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[bookmark: _Toc135290298]Part 1: SPSS Data
Table 1: Descriptive Statistics for key disease in Wales 
[image: ]
The descriptive statistics in Table 1 demonstrate the prevalence of each disease studied in 94 (N) Upper Supra Output areas (USOA) in Wales. The mean figure illustrates the average or central tendency of age-standardised percentage for the 94 USOA in Wales. Age-standardisation accounts for any confounding factors rating to distribution of the sample across the geographic areas. The minimum and maximum figures illustrate the range of the scores in the data, giving the lowest and highest average percentage score for each disease in the USOA. For example, with respiratory illness, the mean, age-standardised percentage was 13.76; the lowest percentage score in all the USOAs was 8%, whilst the maximum percentage score in all the USOAs was 20%.  The standard deviation (SD) figure illustrates further information about the central tendency by demonstrating the how far apart the data points in each USOA for each disease lie. It demonstrates how variable the data points are in the data set. For resp. disease the SD was 2.430 which indicates that all the data points in the data set lie within 2.430 points of the mean scores, whilst for health status the data points are spread further apart (5.054) from the mean scores.  If this data was plotted in a bell curve graph resp. disease would have a higher more pointed bell curve compare a flatter more rounded and spread-out bell curve for health status. The empirical rule states that in normal distribution of data around the mean figure, 95% of the data points will fall within 2 standard deviations of the mean score.



Graph depicting Respiratory Illness per USOA in Wales
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Description automatically generated]
This graph is a forest plot of the age adjusted percentage of respiratory disease in the USOA’s in Wales. The red line (14%) aligns the green circles which indicates the all-Wales age standardised percentage of respiratory illness. Each USOA has 3 data points illustrated by [image: A picture containing diagram

Description automatically generated]. The central data point on this line indicated by the blue circle is the age adjusted mean score for USOA. The orange and purple circles at each end of the line indicate the lower and upper bounds of the 95% Confidence Interval (CI) respectively. This demonstrates the range of values within which 95% of the true values are estimated to lie. The line connecting the circles represents the standard deviation of the data within the USOA for Respiratory Disease. Where CI limits do not touch or cross the red all-Wales line, it is likely that there is a significant difference between the data for the USOA compared to the all-Wales age-standardised percentages. Some examples are marked with a red oval on the forest plot above. These areas have a significantly higher prevalence of respiratory disease in the population than the all-Wales value. Whilst those with a blue oval demonstrate a significantly lower prevalence of respiratory disease compared to the all-Wales value. The distribution of respiratory disease in Wales varies significantly between the USOAs, ranging from around 8 to 20% with the central tendency for Wales as whole being 14%.
Further statistical evaluation could be done to analyse any correlation between the geographic area, population density or prevalence of smoking and the prevalence of respiratory disease in each area. This might indicate further causative analysis to understand why the prevalence of respiratory disease occurs.












[bookmark: _Toc135290299]Part 2: Outline a Data Analysis Plan
[bookmark: _Toc135290300]Background
Policy for Planned Care in Wales (Welsh Government, 2022) takes into consideration the increasing demand for cancer-care in its National Health Service (NHS). The increased demand for care, with finite resources, has been exacerbated by the COVID-19 pandemic. This has intensified pressure on services managing existing patients whilst providing timely care for newly diagnosed cancers. The policy notes a lag of about 4500 people being diagnosed and treated for cancer during the pandemic, who are now presenting at increased rates to services. This places further importance of the Value in Health strategy (NHS Wales, n.d) to drive financially sustainable, high-quality, health-care outcomes that innovatively manage and produce better outcomes for greater volumes of patients in Wales. 
The Urology Service in Aneurin Bevan University Health Board (ABUHB) diagnoses and treats around 435 new People Living with Prostate Cancer (PLwPC) every year (Public Health Wales, 2022). Men in Wales have a 1 in 8 chance of developing Prostate Cancer, rising to 1 in 3 with close family history of the disease (Clifton 2021); 78% can expect to survive for 5 years or more (De Angelis et al., 2014 pp.25). With the rate of diagnoses predicted to increase due to the pandemic lag and, the demand for survival care/monitoring, current ways of working are unsustainable. An example of the current situation is illustrated in the rich picture in figure 1.






