategies. The 
intervention may require more emphasis on rights and financial benefits to respond to greater socio-
economic need for some, and to enable carers to be assertive with care providers if their needs are 
not taken seriously due to racism. Moreover, there are sometimes, but not always, language barriers 
that may need to be addressed with the use of bilingual facilitators. 

3 OBJECTIVES 

3.1 Primary Objectives  
To lay the foundations for widening access by 

 Providing a framework for implementing and delivering START in the third sector. 

 Adapting START for Minority Ethnic (ME) communities, starting with the exemplar of the 
South Asian community.  
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3.2 Secondary Objective  
Provide a template for both the third sector and other minority ethnic groups facing similar barriers 
to deliver the START intervention  

4 STUDY DESIGN 

This is a mixed methods study designed to assess implementation of a modified START intervention 
for family carers of relatives with dementia, within existing structures of the Alzheimer’s Society and 
the South Asian community. The total study duration is 36 months from study set up through to 
write up (see Figure 2). The study will be carried out in three phases, with some overlap between 
phases. 

4.1.1 Phase 1  

Our first implementation framework will be used prior to beginning implementation to describe and 
guide the process (22). We will use the widely employed Consolidated Framework for 
Implementation Research tool (CFIR) (22, 23), a structured tool with five domains, divided into a 
total of 35 defined constructs, to ensure the team systematically assesses potential barriers and 
facilitators in preparation for implementation. The CFIR provides a pragmatic structure for 
approaching complex problems of implementation. We will, as recommended, start by explicitly 
selecting and justifying which of the CFIR constructs we will use (22, 23).  
 
We will undertake focus groups or individual interviews as appropriate and consult with Alzheimer’s 
Society stakeholders and family carers of relatives with dementia from South Asian backgrounds 
(using translators as appropriate), to inform changes to the START intervention.  
 
*Consent procedures* 
Informed consent will be sought from all participants taking part. Participants will be informed that 
all data collected will be anonymised and that their personal information will be kept confidential 
although the data will be used for research. We will ask for the participants’ permission to audio-
record the focus groups and individual in-depth interviews, and inform them that the audio tapes 
will be destroyed at the end of the study. Participants will be informed that they can withdraw their 
consent at any time. In seeking consent, we will follow the Mental Capacity Act (2005) provisions 
when deciding whether to include people and will not include those who do not have capacity. 
Trained mental health researchers will conduct the interviews. We will use focus groups (for 
Alzheimer’s Society staff and South Asian carers) or individual interviews as appropriate. If the 
participant becomes upset or distressed, we will offer to stop the interview and check that they are 
willing to proceed before continuing with the interview. 
 
*Training and delivery* 
Our project researchers are psychology graduates. They have a degree in psychology but without 
clinical psychology training. They have been recruited on evidence of listening skills, empathy and 
dementia experience and have experience in qualitative work and have attended training and are 
supervised in their work. This level of expertise will ensure breadth of skills. A short training 
programme will be delivered by our leads. Project researchers have all completed UCL training in 
safety and diversity and training in Good Clinical Practice and informed consent. They will also have 
teaching sessions dedicated to cultural sensitivity. Training will emphasise the need to operate from 
an inclusive values base and to respect diversity and the existing knowledge and experience of those 
they interview. 
 
We will then use a process model, the Knowledge-to-Action (KTA) Framework (24) to design a 
practical strategy for translating our findings into practice, incorporating what we have learned of 
the context and situation in which we are implementing through the CFIR (22). The KTA Framework 
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is a process intended to guide the process of translating research into practice and has an emphasis 
on stakeholder involvement and tailoring knowledge to the needs of those who are going to use it. 
The Framework contains two distinct but mutually influencing components, one focused on 
Knowledge Creation and one called the Action Cycle. The Action Cycle reflects the practical actions 
needed to apply knowledge in practice. The Framework includes consideration of how to adapt 
knowledge to local context, assessment of barriers to knowledge use, and tailoring of interventions – 
we will be doing this in detail through our use of CFIR in the first phase. As the cyclical nature of the 
Framework suggests, our work to explore and understand context using CFIR and to ensure effective 
implementation through the KTA Framework will involve iterative elements rather than a simple 
linear process.  
 
We will scope the training needs of the potential Alzheimer’s Society and South Asian therapists as 
they will have different training and support needs than the psychology graduates we had for START. 
We will make changes to the training manual and START manuals for the third sector as needed. We 
will change the START manuals (carer and therapist version) words and illustrations using the 
knowledge generated to fit with South Asian culture and time of presentation. We will also produce 
training materials. We will then consult with people whom we have interviewed in the Knowledge to 
Action phase to refine it further. We will employ translators to translate and back-translate the 
manuals from English to Punjabi as the most common South Asian language. We will employ 
translators to “smooth out” inaccuracies iteratively until it is correct. 
 
