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SIGNATURE PAGE 
The undersigned confirm that the following protocol has been agreed and accepted and that the Chief 
Investigator agrees to conduct the study in compliance with the approved protocol and will adhere to 
the principles outlined in the Declaration of Helsinki, the Sponsor’s SOPs, and other regulatory 
requirement. 

I agree to ensure that the confidential information contained in this document will not be used for any 
other purpose other than the evaluation or conduct of the investigation without the prior written 
consent of the Sponsor 

I also confirm that I will make the findings of the study publically available through publication or other 
dissemination tools without any unnecessary delay and that an honest accurate and transparent 
account of the study will be given; and that any discrepancies from the study as planned in this 
protocol will be explained. 

 

For and on behalf of the Study Sponsor: 

Signature:  

...................................................................................................... 

 Date: 
....../....../...... 

Name (please print): 

...................................................................................................... 
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...................................................................................................... 
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...................................................................................................... 

 Date: 
....../....../...... 

Name: (please print): 
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STUDY SUMMARY 

Study Title Designing the Healthy Eating and Active Lifestyles for 
Diabetes (HEAL-D) intervention: exploring the barriers and 
facilitators to delivering culturally-tailored care for diabetes 
management in African-Caribbean communities 

Short Title Designing the Healthy Eating & Active Lifestyles for 
Diabetes programme (HEAL-D) in partnership with 
African & Caribbean communities  

Study Design Qualitative focus groups, interviews and workshops 

Study Participants Patients with Type 2 Diabetes of African and Caribbean 
ethnicity; healthcare providers (GPs, diabetes specialist 
nurses and dietitians, commissioners); community leaders 

Planned Size of Sample (if 
applicable) 

Patients, n= 48–64. 
Healthcare providers, n= 8. 
Community leaders, n= 4. 

Follow up duration (if applicable) Not applicable 

Planned Study Period 15 months 

Research Question/Aim(s) 

 

This study consists of three phases. This protocol covers the 
qualitative phases. (Phase 1 and Phase 2). The purpose of 
phases 1 and 2 of the study are to design a diet and lifestyle 
intervention (format, content, setting and mode of delivery), 
for people with Type 2 Diabetes (T2D) from African and 
Caribbean cultures, to ensure cultural sensitivity.  The 
intervention will be designed using participatory co-design 
methods. The intervention will aim to promote engagement 
and healthful behaviour change and therefore improve 
diabetes control. The results of Phase 1 and 2 will go on to 
inform Phase 3; the delivery of the intervention in a small 
scale feasibility trial where the feasibility and acceptability of 
the intervention will be tested. Separate ethical approval will 
be sought for Phase 3. 
The specific aims of Phase 1 and 2  are as follows: 
[1.] To identify effective processes for engaging African and 
Caribbean communities (e.g. churches, community groups) 
and healthcare providers in a partnership to develop and 
deliver a lifestyle intervention for diabetes. 
[2.] To identify the barriers and facilitators to motivate and 
sustain lifestyle behaviour change in African and Caribbean 
patients with T2D. 
[3.] To identify the cultural adaptations that are needed to diet 
and lifestyle interventions for T2D to ensure cultural 
sensitivity. 
[4.] To identify the advantages and disadvantages of different 
settings for delivery of the intervention (e.g. churches, 
community centres, GP surgeries). 
[5.] To identify the barriers and enablers that exist relating to 
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embedment of a community intervention in existing care 
pathways. 

Service User Contribution to 
protocol design 

The participatory approach to the design of the HEAL-D 
intervention was supported in individual discussion and group 
discussions with patients and community leaders, such as the 
Diabetes UK Community Champions, representing African 
and Caribbean Communities. and with  a sample of key care 
providers: Dr Carol Gayle (Lead Consultant Diabetologist 
King’s College Hospital) and Dr Mark Chamley (Lead GP 
Lambeth Diabetes Intermediate Care Services).  
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FUNDING AND SUPPORT IN KIND 

FUNDER(S) FINANCIAL AND NON FINANCIAL SUPPORT 

GIVEN 

National Institute of Health Research 

NIHR Trainees Coordinating Centre, 
Leeds Innovation Centre 
103 Clarendon Road 
Leeds LS2 9DR 
Tel: 0113 346 6260 
Fax: 0113 346 6272 
Email: nihrfellowshipenquiries@nihrtcc.org.uk 

Career Development Fellowship, £598,623 
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ROLE OF STUDY SPONSOR AND FUNDER 

Role Organisation Roles & responsibilities 

Study Sponsor King’s College London Chief investigator employer.  

Responsible for initiation and management of 
the research, and for managing the finance of 
the research. 

The sponsor will NOT have any role or control in 
deciding the study design, conduct, data 
analysis and interpretation, manuscript writing 
and dissemination of results. 

Study Funder National Institute of Health 
Research 

Responsible for funding the research. The NIHR 
has reviewed the grant application, including an 
overview of the study design, the data analysis 
plan and plans for dissemination. The NIHR will 
be informed of all publications arising from the 
work at least 28 days prior to publication. 

The funder will NOT have any role or control in 
deciding the study design, conduct, data 
analysis and interpretation, manuscript writing 
and dissemination of results. 
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ROLES AND RESPONSIBILITIES OF STUDY MANAGEMENT COMMITEES/GROUPS & 
INDIVIDUALS 

Study Steering groups 

A Service User Group (SUG) and a Study Steering Group (SSG) will contribute to the study 
coordination, conduct, analysis and dissemination.  

A Service User Group (SUG) will be set up to inform and guide each stage of the research plan. The 
SUG will consist of 4-6 patients and 2 lay leaders, representing both African and Caribbean 
communities. Two lead members of the SUG will attend the Study Steering Group meetings, to ensure 
representation of the SUG opinion. The SUG will be consulted at all stages of the research and 
contribute to the study design (e.g. designing and writing participant documents, lay summaries), 
conduct (e.g. setting and structure of focus groups, interviews, issues with recruitment and retention), 
interpretation and analysis (e.g. focus group thematic analysis) and dissemination (e.g. patient group 
presentations).  The SUG will meet quarterly. 

