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Project summary 

 

Project Title Cystic Fibrosis Health Care Professional 
Experiences and Perceptions of Managing 
Overweight and Obesity in Adults with Cystic 
Fibrosis treated with Cystic Fibrosis 
Transmembrane Conductance Regulator 
Therapy (part of the More Life with CF study) 

Short Title CF HCP Weight Management Experience Study 

Project Design Qualitative 

Participants Health Care Professionals working in UK adult 
Cystic Fibrosis Centres 

Planned Recruitment Target 12 

Planned Study Period 12 weeks 

Research Aim To explore Cystic Fibrosis Health Care 
Professionals experiences and perceptions of 
providing weight management advice to adults 
with CF who are overweight/obese and treated 
with CFTR modulator therapies and identify the 
barriers and facilitators they experience in 
supporting patients with diet and physical 
activity behaviour change. 

 

Funding and support in kind 

Funder(s) Financial and non-financial support given 

University of Birmingham, Edgbaston 

Birmingham, B15 2TT 

Sponsor, Supervisory Non-financial support 

National Institute for Health and Social Care 
Research 

Doctoral Fellowship Award funding and 
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Role of sponsor and funder 

University of Birmingham will be the sponsor for this study and will be responsible for the initiation 
and management of the study. 

University of Birmingham will provide supervision for the chief investigator and contribute to the 
study design, data analysis and interpretation, manuscript writing and dissemination of results. 

 

Roles & responsibilities of management committees/groups & individuals 

This study is part of the first stage of a three-stage research project; the MoreLife with CF study 
which is funded by the NIHR Doctoral Fellowship award scheme. It will be supervised by the 
MoreLife with CF Steering Group. Their role will be to; monitor study's progress, adherence to the 
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protocol, ensure appropriate ethical and other approvals are 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 Patient Advisory Group (MCFPAG) and members of the West Midlands Adult 
Cystic Fibrosis Team are involved in shared decision-making with the Chief Investigator and 
Supervisory Team. This includes: 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, and Professor Annie Topping and Professor Alice Turner University 
of Birmingham and University Hospitals Birmingham. The Chief Investigator is registered for a Doctor 
of Philosophy at the University of Birmingham and they are providing supervision for the study CI 
and will contribute to the study design, data analysis and interpretation, manuscript writing and 
dissemination of results. 

 

Key words  

Cystic Fibrosis, Health Care Professionals, qualitative, COM-B, focus group, obesity 
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Project flow chart 

 

 

Potential participants invited to take part via 
professional interest group communication 

and social media

Potential participants download participant 
information sheet at www.heartlandscf.org, 

complete eligibility screening  questionnaire, 
consent form and participant demographic form 

via JISC survey link

Eligible participants contacted by Chief 
Investigator to arrange date to take part in focus 

group interview  or one to one interview

Patrticipant attends for focus group interview at 
scheduled time

After study completion, participants recieve a 
summary of findings from Chief Invesigator
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Protocol 

 

1. Background 

Cystic fibrosis (CF) is the most common life-limiting genetic disease in the UK. It affects around 
10,000 people and has a current median predicted survival of 53.3 years (1). It is a complex 
multisystem disorder, caused by mutations of the Cystic Fibrosis Transmembrane Conductance 
Regulator (CFTR) gene (2) . CFTR genetic mutations cause dysfunction of epithelial cell chloride 
channels and thicker mucous production at the cell surface. People living with CF have frequent 
respiratory exacerbations and respiratory failure, pancreatic insufficiency, CF diabetes (CFRD), liver 
disease and osteoporosis (3). 

Traditionally, a high calorie, high fat diet with a focus on weight gain to prevent malnutrition and 
achieve a Body Mass Index (BMI) of 22-23kg/m2 with regular physical activity were recommended 
for the management of CF (4). Along with improved treatments, this approach has been successful in 
increasing the life expectancy of people with CF. However, continuation of this dietary regime 
coupled with many patients not achieving physical activity recommendations, the prevalence of 
overweight and obesity increased in up to 30% of adults living with CF (BMI > 25kg/m2) (5-8). 