Changes will result in a modified START intervention for the Third Sector (TS) “RE START TS”, and for 
the South Asian (SA) Community “RE START SA”.  

4.1.2 Phase 2 

In Phase 2 (month 12 to 30) we will train three (n=3) Alzheimer’s Society Dementia Advisers (DA) to 
deliver RE START TS to nine (n=9) family carers of relatives with dementia from the Alzheimer’s 
Society, and project researchers/bilingual facilitators to deliver RE START SA to three (n=3) South 
Asian carers in Punjabi, and to between eight and ten (n=10) South Asian carers in English.  
 

4.1.3 Phase 3 

In Phase 3 (month 20 to 33) Iain Lang will lead evaluation to assess the impact of the intervention 
incorporating qualitative and quantitative information covering the fields of the MRC process 
evaluation framework (25). He will use the RE-AIM implementation tool (or best suited equivalent) 
which specifies the aspects of implementation that should be evaluated specifically: 
• Reach (rate of acceptance and demographics of those taking it up, participants’ views of 
experience, unexpected and expected),  
• Effectiveness (dose – number of sessions delivered to individuals; fidelity – using session 
recording; baseline and post-intervention mood – The Hospital Anxiety and Depression scale(HADS) 
(26, 27), and Quality of Life, Health Status Questionnaire (HSQ) (26, 28) as in START(7),  
• Adoption (Developing diverse partnerships) 
• Implementation (training documents and manuals for further implementation) 
• Maintenance (embedding in long term infrastructure) 
 
RE-AIM (29) has previously been used in the USA in similar projects (30). Evaluation will be 
independent: the researcher who delivers the intervention will not be the one who evaluates. 
Although there will be summative aspects to this evaluation, in an important sense it will be 
formative, in that it will inform subsequent implementation and spread of START. We also anticipate 
that what we will learn things from this project about how to implement evidence-based practice in 
dementia care in diverse community settings in ways that go beyond the specifics of START.  
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To promote sustainability beyond the end of the grant, we will revisit implementation sites towards 
the end of the project to assess the sustainability of our implementation work. We have engaged an 
NHS trust medical director as co-applicant and the London dementia network as collaborators. We 
will publish our work in peer reviewed journals, present it at conferences and work with the AS to 
publicise it. The AS is committed to promoting it in the voluntary sector if successful, by holding 
workshops for voluntary sector providers and commissioners to learn about START and access 
resources. 
 
Figure 2 GANTT chart 

 
 
Participant groups and sampling procedure 
We will use a purposeful sampling technique widely used in qualitative research for the 
identification and selection of information rich cases for the most effective use of limited resources, 
and to achieve a depth of understanding (31). We will sample participants to capture maximum 
variation in sociodemographic characteristics, and other variables including time in post at the 
Alzheimer’s Society, relationship to relative with dementia (e.g. spouse or child) and living situation. 
We will obtain a comprehensive understanding by continuing to sample until no new substantive 
information is acquired (theoretical saturation). We will collect socio-demographic information on all 
participants included in the study. The interviews will be audio tape-recorded and transcribed 
verbatim. We will use a topic guide derived from the literature which will develop further during the 
interviews in an iterative fashion (32). The data will be qualitatively analysed using thematic analysis 
to identify broad similarities and differences in the data. 
 
Phase 1 participant groups will inform the adaptation of the START intervention and materials, and 
include (i) up to ten (n=10) Alzheimer’s Society nominated Dementia Advisers, (ii) up to ten (n=10) 
Alzheimer’s Society nominated managers and (iii) up to twenty (n=20) family carers of relatives with 
dementia from South Asian backgrounds. Phase 2 participant groups include (i) three (n=3) 
Alzheimer’s Society nominated Dementia Advisers who will be trained to deliver the RE START TS 
intervention to (ii) up to nine (n=9) Alzheimer’s Society nominated carers and (iii) up to thirteen 
(n=13) family carers of relatives with dementia from South Asian backgrounds who will receive the 
RE START SA intervention, delivered by project researchers in English or a South Asian language. 
 
Enrolment (duration) and follow up 
Participants recruited to Phase 1 of the study will be enrolled from consent through to finalisation of 
the manuals at month 16, i.e. approximately 13 months including follow up (i.e. consultation on 
changes to the intervention). Participants recruited to Phase 2 will be enrolled from consent through 
to completion of the evaluation at month 33, i.e. approximately 22 months including follow up (i.e. 
post intervention quantitative measures and interviews). Participants can withdraw from the study 
at any time, and data collected up to this point will be included. This will be recorded using an exit 
form.  
 

5 STUDY SCHEDULE 

Recruitment will commence subject to necessary approvals, following procedures described in 
section 8 of this document. We will obtain informed consent from all participants including 
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Alzheimer’s Society staff and family carers of relatives with dementia, following procedures 
described in section 6 of this document.  
 