A Study Steering Group (SSG) will be set up to inform the strategic management of the study. It will 
include representatives from academic research, service provision, and the SUG. The SSG will meet 
6-monthly to discuss and contribute to decision making in regard to study design, conduct, analysis 
and interpretation, and dissemination. 
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STUDY PROTOCOL 

Designing the Healthy Eating and Active Lifestyles for Diabetes (HEAL-D) intervention: exploring the 

barriers and facilitators to delivering culturally-tailored care for diabetes management in African-

Caribbean communities 

1 BACKGROUND 

Diabetes: inequalities in health 

In the UK people of African and Caribbean (AfC) ancestry are disproportionately affected by T2D 1, 2; 

locally 40% of T2D patients in the Boroughs of Lambeth, Southwark and Lewisham are of AfC 

ethnicity 3. In AfC populations T2D occurs younger, with worse control at diagnosis and is associated 

with higher morbidity and poorer outcomes 3. 

Healthcare access 

Healthcare access and engagement (i.e. availability, acceptability, service uptake and utilisation) is 

poorer in AfC communities 4, 5 and may contribute to the greater burden of T2D 4-7. A number of 

specific cultural barriers drive poor healthcare access including deep-rooted distrust of medical advice, 

a strong desire for non-pharmacological therapies, healthcare advice lacking cultural relevance and 

practitioners lacking cultural understanding 8-11. 

Diabetes care: efficacy of lifestyle management 

First-line diabetes management is situated in primary care and aims to manage glycaemic control and 

cardiovascular risk 12 through education and nutritional advice. Robust trials have demonstrated the 

efficacy of lifestyle interventions in improving glycaemic control, promoting healthy body weight and 

reducing cardiovascular risk 13, 14, thus lifestyle education forms the cornerstone of self-management 
12, 15, 16. The management of long-term conditions focuses on promoting patient involvement and self-

management 17; in line with NICE guidance 12, diabetes services aim to deliver care that is responsive 

to individual culture and lifestyle. Care is intended to empower and enable patients to improve their 

lifestyle and manage their diabetes through support and education 4, however AfC patients criticise 

dietary advice for lacking inclusion of cultural foods and patients report difficulty limiting/avoiding 

culturally preferred foods 11. 

Delivering culturally appropriate care: addressing efficacy of context and sustainability 

Culturally appropriate healthcare, that is respectful of and responsive to the health beliefs, practices 

and needs of diverse patients, is proposed as a principal way to address healthcare disparities 18 and 

is identified as a priority by patients 19. Culturally-tailored lifestyle programmes are more effective in 

T2D management than standard care 20 but have only been developed for Black communities in the 

USA 21-24. Consistently these programmes draw on a community setting, often faith-based 

partnerships, and include lay leadership/educators (e.g. community health workers) to enhance 

community engagement; this is particularly effective in minority populations 21, 25. Furthermore, lay 

educators are a cost effective means of delivering structured education in diabetes care 26. In their 

recent review Liu et al recognised that in adapting health promotion interventions for ethnic minorities 

it is important to go beyond individual-centred behavioural approaches usually considered in lifestyle 

interventions and consider the social context for delivering care 27. The use of participatory methods in 

these programmes is common to overcome issues of distrust, ensure socio-cultural sensitisation of 

intervention, promote community ownership and engagement, and ensure sustainability and wider 

reach of the target audience beyond the research period 28-31. Participatory methods have been 

successfully implemented in developing culturally-tailored interventions for diabetes in African-

Americans 29. 
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2 RATIONALE  

This research is based on the overarching hypothesis that culturally-tailored lifestyle interventions will 

improve patient acceptability and be more effective in achieving T2D management targets in African 

and Caribbean patients than standard care approaches. Tackling inequalities in health and improving 

healthcare access for high risk, ‘hard to reach’ communities is a NHS priority; this research aims to 

address this need and develop a programme of lifestyle education and behaviour change support 

specifically tailored to engage African and Caribbean communities, that will improve the T2D self-

management practices of African and Caribbean patients. 

 

3 THEORETICAL FRAMEWORK 

African and Caribbean communities are disproportionately affected by the burden of T2D, in part due to 

poorer access and engagement with healthcare services. A number of specific cultural barriers drive poor 

healthcare access including a deep-rooted distrust of medical advice, information seeking from friends 

and family rather than medical practitioners, and a perception that healthcare advice lacks cultural 

relevance and practitioners lack cultural understanding. Traditional medical models of delivering care 

focus on individual-centred behavioural approaches however in minority cultures there is evidence that 

focusing on delivering care in a social context may be more effective and promote engagement 27. 

Participatory co-design methods have been effective at promoting engagement and community 

ownership because they overcome issues of distrust, and they are also effective at ensuring cultural 

relevance and sensitivity of healthcare interventions. Data analysis and development of the intervention 

will be under-pinned by socio-ecological theory. The socio-ecological model is a framework for 

understanding the interactive effects of personal and environmental factors that determine behaviours 

and for identifying leverage points for intervention. 32. The integrative behaviour change theory of the 

Behaviour Change Wheel and COM-B 33 will be used in addition, to understand behaviour at the 

individual level, choose appropriate behaviour change techniques and to inform the design and content of 

the intervention. 

 

4 RESEARCH AIM(S) 

The overall aim of this research is to design the format, content, setting and mode of delivery, to 

ensure cultural sensitivity, of a diet and lifestyle intervention for people with Type 2 Diabetes (T2D) 

from African and Caribbean cultures using participatory co-design methods.  

 

4.1 Objectives 

The specific objectives are as follows: 

[1.] To identify effective processes for engaging African and Caribbean communities (e.g. churches, 

community groups) and healthcare providers in a partnership to develop and deliver a lifestyle 

intervention for diabetes. 

[2.] To identify the barriers and facilitators to motivate and sustain lifestyle behaviour change in African 

and Caribbean patients with T2D. 

[3.] To identify the cultural adaptations that are needed to diet and lifestyle interventions for T2D to 

ensure cultural sensitivity. 
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[4.] To identify the advantages and disadvantages of different settings for delivery of the intervention 

(e.g. churches, community centres, GP surgeries). 