This prevalence has further increased since the introduction of a new highly effective treatment for 
CF, Cystic Fibrosis Transmembrane Modulator Therapy (CFTR Therapy)(9-11). This therapy corrects 
CFTR protein dysfunction and is significantly improving the health and life expectancy of the CF 
population(12). A CF population treated with CFTR modulator therapy are predicted to reach older 
age, however, the prevalence of overweight and obesity is predicted to increase (13, 14). This is 
being observed in clinical populations with patients gaining excess weight since commencing CFTR 
modulator therapy exceeding that reported in clinical trials (15). 

The aetiology of weight gain with CFTR modulator therapy is still not fully understood.  Patients on 
CFTR modulator therapy have been found to gain weight despite a reduction in calories consumed, 
whilst evidence from singular CFTR therapies suggest weight gain may be due to increased fat intake, 
improved fat absorption and a reduction in energy requirements(16, 17). People living with CF now 
require weight management interventions to support them to change their eating behaviours, be 
more physical active, and prevent the risk of developing co-morbidities associated with overweight 
and obesity as they age. 

CF Health Care Professions (CF HCP) are ideally placed to support patients on CFTR modulators with 
behaviour change to manage their weight. Changing established diet and physically activity 
behaviours is particularly challenging in cystic fibrosis, as it requires patients to reverse life-long 
established diet and physical activity behaviours focussed on weight gain and adopt a healthy life 
style to prevent weight gain and optimise their health.  

There is limited knowledge about the CF HCP experience of managing overweight/obesity in CF. An 
earlier study found that CF HCP find initiating conversations about weight management difficult and 
felt they had a limited skills and time for managing overweight and obesity (18).  Since this study was 
conducted, CF HCP have more experience of managing these patients. Understanding the current CF 
HCP experience of weight management and the barriers and facilitators to diet and physical activity 
behaviour change they experience will contribute to informing the development of CF weight 
management interventions to support CF HCP with managing overweight and obesity in their clinical 
practice.  
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2. Rationale  

This study aims to explore CF HCPs experiences and perceptions of providing weight management 
advice to adults with CF who are overweight/obese and identify the barriers and facilitators they 
experience in supporting patients with diet and physical activity behaviour change. 

Clinical Nurse Specialists (CNS), Physiotherapists, Dietitians, and Physicians who provide care to 
adults with CF are ideally placed to support overweight/obese patients to manage their weight. CF 
HCPs are responding to an increasing prevalence of overweight and obesity in the adult CF 
population, by modifying the diet and physical activity advice they provide, from advice focussed on 
promoting weight gain to that aimed at weight management and the prevention of further weight 
gain.  A desire to lose weight or prevent further weight gain as been found to be a primary nutrition 
concern for adults with CF who are overweight or obese and they often seek weight management 
advice from their CF HCP (17). 

There is a limited amount of published research that has explored the CF HCPs experience of 
managing adults with CF who are overweight/obese and the challenges they may experience in 
clinical practice. Additionally, CF specific guidance for the management of overweight and obesity in 
CF is limited and to our knowledge a CF-specific weight management intervention has not been 
developed. Diet and physical activity behaviour change interventions for weight management have 
been found to be successful in achieving long term behaviour change in overweight/obese non-CF 
population and are recommended for weight management by NICE (19-26).  However, existing 
weight management interventions do not meet the specific complex diet and physical activity needs 
of CF.  

The results of this study and a future study that will explore dietary intake, physical activity, and 
experience of adults with CF who are overweight or obese will be integrated to inform the 
development of CF specific weight management intervention.  

Patient and public involvement activities with patients living with CF and CF HCP have supported this 
work as an important research topic for PwCF and a high priority for CF HCP to underpin their clinical 
practice.  

 

3. Theoretical framework 

 

This study will take a realist inductive qualitative approach to explore CF HCPs experiences.  This 
position and a qualitative approach are appropriate for exploring experiences and understanding the 
reality of the CF HCP experience of managing overweight and obesity in the adult CF population(27). 
Realism supports the idea that the real world exists independent to an individual’s perspective, but 
that social and physical context influence their beliefs and perspectives (28). It is recognised that the 
researchers background as experienced female CF HCP (dietitian), who may also know and be known 
to participants in her professional capacity may have an influence on the interpretation of the 
results hence the importance of the More Life with CF Patient Advisory Group (MLCFPAG) and 
supervisors (AT and SF) to contribute to peer debriefing.   

