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Project summary 

Project Title The Co-Design of a Cystic Fibrosis Specific 
Weight Management Programme 

Short Title The More Life with CF Co-Design Study  

Project Design Co-Design 

Participants Adults living with Cystic Fibrosis , Cystic Fibrosis 
Health Care Professionals, Weight Management  
Health Care Professionals 

Planned Recruitment Target 12 ( co-design participants: Adults living with 
Cystic Fibrosis , Cystic Fibrosis Health Care 
Professionals, Weight Management  Health 
Care Professionals) + 16 (think aloud interview 
participants: Adults living with Cystic Fibrosis 
only) 

Planned Study Period 6 months 

Research Aim This study aims to design a CF-specific weight 
management programme (CF WMP). It will be 
designed to be delivered alongside an existing 
NHS digital weight management programme 
(MoreLife®). 
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Roles & responsibilities of management committees/groups & individuals 
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funded by the NIHR Doctoral Fellowship award scheme. The Chief Investigator for this study, Joanne Barrett, 
will be supervised by Dr Sally Fenton, Professor Annie Topping, Professor Alice Turner, and Dr Helen White. 
Overarching oversight for the study will be provided by the MoreLife with CF Steering Group. Their role will be 
to; monitor study's progress, adherence to the protocol, ensure appropriate ethical and other approvals are 
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obtained, agree proposals for substantial protocol amendments and provide advice to the investigators on all 
aspects of the study. 

 

Patient & public involvement group 

The MoreLife with CF Lead Partners; Mrs Jane Bull and Mrs Carly Beale, and Patient Advisory Group (MCFPAG) 
are involved in shared decision-making with the Chief Investigator and Supervisory Team. This includes: the 
study design and methods used, drafting, and editing participant information and online informed consent 
forms, the development of qualitative interview schedules, verifying qualitative themes, and emerging 
findings. 

 

Protocol contributors 
This protocol has been written by the Chief investigator Joanne Barrett in collaboration with Dr Sally Fenton 
University of Birmingham, Professor Annie Topping University of Birmingham and University Hospitals 
Birmingham NHS Foundation Trust, Professor Alice Turner University of Birmingham and University Hospitals 
Birmingham and Dr Helen White, Leeds Beckett University. The Chief Investigator is registered for a 
programme of study leading to the award of  Doctor of Philosophy at the University of Birmingham, and will 
act as the study CI, and will lead in regard to the study design, data analysis and interpretation, manuscript 
writing and dissemination of results. 
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Project flow chart 
 

 

Potential co-design and think aloud  interview participants invited to participante 
via NHS CF Centre communication and posters,  CF Trust patient involvement 
group communication, social media and health care professional groups (e.g. 
professional interest group communication)

Potential participants download participant information sheet at 
www.heartlandscf.org or  provided by Chief Investigator ( JB) in person/by email 
/phone/in person

Potential participants screened for eligibility and consent obtained for  co-

design group or Think Aloud interview participation

Co-design Workshops
( adults living with Cystic Fibrosis , Cystic Fibrosis 
Health Care Professionals, Weight Management  
Health Care Professionals)
Participants attend 4 -6online participatory co-
design workshops to develop CF weight 
management  prototype  

Think Aloud Interviews

(Adults living with Cystic Fibrosis  only)

Participants take part in think aloud 
interviews. Their views  inform the 
ongoing/iterative development of the  
CF weight managment programme 
prototype

 CF Weight Management Prototype produced for feasibility testing 

 

Feedback 

Patient and Public Involvement 
Activities 
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Protocol 

1. Background 

Cystic fibrosis (CF) is the most common life limiting genetic disease in the UK, affecting around 10,000 
people(1). It is a complex multisystem disorder caused by dysfunction of the CF transmembrane conductance 
regulator (CFTR) protein (2). This leads to a defect in the function of epithelial chloride channels at the cell 
surface and abnormally thick mucus that effects the lungs, digestive system, and other organs.  People living 
with CF experience frequent respiratory exacerbations and respiratory failure, pancreatic insufficiency, CF 
related diabetes (CFRD), liver disease and osteoporosis (3). 