[5.] To identify the barriers and enablers that exist relating to embedment of a community intervention 

in existing care pathways. 

 

4.2 Outcomes 

This is a development phase of research in which the barriers and facilitators to diet and lifestyle 

behaviour change amongst African and Caribbean patients with T2D will be identified and inform the 

design, using co-design methods, of a culturally tailored intervention for the management of T2D, in 

collaboration with patients, healthcare providers and community leaders. 

5 STUDY DESIGN and METHODS of DATA COLLECTION AND DATA ANALYIS 

This is an exploratory qualitative study consisting of two phases. 

Phase 1 will consist of: 

- Patient focus groups 
- Healthcare provider interviews 
- Community leader interviews 

Phase 2 will consist of a series of multi-stakeholder interactive workshops. 

PHASE1 – Data Collection 

Focus groups with patients will be performed to identify the barriers and facilitators to diet and 

lifestyle behaviour change amongst patients with T2D of African and Caribbean culture. Focus groups 

have been chosen to attain rich and insightful data through participants engaging in a process of 

sharing and comparing. The focus groups, primarily recruited via Primary Care across the Boroughs, 

of Lambeth, Southwark, Lewisham and Croydon, will be grouped by gender and African or Caribbean 

ethnicity, as these variables have been shown to be key influencers on health behaviour. Within 4 

groups we will purposively sample to include both first and second-generation migrants and a diversity 

of socioeconomic status. Within a further 4 groups we will purposefully sample to include primarily low 

SES. 

Knowledge of diabetes and lifestyle and current practices will be explored. Health concerns, health 

perception, self-efficacy, health literacy, experiences of success/failure in sustaining behaviour 

change, role of family/friends/communities in supporting behaviours will be discussed. Preference for 

intervention setting will also be explored. 

The focus groups will be led by the CI and co-facilitated by a research assistant who will be 

responsible for taking notes and documenting important concepts. A topic guide has been developed 

based on themes identified from the literature, underpinned by socio-ecological theory and 

behavioural change theory (COM-B). The topic guide will be used to steer the discussions and ensure 

coverage of key themes from the literature whilst encouraging free discussion of opinion/perspective. 

The initial topic guide may be further developed iteratively, as data collection progresses. 

Topics: 

 Knowledge & perceptions of diabetes, and diet and lifestyle advice for managing diabetes 

 Current practices relating to diabetes self-care, and diet and lifestyle  
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 Health concerns/priorities in relation to diabetes 

 Motivations and barriers/difficulties relating to diabetes self-care, weight management and diet 

and lifestyle 

 Experiences and perceptions of diabetes care/education, and barriers to accessing care 

 Experiences of behaviour change in relation to diabetes, weight, diet and lifestyle – successes 

and failures 

 Role of family/friends/communities in influencing and shaping knowledge and behaviours in 

relation to diabetes, diet and lifestyle 

The focus groups are anticipated to last 2 hours and will be digitally recorded with the participants’ 

permission; all participants will be anonymised using a study code, which will be used in analysis of 

the discussions and dissemination of the findings. Before the focus groups begin the researchers will 

ask the participants to sign an agreement that the discussions are kept confidential and are not 

discussed outside of the group, so that participants feel able to openly discuss topics and issues. A 

suitable location (local accessible community venue e.g. church hall, community centre, library) will be 

identified. Participants will receive a £20 gift voucher in appreciation of their time and commitment. 

Reasonable travel costs will be reimbursed via BACS on completion of a form and with the production 

of valid receipts. In exceptional circumstances travel costs under £50 may be reimbursed in cash. 

One-to-one semi-structured interviews will be conducted with healthcare providers (e.g. General 

Practitioners, Diabetes Specialist Nurses, Diabetes Specialist Dietitians, Healthcare Commissioners) 

and community leaders or figureheads (e.g. Faith leaders, community group leaders) to explore 

partnership working for improving health of communities. The interviews will be guided by topic guide, 

which will be further refined interatively if necessary, as data collection progresses. The interviews 

with healthcare providers will cover issues relating to African and Caribbean patients’ needs and 

engagement, experiences of delivering healthcare to African and Caribbean patients, and barriers and 

facilitators to working in partnership with community groups to deliver care for African and Caribbean 

communities. The interviews with community leaders will cover issues relating to the role of 

community networks in promoting health of African and Caribbean communities, barriers and 

facilitators to delivering community interventions, sustaining interest in health amongst community 

members/congregants, opportunities for greater community impact.  

All interviews will be digitally recorded. This will ensure that complete dialogue is captured and the 

researcher does not rely on notes for data analysis. Interviews will last for approximately 1-1.5 hours, 

depending on what participants want to share. Participants will be offered an opportunity to choose 

where the interview takes place (workplace or external location) since limiting the choice of venues 

can affect the participant’s willingness to take part. The interviews will also be conducted at a time of 

convenience. Reasonable travel costs will be reimbursed and participants will receive a £20 gift 

voucher in appreciation of their time and commitment. The interviews will be facilitated by the CI. 

PHASE 1 – Data analysis 

The focus groups and interviews will be digitally recorded and transcribed verbatim, using professional 

transcribers, who will be contracted to carry out the work on behalf of KCL. Password protected 

electronic files of each recording will be transferred to the transcriber. The transcriber will be given 

anonymised codes for each participant and transcripts will refer only to this code so 
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that participant names cannot be identified. Any reference to identifiable information in the transcripts 

will be removed. The transcriber(s) will be fully briefed regarding syntax used for the transcripts 34 and 

expectations for the degree of detail required in the transcripts 35. Transcripts will be checked for 

accuracy against the audio-recordings by the research team who conducted the focus groups and 

interviews. Audio-tapes will be referred to alongside the transcript analysis to improve interpretation of 

transcripts. The transcripts will be entered into NVivo, a qualitative software package for data 

management. The data will be analysed using Framework Analysis, theoretically driven by socio-

ecological and COM-B theory to identify themes related to issues at the individual, family, community 

and healthcare delivery levels and how these influence self-efficacy and behaviour change. 