[image: ]Figure1: A Rich Picture: ABUHB Provision of Prostate Cancer Care 

The rich picture depicts the re-balance that is needed in Values-Based Health-Care (NHS Wales, n.d). Increased awareness and early diagnosis of the disease is increasing the flow of patients through the front door of the service. Many will receive regular blood tests to monitor their Prostate-Specific Antigen (PSA) levels, known as watchful waiting, others receive surgery, but will still need regular PSA monitoring and post cancer-care support. As survival increases, the service becomes overwhelmed with patients, with few being discharged. As the patient list grows the capacity to manage them in the clinic becomes unsustainable. 
In 2022 Welsh Government Planned Care (WGPC) commissioned ABUHB to adopt and adapt the My Medical Record (MyMR) personal health record system, developed by Southampton University Hospital. The mandate required ABUHB to provide the technical discovery work to integrate MyMR with Welsh systems providing the demographic and pathology result data directly to MyMR to facilitate remote, Supported Self-care of PLwPC. MyMr allows PLwPC to receive their letters and communications via secure log on to the application. It also allows them to complete health-check questionnaires which contain “red-flag” symptoms and, have direct communication with their support worker (SW). The clinical tracker functionality allows PLwPC to be tracked and monitored remotely by the Urology team. Patients are allocated to nationally planned protocols, which act as a delegation of duty between clinical staff and SWs. SWs manage the day-to-day issue of blood requests, normal results communications and health-check monitoring of PLwPC, without the need for the patients to attend a clinical environment. “Red-flag” symptoms, abnormal blood results or messages with clinical questions are immediately escalated to the Clinical Nurse Specialist (CNS). 
[bookmark: _Toc135290301]Scope of Study
As part of the commission, EGPC require and evaluation which includes the development an ABUHB integrated version of MyMR, together with the development of a “technical toolkit” for a national integrated version, hosted within ABUHB. The commissioners have specifically asked that the evaluation include the process of stakeholder engagement and system development across the organisations involved. This is to inform decisions about future deployment of host health-boards to develop digital technology. The entirety of this evaluation will be outside of the scope of the author’s time and resources. The authors project will be referred to as the Clinical Adoption Evaluation (CAE) concentrating on a specific area of the adoption of the MyMR system into clinical practice. The overall evaluation will be referred to as the MyMR evaluation, which will be undertaken in collaboration with the TEC Cymru research team.
[bookmark: _Toc135290302]Aim and Objectives
The justification for performing evaluation is paramount for evidencing values-based health-care (VBHC). With the necessity to transform and create a sustainable NHS in Wales, driven by policy guidance such as A Healthier Wales (Welsh Government, 2021) and the Planned-care Policy (Welsh Government 2022), rapid change in care must be scrutinised for value return on investment, quality and safety. 
The Wachter Review (Wachter, 2016) found that implementing digital systems without understanding the complexity of the organisation has led previously to costly system digitisation failure. The report warns that attention should be paid to organisation readiness and capabilities to manage iterative and transformative care and, the evaluation of the capacity of organisations to optimism digitisation though adoption and adaption to fit local needs, changing ways of working to achieve VBHC. By scrutinising the MyMR adoption and adaption work achieved so far, justification of the business case can be made. This will inform decision makers as to whether VBHC is being achieved and whether the system should be scaled and spread across Wales.
To clarify and justify the aims and objectives of the MyMR evaluation, preparatory work has been undertaken. This work has been developed with and, agreed by the MyMR project stakeholders and Steering Group which consists of broad range of stakeholders from across all health boards in Wales.