The COM-B model will be used as a theoretical framework to identify the barriers and facilitators to 
diet and physical activity behaviour change experienced by CF HCP in managing adults with CF who 
are overweight or obese(29).  The COM-B behaviour change model proposes that there are three 
components to any behaviour (B): Capability (C), Opportunity (O) and Motivation (M). To perform or 
change a particular behaviour, there must be the physical and psychological capability to do so, 
there must be social and physical opportunity for the behaviour and motivation to perform the 
behaviour. The COM-B model forms part of the Behaviour Change Wheel (BCW)(30). This theoretical 
model is derived from a synthesis of 19 behaviour change theories. It provides a framework for 
identifying barriers and facilitators to behaviour change and selecting evidence-based behaviour 
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change techniques that can be used to support patients to change behaviour. Its application has 
been used to develop health and weight management interventions as well as an adherence 
intervention for cystic fibrosis (31-34). 

Themes and subthemes that are developed during analysis will be mapped to these COM-B domains 
to identify target behaviours and behaviour change techniques to inform the development of a diet 
and physical activity behaviour change intervention from the CF HCPs perspective.  

 

4. Research question/aims 

This study aims to explore CF HCPs experiences and perceptions of providing weight management 
advice to adults with CF who are overweight/obese and treated with CFTR modulator therapies and 
to identify the barriers and facilitators CF HCP experience in supporting patients with diet and 
physical activity behaviour change. 

 

4.1 Objectives 

1. To explore issues that CF HCPs experience when managing overweight and obesity in people 
living with CF.  

2. To explore the barriers and facilitators CF HCPs encounter when recommending weight 
management diet and physical activity behaviour change to adults with CF who are 
overweight/obese 

3. To undertake inductive analysis and map tentative themes and sub-themes developed 
describing these barriers and facilitators to the COM-B model  

4.2 Outcomes 

1. Identification of the issues experienced by CF HCPs in the management of overweight 
and obesity in the adult CF population  

2. Identification of the perceived barriers and facilitators to CF HCP diet and physical 
activity behaviour change interventions with adults with CF who are overweight/obese.  

3. Apply the identified barriers and facilitators and map to the COM-B model to inform the 
development of an intervention 

5. Design and methods of data collection and data analysis 

 

Data Collection 

Qualitative data will be gathered from primarily from focus group interviews. The focus group 
method has been chosen as an efficient method for collecting data and exploring a specific 
‘focussed’ topic from a range of views and experiences(35, 36). Focus groups allow data to develop 
through participant interactions that explore and interpret a topic, drawing on shared experiences 
and views that are compared during group discussions (37).  

The focus groups will be delivered virtually using a videoconferencing platform (38, 39). Whilst 
virtual focus groups have been found to produce less data, the quality and richness has been 
comparable to groups delivered in person (40, 41). Virtual delivery has been chosen as it will 
optimise attendance of CF HCPs who work in different Adult CF Centres located throughout the UK. 
Focus groups will 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. 

Four to eight participants will be recruited to each focus group. This is to provide the opportunity for 
all participants sufficient time to talk about their experiences. HCP will be interviewed in 
homogeneous discipline groups. If the number of participants from a particular discipline is 
insufficient due to availability to attend focus group interviews, one to one virtual interview will be 
arranged at a time that is convenient. It is estimated that four focus groups will be required to 



PROTOCOL 

1717  

 

Page 12 of 25 
 

gather sufficient data from this geographically and professional heterogeneous group and complex 
topic (42). If new information and issues continue to emerge after the fourth focus group has been 
conducted and analysed, additional focus groups will be undertaken until no new themes emerge 
(43). The focus groups will be moderated by Joanne Barrett (JB) with support from Professor Annie 
Topping (AT). 
 

 

Prior to the focus group interview 

Participants will be contacted by phone or email to arrange a suitable date and time to take part in a 
focus group (or one to one interview). One week before the focus group, participants will be sent a 
calendar reminder by email. Two days before the scheduled focus group, they will receive an 
invitation link to the virtual focus group interview meeting room by email. The link will have a 
passcode which will only be available to the participants scheduled to attend the focus group or one 
to one interview.  

 

Focus group interviews 

The facilitators will conduct the focus group in a private room at University of Birmingham and the 
video conferencing platform (Zoom© or MS Teams©) will be accessed through the University secure 
server. The facilitators (JB and AT) will meet prior to the scheduled time for the focus group to run 
through the organisation of the session; running order, managing interactions or in the unlikely 
event of emotional situations, participants requesting to leave the session, and late arrivals will be 
discussed. Once the focus group session has commenced, participants who arrive late to the session 
will be held in the waiting room and contacted by AT. If AT feels that it is too late for the participant 
to join the focus group and joining is likely to be disruptive to the dynamics of the group, the 
participant and will be invited to take part in an alternative focus group session or one to one 
interview.  