Over the last 30 years, advances in treatments have improved the health and life expectancy of people living 
with CF. Median predicted survival is currently 62 years(1). In 2012, a new treatment targeting the underlying 
cause of CF, by correcting CFTR protein dysfunction - CFTR modulator therapy (CFTR)(ivacaftor®) became 
available(4). This was followed in 2020 with a more effective therapy, elexacaftor/tezacaftor/ivacaftor ( ETI 
(Kaftrio®)(5). This highly effective triple CFTR modulator therapy is significantly improving the health and life 
expectancy of most people with CF(6). People living with CF are experiencing a reduction in the frequency of 
respiratory infections, improved lung function and weight gain (7, 8). 

Prior to the introduction of CFTR therapy, the nutritional management of CF focused on the prevention of 
malnutrition and weight gain with a high calorie, high fat diet, pancreatic enzyme therapy to minimise 
malabsorption due to pancreatic insufficiency, in combination with regular physical activity (PA). Patients were 
advised to achieve a Body Mass Index (BMI) of 22-23kg/m2 and undertake 150 minutes per week of 
moderately vigorous physical activity as this  was  associated with better lung function (9, 10). Whilst this 
approach was successful at improving their health and life expectancy, the prevalence of being overweight and 
obesity increased, with up to 30% of the adult CF population observed to be overweight or obese with lower 
levels of physical activity than healthy peers (11-17). This prevalence has further increased since the 
introduction of ETI (kaftrio®) (18-21). Median BMI of UK adults with CF aged 48 years and over now exceeds 
25kg/m2 in (1). 

As more of the CF adult population, treated with CFTR modulator therapy, survive into and beyond middle age,  
overweight and obesity, and associated co-morbidities are expected to be more common (22). People living 
with CF now require behaviour change interventions to support them to  adopt healthy eating, become more 
physically active to enable them to manage their weight (20, 21). A  CF-specific dietary and/or physical activity 
behaviour change intervention has not been identified for overweight/obese adults with CF to support them 
with weight management. National Health Service digital weight management interventions  (NHS digital 
WMI) have been found to be successful at achieving long term behaviour change in overweight/obese adults 
(59-65). However, these existing NHS digital WMI are not tailored to meet the complex dietary and physical 
activity  needs of people living with CF. A combined approach to weight management, using an existing NHS 
digital WMI (MoreLife®) and developing a CF-specific weight management programme (CFWMP) to be 
delivered alongside it, would provide the additional content, and support necessary to meet the complex 
needs of people living with CF. This would extend the usability of an effective NHS digital WMIs. This proposed 
programme of work will address this unmet need. Specifically, working with people living with CF to co-design 
a CFWMP to be delivered alongside an NHS digital WMI. A separate application will be made to feasibility test 
the programme. 

 

2. Rationale  

 

This study aims to co-design a CF-specific weight management programme (CF WMP) to be delivered alongside 
an existing NHS digital weight management intervention (MoreLife®). The CF WMP, will provide additional 
features specific to the needs of people living with CF who are overweight/obese to extend the usability of an 
existing NHS digital WMI (Morelife®). 

The co-design work will be informed by the findings of 2 proceeding studies:  CF HCP Weight Management 
Experience Study (Separate application, University of Birmingham ethics review management system number 
1717) and  The More Life with CF Study (phase 1) ( IRAS 24/NI/0098). The feasibility of delivering this 
programme will be tested, alongside referral to an existing NHS digital WMI (MoreLife®) in a future study (as 
part of this programme of work). 
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Patient and public involvement activities with patients living with CF and CF Health Care Professionals (CF 
HCPs) have supported this work as an important research topic and an unmet need for people with CF and a 
high priority for CF HCPs to underpin their clinical practice. 