From this preparatory work the CAE has emerged as a manageable and appropriate workstream pertaining to one of the emergent topics (Table 2). The Health Foundation (2015) advises that effective evaluation should be considered thorough planning, tailoring and collaborating with stakeholders and research expertise according to scope, budget and time resources. They also suggest clarity is needed from the outset as to what will be evaluated and why? This advice is explored in more detail by Robson (2017, pp.15-20) who advocates spending time understanding and clarifying what a full range of stakeholders, from policy makers, sponsors, managers, clinical staff, patients and even the evaluators themselves want to know. Robson (2017) encourages scrutiny of what wants to be known by asking why does it need to be known? What are the important decisions that need answering and will the information generated answer them? Friedman (2022, pp.7) too, discusses the importance of thoroughly understanding the array of questions to be answered and prioritising the most salient.
It is important to ascertain what is the minimum amount of data required to answer the maximum number of questions (Robson (2017, p41). This will not only affect the budget, resources and scope of the evaluation, but will affect the burden of data collection and processing, and ethical considerations. 
To help define this clarity and give sound basis for a holistic approach, an evaluation conceptualisation structure has been developed using the NASSS (Non-adoption, Abandonment, Scale-up, Spread and Sustainability) Framework by Greenhalgh et al. (2017). The NASSS framework is widely accepted in health informatics in Wales and will support the spread, scale and sustainability of the MyMR system across health-boards in Wales.  The Consolidated Framework for Implementation Research (CFIR) (Damschroder et al. 2022) was also considered as an alternative evaluation tool and with the recent addendum to facilitate better evaluation, would provide a useful framework. However, the domains were thought to be too extensive for the evaluation requirements and, it is less well known in Informatics in Wales. Greenhalgh et al. (2007 pp.2) conclude, from their extensive framework development research, that the application of the NASSS framework could be used to identify lessons learned and inform scale-up and roll out of technology programmes. It can also be used to identify technologies that have little chance of successful rollout and sustained implementation.  
Table 1 presents the NASSS Domains and the elements identified from data collected through the steering group work shop and a survey of stakeholders.        
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The next part of the process was to fit the stakeholders’ ideas and requirements into a modified Donabedian Causal Chain (Figure 3). Lilford et al. (2010) demonstrate that 3 specific processes occur between the release of a Policy and its impact on patient care (Outcome). These are Generic Processes that support the organisations business; Targeted Processes (for example the introduction of MyMR and training to facilitate supported self-care and), Clinical Processes which deliver the policy requirements at patient level, such as an intervention. Each process is affected by the previous one. Lilford et al. (2010) suggests that it might not be practical to measure clinical end points to establish cause and effect (either too many small outcomes or sample size issues), however, upstream evaluation of the MyMr system usage may yield proxy outcome measures.
Applying the NASSS domains to the causal chain allowed the concepts noted under each domain to be allocated to corresponding processes in the causal chain. The benefit of doing this was to highlight areas of process where key evaluation tasks should be targeted to elicit lessons learned. The evaluation results will be mapped back to the processes in the causal chain to inform implementation adoption across Wales and consideration of future projects using the same development method. This task was of particular interest to the Planned-care Policy writers who noted that within the “Wider Context” domain stakeholder engagement and political wrangling in the Generic Processes may have impacted significantly on the development of the National Instance of MyMR in the targeted process. This was also true for other stakeholders who identified that in the “Technical” domain core data collection to evidence service changes when using MyMR should be addressed in the Generic processes, which in turn impacted clinical process evidence.
Once this process had been completed, a prioritised list of topics was agreed for the evaluation using the identified domains and process levels (Table 2) Topics were sense checked against the rich picture (Figure 1) to ensure the evaluation addressed the baseline problems. For the topic to be included in the evaluation, justification for the knowledge was debated, and consensus agreement made bearing in mind the scope of the evaluation. 
[image: ]
The Clinical Adoption Evaluation (CAE) has been justified by the demand of the mandate requiring confirmation of VBHC and, through a process of evaluation scoping using the NASSS framework and Causal Chain analysis. It addresses Topic 1: Adoption of the MyMR system into clinical Practice in ABUHB to facilitate remote supported self-care, General research question 2: What are the barriers and facilitators to the adoption of MyMR into clinical practice in ABUHB to facilitate remote supported self-care for PLwPC. The aims, objectives and specific research questions are illustrated in Table 3.