Participants will be asked to attend the virtual focus group 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 e-
consent and demographic information. The facilitator will then permit the participant to join the 
focus group meeting room.  

Once all participants are in attendance, the facilitators will verify ongoing agreement to participate 
and they will have the opportunity to ask any questions about the research. The focus group will 
then commence and recording will be started.  JB will lead the session and AT will assist with note 
taking and observing. Everyone will be welcomed to session and the facilitator will outline the aims 
of the research and focus group ‘ground rules ‘and a series of open questions, framed around the 
study objectives will be used to stimulate the group to talk about their experiences, views and 
opinions (see focus group interview guide). Probes and follow up questions will be used to explore 
the topics/views and elicit more detail from participants. It is estimated the focus group interview 
will last 60-90 minutes.  

At the end of the interview the JB will summarise the discussion to verify what has been said with 
participants and thank them for attending. 

 

One to One interview 

Joanne Barrett will conduct one to one interview in a private room and the video conferencing 
platform (Zoom© or MS Teams©) will be accessed through the University secure server.  

Participants will be asked to attend the interview in a private place to avoid any threats to 
confidentiality. The  participant will join the session using the meeting room link. Initially they will be 
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held in the virtual lobby or waiting room. Joanne Barrett will check they have the participants 
consent and demographic information and then permit the participant to the virtual meeting room.  

Agreement to participate will be verified and the participant will have the opportunity to ask any 
questions about the research. The interview will then commence and recording will be started.  A 
series of open questions, framed around the study objectives will be used to stimulate the 
participant to talk about their experiences, views and opinions (see focus group interview guide). 
Probes and follow up questions will be used to explore the topics/views and elicit more detail from 
participants. It is estimated the focus group interview will last 30-60 minutes.  

At the end of the interview the JB will summarise to verify what has been said and thank the 
participant for attending. 

 

Interview Questions  

The interview guide has been developed from the COM-B model, knowledge gaps identified in the 
literature, and the background and experience of the research team; a Specialist CF Dietitian Joanne 
Barett – Chief Investigator (CI), qualitative research expert and nurse (Professor Annie Topping), and 
Associate Professor of lifestyle behaviour change (Dr Sally Fenton). The interview questions were 
reviewed by a CF HCP and revised in response to their feedback. 

 

Post Interview 

At the end of the focus group interview, once all the participants have left the meeting room, the 
video recording and transcription will be downloaded from Zoom© or MS Teams© and saved on a 
password protected server at the University of Birmingham (see data management plan (DMP). 

JB and AT will then write their notes and debrief (focus groups only). This debriefing will allow 
discussion and reflection on the conduct of the focus group and to identify if any minor amendments 
to structure, ordering of topics, or rephrasing of questions that may be required to enhance clarity. 
In line with the inductive approach, modifying the interview questions to include emergent issues 
may be required for the next focus group or one to one interview.   

JB will record field notes of personal assumptions, responses, and thoughts in a reflexive diary (focus 
groups and one to one interviews). 

 

 

5.2 Data Analysis 

The audio-recording and transcription will be imported into NVivo 12(44). NVivo 12 will be used to 
organise, and chart the focus group interview data.  

The framework approach will be used to analyse the data (27, 45). This method has been chosen as 
it is a systematic process for organising, reducing, and interpreting qualitative data. It guides a 
process of thematic analysis with the development of an analytic framework and charting matrix 
from the coding and categorising of interview data to aid the comparison ta across the data set so 
that relationships, and patterns can be developed into key themes. An advantage of this method is 
the inclusion of participant accounts in the matrix ensure that individual descriptions and 
interpretations are not lost in the analysis.  