3. Theoretical framework 

The person-based approach (PBA) will be used to develop the CFWMP for people living with CF (23). The PBA 
guides intervention development from an in-depth understanding of the real-world experiences, behavioural 
needs, and perspectives of the target population. Using Guiding Principles, a unique component of PBA, design 
and development are guided from key contextual behavioural issues, relevant psychological theories, and 
features that are attractive and engaging, enjoyable and persuasive to people living with CF. This approach has 
been used successfully to develop effective behaviour change interventions (24-27). 

Using the integrated findings from preceding studies a co-design team of stakeholders will work together to 
design the CFWMP. Co-design is  an inclusive approach where researchers, healthcare professionals, and 
individuals with lived experience collaborate to design a prototype. This process involves equally sharing 
decision-making power and responsibility among all stakeholders. It emphasizes power-sharing, the inclusion 
of diverse perspectives, mutual respect for each person's knowledge, and relationship-building to enhance the 
quality, relevance, and impact of co-design outputs (28). Collaborating with stakeholders to co-design an 
intervention increases the likelihood that it will be applicable to real-world practice and positively impact the 
health of the target population (29).  

Think Aloud interviews will be used to gather feedback and iteratively develop the CF WMP prototype from 
the target population. Think aloud interviews  are a type of qualitative interview where feedback from the 
target groups can be rapidly obtained. Participants engage with the prototype and to say out loud any 
thoughts that come to mind as they work through it. This enables information and feedback about how users 
understand and interact with intervention content, format and structure, to identify any problems with using it 
or with the features of the intervention that require modification in response to their feedback(30). 

 

4. Research question/aims 

 

This study aims to co-design a CF-specific weight management programme (CF WMP) to be delivered alongside 
an existing NHS digital weight management programme (MoreLife®).  

 

4.1. Objectives 

Employing the PBA, the objectives of the co-design group will be to: 

i. iteratively refine Guiding Principles for the CF WMP 
ii. select evidenced based behaviour change techniques (BCT’s) and key intervention features to be 

incorporated into the design of the CF  
iii. iteratively develop the CF WMP using feedback from think aloud interviews with target users and 

stakeholder involvement activities, in order to optimise acceptability and engagement. 

4.2. Outcomes 

i. CF WMP co-designed ready to test in a subsequent feasibility study 

 

5. Design and methods of data collection and data analysis 

 

This is a co-design study. 
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5.1.1 

Data Collection 

Co-design Workshops 

The co-design study will be delivered virtually in a series of online participatory workshops using a 
videoconferencing platform accessed via the University of Birmingham secure server (31, 32). The co-design 
group will  have the opportunity to feedback on the key features of the CF WMP as they are developed. Virtual 
delivery has been chosen as it enables people living with CF to work together without the risk of cross-
infection and to facilitate attendance from CF HCPs and Weight Management HCPs located throughout the UK. 
The workshops be video and audio recorded using the Zoom© or Microsoft Teams© video conferencing 
platform. The platform transcription facility will also be used to record speech to text. 

 

Pre-workshop Information 

The co-design group will be sent pre-workshop information to read and consider prior to each workshop. This 
will be sent by email or post and will include an outline of the workshop structure, information relevant to the 
content and decisions to be made by the group during the workshop and PPI feedback.  
 

Workshop Delivery 

The facilitators (Joanne Barrett, Sally Fenton and Lead Research Partners ) will conduct the workshops via a 
video conferencing platform (Zoom© or MS Teams©) accessed through the University of Birmingham secure 
server. The facilitators will meet prior to each scheduled focus group to run through the organisation of the 
session; running order, managing interactions, participants requesting to leave the session, and late arrivals 
will be discussed. Participants will be asked to attend the virtual workshop in a private place to avoid any 
threats to confidentiality. Each participant will join the session using the meeting room link. Initially they will 
be held in the virtual lobby or waiting room. The facilitators will check they have the participants consent and 
demographic information. The facilitator will then permit the participant to join the workshop meeting room.  

Once all participants are in attendance, everyone will be welcomed to session the facilitators will verify 
ongoing agreement to participate, and they will have the opportunity to ask any questions about the research. 
The facilitator will outline the aims of the workshop and ‘ground rules ‘.  