In Phase 1 (See Figure 3), we will interview Alzheimer’s Society stakeholders (i.e. Dementia Advisers 
and Managers nominated by the Alzheimer’s Society) and family carers from South Asian 
backgrounds about the START intervention using the Consolidated Framework for Implementation 
Research Tool (CFIR) (22, 23) to assess baseline barriers and facilitators, and scope voluntary sector 
and bilingual facilitators’ training and support needs. Participants will be interviewed following 
consent at a location convenient to them or at UCL. The Knowledge-to-Action framework (KTA) (24) 
will be used as a guide for translating these findings into practice, i.e., designing the RE START TS, RE 
START SA interventions and materials. Work to explore and understand context using the CFIR and 
to ensure effective implementation through the KTA framework will involve iterative elements 
rather than a simple linear process. We will follow up with Phase 1 interviewees to consult on 
changes and further refine interventions and materials.  
 
In Phase 2, we will (i) train and supervise AS Dementia Advisers to deliver RE START TS to AS 
nominated family carers and (ii) train and supervise researchers and bilingual facilitators to deliver 
RE START SA to family carers from South Asian backgrounds in English or in a South Asian Language. 
It is difficult to provide extensive detail regarding training, supervision and delivery procedures as 
these will be determined in large part by Phase 1 results. However, procedures are likely to be some 
variation of those followed in previous studies in which START has been delivered (7).  
 
The original START intervention is designed to be delivered in eight sessions over 8-14 weeks. The 
intervention is delivered where the carer prefers, usually at their home. The sessions cover (1) 
Introduction: Learning about dementia, carer stress and understanding behaviours of the person 
cared for; (2−6) Discussion of problems that the carer finds difficult, incorporating behavioural 
management techniques; skills to take better care of themselves, including changing unhelpful 
thoughts, assertive communication, relaxation and planning pleasant activities; increasing 
communication; promoting acceptance; where to get emotional support and positive reframing; (7) 
Future needs of the patient, with psychoeducation about care and legal planning, specifically 
adapted to the UK; (8) Maintaining the skills learned over time. Carers are given homework tasks to 
complete between sessions, including identifying triggers and reactions to challenging behaviours, 
and identifying and challenging negative thoughts. 
 
Training of Dementia Advisers and researchers will likely be delivered over two (2) days and contain 
a strong practical focus on how to deliver the intervention, potential clinical dilemmas, empathic 
listening skills, effective use of supervision, safe working practice and when to ask for help. We will 
train participants to adhere to the manual; they will be asked to demonstrate, by role-play, 
competence in delivering each session of the intervention. Following training, formal clinical 
supervision will begin. Our clinical psychologist, PR, will likely meet with Dementia Advisers and 
researchers separately for 1.5 hours of group supervision a fortnight. In addition to this group 
supervision, PR will be available for individual supervision. The supervision format will be tailored to 
reflect the specific needs of the research project. Supervision will perform a number of functions 
including case management, clinical skills development, monitoring the fidelity to the manualised 
intervention, ensuring safe practice with clients and staff support. Once Dementia Advisers (DSWs) 
are fully trained, they will hold a caseload of three (3) family carers for the intervention. Researchers 
will hold a caseload of approximately 4-6 family carers each. 
 
In Phase 3, Iain Lang (University of Exeter) will lead the evaluation will use the RE-AIM (Reach, 
Effectiveness, Adoption, Implementation, and Maintenance) implementation framework (29) (or 
best suited equivalent) to assess the impact of the intervention incorporating qualitative and 
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quantitative information. To monitor fidelity to the manualised intervention, facilitators will record 
one session per family carer. Quantitative measures (see below) will be administered to carers prior 
to the intervention, immediately after the intervention and at one year. Follow up with Phase 2 
participants will also include interviews about the intervention immediately after using the RE-AIM 
evaluation framework as a guide.  
 
We will use validated standardised quantitative measures to inform the evaluation (and see if the 
changes are those expected from the original study) administered to carers prior to the intervention, 
i.e., at Baseline (B), immediately after the intervention (T1) and at one year (T2). Quantitative 
measures will include:  

(i) The Hospital Anxiety and Depression Scale (HADS) (26, 27), a validated, reliable measure 
to measure mood in carers. 

(ii) The carer Health Status Questionnaire (HSQ) (28), a 12 item health-related quality of life 
scale. 

(iii) The widely used Client Receipt Services Inventory (CSRI) (33), to measure the service use 
consequences for the carer and the relative with dementia. 