The following process of the framework approach will be used to analyse the data; 

 

i. Transcription 
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Following each focus group, JB will check the transcription for errors by listening back to the 

audio-video recording and reading the transcripts simultaneously. Corrections will be made to 

ensure an accurate verbatim transcription for analysis.  

ii. Familiarisation with the interview 

Following each focus group, JB will listen back/view to the audio/video recordings and read and 

re-read the transcript to familiarise with the data thoroughly.  Initial analytical thoughts on the 

key study objectives, relevant issues that emerge and impressions will be noted.  

iii. Independent Coding  

 JB will independently code data from the first focus group interview. The transcription will be 

read line by line and coded by applying a descriptive label to a section of text that is significant 

or relevant to summarise and described what has been said by each participant. 

iv. Develop analytical framework and then discuss to form a consensus of a set of codes to 

apply to future transcripts  

JB will discuss their independent coding with AT and agree on a set of codes. Codes that are 

conceptually related will be grouped together into clearly defined categories. This coding index 

will form the analytical framework which JB will then be applied to subsequent transcripts.  

v. Applying the analytical framework 

The analytical framework will be used to code and categorise subsequent focus group interview 

transcripts. Any new codes which emerge from the subsequent focus group interviews will be 

discussed by JB with AT to reach a consensus and the framework will be updated to incorporate 

new codes. 

vi. Charting the data into the framework 

Once all the data has been organised into categories and codes using the analytical framework, a 

matrix will be constructed; one spreadsheet for each category and a column for each code 

within that category. Codes from each transcript will be summarised and charted into the 

Matrix. Illustrative participant quotations will also be charted into the matrix. JB will chart the 

data and this will be reviewed by AT. Any differences of opinion will be discussed and the 

charting will be revised considering agreed changes. 

vii. Interpreting the data 

Influenced by the key study objectives, JB will interpret he data by using the matrix to compare 
across categories and codes, between and within individual participant data to identify any 
connections or patterns. Codes and categories will be mapped to the COM-B framework and 
developed into themes and subthemes. Themes and subthemes will be further developed in 
discussion with AT.  

 

viii. Validation of Themes and Subthemes 

The MLCFPAG and study steering group committee will be provided with the opportunity to 
review the research findings(46). This feedback will be discussed with AT and the themes and 
subthemes will be refined in response to feedback received. 
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6. Project setting 

This is a single site study. Participants will be located throughout the UK and focus groups 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. 

 

7. Participant recruitment 

7.1. Eligibility criteria 

7.1.1. Inclusion criteria  

 

• A registered Dietitian, Physiotherapist, Clinical Nurse Specialist or Physician 

• Currently working at an adult CF centre in the UK  

• Currently managing adults with CF clinically as part of their role  

• Able to access Zoom© or MS Teams© video conferencing platform  

• Able to be locate themselves in a private room for the focus group or one to one interview 

• Able to provide informed consent 

• Able to participate in a virtual focus group or one to one interview in English 

 

7.1.2. Exclusion criteria  

• Not a registered Dietitian, Physiotherapist, Clinical Nurse Specialist or Physician currently 
managing adults with CF at an adults CF centre in the UK 

• unable to participate in a virtual focus group or one to one interview  in English 

 

7.2. Sampling 

7.2.1. Size of sample 

There are 28 adult CF centres in the UK all with multidisciplinary teams (MDT) including dietitians, 
physiotherapists, clinical nurse specialists and physicians (47). The Association of Charted 
Physiotherapist in CF, Cystic Fibrosis Specialist Group of the British Dietetic Association, Cystic 
Fibrosis Nursing Association UK, and CF Medical Association UK, have a combined membership of 
approximately 1000 members. The first 12 -24 participants who express interest in taking part and 
meet all the inclusion criteria and none of the exclusion criteria will be selected, as purposive 
sample, to take part in four focus groups or if required one to one interview. If new issues emerge 
after the second and third focus group interviews, further sampling will be employed to take part in 
additional focus group interviews to reach data saturation(43). 

 

7.2.2. Sampling technique 

A purposive sampling technique will be used to ensure the participants have clinical experience of 
the focus group interview topics. This should enable them to discuss their individual experience and 
contribute to provide in-depth discussion of their views on the subject under study.  

7.3. Recruitment 

Recruitment will only commence once all essential and required ethical and governance approvals 
have been granted. 
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7.3.1. Sample identification 

Potential participants will be identified from the membership of four professional groups: The 
Association of Charted Physiotherapist in CF, Cystic Fibrosis Specialist Group of the British Dietetic 
Association, Cystic Fibrosis Nursing Association UK, and CF Medical Association. 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 account 
@CF_dietitians. Participant eligibility will be confirmed by completing an online screening 
questionnaire (see appendix). 