The workshop will then commence, and recording will be started by the facilitators. 
 

Outline of Workshops  

The co-design group will attend a minimum of 4 workshops and additional workshops if further prototype 
modification decisions required. At the start of each workshop, attendees will introduce themselves to the 
group. JB will present to the group.  

• Guiding Principles that will guide CF WMP development 

• The findings of preceding research studies which will inform the co-design project or summary of 
previous workshop outcomes 

• Overview of the CF WMP prototype to date 

• Overview of the NHS digital weight management programme the CF WMP (MoreLife®)will be 
delivered alongside 

• PPI feedback  

• Agenda for the workshop and design activities  

The group will discuss this information and have the opportunity to ask questions, before working through the 
design activities. At the end of the workshop, Joanne Barrett will summarise the decisions that have been 
made by the group and thank them for attending.  

 

Workshop Co-design  Activities 
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Using group discussion, ranking activities and MoSCoW framework (Must-Have, Should-Have, Could-
Have, Won’t-have) the group will work collaboratively to. 

• iteratively refine CF WMP Guiding Principles 

• decide how the CF WMP will be delivered alongside the NHS digital WMI (Morelife®) 

• select behaviour change techniques to be included in the CF WMP that are aligned with Guiding 
Principles 

• make  CF WMP modification decisions in response to think aloud interviews using a table of changes 
and  MoSCoW criteria. 
 

Think Aloud Interviews 

After the first workshop, an intervention prototype will be developed and feedback on this prototype will be 
gathered from the target population (people living with CF and overweight or obesity) during think aloud 
interviews (30). Think aloud interviews will be conducted either in person on NHS premises, or online via a 
video conferencing platform (Zoom© or MS Teams©) accessed through the University of Birmingham secure 
server. A mutually convenient date, time and preferred location for interview will be arranged with them.  The 
interviews will be video, or audio recorded using the Zoom© or Microsoft Teams© video conferencing 
platform or encrypted voice recorder . The platform transcription facility will also be used to record speech to 
text. 

JB will verify ongoing agreement to participate, and the participant will have the opportunity to ask any 
questions. The interview will commence, and audio/video recording will be started. The participant will be 
asked to look and engage with the CF WMP and to say out loud any thoughts that come to mind as they work 
through it. Probes and follow up questions will be used to explore reactions and feedback to elicit more detail 
from the participant. Interviews are estimated to take up to approximately 30-60 minutes. At the end of the 
interview the JB will summarise what has been said to verify and thank the participant for attending. 

The audio recordings will be uploaded to Microsoft Word 365 and transcribed using the automated 
transcription function by JB. Microsoft Word 365 will be accessed through the University of Birmingham secure 
server. Video recording transcriptions will be downloaded and saved on the University of Birmingham secure 
server.  The transcriptions will be saved on a University of Birmingham server as soon as possible not 
exceeding 4 weeks. Once transferred to the university of Birmingham secure server, after a maximum of 4 
weeks  all original recordings and transcriptions will be deleted from the encrypted voice recorder and video 
conferencing platform. 

The feedback and views of participants recorded during think-aloud interviews will be summarised and 
presented to the co-design group at the next workshop. Informed by this feedback, the co-design group will 
document all proposed changes in a "Table of Changes." This table will serve as a guide and record for any 
modifications made to the CF WMP decided by the group. Modifications will be prioritised based on Guiding 
Principles, importance for behaviour change, ease of implementation, and consensus of the group using the 
Moscow framework (Must have, Should have, Could have, Would Like) (33).  

The above process (workshop → think aloud interviews → table of changes), will be followed iteratively, until 
no further changes are made (based on the Moscow process outlined above).  

Throughout the development process if there are any significant differences of opinion between people with 
lived experience, CF HCPs and researchers on design decisions a triangulation matrix will be used to navigate 
the co-design group to reach a consensus. 

 

Patient and Public Involvement Activities 

Feedback on the outcome decisions of each co-design workshop and think aloud interview feedback will be 
gathered from people living with CF . This feedback will be presented to the co-design groups to inform the 
iterative development of the CF WMP prototype. 