 
Figure 3 Study phases, theoretical frameworks and procedures  

 
 
 

6 CONSENT 

Members of the research team will obtain individual informed consent from all participants 
including Alzheimer’s Society staff and family carers of relatives with dementia, at a location 
convenient to them. Prospective participants who have agreed to participate in the study will be 
asked to sign a consent form prior to data collection. Potential participants will be given no less than 

Study Phases
Implementation

Framework

RE-START TS

(Third Sector)

RE-START SA

(South Asian ME Group )

Phase 1

Exploratory/Scoping

& Design

(Months 1-18)

Consolidated Framework for

Implementation Research tool (CFIR) /

Knowledge-to-Action (KTA)  

Phase 1 qualitative interviews with Alzheimer's Society 

Dementia advisers and Managers

Scoping AS Dementia Adviser training needs

Design RE START TS Package (manuals, training 

materials)

Consult with Phase 1 interviewees on changes

Phase 1 qualitative interviews (South Asian Family 

Carers)

Scoping Blingual Facilitator needs

Design RE START SA Package (manuals, training 

materials)

Translate and Record RE START SA Package

Consult with Phase 1 interviewees on changes

Phase 2

Delivery of Training

(Months 12-30)

Administer pre-training quantitative measures

(CSRI, HADS, HSQ) - Baseline

Train three (3) AS Dementia Adviser to deliver RE START 

TS

Supervise delivery of RE START TS to nine (9) AS 

carers

Administer pre-training quantitative measures

(CSRI, HADS, HSQ) - Baseline

Train Bilingual Facilitators to deliver RE START SA

Deliver RE START SA in South Asian Language to 

three (3) South Asian carers

Deliver RE START SA in English to btwn eight and ten (8-

10) South Asian carers

Phase 3

Evaluation

(Months 20-33) 

Administer post-training quantitative measures

(CSRI, HADS, HSQ) - T1 and T2

Post-training qualitative interviews (AS Dementia 

Advisers and Family Carers)

Administer post-training quantitative measures

(CSRI, HADS, HSQ) - T1 and T2

Post-training qualitative interviews (Bilingual Facilitators 

and South Asian Family Carers)

(Reach, Effectiveness, Adoption,

Implementation, and Maintenance)

RE-AIM Implementation Tool 
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24 hours from receipt of the participant information sheet, before being contacted by a member of 
the research team to consent or not to take part. In seeking consent, we will follow the Mental 
Capacity Act (2005) provisions when deciding whether to include people and will not include those 
who do not have capacity. Participants will be informed that all data collected will be anonymised 
and that their personal information will be kept confidential according to the Data Protection Act 
and according to UCL information governance procedures, although the data will be used for 
research. We will ask for participants’ permission to audio-record focus groups and semi-structured 
interviews, and at least one (1) training session. We will make clear that audio data files will be 
destroyed at the end of the study. Participants will be informed that they can withdraw consent at 
any time without being obliged to provide a reason. If one is offered, it will be recorded by the 
research team. Non-native English speaking family carers of relatives with dementia will be 
approached by a bilingual member of the research team and/or a member of the research team 
accompanied by a translator. 

7 ELIGIBILITY CRITERIA 

7.1 Inclusion Criteria 

Family carers of relatives with dementia need to be 18 years or over, providing care or support (or 
having done so in the past) to a relative with dementia and willing to provide informed consent to 
participate in the study  
 
Alzheimer’s Society Dementia Advisers and Managers need to be 18 years or over and willing to 
provide informed consent to participate in the study. 
 
Dementia Advisers must be currently employed by the Alzheimer’s Society actively fulfilling their 
role. 

7.2 Exclusion Criteria 

None 

8 RECRUITMENT 

Dementia Advisers in both phases will be identified and nominated by the Alzheimer’s Society, as 
will managers and carers. Family carers of relatives with dementia from South Asian backgrounds 
will be identified and approached via the London Dementia Network, Camden and Islington NHS 
Foundation Trust Memory Services, and Bradford based community organisations with whom co-
applicant Kathryn Lord has collaborated with in previous studies.  
 
The Alzheimer’s Society will provide nominated staff and carers with Participant Information Sheets, 
and refer prospective participants to the research team. The research team will make contact no less 
than 24H later, provide further details regarding the study if needed and extend an invitation to 
participate in the study.  
 
In the case of family carers of relatives with dementia from South Asian backgrounds, some 
prospective participants may have already agreed to be contacted for research (as trusts may have a 
register), but we will still approach a clinician beforehand to ensure there have been no changes and 
ask, if possible, if they can initiate contact. Clinicians or social workers will provide prospective 
participants with Participant Information Sheets (PIS) detailing the purpose of the study and what 
participation in the study entails, and obtain verbal consent and/or confirmation for referral to the 
research team. Participant Identification Centres will be asked to verbally provide potential 
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participants details. In cases where written information is provided in hard copy or electronically, 
these will be stored following procedures outlined above, and any emails permanently deleted 
immediately after. The research team will make contact no less than 24H later, provide further 
details regarding the study if needed and extend an invitation to participate in the study. Members 
of the research team will obtain informed consent from all participants that have agreed, following 
procedures described in section 6 of this document. 