Framework begins with these deductive themes and  analysis and reanalysis will identify new themes 

and sub-themes. The thematic analysis will draw out patterns of association and attempts made to 

explain why those patterns occur. The analysis will draw out commonalities from the different 

stakeholders and be evaluated to enable identification of priority behaviours of focus for an 

intervention, key barriers and facilitators to behaviour change and healthcare engagement, favoured 

settings, and a rudimentary draft of the intervention cultural adaptations. Deviant case analysis, that is 

consideration of cases that do not fit the general picture, will be undertaken. 

The lead researcher will carry out primary coding and develop a coding scheme. The Research 

Assistant will independently use this coding scheme to code 20% of the data for cross-comparison, to 

improve dependability. This will provide methodological rigour required for confidence in the analysis 

of the qualitative data. The themes will be fed-back and discussed with the Service User Group that 

will consist of the CI and representatives of patients, healthcare providers, and community leaders to 

ensure trustworthiness of conceptualisations. 

The transcripts will be password protected and stored and archived in the study CI records/offices. 

PHASE 2 – Data Collection 

This phase will seek patient, healthcare provider and community lead involvement in developing the 

intervention for Phase 3 through determining the setting, media channels, content and delivery. This 

will enable development of an intervention that is culturally sensitive and distinct from current services 

provided to patients with T2D. The data will be collected through interactive workshops. 

 

WORKSHOP 1 

In the first workshop the study CI and Research Assistant will feedback the themes/issues identified 

by each group of stakeholders, using anonymised interview extracts, so each group can understand 

and discuss the main issues raised by the other stakeholders. Printed copies of the information 

presented to the group will be provided for the participants to refer to during the sessions but will be 

collected in at the end of the session. The stakeholders will be divided into small groups to discuss the 

key themes and behavioural targets identified from the interviews and focus groups. They will be 

provided with directed tasks/questions to facilitate the discussions. Following the small group 

discussions the researchers will facilitate feedback from the small groups and encourage discussion 

as a whole to clarify/confirm the researcher’s interpretation; open discussion/debate will be 

encouraged to examine the themes in depth and for all stakeholders to agree a mutual understanding.  
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In the 2nd part of the workshop elements of the proposed intervention will be presented and 

stakeholders will be asked to work in small groups to brainstorm media channels (e.g. cook and taste 

sessions, group exercise classes) that could be used to disseminate messages and deliver the 

intervention to their community. For example, for physical activity the workshops will inform what 

activity (e.g. walking clubs), for whom (e.g. activities appealing to men/women), where (e.g. local 

parks), when (e.g. after church) and how to maximise compliance (e.g. ‘buddy’ system).  Participants 

will be provided with directed questions and tasks to encourage them to explore barriers and suggest 

solutions for these. The researcher will verify their understanding through an audio-recorded facilitated 

feedback discussion to inform refinement of the intervention. 

 

WORKSHOP 2 

In the second workshop the intervention details and materials, as refined after workshop 1, will be 

developed and presented.  Printed copies of the information presented to the group will be provided 

for the participants to refer to during the sessions but will be collected in at the end of the session. The 

stakeholders will be divided into small groups to discuss and provide feedback on the acceptability of 

the components of the intervention and identify potential barriers to engagement. Following the small 

group discussions the researchers will facilitate feedback from the small groups and encourage 

discussion as a whole to clarify/confirm the researcher’s interpretation; open discussion/debate will be 

encouraged to examine the themes in depth and for all stakeholders to agree a mutual understanding. 

The intervention template may be further refined and developed into a detailed programme. 

The participatory workshops will be conducted by the CI and Research Assistant who have an in-

depth knowledge of the project and will be trained in facilitating focus groups, interviews and 

workshops. Reasonable travel costs will be reimbursed and participants will receive a £40 gift voucher 

for each workshop in appreciation of their time and commitment.  

 

PHASE 2 – Data analysis 

The principal aim of the workshops is to develop the details of the intervention, particularly the 

favoured setting, media, session content and duration, and appropriate behavioural change 

techniques 36.  

The workshops will be digitally recorded. Data will be directly coded from audio tapes as discussion is 

anticipated to be structured and focused specifically around the intervention design 37. If the 

discussions are lengthy and more complex than anticipated, they will be transcribed verbatim, using 

professional transcribers, prior to coding. In this case password protected electronic files of each 

recording will be transferred to the transcriber. The transcriber will be given an anonymised code for 

each participant and transcripts will refer only to this identity, so that participant names cannot be 

identified. Any reference to identifiable information in the transcripts will be removed. Transcripts will 

be checked for accuracy against the audio-recordings by the study CI who conducted the workshops.  

A coding framework will be developed prior to the analysis of data from the workshops, informed by 

socio-ecological theory and COM-B behavioural change theory. Primarily the CI will 
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undertake the analysis alongside a Research Assistant, and the intervention details developed from 

the workshop discussions. Further discussions with the Service User Group, will verify the 

researchers’ understanding of the workshop findings and subsequent intervention development. 

6 STUDY SETTING 

The patient focus groups and the workshops will be conducted in community settings local and 

convenient to the participants (e.g. libraries, leisure centres, community halls), exact details will be 

decided in collaboration with the SUG and the recruited participants.  

The healthcare provider and community leader interviews will be conducted at the participant’s place 

of work or a convenient community venue (e.g. community centre, library).  

The focus groups, interviews and workshops will be conducted only in venues that are private and 

access restricted to the researchers and participants to ensure confidentiality of the participants and 

data. 

7 SAMPLE AND RECRUITMENT 

7.1  Eligibility Criteria 

Patients: 

 Medical diagnosis of Type 2 Diabetes 

 Aged 18-75 years 

 Self-defined as of Black British or African-Caribbean ethnicity  

 Resident in London. 

 Able to provide informed consent 

 English speaking* 

 No other chronic disease that affects diet and lifestyle needs e.g. chronic kidney disease. 

*For the purposes of this exploratory study, only English speaking participants will be invited to take 
part. We acknowledge that this excludes some groups, particularly patients of East African ancestry 
(e.g. Somalia and Ethiopia). Within the timeframe and budget of this project, it would not be feasible to 
adequately address the needs of non-English speaking groups. Findings from this study will inform the 
possible design of a later study. 