 

6. Project setting 

Workshops 
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This is a single site study. Co-design group participants will be located throughout the UK and workshops will 
take place virtually via a video-conferencing platform (Zoom© or MS Teams©). The facilitators will be in a 
private room at the University of Birmingham and will access the video-conferencing platform (Zoom© or MS 
Teams©) via the university’s secure server.  

 

 

Think Aloud interviews 

Think aloud interview participants will be located throughout the UK and will be conducted  either in person or  
online via a video conferencing platform (Zoom© or MS Teams©) accessed through the University of 
Birmingham secure server or in person on NHS premises. The Chief Investigator will be in a private room and 
will access the video-conferencing platform (Zoom© or MS Teams©) via the university’s secure server. 

 

7. Participant recruitment 

7.1. Eligibility criteria 

Inclusion Criteria 

- a person with lived experience of CF and overweight or obesity (elibigle for participation in co-design 
workshops and think aloud interviews) 

- a registered Clinical Nurse Specialist, Physiotherapist, Dietitian, Psychologist, or Physician working at a 
UK adult CF centre or registered Clinical Nurse Specialist, Physiotherapist, Dietitian, Psychologist, or 
Physician working in adult weight management services(eligible  for participation in co-design 
workshops only) 

- able to access Zoom© or MS Teams© video conferencing platform ( if a co-design group participant) 
- able to be locate themselves in a private room to take part in the workshops ( if a co-design group 

participant) 
- over 18 years of age 
- able to provide informed consent 

 

Exclusion Criteria 

- not a registered Clinical Nurse Specialist, Physiotherapist, Dietitian, Psychologist, or Physician working 
at a UK adult CF centre 

- not a a registered Clinical Nurse Specialist, Physiotherapist, Dietitian, Psychologist, or Physician 
working in adult weight management services 

 

7.2. Sampling 

7.2.1. Size of sample 

Co-design Group 

The co-design group will comprise up to 12 participants who bring valuable perspectives from both their lived 
experiences and professional practice experience. This diverse group will consist of individuals with lived 
experience of CF and overweight or obesity, lead research partners with lived experience of CF, healthcare 
professionals, a behaviour change expert, and a provider from the NHS digital weight management 
program(Morelife®). 

 

Think Aloud Participants 

Up to 16 people living with CF and overweight or obesity will be recruited to take part in think aloud 
interviews. 

 

7.2.2      Sampling technique  

A purposive sampling technique will be used to recruit participants for the co-design group to ensure they 
have the experience and perspective of either people living with CF,  representatives of health care 
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professionals who will deliver the programme in clinical practice or experts who have experience of  behaviour 
change programme development and delivery. 

A purposive sampling technique will be used to recruit participants for the think aloud interviews to ensure 
they have the experience and perspective of people living with CF.The UK CF Registry Report will be used to 
ensure the equality, diversity and inclusivity of the group is representative of people living with CF and 
overweight and obesity in the UK(1).  

 

 

7.3. Recruitment 

Before participants are enrolled into the study, the Chief Investigator/Principal Investigator or designee will 
ensure that appropriate approvals from the  participating organisation is in  place and any required 
agreements are in place. 

 

7.3.1. Sample identification 

Potential participants who have lived experience of CF and overweight or obesity will be invited to join the co-
design group via advertisements in NHS adult CF Centres or via patient communication such as newsletters, 
social media, the www.heartlandscf.org website, and the CF Trust Involvement Group communications.  

Potential participants who are health care professionals, behaviour change experts and NHS digital weight 
management providers will be identified from the membership of professional groups and networking 
collaborations: The Association of Charted Physiotherapist in CF, the British Dietetic Association, British 
Dietetic Association, CF Nursing Association UK, CF Medical Association and CF Psychosocial Group and NHS 
digital management provider Morelife®. They will be invited to take part in the study via membership 
communication such as emails, newsletters, and social media posts. The study will also be advertised on 
www.heartlandscf.org  and social media.  