9 STATISTICAL METHODS 

This is an implementation study not designed to assess clinical and cost effectiveness of START which 
is already established. Quantitative measures will be summarised simply using descriptive statistics. 
The study does not necessitate any other statistical considerations. 

10 PATIENT AND PUBLIC INVOLVEMENT (PPI) 

We will ensure public and patient involvement (PPI) throughout the research and implementation. 
We consulted the Alzheimer’s Society Research network (ASRN) on the project development and 
methodology. Shirley Nurock (co-applicant) will lead PPI. We will ensure we have south Asian carer 
representation and ask members of the ASRN to advise throughout, including on the steering and 
project management committee. We would review the AS's role in supporting wider-
implementation of START with the research team in the final year of the grant. 

11 FUNDING AND SUPPLY OF EQUIPMENT  

The study funding has been reviewed by the UCL Research Office, and deemed sufficient to cover 
the requirements of the study. The research costs for the study have been supported by The 
Alzheimer’s Society with a grant of £397,517.17 awarded in August 2017.  
 
The project manager, will work for the three years organising the whole project, leading the ethics 
and local submission, recruiting and interviewing, beginning and co-ordinating the CFIR completion, 
being one of two coders of qualitative interviews, co-ordinating the new manuals completion, 
delivering the intervention to some of the English-speaking South Asian carers, writing up and line 
managing the research assistant (total cost £145,413.97). The RA will be employed for 2. 25years 
from February 2018 at grade 6B gathering and analysing data, and delivering some of the 
interventions phase. The manager and RA will each require a computer (cost £724.53 each). We 
estimate we will require 40 qualitative interviews and plan to give participants £30 vouchers as a 
token for their time at a cost of £1,200. We will need two digital recorders for the qualitative 
interviews (Total £147.82). For safety and so participants can reach them both researchers will have 
a mobile phone. Costs are £20/month plus VAT; a total this will be 60 months allowing for inflation 
over the three years (487.96) We will pay Way with Words for interviews transcription £1.20 + VAT 
per minute of individual audio-recording. We estimate that individual interviews will be an hour and 
focus groups take longer to transcribe - 40 would cost £4,554.66 in total. Translation costs are 
£40+VAT per hour of interpreter time or around £200 to translate roughly 1.5 pages of A4 text. 
Currently the leader and carer version are each 173 pages long but as there are many pictures and 
the text is spread out we estimate that this is equivalent to about 86 pages so translation should be 
£5,733, with back translation the same and then some smoothing out at around £2,000. We also 
estimate we will need 20 hours of interpreters for the qualitative interviews = £960 plus VAT. Total 
translation cost including VAT £17,624.05. We have costed for one session (half a day) of Naaheed 
Mukadam’s time from January 2018 for her expertise in cross cultural work (prior to that from NIHR 
grant; total £24,115.71). We have also costed for one day a week of Dr Rapaport's time on the 
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project to take a lead part in producing the new manuals, and to train therapists in the intervention 
and supervise its delivery (total £63,562.92) We have also costed for 2 hours of Andrew 
Sommerlad’s time from May 2019 to lead on qualitative interviews (prior to that from Wellcome 
fellowship. Total £5,366.78). We have costed Kathryn Lord’s salary at 2 hours a week after the end of 
her Bradford fellowship (£4,127) to liaise between UCL and Bradford and interview in Bradford. We 
have costed for £6000 to pay for interviewing, training, intervention delivery by and supervision of 
three Dementia Advisers from the AS in discussion with the AS. This is at £12.94 per hour = 463 hour. 
This encompasses an estimated 50 hours of interviews and travel before and after the intervention 
about barriers, facilitators and how it worked, 120 hours of training/ travel to and from training, 30 
hours to recruit the participants, 156 hours to deliver intervention an/travel to people’s home, 10 
hours of phone calls to make arrangements, 28 hours of write up about sessions, 70 hours of 
supervision/ travel. The cost of training the bilingual worker and them delivering the intervention 
will be similar. The cost of training the bilingual worker and them delivering the intervention will be 
similar. 
We have costed for 12 return travel between Bradford and London at £138 return. Kathryn Lord will 
visit London or our team will visit Bradford every three months, to interview people from South 
Asian community or to or liaise about the project. We have costed for 12 return trips at £150 for off 
peak fares for Iain Lang to come to project meetings and advise and supervise on the evaluation We 
have also budgeted travel for the researchers to interview and deliver the intervention, assuming an 
average of £10 per return visit (total £6000) We expect to have three steering group meetings and 
eight project group meetings over the life of the project and have budgeted £3,817.28 for meeting 
costs, including lunch and local travel (as it is cheaper for travel to be off peak). We have budgeted 
for 2 PPI members to attend the steering and management meetings at £50 per meeting (£1,200). 
We have budgeted £150 for stationery as we have to write to participants to confirm interviews and 
provide manuals. 