Healthcare providers: 

 General practitioner, nurse or dietitian providing diabetes care to patients of African and 

Caribbean ethnicity in Lambeth, Lewisham, Croydon or Southwark 

 Commissioning diabetes services in Lambeth, Lewisham, Croydon or Southwark 

Community leaders: 

 Leadership of groups or organisations within/engaging African and Caribbean communities 

in Lambeth, Lewisham, Croydon or Southwark 

 Fluent in English 

7.2  Sampling 
 

7.2.1  Size of sample 
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Patient focus groups have been chosen to achieve convergence to the norm; the researcher expects 8 

groups (with 6-8 participants in each) will provide sufficient commonalities in issues.  

One-to-one interviews will aim to explores issues in depth and have been chosen on the basis that the 

healthcare provider groups are heterogenous and hierarchy of roles may inhibit opinion sharing. It is 

expected that 12 interviews will be meaningful, given the thematic analysis is largely top-down.  

7.2.2  Sampling technique 

We will conduct 8 focus groups, with 6-8 participants in each. Men and women will participate in 

separate focus groups as they report different barriers/facilitators to lifestyle change and therefore 

there will be 4 male groups and 4 female groups. Participants will be purposively sampled and 

stratified for the principal factors impacting on health status, healthcare access and cultural 

behaviours: 

 socio-economic position, assessed by measures of educational attainment and employment 

status (National Statistics Social Economic Status categories): representation from those with 

basic (left school ≤16 yrs) and advanced educational attainment (obtained Bachelor degree, 

equivalent or higher), and from NS-SEC categories 1&2 (high SES) and 6&7 and 8 (low SES).  

 generational status, assessed by country of birth of self and parents: representation from 1st 

generation migrants and 2nd/3rd generation. 

 ancestral origins, assessed by country of birth of self and parents: representation from those 

originating from the Islands of the Caribbean and those originating from African nations. 

A quota sampling frame (Figure 1), one for males and one for females, will be used to purposively 

select patients to ensure representation of different socio-economic backgrounds, generational 

status, and ancestral origins. Socio-economic status of participants will be measured on 

educational level, employment and occupational status. The sample will be boosted by groups 

pursposefully sampled from low SES groups as these groups provide particular challenge for 

engagement and poor healthcare outcomes. Ancestral origins will be recorded as place of birth 

and place of birth of parents and grandparents.  

 

Figure 1. Sampling frame for patient focus groups 
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Caribbean Mixed SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

Min 1 low SES, 1 high SES 

 Low SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

 

FEMALE Selection criteria 

African Mixed SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

Min 1 low SES, 1 high SES 

 Low SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

Caribbean Mixed SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

Min 1 low SES, 1 high SES 

 Low SES 

Mixed 

generational 

status 

Min 2 participant 1st 

generation and 2 2nd 

generation 

 

One-to-one semi-structured qualitative interviews will be conducted with 8 healthcare providers (e.g. 

General Practitioners, Diabetes Specialist Nurses, Diabetes Specialist Dietitians, Healthcare 

Commissioners) and 4 community leaders or figureheads (e.g. Faith leaders, community group leaders). 

A sampling framework (Figure 2) will be used to ensure representation from faith based and non-faith 

community organisations. Faith leaders will be purposefully sampled with the objective of including 

representatives from both Christian and Seventh-Day Adventist churches. 

Figure 2. Sampling frame for healthcare professionals and community leaders 
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(n=8) Nurse Dietitian 

X X X X X 

Community 

leaders 

Faith leader Non-faith 

leader 

 

X X 

 

Following evaluation of the qualitative studies patients, service providers and community leaders (n = 

15-20) will be invited to participate in a series of 2-3 workshops; the workshops will be held in 

community locations and last approximately 2 hours. Principally patients, service providers and 

community leaders from phase 1 will be invited to participate in the phase 2 workshops; additional 

participants, identified through ‘snow-balling’ or word of mouth by the phase 1 participants, who 

volunteer to participate in phase 2 will be welcomed. At the end of each focus group/interview the 

workshops will be verbally discussed with the participants and they will be asked if they would like to 

participate. Participants will be made aware that a selection of extracts of the discussions from the 

focus groups will be discussed within the workshops to help design the intervention. They will be 

informed that they may recognise some of their own comments but will not be identified or linked with 

the comments. If they are happy to participate they will be asked to indicate their choice of 

days/times/locations (if different to phase 1) and they will be contacted by the research team to 

confirm participation and details when the phase 1 studies are complete. The maximum number of 

participants per workshop will be 20, if more than this volunteer a waiting list will be kept and 

participants will be invited to participate if other volunteers can no longer attend the workshops. The 

participants will be purposively sampled, using a sampling frame (Figure 3), to ensure representation 

of all stakeholder roles (patients (n=8-10), care providers (n=3-5), community leaders (n=3-5)); 

additionally the patient representatives will be chosen to ensure mixed gender, generational status 

and specific ancestral backgrounds. 

 

Figure 2. Sampling frame for workshops 
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African X X 

Caribbean X X 

Low SES X X 

High SES X X 

 

7.3  Recruitment 

Patients will be recruited in the following ways: 

 Patients who have participated in previous research, particularly the South London Diabetes 

Study (CI: Prof Stephanie Amiel) and who have provided consent to be contacted regarding 

future research will be sent a letter of invitation or telephoned to invite them to participate in the 

current study.  

 Database searches to identify potentially eligible participants from GP surgeries within 

Lambeth, Southwark and Lewisham with whom the researchers have current working 

partnerships (e.g. Crown Dale Medical Centre, Elm Lodge Surgery) and who serve a large 

catchment of African and Caribbean patients. 

 Patients referred for or attending Diabetes Structured Education will be sent a letter of 

invitation or made aware of the research via face-to-face contact at education sessions. 

 Advertisements in the local press within the Boroughs of Lambeth, Southwark, Croydon and 

Lewisham.  