Potential participants who are people living with CF cared for at University Hospitals Birmingham will be 
approached by the Chief investigator, who is also a member of the clinical team at University Hospitals 
Birmingham or if the potential participant and person living with CF is not receiving care at this site the 
participant will approach the Chief investigator directly by email/phone/in person following interest from 
study advertisements. They will be required to disclose their name and contact details. Any email 
correspondence will be via a secure NHS email and or NHS phone number. Any data e.g. eligibility screening 
forms will be stored in the site file at University Hospitals Birmingham. Potential participants that are health 
care professionals will be required to also contact the Chief Investigator directly from study advertisements 
and communications via their professional groups. 

7.3.2. Consent 

Potential participants will access a participant information sheet (PIS) by downloading at 
www.heartlandscf.org or email/post/in person from the Chief Investigator Joanne Barrett (JB). 

Once they have read the PIS potential participants will be asked to complete and return an eligibility screening 
questionnaire in person/by email/post ( via pre -paid self-addressed envelope). If they meet all the inclusion 
criteria and none of the exclusion criteria, they will be provided with a consent form and demographic 
information to complete and return in person/by email/post. Once these have been completed and received, 
JB will contact the participant in person, by phone or email to arrange a date and time for them to attend a co-
design workshop or think aloud interview. Participants will have the opportunity to ask questions about the 
research, what will be required during their participation, any possible risks that could occur and how they can 
withdraw. 

There is no obligation to participate, and they can withdraw without giving a reason. If they withdraw prior to 
taking part in the co-design workshops, any information collected will be securely destroyed. During and after 
the co-design groups, it will not be possible for participants to withdraw their data due to the nature of the 
group discussion and video recording (as outlined in the PIS). If they withdraw prior to/after taking part in the 
think aloud interviews, any information collected will be securely destroyed unless the study data set has 
already been collated and analysed. If they withdraw after the study data set has been collated and analysed, 
it may not be possible to withdraw their data. Think aloud interviews may take place after informed consent 

http://www.heartlandscf.org/
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has been obtained to minimise participant visits. This adheres to guidance on consent from the Health 
Research Authority(34). 

Confirmation of consent will be verified at the start of each co-design workshop and think aloud interview  and 
participants will have another opportunity to ask questions. Data collected from potential participants who are 
not eligible will be securely destroyed. 

8. Storage and analysis of human tissue 

Not applicable to this study 

9. Safety reporting 

We do not envisage any safety reporting will be required for this study as participants will not be exposed to 
the potential for any adverse events taking part in co-design workshops. University of Birmingham  QMS 
procedures will be followed.  

 

10. Ethical and regulatory considerations 

 

10.1. Assessment and management of risk 

The risk to participants is minimal but there is always the potential for participants to become emotional when 
discussing experiences, views, and opinions with other participants or the Chief Investigator (JB). 

In the unlikely case a participant becomes upset or emotional that is either preventing them or others 
continuing the discussions, JB will pause the workshop or interview. Regarding workshops, the participant will 
be directed to a private online breakout room where SF will debrief and discuss continuation. If they decide 
that they do want to continue, they will be offered a break before the workshop is resumed. If they do not 
want to continue, they will be supported and provided with instructions about how to leave the online 
meeting room. The JB/SF will arrange to contact them after the workshop to discuss the difficulties they 
experienced, and if they would like any emotional support. They will be directed to seek support from their 
hospital trust occupational health service or CF Centre psychology service. They will also be asked if they 
would like the opportunity to take part in a subsequent workshop. 

In regard to think aloud interviews, if a participant becomes distressed discussing their feedback, the Chief 
Investigator (JB) will stop the interview. The interview will be recommenced when the participant indicates 
they are ready, or terminated if the participant does not wish to continue. If the interview is terminated, the 
participant will be asked if they wish to continue to take part in the study. If they chose to continue to 
participate a new interview date will be arranged. If they decide not to continue to take part in the study, a 
debrief will take place and their participation will end.  