12 DATA HANDLING AND MANAGEMENT 

This project has been registered with the UCL Data Protection Team (registration number: 
Z6364106/2018/01/57). All information gathered will be kept strictly confidential and held in 
accordance with the principles of the Data Protection Act (1998), and according to UCL information 
governance procedures. Alzheimer's Society staff will work in accordance with the Alzheimer's 
Society data handling and management procedures. 
 
Hard copy data of participant consent forms will be stored at the Division of Psychiatry, UCL, in a 
secure locked location accessible only by researchers. 
 
Each participant will be assigned a unique identifying number the key of which will be kept 
electronically in the study’s UCL shared drive accessible only by the UCL research team. All data will 
be stored without subject name or contact details. Data will be held on a secure database on a 
password-protected computer at University College London. Access to data will be restricted to 
appropriate members of the research team. In order to enable follow-up contacts, it will be 
necessary to identify the participants, but access to contact details (e.g. name and address) will be 
restricted to key members of the research team. 
 
Participants will be informed how data will be managed as part of the consent procedure. Rules 
governing the conduct of the focus groups will be discussed at the beginning of each group and 
participants will be requested not to discuss others’ contributions outside the group. 
 
Audio recordings from focus groups/interviews and training sessions will be uploaded to the UCL 
Data Safe Haven as soon as possible after they are acquired. Once uploaded recordings will be 
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deleted from recording devices. Audio files will be sent to a professional UK-based commercial 
transcription service (WAY with Words) that has strong data protection, confidential storage and 
removal from the transcription service database when complete. After data processing the data will 
be archived and stored securely in accordance with UCL protocols.  
 
Co-applicants Kathryn Lord and Iain Lang will act as custodians of data at the University of Bradford 
and the University of Exeter respectively, who are required by law to comply with the data 
protection Act, 1998. No identifiable data will be transferred between study sites (i.e. London, 
Bradford and Exeter Universities) over the course of the study. In order to ensure security of 
anonymised data during transfer of data between study sites, data will be transferred via University 
Email accounts only, downloaded and stored following procedures outlined above, and permanently 
deleted from electronic inboxes immediately after. 
 
Participant Identification Centres will be asked to verbally provide potential participants details. In 
cases where written information is provided in hard copy or electronically, these will be stored 
following procedures outlined above, and any emails permanently deleted immediately after. 

13 MATERIAL/SAMPLE STORAGE  

Not applicable 

14 PEER AND REGULATORY REVIEW 

The study has been peer reviewed in accordance with the requirements outlined by UCL. 
 
Choose either (having discussed with the UCL/UCLH Research Office): 
 

 The Sponsor considers the procedure for obtaining funding from the Alzheimer’s Society to 
be of sufficient rigour and independence to be considered an adequate peer review. 

 
The study was deemed to require regulatory approval from the following bodies: Health 
Research Authority Research Ethics Committee. Approval will be obtained before the study 
commences.  

15 ASSESMENT AND MANAGEMENT OF RISK 

In delivering the intervention to family carers of relatives with dementia, Dementia Advisers will 
work according to the Alzheimer’s Society’s Risk Management policies. An important aspect of 
supervision of the researchers delivering the intervention to family carers from South Asian 
backgrounds will be to identify and respond to any risks identified during the course of assessment 
or intervention. Researchers will be provided with specific training in how to respond to any risks 
disclosed by carers, in relation to harm to both themselves and the person they were caring for. 
Researchers will be asked to speak to the lead investigator if the abuse Modified Conflict Tactic 
Score (MCTS) (34, 35) is in the possibly abusive range (≥ 2) or if they had any concerns about 
potential abuse. Similarly, if carers reported high levels of depression or anxiety, this will be 
discussed with the lead investigator. If concerns are raised, a plan will be made with the lead 
investigator about how to manage the risk and information will be shared with the local clinical 
teams. Time will also be taken within supervision to highlight the importance of behaving ethically 
and safely in all aspects of clinical work, for example reflecting on maintaining clear boundaries 
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clinically and how to practise safely when working alone in people’s homes .Researchers will work to 
UCL’s Lone Working standard in cases where they visit the family carer at their home. 

16 RECORDING AND REPORTING OF EVENTS AND INCIDENTS 

16.1      Definitions of Adverse Events  

Term Definition 

Adverse Event (AE) Any untoward medical occurrence in a patient or study participant, 
which does not necessarily have a causal relationship with the 
procedure involved.  

Serious Adverse Event 
(SAE). 

Any adverse event that: 

 results in death, 

 is life-threatening*, 

 requires hospitalisation or prolongation of existing 
hospitalisation**, 

 results in persistent or significant disability or incapacity, or 

 consists of a congenital anomaly or birth defect 

*A life- threatening event, this refers to an event in which the participant was at risk of death at 
the time of the event; it does not refer to an event which hypothetically might have caused death 
if it were more severe. 
** Hospitalisation is defined as an in-patient admission, regardless of length of stay. 
Hospitalisation for pre-existing conditions, including elective procedures do not constitute an SAE. 