Database searches and screening of referrals for structured education will be performed by nurses or 

practice managers in relevant GP surgeries to identify potential participants who meet the study 

criteria (T2D, age, ethnicity); potential participants will be sent a letter of invitation that outlines the 

purpose and requirements of the study. A stamped-addressed/FREEPOST envelope will be provided 

for individuals to respond to the invitation, alternatively participants will be invited to contact the 

researchers via telephone or email if preferred. Patients will be sent an information pack, which will 

contain an introductory letter and a participant information sheet, and they will be asked to indicate 

their preference for days and times for the focus groups. Participants will either send back a form 

confirming their preferences to attend a group or will contact us via email or phone. The information 

sheet explains that we may ask some further questions, this is to assist with purposive sampling. At 

the focus groups the research team will go through the participant information sheet again with each 

participant and they will be asked to sign the consent form. 

For self-referred patients, from advertisements and posters, the PIS sheet will be sent out with the 

introductory letter, together with a tick box questionnaire to confirm eligibility, which may be returned 

via email or in the post. If potential participants choose to call us to register their interest we will 

conduct the eligibility/screening questions on the telephone. If they email us we will either call and 

conduct the screening questions or email the screening questionnaire to them as the participant 

chooses. The participant information sheet and letter text explicitly states that they will be asked these 

screening questions; implied consent for these questions prior to signing informed consent forms, is 
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therefore assumed.  

Healthcare providers will be recruited from primary and secondary care centres serving the Boroughs 

of Lambeth, Southwark, Croydon and Lewisham e.g. GP surgeries and hospital centres (King’s 

College Hospital and St Thomas’ Hospital). General Practitioners, Diabetes Specialist Nurses, 

Diabetes Specialist Dietitians and Commissioners who provide diabetes care and services to African 

and Caribbean patients will be invited to participate in the study by email and telephone. Potential 

participants will be contacted personally as they are known to the researchers as part of their 

professional network. A sampling framework (Figure 2) will be used to ensure representation of a 

range of service providers. 

Community leaders will be recruited from community groups (e.g. Churches and voluntary groups) 

with whom the researchers have active partnerships and through the Diabetes UK Community 

Champions network; from our experience of working with African and Caribbean communities ‘snow -

balling’ is expected to facilitate broader recruitment of community figureheads. A sampling framework 

(Figure 2) will be used to ensure representation from faith based and non-faith community 

organisations. Interested parties will be provided with an information pack, which will contain an 

introductory letter and a participant information sheet. Healthcare providers/community leaders who 

are interested in participating will be asked to contact the study team by telephone, email or postal 

services. If no reply has been received after 10 days, a reminder email/telephone call will be made to 

determine interest in participating. 

 

7.3.1 Sample identification 

Patients who have participated in previous research, particularly the South London Diabetes Study 

(CI: Prof Stephanie Amiel) and who have provided consent to be contacted regarding future research 

will be sent a letter of invitation or telephoned to invite them to participate in the current study.  

Additionally patients will be identified from GP surgeries within Lambeth, Southwark, Croydon and 

Lewisham. Database searches and screening of referrals for diabetes structured education will be 

performed in relevant GP surgeries by a practice manager or nurse to identify potential participants who 

meet the study criteria (T2D, age, ethnicity); potential participants will be sent a letter of invitation that 

outlines the purpose and requirements of the study. A stamped-addressed envelope will be provided for 

individuals to respond to the invitation, alternatively participants will be invited to contact the researchers 

via telephone or email if preferred. 

Healthcare providers will be recruited from primary and secondary care centres serving the Boroughs of 

Lambeth, Southwark and Lewisham e.g. GP surgeries and hospital centres (King’s College Hospital and 

St Thomas’ Hospital). General Practitioners, Diabetes Specialist Nurses, Diabetes Specialist Dietitians 

and Commissioners who provide diabetes care and services to African and Caribbean patients will be 

invited to participate in the study by email and telephone. Potential healthcare providers are part of the 

research team’s professional network and will be contacted directly in person. 

Community leaders will be recruited from community groups (e.g. Churches and voluntary groups) with 

whom the researchers have active partnerships and through the Diabetes UK Community Champions 
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network; from our experience of working with African and Caribbean communities ‘snow-balling’ is 

expected to facilitate broader recruitment of community figureheads. 

Interested parties will be provided with an information pack that will contain an introductory letter and a 

participant information sheet. Healthcare providers/community leaders who are interested in 

participating will be asked to contact the study team by telephone, email or postal services. If no reply 

has been received after 10 days, a reminder email/telephone call will be made to determine interest in 

participating. 

 

7.3.2 Consent 

An information pack, including an introductory letter and participant information leaflet, will be sent 

(email or postal) to potential participants who have expressed an interest in participating in the study. 

Potential participants will be provided with the researchers’ contact details and encouraged to contact 

the researchers to discuss any questions or concerns they may have. The researchers will make 

contact (email or telephone) with potential participants (minimum 3 days after dispatch of the 

introductory pack) to discuss any questions or concerns they may have, to seek their verbal consent to 

participate.  

Patient participants who have not completed the eligibility/sampling questions in writing will be asked 

the screening questions verbally. Participants who provide verbal consent to participate will be made 

an appointment to attend a focus group/interview. Written consent will be obtained at the start of the 

appointment, prior to commencing the focus group/interview. The researchers will begin by explaining 

the purpose of the study and details of what participation is required and then participants will be given 

the opportunity to ask questions and clarify their understanding before being asked to sign two copies 

of a consent form in the presence of the researchers; the participant will be given a copy of the 

information sheet and consent form to keep for their records and the researchers will keep a signed 

consent form.  

 

8 ETHICAL AND REGULATORY CONSIDERATIONS 

8.1 Assessment and management of risk 

The subject matter and participants within this research are not high risk in nature. While we do not 

anticipate that any discussions will be sensitive, there is a small possibility that participants may be 

uncomfortable talking about living with diabetes and they will be told they do not have to answer 

questions that they don't wish to. They will be assured that there are no right or wrong answers and 

will be encouraged to respond as honestly as possible. They will be able to leave the interviews/focus 

groups if they wish to. If a participant expresses any discomfort as a result of participation, the 

research team will discuss this with them and sign post them towards appropriate help e.g. counselling 

services at their GP, help line at Diabetes UK charity. These risks will be minimised by ensuring that 

participants fully understand the nature of the study and what is required of their participation prior to 

consenting. 