Any participants who disclose any psychological distress to the CI, PI, or member of the CF Team, at any time 
during the study, the participant will be offered referral to psychological services at their CF Centre. 
Alternatively, if preferred they will be provided with information on how to access these services. 

10.2. Research ethics committee (REC) and other regulatory review & reports 

Before the start of the study, HRA approval and a favourable opinion will be sought from a REC for the 
study protocol, informed consent forms and other relevant documents e.g. advertisements.  

The University of Birmingham will be sponsor for the study.  

All study documentation will be supplied for review. Recruitment will only commence once all essential 
and required ethical and governance approvals have been granted and permission to proceed 
confirmed. 

The CI will notify the NHS REC and sponsor of the end of the study. It is the CI’s responsibility to produce 
the annual and final reports as required and notify the NHS REC and sponsor of the end of the study. An 
end of study form will be submitted to the NHS REC and sponsor within 90 days of when study is 
declared ended. Within one year after the end of the study, the CI will submit a final report with the 
results, including any publications/abstracts, to the NHS REC and sponsor.  

If the study is ended prematurely, the CI will notify the NHS REC and sponsor, including the reasons for 
the premature termination.  



PROTOCOL 

2847 

 

  
Protocol version number & date: v 1.9 11/07/25 Page 16 of 20 
 

All correspondence with the NHS REC will be retained in the electronic Study Master File on a password 
protected computer server at University of Birmingham and the Investigator Site File at University 
Hospitals Birmingham. The investigator site file will be stored in a locked filing cabinet in a locked office 
at the West Midlands Adult CF Centre, University Hospitals Birmingham. Additionally, a paper copy of 
the Trial Master File will be located in a locked filing cabinet and office at University Hospitals  
Birmingham. 

10.2.1. Regulatory review & compliance  

 

The CI will be responsible for ensuring that participants will not be enrolled into the study, until all required 
approvals are in place. 

10.2.2. Amendments  

The CI will discuss proposed amendments with members of the research team. Amendments must be agreed 
by all members of the research team. The CI will submit all proposed amendments to the sponsor prior to 
submission to the applicable regulatory authorities for approval. 

10.3. For any amendment to the project, the CI or designee, in agreement with the sponsor will submit 
information to the appropriate body in order for them to issue approval for the amendment. The CI or 
designee will work with sites (R&D departments at NHS sites as well as the project delivery team) so 
they can put the necessary arrangements in place to implement the amendment to confirm their 
support for the project as amended. Peer review 

The study design and proposal will be internally reviewed and agreed by the Chief Investigators supervisory 
team at University of Birmingham, and research and development governance office before initiation. 

Further peer review will be undertaken on submission of this protocol for publication in a peer-reviewed 
journal. 

 

10.4. Patient & public involvement 

The MoreLife with CF Patient Advisory Group was established for this research (MLCFPAG) and there are Lead 
Partners for this research, Mrs Jane Bull and Mrs Carly Beale. A series of online meetings were conducted by 
the Chief Investigator (JB) with the MLCFPAG to gather feedback on the study design and workshop plans with 
CF Health Care Professionals were consulted on the workshop plans, participant information sheets, consent 
forms and study advertisements. The workshop plans were revised in response to this feedback. 

 

10.5. Protocol compliance  

Accidental protocol deviations can happen at any time. They must be adequately documented on the relevant 
forms and reported to the Chief Investigator and Sponsor immediately.  

Deviations from the protocol which are found to frequently recur are not acceptable, will require immediate 
action and could potentially be classified as a serious breach. 

Any protocol deviation will be documented electronically and filed in the site file. It will be reported to the CI 
and sponsor immediately. 

10.6. Data protection and confidentiality  

All investigators and study site staff will comply with the  Caldicott Principles and requirements of the Data 
Protection Act 2018 with regards to the collection, storage, processing, and disclosure of personal information 
and will uphold the act’s core principles(50, 51).  