16.2 Assessments of Adverse Events  

Each adverse event will be assessed for severity, causality, seriousness and expectedness as 
described below. 

9.1.1 16.2.1    Severity  

The generic categories below are given for use as a guide. You may have a more specific scale that 
you want to use related to the disease (e.g. CTCAE criteria), (amend as required). 

Category Definition 

Mild The adverse event does not interfere with the participant’s daily routine, and does 
not require further procedure; it causes slight discomfort 

Moderate The adverse event interferes with some aspects of the participant’s routine, or 
requires further  procedure, but is not damaging to health; it causes moderate 
discomfort 

Severe The adverse event results in alteration, discomfort or disability which is clearly 
damaging to health 
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9.1.2 16.2.2     Causality 

The assessment of relationship of adverse events to the procedure is a clinical decision based on all 
available information at the time of the completion of the case report form.   

If a differentiated causality assessment which includes other factors in the study is deemed 
appropriate, please add/amend the following wording to specify: 

It is of particular importance in this study to capture events related to the product application 
procedure (specify e.g. surgery) / product failure / mandatory concomitant medications (specify e.g. 
conditioning chemotherapy). The assessment of relationship of an adverse event to this/these 
additional safety issue(s) will also be carried out as part of the study.  

The differentiated causality assessments will be captured in the study specific CRF/AE Log and/or 
SAE form (amend as required).  

The following categories will be used to define the causality of the adverse event: 

Category Definition 

Definitely: There is clear evidence to suggest a causal relationship, and other possible 
contributing factors can be ruled out. 

Probably: There is evidence to suggest a causal relationship, and the influence of other 
factors is unlikely 

Possibly There is some evidence to suggest a causal relationship (e.g. the event occurred 
within a reasonable time after administration of the study procedure). However, 
the influence of other factors may have contributed to the event (e.g. the 
participant’s clinical condition, other concomitant events). 

Unlikely There is little evidence to suggest there is a causal relationship (e.g. the event did 
not occur within a reasonable time after administration of the study procedure). 
There is another reasonable explanation for the event (e.g. the participant’s 
clinical condition). 

Not related There is no evidence of any causal relationship. 

Not Assessable Unable to assess on information available. 

 

9.1.3 16.2.3   Expectedness 

Category Definition 

Expected An adverse event which is consistent with the information about the procedure 
listed in the Investigator Brochure, SPC, manual of Operation (amend as 
appropriate) or clearly defined in this protocol. 
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Unexpected An adverse event which is not consistent with the information about the procedure 
listed in the manual of operation (or other – amend as appropriate)* or clearly 
defined in this protocol. 

* this includes listed events that are more frequently reported or more severe than previously 
reported 

16.3 Recording adverse events  

Adverse events occurring during the period that the participant is registered with the study will be 
reported to the Sponsor immediately upon knowledge of the event (Research-incidents@ucl.ac.uk).   

16.4 Procedures for recording and reporting Serious Adverse Events  

All serious adverse events will be recorded in the medical records and the CRF, and the sponsor’s AE 
log. 

All SAEs (except those specified in section 16.5 as not requiring reporting to the Sponsor) must be 
recorded on a serious adverse event (SAE) form. The CI/PI or designated individual will complete an 
SAE form and the form will be preferably emailed to the Sponsor within 5 working days of becoming 
aware of the event. The Chief or Principal Investigator will respond to any SAE queries raised by the 
sponsor as soon as possible.  

Where the event is unexpected and thought to be related to the procedure this must be reported by 
the Investigator to the Health Research Authority within 15 days. 

 

 

 

 

 

 

 

Completed forms for unexpected SAES must be sent within 5 working days of becoming 

aware of the event to the Sponsor  

Email forms to 

Research-incidents@ucl.ac.uk (if sponsored by UCL) 

mailto:Research-incidents@ucl.ac.uk
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Flow Chart for SAE reporting (this simple flow chart is for single site study, please amend in line with study specific 
requirements) 

AE occurs 

Assign Severity Grade 

Was the event Serious? 
  

Was the event an Other 
Notifiable event?  

See section 16.5 for notifiable 
events which should also be 

reported as serious 

No No 

Yes 
Yes 

Yes No 

Submit SAE form to Sponsor within 5 working days 

 

Record in medical records,  
And CRF in accordance with the protocol  

 

Record in medical records 
and CRF (if applicable) 

 

Is the event specified as an adverse event which does not require immediate reporting as an SAE?  