8.2  Research Ethics Committee (REC) review & reports 
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Before the start of the study, HRA approval will be sought for the study protocol, informed consent 

forms and other relevant documents e.g. advertisements.  

Substantial amendments that require review by REC will not be implemented until the REC grants 

approval. Amendments that need to be reviewed and accepted by R&D departments, or other 

research governance mechanisms, will not be implemented in practice at sites until approval has been 

granted). 

All correspondence with the REC will be retained. 

The Chief Investigator will take responsibility for producing the annual reports as required. 

The Chief Investigator will notify the REC of the end of the study. 

An annual progress report (APR) will be submitted to the REC within 30 days of the anniversary date 

on which the favourable opinion was given, and annually until the study is declared ended. 

If the study is ended prematurely, the Chief Investigator will notify the REC, including the reasons for 

the premature termination. 

Within one year after the end of the study, the Chief Investigator will submit a final report with the 

results, including any publications/abstracts, to the REC. 

 

8.3  Peer review 

This protocol has been reviewed by at least two individual experts, assigned by the NIHR TCC, during 

the peer review process of securing research funding for the study.  

8.4  Patient & Public Involvement 

The proposed research draws on multi-stakeholder (patients, care providers and community leaders) 

involvement and therefore in preparing this protocol PPI has been conducted with each stakeholder 

group to inform the design and demonstrate support for the protocol: 

 

Discussions with individual patients (n=5) and groups of patients (n=2) found a focus on the role 

of diet and activity in T2D development/management, particularly aspects of their cultural diet; and a 

strong consensus for changing diet and lifestyle as a favourable option for improving health. The 

challenges of this were identified and related to having to eat differently to their family and stop 

consuming cultural foods. A consensus opinion was that healthcare professionals could give improved 

care with better cultural knowledge, and a feeling of being valued when there was cultural sensitivity. 

Additionally they felt they could make better decisions if there was more nutritional information 

available for cultural foods. Patients discussed a cultural avoidance of medical settings/appointments 

due to not wanting to be put on more medications, and identified that lifestyle provision would be more 

engaging if it were delivered in social rather than medical environments. 

 

The draft proposal was shared/discussed with community leaders (Diabetes UK ‘Community 

Champions’) representing both African and Caribbean patients; overwhelming support was 

demonstrated (‘vital piece of work’, ‘much needed’) and strong agreement that community delivery 

would be most effective (‘oh yes, we don’t like the surgeries, they’re so solemn’) and 
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that patients would welcome a diet and lifestyle intervention (‘the food and cookery sessions are 

always very lively with lots of discussion’). 

 

The proposal was discussed with key care providers: Dr Carol Gayle (Lead Consultant Diabetologist 

King’s College Hospital) and  Dr Mark Chamley (Lead GP Lambeth Diabetes Intermediate Care 

Services) and was subsequently presented to a group of diabetes specialist nurses and dietitians, 

currently delivering DESMOND and dietetic care within these Boroughs. These care providers 

provided overwhelming support for the proposal and involvement in the work, acknowledging these 

communities are a priority for improvements in care and outcomes. 

 

Service user representatives will be involved in the following ways: 

1. Design of the research: Service Users were involved in the design of all stages of this study prior 

to its presentation to the NIHR review board. In addition service user involvement is intrinsic to this 

proposal which utilises participatory methods (focus groups, interviews and workshops) to engage 

patients and other stakeholders (service providers and community leaders) in the intervention design.  

2. Management of the research: a service user group (SUG) will be set up to inform and guide each 

stage of the research plan. The SUG will consist of 6-8 patients and lay leaders; a formal selection 

process will aim to ensure the members have some understanding of the research terminology, are 

committed to a period of extended involvement and represent communities of both African and 

Caribbean ancestry. Two lead members of the SUG will attend the research steering committee 

meetings to ensure representation of SUG opinion. 

3. Developing participant information sources: the SUG will be asked to contribute to, and 

comment on, drafts of participant information sources as part of the ethical approval application, 

resources for the intervention delivery and research dissemination. This aims to ensure that 

appropriate phrasing and terminology is used for the target audience. 

4. Contributing to reporting the study: the SUG will be consulted in drafting the study 

report/manuscripts, particularly to verify the researchers' understanding and interpretation of key 

themes that have been identified in the qualitative aspects of the study (co-design and process 

evaluation). 

5. Dissemination of research findings: Community-ownership is fundamental in this research 

therefore service user opinions as how best to disseminate the findings, particularly to the wider 

community, will be sought. 

 

8.5 Regulatory Compliance  

Before any site can enrol patients into the study, the Principal Investigator will apply for NHS 

permission from the site management organisation/NHS Research & Development (R&D).  

For any amendment that will potentially affect a site’s NHS permission, the Principal Investigator will 

confirm with that site’s R&D department that NHS permission is ongoing (note that both substantial 

amendments, and amendments considered to be non-substantial for the purposes of REC may still 

need to be notified to NHS R&D). 

 

8.6  Protocol compliance  
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In the case of an accidental protocol deviations, it will be documented on a protocol deviation form and 

reported to the Sponsor immediately.  

In the case of frequent reoccurrences of protocol deviations a protocol amendment will be submitted 

for ethics and R&D approval. 

 

8.7 Data protection and patient confidentiality  

All investigators and study site staff will conduct the research such that it complies with the 

requirements of the Data Protection Act 1998 with regards to the collection, storage, processing and 

disclosure of personal information and will uphold the Act’s core principles.  

Personal information, such as name, address, date of birth and ethnicity, will be collected and 

recorded on the participant screening questionnaire; once written consent has been obtained the 

participant will be allocated a study participant code which will be used on all documentation to 

anonymise the participant and avoid the use of personal identifiable data. The screening 

questionnaires will be kept in a locked filing cabinet in the researcher’s office and will only be 

accessed by the research team. The screening questionnaires will be kept for 7 years following 

completion of the research and then they will be disposed of confidentially.  