[image: ]
[bookmark: _Toc135290303]Data Collection and Methodology
To maintain internal validity of the work, Punch (2016, p48-58) recommends an abstraction approach to define the research questions. Figure 2 illustrates how the process in the evaluation scoping identifies the required topics and, how these topics are funnelled through a logical abstraction method to formulate directly answerable questions. These questions subsequently indicate the type of empirical research method best suited to answer them.
[image: ]
Table 3 illustrates the question abstraction technique for the CAE research topic and the identified method and data analysis technique. 
[bookmark: _Toc135290304] Study Design
Choosing the specific research design is subject to a philosophical premise which is academically debated (Friedman, 2022; Creswell and Creswell, 2018 and Scott and Briggs, 2009). Whilst the positivist philosophy demands factual, quantitative data that leads to deduction or the logical assumption given the tangible facts, the constructivist philosophy views knowledge through social construction based in language, culture, experiences and human aptitude. Meanings or ideas emerge or are induced or inducted from the qualitative, subjective data based on human interpretation. Pragmatists see the value in multiple viewpoints, recognising that neither single methodology will be able to give the holistic picture. The name the pragmatic approach to selecting the research method is led by the question to be answered (Punch, 2016). 
It is now widely accepted that combining qualitative and quantitative techniques into a mixed methodology approach can provide a rich depth and understanding through “multiple ways of seeing” (Greene, 2007 in Creswell and Plano Clark, 2011, p.4) in a paradigm of its own Denscombe (2008). Scott and Briggs (2009) argue in favour of a mixed methods approach to address the sociotechnical issues that have been recognised as important considerations of health information system implementation (Wachter, 2016 and Eason, 2007). They dispel the philosophical argument that quantitative and qualitative research methods cannot be used together to provide a holistic concept of multidimensional knowledge. This is particularly useful in the sociotechnical environment of health informatics where science might favour quantitative data to illustrate the performance of a system or its impact on a health system. However, as humans use the system, social science indicates qualitative knowledge to evaluate the interplay between system capability/usability and human behaviour to use it. 
Creswell and Plano Clark (2011) express the relationship between the qualitative and quantitative methods is explicitly stated to maintain the integrity and validity of the study. They also suggest, in line with the work of Bryman (2006. pp.99) a clear understanding for the justification for mixed methodology is stated, explaining the weight and purpose of each method to support the other for the purpose of answering the research questions.
In the CAE study, the mixed methods data collection will be used to evaluate corroboration or validity of results through triangulation. For example, high positive quantitative data corroborates with high user satisfaction, thus adding credibility and integrity to validate the findings. Secondly, it is anticipated that the qualitative data will give greater insight or illustration to the quantitative data collected; can the users experiences shed light on why the quantitative data is as it is? This will be important information as part of lessons learned for future MyMR Scale and Spread decisions. Thirdly, can the quantitative results inform the development of the qualitative questions?  
Thus, to address the range of questions abstracted through the evaluation conceptualisation process and to capture any change in the re-balance of values-based healthcare in the urology service, as depicted in figure 1. a pragmatic, explanatory sequential mixed methods design is indicated for CAE (Figure 3). 
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Following analysis of the qualitative data, semi-structured interviews (SSI) with MyMR users in the urology team will be conducted, drawing on any relevant questions from the conceptualisation process work using the NASSS framework and the modified causal chain work. Questions will be further informed by the FITT (Fit between Individual Task and Technology) framework (Ammenworth et al., 2006). The qualitative results will be introduced at carefully planned points in the interviews to illicit discussions, being mindful that the qualitative results may influence of the participants feelings and perceptions of using the system.
The quantitative data will consist of system usability scores from the System Usability Scale (SUS) (Brooke, 1996) and other supporting data collected from the electronic health record and the MyMR system. As shown in Figure 3. the quantitative data will be used to inform the qualitative data collection by providing the basis of some of the semi-structured and think aloud group questions which will be built around the FITT Framework (Ammenworth et al., 2006). Both method results will be brought together to support interpretation of results at the end. Table 4 illustrates the data analysis techniques proposed for use in the CAE study. 