Record in medical records, CRF (and AE Log if 
required)  

Complete an SAE report form 
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16.5 Serious Adverse Events that do not require reporting  

You may choose not to report some particular SAEs to the sponsor, for example if they are expected 
to occur on a regular basis and offer no further new information to your safety profile or are related 
to the disease area of the participants. It should be specified that where the frequency or severity of 
these events is unusual they must be reported. These events must continue to be recorded in the 
medical records, CRF and the AE log (if required), however you may state that you will not complete 
an SAE form and forward it to the sponsor. Provide the rationale for doing so.    

16.6 Reporting Urgent Safety Measures  

If any urgent safety measures are taken the CI/ PI shall immediately and in any event no later than 3 
days from the date the measures are taken, give written notice to the relevant REC and Sponsor of 
the measures taken and the circumstances giving rise to those measures. 

16.7 Protocol deviations and notification of protocol violations 

A deviation is usually an unintended departure from the expected conduct of the study 
protocol/SOPs, which does not need to be reported to the sponsor.  The CI will monitor protocol 
deviations. 
 
 A protocol violation is a breach which is likely to effect to a significant degree – 

(a) the safety or physical or mental integrity of the participants of the study; or 
(b) the scientific value of the study. 

The CI and sponsor will be notified immediately of any case where the above definition applies 
during the study conduct phase.   

16.8 Reporting incidents involving a medical device(s) (if applicable) 

Not applicable 

16.9 Trust incidents and near misses 

An incident or near miss is any unintended or unexpected event that could have or did lead to harm, 
loss or damage that contains one or more of the following components: 

a. It is an accident or other incident which results in injury or ill health. 
b. It is contrary to specified or expected standard of patient care or service. 
c. It places patients, staff members, visitors, contractors or members of the public at 
unnecessary risk. 
d. It puts the Trust in an adverse position with potential loss of reputation. 
e. It puts Trust property or assets in an adverse position or at risk. 

Incidents and near misses must be reported to the Trust through DATIX as soon as the individual 
becomes aware of them. 
A reportable incident is any unintended or unexpected event that could have or did lead to harm, 
loss or damage that contains one or more of the following components: 
 

a) It is an accident or other incident which results in injury or ill health. 
b) It is contrary to specified or expected standard of patient care or service. 
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c) It places patients, staff members, visitors, contractors or members of the public at 
unnecessary risk. 

d) It puts the Trust in an adverse position with potential loss of reputation. 
e) It puts Trust property or assets in an adverse position or at risk of loss or damage. 

 

17 MONITORING AND AUDITING 

The Chief Investigator will ensure there are adequate quality and number of monitoring activities 
conducted by the study team. This will include adherence to the protocol, procedures for consenting 
and ensure adequate data quality. The Chief Investigator will inform the sponsor should he/she have 
concerns which have arisen from monitoring activities, and/or if there are problems with 
oversight/monitoring procedures. 
 

18 TRAINING 

The Chief Investigator will review and provide assurances of the training and experience of all staff 
working on this study. Appropriate training records will be maintained in the study files. 
 

Our project researchers are psychology graduates. They have a degree in psychology but 
without clinical psychology training. They have been recruited on evidence of listening skills, 
empathy and dementia experience and have experience in qualitative work and have attended 
training and are supervised in their work. This level of expertise will ensure breadth of skills. A 
short training programme will be delivered by our leads. Project researchers have all completed 
UCL training in safety and diversity and training in Good Clinical Practice and informed consent. 
They will also have teaching sessions dedicated to cultural sensitivity. Training will emphasise 
the need to operate from an inclusive values base and to respect diversity and the existing 
knowledge and experience of those they interview. 

19 INTELLECTUAL PROPERTY 

Not applicable  

20 INDEMNITY ARRANGEMENTS 

University College London holds insurance against claims from participants for harm caused by their 
participation in this clinical study. Participants may be able to claim compensation if they can prove 
that UCL has been negligent. However, if this clinical study is being carried out in a hospital, the 
hospital continues to have a duty of care to the participant of the clinical study. University College 
London does not accept liability for any breach in the hospital’s duty of care, or any negligence on 
the part of hospital employees. This applies whether the hospital is an NHS Trust or otherwise. 

21 ARCHIVING 

UCL and each participating site recognise that there is an obligation to archive study-related 
documents at the end of the study (as such end is defined within this protocol). The Chief 
Investigator confirms that he/she will archive the study master file at the Division of Psychiatry, 
Maple House for the period stipulated in the protocol and in line with all relevant legal and statutory 
requirements. The Principal Investigator at each participating site agrees to archive his/her 
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respective site’s study documents for the duration of the study and in line with all relevant legal and 
statutory requirements. 

22 PUBLICATION AND DISSEMINATION POLICY 

Authorship will be decided as per usual group processes. Results will be disseminated through 
scientific peer-reviewed articles, conference presentations, and lay outputs such as update emails to 
participating site. The study will also maintain a website hosted by UCL and a Twitter account. 
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