All electronic records/data will be coded using the anonymised participant study code. Data files will 

only be available to the research team. Data files (e.g. transcripts and audio recordings) will be 

password protected to ensure data protection during transfer to and from the researchers and 

transcribers and will use the allocated participant study ID rather than personal details. The passwords 

will be provided to the transcribers/researchers in separate email/phone messages to minimise the 

risk of unauthorised access to the data.  

Audio recordings will be transferred to password protected files, immediately after each focus group 

and interview and will then be deleted immediately from audio-recorders. A back-up copy of the audio 

file will also be kept in a separate password protected file, in case the working copy becomes 

corrupted in any way. Audio recordings will be stored for 5 years in a password protected file, after this 

time all will be safely deleted. All other data files will be stored for 10 years after completion of the 

research; the Chief Investigator will be the data custodian and be responsible for ensuring are stored 

securely (password protected electronic files, paper files stored in locked filing cabinets). Access to 

the files or use of the data will be requested through the Chief Investigator. 

 

8.8 Indemnity 

 King’s College London will provide indemnity for harm to participants arising from the 

management of the research. 

 King’s College London will provide indemnity for harm to participants arising from the design of 

the research. 

 King’s College London will provide indemnity for harm to participants in the conduct of the 

research. 

8.9 Amendments  
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Amendments to the research protocol will be managed by the study CI. The process will be as follows: 

1. The study CI will determine whether the amendment is substantial or non-substantial. The 

guidance on the HRA website will be used to assist in this decision making 

(http://www.hra.nhs.uk/research-community/during-your-research-

project/amendments/definitions-of-substantial-and-non-substantial-amendments/) . 

2. In the case of a substantial amendment: a substantial amendment form will be created within 

IRAS and emailed with any accompanying documents (e.g. protocol) to the REC 

(http://www.hra.nhs.uk/research-community/during-your-research-

project/amendments/preparing-amendments/). 

3. In the case of a non-substantial amendment: the amendment will be detailed on the HRA 

‘notification of non-substantial/minor amendment form’ 

(http://www.hra.nhs.uk/resources/during-and-after-your-study/nhshsc-rd-notification-non-

substantialminor-amendment-form/) and emailed to hra.approval@nhs.net 

(http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/during-your-study-with-hra-

approval/).  

4. Amendments to the protocol will be tracked and the most recent version of the protocol 

identifiable by file naming using ‘protocol VX_date’. 

 

8.10 Access to the final study dataset 

The study CI will have access to the final dataset. Members of the research team who wish to access 

the full dataset will be required to submit a formal request describing their plans, which will be 

considered and approved by the study CI.  

 

9 DISSEMINIATION POLICY 

9.1  Dissemination policy 

Research data arising from the study belongs to King’s College London, the study sponsor and CI 

employer. 

Upon completion of the study, the research data will be analysed and tabulated and a Final Study 

Report prepared. The Final Study Report will be sent to the funders (NIHR) and be available upon 

request from the study CI. 

Participating investigators who wish to publish any of the research data will be required to submit a 

Publication Approval Form to the study CI, who will grant permission to publish prior to submission of 

a manuscript.  

The funding body (NIHR) must be acknowledged in all publications by using the following written 

statement in any publications, research reports, press releases and other communications: 

“This report is independent research arising from a Career Development Fellowship, Dr Louise Goff, 

CDF-2015-08-006, supported by the National Institute for Health Research. The views expressed in 

this publication are those of the author(s) and not necessarily those of the NHS, the National Institute 

for Health Research or the Department of Health.” 

http://www.hra.nhs.uk/research-community/during-your-research-project/amendments/definitions-of-substantial-and-non-substantial-amendments/
http://www.hra.nhs.uk/research-community/during-your-research-project/amendments/definitions-of-substantial-and-non-substantial-amendments/
http://www.hra.nhs.uk/research-community/during-your-research-project/amendments/preparing-amendments/
http://www.hra.nhs.uk/research-community/during-your-research-project/amendments/preparing-amendments/
http://www.hra.nhs.uk/resources/during-and-after-your-study/nhshsc-rd-notification-non-substantialminor-amendment-form/
http://www.hra.nhs.uk/resources/during-and-after-your-study/nhshsc-rd-notification-non-substantialminor-amendment-form/
mailto:hra.approval@nhs.net
http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/during-your-study-with-hra-approval/
http://www.hra.nhs.uk/resources/hra-approval-applicant-guidance/during-your-study-with-hra-approval/
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At least 28 days notice must be given to NIHR TCC before releasing or publishing any research 

paper/article arising from NIHR-funded research. Press releases should be sent for checking to NIHR 

TCC at least 14 days before the embargo date. An electronic copy of accepted publications must be 

sent to NIHR TCC at least 28 days before publication. 

 

Participants will be notified of the outcomes of the study by provision of the publication, and via a 

specifically designed newsletter and open event presentation. 

Participants can specifically request results from the CI, such information will be provided after the 

Final Study Report had been compiled. 

 

9.2  Authorship eligibility guidelines and any intended use of professional writers 

Authorship on the final study report and peer reviewed publications will be decided according to the 

International Committee of Medical Journal Editors (ICMJE) guidance. Authorship will be granted to those 

who fulfil the following criteria (http://www.icmje.org/recommendations/browse/roles-and-

responsibilities/defining-the-role-of-authors-and-contributors.html):  

 Substantial contributions to the conception or design of the work; or the acquisition, analysis, or 

interpretation of data for the work; AND 

 Drafting the work or revising it critically for important intellectual content; AND 

 Final approval of the version to be published; AND 

 Agreement to be accountable for all aspects of the work in ensuring that questions related to the 

accuracy or integrity of any part of the work are appropriately investigated and resolved. 

The final decision on who will be granted authorship will be made by the study CI. 
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11.  APPENDICIES  

 
 

11.1  Appendix 2 – Schedule of Procedures (Example) 

 

Procedures 

Screening Study 

Informed consent X (verbal) X (written) 

Demographics x  

Focus Group  x 

Interview   x 

Workshop  x 

 

 

13.3 Appendix 3 – Amendment History 

Amendment 
No. 

Protocol 
version no. 

Date issued Author(s) of 
changes 

Details of changes made 
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