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[bookmark: _Toc135290305]Quantitative Data
[bookmark: _Hlk133755350][bookmark: _Hlk132973607]The System Usability Scale (SUS) (Brooke, 1996) is a 10-point, self-reported survey, which will be used to collect quantitative data to measure the Urology teams’ satisfaction of the MyMR system. Studies by Bangor et al. (2008 and 2009), using from 206 studies, illustrate, excellent measure reliability (Cronbach’s alpha 0.91) which places it well amongst other lengthier scales (Bangor et al., 2008, pp.575 and Sauro, 2015). A study by Lewis and Sauro (2009) illustrate, through 2 factor analyses, that SUS reliably measures both “learnability” (Cronbach’s alpha 0.70) and “usability” (Cronbach’s alpha 0.91) of systems. SUS is a widely used measure of system usability, functionality and user satisfaction which can be used to compare like systems in the marketplace, to develop new systems being introduced and to evaluate iterative changes to existing systems Bangor et al. (2008, pp.590). 
[bookmark: _Hlk132972562]When scores are considered as a whole Bangor et al. (2008 and 2009) are able to illustrate that mean scores of 70.14 and above correlate with “Good” or “Excellent” adjective ratings (Figure 4.) and are accepted as an industry standard.  Brooke (2013) makes the connection to industry stanard ISO 9241-11 by explaining that its componants of effectivness, efficiencey and satisfaction are contectualy linked to usability. Bangor (2009) points out that the scores should be viewed as a percentiles rather than percentage scores, with studies showing the 50th percentile to be represented by 68, reflecting study observations of no recorded score below 30 and less than 5% below 50. 
[image: ]

Whist Bangor et al. (2008, pp.592) warn that a small sample size may elicit misinterpretation of results, Sauro (2013), suggest that as little as 2 participants will provide reliable results. Clark et al. (2021 pp.1192) describes the how the SUS score provides a central tendency or mean score for the total scores of the 10 statements. With associated confidence intervals relying on the mean score, thus the number of respondents becomes increasingly important when numbers are small. This will be the case in CAE where approximately 6-10 respondents are anticipated in the ABUHB Urology team. 
[bookmark: _Hlk132556116]Boston University (2021) demonstrate that using normal distribution (Z=1.96) to calculate 95% confidence intervals (CI) is not suitable for samples less than 30 for the reasons outlined by Clark et al. (2021).  They suggest using t-scores that are dependent on degrees of freedom (df); df representing the sample size. However, Clark et al. (2021) demonstrates that t-scores can also be misleading showing that SUS results in a small, high scoring sample, can produce CI upper bounds exceeding maximum SUS score of 100. To expand the sample size, they recommend a using either an expanded Bias-corrected accelerated bootstrap or an empirical Bayesian approach, depending on the sample size. These methods help overcome the possibilities of CI bounds breaching the maximum SUS score, which have the capability of impacting user decision making. Probability will be expressed according to the recommended method pertaining to the precise sample for the SUS survey in CAE. It will be calculated using the SUS score analyser provided by Clark et al. (2021), which recommends the most appropriate method once data is uploaded. An example of a test data with 10 respondents is shown in Figure 5 where an empirical Bayesian approach is recommended.
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As well as determining CI, statistical significance will be accepted with a probability value p value of 0.05. 
SUS score will be repeated on strategic occasions in the study, once after training but before go-live, again after 6 months of usage and, if development work allows, after significant usability updates in the system. Clark et al. (2021) suggests that elevated enthusiasm for a new system, perceived to plug an operational gap in a service, may skew initial results. Conversely, Bangor et al. (2008 pp.589) suggest users may report low scores when the system is first introduced, but as users embed the new system into business as usual and their skill and learning increases, scores increase (Figure 6). This figure also demonstrates repeat surveys after changes in the system. This gives insight into the efficacy of the changes and disruption to usage and system operation. 
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Further quantitative data (Table 5) will be collected in CAE to illustrate the Urology staff usage of the system. This data will be collected from metrics provided by the Patient Administration System (PAS) and the Electronic Health Record (EHR) used by the team in ABUHB. The data is descriptive in nature and will not be used to establish any causation between usage of MyMR and increased health benefits. However, correlation will be investigated between the usage of the MyMR system and impact on service efficiency, for example, the number of patients with blood test results completed in time for review, this being a significant cause of inefficiency in the current system.