 

7.3.2. Consent 

Potential participants will access a participant information sheet (PIS) via a download published on 
www.heartlandscf.org or they will be able to request a copy by email/post from the CI Joanne 
Barrett. 

Once they have read the PIS potential participants will be asked to complete an online eligibility 
screening questionnaire via the JISC survey platform (48). If they meet all the inclusion criteria and 
none of the exclusion criteria, they will be directed to complete an online consent form, 
demographic information and contact details form. Alternatively, potential participants can request 
a copy of these from JB by email/post. Once these have been completed and received, JB will 
contact the participant by phone or email to arrange a date and time for them to attend a focus 
group 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 focus group, any information collected will be securely destroyed. During 
and after the focus 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 participation from a particular health care profession is insufficient due to scheduling difficulties, 
participants from that health care profession will be offered a one-to-one interview. They will be 
provided by email with a one-to-one interview participant information sheet and a consent form to 
provide informed consent to take part in a one-to-one interview. Once the consent form has been 
completed and received, JB will contact the participant by phone or email to arrange a date and time 
for them to attend a focus group 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 and any 
information collected will be securely destroyed.  

These procedures adhere to guidance on e-consent from the Health Research Authority (49). 
Documents indicating informed consent and demographic forms will be downloaded by the CI (JB) 
from the JISC platform and saved in the electronic site master file on a password protected server at 
the University of Birmingham (see DMP). Confirmation of consent will be verified at the start of each 
focus group and participants will have another opportunity to ask questions. 

 

8. Storage and analysis of human tissue 

 Not applicable to this study 

 

http://www.heartlandscf.org/
http://www.heartlandscf.org/
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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 during focus group interviews. 

10. Ethical and regulatory considerations 

 

10.1. Assessment and management of risk 

All participant data will be kept securely and strictly confidential in line with the data management 
plan (see DMP). During data collection it will be made clear to the participant that any information 
disclosed during the focus group will be confidential to the group and should not disclosed or 
discussed again with anyone outside of the focus group setting. An exception to this would be if it is 
in the participants best interest, and/or it may cause them harm not to disclose such information. In 
which case they will be required to inform the research team of their actions and the details of what 
information will be disclosed and to whom. 

At recruitment, participants will be allocated a study number and pseudonym which be used in any 
transcripts, reports, academic work, or publications. As the CF HCP community is relatively small it is 
likely that participants may be known to one another in the group and therefore they will be asked 
to use their first name whilst participating in the focus group. During focus groups participants may 
discuss events, or people, which may enable them to be identified. Participants will be advised at the 
start of the focus group that they try to avoid using names that would identify individuals that are 
not present in the focus group e.g., patients or work colleagues.  

Every effort will be made to anonymise the written interview transcripts, including removal of 
names, and replaced with suitable noun e.g., patient, colleague, doctor, and every effort will be 
made to ensure that material included in any transcripts, reports, academic work, or publications 
cannot be traced back to individuals. Zoom © /MS Teams© interview transcripts will be 
pseudonymised prior to the file being saved.  

All study documentation and data collected including the focus groups and one to one interviews, 
including recordings, transcripts and notes will be saved on a university password protected 
computer server (see DMP). Focus group and one-to-one interview video recordings will be securely 
deleted from the University Zoom©/ MS Teams© cloud after the transcription data has been 
pseudonymised and the researcher (JB) has familiarised themselves with the data and an accurate 
verbatim transcription has been prepared for analysis. Only the interview pseudonymised interview 
transcripts will be stored on a university password protected server according to the DMP. 

The risk to participants is low but there is always the potential for participants to become emotional 
when discussing experiences, views, and opinions with other participants. In the unlikely case a 
participant becomes upset or emotional that is either preventing them or others continuing the 
discussions, JB will pause the focus group/one-to-one  interview. The participant will be directed to a 
private online breakout room where AT will debrief and discuss continuation. If they decide that 
they do want to continue, they will be offered a break before the focus group/one-to-one interview 
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/AT will arrange to contact them after the focus 
group/one-to-one interview 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. They will also be asked if they would like the opportunity to take part in a subsequent 
focus group or one-to-one session.  
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10.2. Research ethics committee (REC) and other regulatory review & reports 

Approval will be sought from the University of Birmingham STEM Research Ethics Committee (REC) 
to undertake 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. 