Participant identifier log ,enrolment log, eligibility screening forms, participant demographic form  signed 
informed consent forms, will be stored  in the investigator site file at University Hospitals Birmingham NHS 
Trust . Pseudonymised workshop transcripts,think aloud transcripts  workshop documents and other study 
documents will be stored electronically in a file on a password protected server at University of Birmingham 
(see DMP). The workshop recordings will be transferred from the university Zoom© or MS Teams© cloud 
storage or encrypted memory card in voice recorder (used during in person think aloud interviews) to a 
University of Birmingham Secure server. Once they have been saved on a University secure server they will be 
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deleted from the university Zoom©,MS Teams© cloud storage or encrypted memory card in voice recorder. 
Once the workshop transcriptions have been checked for accuracy and pseudonymised, the original workshop 
audio-video recordings will be securely deleted from university secure servers. Only the pseudonymised 
workshop transcriptions will be stored electronically in a file on a password protected server at University of 
Birmingham (see DMP).Short biographies and video introductions from participants, will be recorded by 
participants on their own devices and emailed to a secure NHS or University of Birmingham email address. 
These will then be saved on a University secure server. Once the study has been completed and closed, these 
biographies will be securely deleted from the University of Birmingham servers.  

 

Dr Sally Fenton will be the data custodian. 

Data will be stored as outlined in the Data Management Plan (DMP). 

All data including workshop transcripts, case report and participant demographic forms will be stored for 10 
years. 

All study documents and data will be stored for 10 years after the end of study. 

10.7. Indemnity 

The University has in force a Public Liability Policy and/or Clinical Trials policy which provides cover for claims 
for "negligent harm" and the activities here are included within that coverage. 

10.8. End of study and archiving 

The completion of development of the CF WMP prototype  will be considered the end of study.  

Study documentation and data will be archived for at least 10 years after completion of the study in University 
of Birmingham Research Data Archive. 

The Sponsor will advise of the archiving requirements as part of the site closure process if required. 

 

10.9. Access to the final dataset 

The following individuals will have access to full dataset: 

Joanne Barrett Specialist Cystic Fibrosis Dietitian and NIHR Doctoral Fellow (Chief Investigator) 

Annie Topping Professor of Nursing 

Alice Turner Respiratory Consultant and Professor of Respiratory Medicine 

Sally Fenton Associate Professor of Lifestyle Behaviour Change  

Additionally other Health Care Professional or Academics individuals who may join the research team during 
the study. They will be supervised by the CI or CI’s supervision team and will receive relevant research 
governance and data protection training. 

 

11. Dissemination policy 

11.1. Dissemination policy 

The data will be owned by the, University of Birmingham and NIHR.  

On completion of the project, the data will be analysed and a final report prepared. The full study report will 
be stored on a password protected university computer file.  

After the final report has been prepared. Study participants will be provided with a summary of the findings by 
post. Research findings will be disseminated to relevant patient user groups through newsletters, website 
posts, social media, and public presentations. 

The findings will be submitted to an international CF conference and peer reviewed journal. The NIHR will be 
acknowledged in reports and publications as the funder of this research. 

 

11.2. Authorship eligibility guidelines and any intended use of professional writers 

 

The following people with have authorship on the final study report. 
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Joanne Barrett Specialist Cystic Fibrosis Dietitian and NIHR Doctoral Fellow Chief Investigator 

Sally Fenton Associate Professor in Lifestyle Behaviour Change, University of Birmingham 

Annie Topping Professor of Nursing, University of Birmingham 

Alice Turner Respiratory Consultant and Professor of Respiratory Medicine, University of Birmingham 

All members of the co-design group 
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12. Appendices 

 
 

12.1. Appendix 2 – schedule of procedures 

 

12.2. Appendix 3 -amendment history  

 

 

 

 

 

 

Procedures Screening Baseline Visit Number 

Eligibility Screening x   

Informed Consent  x  

Demographic data collection  x 1 

Participation in Co-Design Workshops   2,3,4 

The following amendments and/or administrative changes have been made to this protocol since the 
implementation of the first approved version 

Amendment 
number 

Date of 
amendment 

Protocol 
version number 

Type of 
amendment 

Summary of amendment 

     

     

     