If any amendments to the REC application or the supporting documents are required, the research 
team will submit a valid notice of amendment to the REC. It will be the REC responsibility to decide 
whether an amendment is substantial or non-substantial for the purposes of submission to the REC. 
Any substantial amendments that require review by REC will not be implemented until the REC 
grants a favourable opinion for the study amendment and mechanisms are in place to implement.   

The CI will notify the REC of the end of the study. 

An end of study form will be submitted to the REC within 90 days of when study is declared ended. 

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

Within one year after the end of the study, the CI will submit a final report with the results, including 
any publications/abstracts, to the REC. 

All correspondence with the REC will be retained in the electronic study Master site file on a 
password protected computer server at the University of Birmingham.  It is the CI’s responsibility to 
produce the annual and final reports as required and notify the REC of the end of the study. If the 
study is ended prematurely, the CI will notify the REC, including the reasons for the premature 
termination.  

 

10.2.1. Regulatory review & compliance  

The CI will be responsible for ensuring that participants will not be enrolled into the study, until 
University of Birmingham REC 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 
REC for them to consider approval for the amendment. Once amendment approval is issued the 
protocol will be updated. A copy of the updated protocol will be recorded in the protocol version log 
(with updated date of update and version number) will be placed in the study master site file.  

10.3. 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 

  

Members of the CF multidisciplinary team at University Hospitals Birmingham were consulted on the 
focus group interview guide, participant information sheets, consent forms and study 
advertisements. A patient advisory group have informed the choice of health care disciplines should 
be interviewed. The interview guide was revised in response to this feedback and the health care 
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disciplines who have been chosen to be interviewed have been selected in response to this 
feedback.  

 

10.5. Protocol compliance  

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 with 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).  

Any personal participant information pseudonymised transcripts, participant demographic 
information, consent forms and other study documents will be stored electronically in a file on a 
password protected server at University of Birmingham (see DMP). Once the transcriptions have 
been checked for accuracy and pseudonymised, the focus group audio-video recordings will be 
securely deleted from the university Zoom© or MS Teams© cloud storage. Only the pseudonymised 
transcriptions will be stored electronically in a file on a password protected server at University of 
Birmingham (see DMP). 

The CI, Joanne Barrett, will be the data custodian. 

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

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

 

10.7. Indemnity 

Insurance and indemnity for the design, management and conduct of the research are to be 
provided by the study sponsor, the University of Birmingham. 

 

10.8. End of study and archiving 

The completion of the fourth focus group interview or last scheduled one-to-one interview will be 
considered the end of study. If subsequent focus group interview data is required to reach 
saturation, the study will be defined as ended once additional focus group interview data has been 
collected.  

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

After study closure the CI will ensure all study data and study related documents are retained for a 
minimum for 10 years following the end of the study.  

The Sponsor will authorise and advise of the archiving requirements as part of the site closure 
process. 

 

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 
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Sally Fenton Associate Professor of Lifestyle Behaviour Change and Post Doctoral Researcher 

 

 

11. Dissemination policy 

11.1. Dissemination policy 

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

On completion of the project, the data will be analysed and a final report prepared. The study will be 
reported using the COREQ checklist (52). 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 email. 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 Cystic Fibrosis Conference and peer reviewed 
journal. The National Institute for Health and Social Care Research 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; 

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 in Lifestyle Behaviour Change and Post Doctoral Researcher 
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13. Appendices 

13.1. Appendix 1 – list of required documentation 

Research team CV’s and GCP certificates 

Study Advertisement  

Participant Information sheets (PIS) 

Link to online eligibility screening questionnaire, consent forms and participant 
demographic information and contact details 

Paper versions of Eligibility Screening Questionnaire, Consent Form, Demographic 
Participant Form 

Participant Report Form (CRF) 

Focus Group Interview Schedule  
Data Management Plan 

 

 

 

13.2. Appendix 2 – schedule of procedures 

Procedures Visits (insert visit numbers as appropriate) 

Screening Baseline 

Week 4-
12 

 

  

Eligibility Screening x     

Informed consent  x    

Demographics  x    

Focus group/one-to-one 
Interviews 

   x   

 

 

13.3. Appendix 3 – amendment history 

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 

1 30 10 23 1.1 MINOR 
Expanded oin details regarding 
one to one interview consent and 
withdrawal 
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