Understanding how many patients are on the MyMR system under each protocol may support a degree of confidence in MyMR usage, as each protocol has increasingly complex patients allocated to them. The assumption being that if staff gain trust and confidence in MyMR supporting safe self-care, they will add the more complex patients to the system. The quantitative data will either directly evidence usage of MyMR or provide evidence to establish key benefit realisation. The data will be reported monthly with percentage change against the baseline values where indicated.
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[bookmark: _Toc135290306]Qualitative Data
There are a number of qualitative research approaches, including phenomenology, ethnography and grounded theory, each requiring a unique skilled epistemological understanding to sustain study rigor (Grossoehme, 2014). Sandelowski (2000, pp. 337) describes qualitative descriptive research as the “least theoretical of qualitative research” as it is used to record descriptive data pertaining to participants thoughts or attitudes regarding a phenomenon, previously unrecorded. The qualitative element of this mixed methods approach will use an exploratory descriptive approach, which is commonly used when researching health care phenomenon (Hunter et al., 2019 and Bradshaw et al., 2017). Sandelowski (2010) and Stebbins (2001) recommend this design when requiring in-depth knowledge, enquiry or familiarity of a new phenomenon under experimentation, as is the case for the implementation of MyMR is the Urology service. The exploratory descriptive approach will seek to explore and describe the barriers and facilitators, as experienced by the urology staff, of the use of the MyMR system to facilitate supported self-care, thus alleviating the patient flow issues outlined in the rich picture (Figure 1). 
The Consolidated Criteria for reporting Qualitative Studies (COREQ) (Tong et al., 2007) will be used so that the study design is transparent, enabling the integrity and repeatability of the study to be optimised. This will evidence the transferability of the study which will be important as decision makers will use the CAE study to inform scale and spread of MyMR across Wales and into other types of cancer diagnoses.
The researcher will work with the TEC Cymru research team and an experienced qualitative research supervisor to ensure the correct methods of questioning and data collection are used in the interviews and think aloud groups. This supervision will be used to ensure data is analysed optimally, using the Framework method described by Gale et al. (2013) (Table 6) and that bias in the researchers’ techniques are identified. Goldsmith (2021) describes a framework method as structural scheme of deriving or identifying either inductively or deductively, patterns or themes from data using descriptive and abstraction methods.
[bookmark: _Hlk134188836]Reflexive activities include ring fencing or bracketing the researcher understanding of their own experiences, emotions, knowledge and relationship with the phenomenon and participants before the research commences. Creswell and Creswell (2018) explain that inherent knowledge in the interviewer towards the phenomenon can lead to bias in conceptualising the data. Becoming aware of that inherent bias allows the researcher to become more objective in their approach to making sense of the data. A reflexive diary will be used by the researcher throughout the process to record and acknowledge personal views and feelings.
Study design will adhere to the COREQ checks in the study proposal and include the following key considerations. Participant sampling will be purposeful. Each member of staff using MyMR will be asked to participate voluntarily, with non-respondents’ reasons noted. Both support workers and clinical nurse specialists will be asked to volunteer. The sample size is related to data saturation. Tong et al. (2007) reports that recruitment of participants should continue until no new data is emerging (saturation). This study will be limited by time resources and available participant cohort. Corbin and Strauss (2008) illustrate that varying the conditions of data collection can illicit new concepts and enhance saturation. Hinton and Ryan in Pope and May (2020) suggest that participants may be more confident to talk in a relaxed and contextual environment where they do not feel judged or under pressure from others. This lends itself to one-2-one semi-structured interviews however, the role and influence of the interviewer is greater than in group interviews, requiring particular attention to reflexive activities. GovUK (2021) recommend think-aloud studies for capturing insight into participants experiences of a digital health product, such as MyMR. It enables participants to bounce ideas off each other, raise ideas that some had not thought about and validate individuals' own thoughts and experiences, giving a deeper insight. Tritter and Lanstad in Pope and Mays (2020) point out that the influence of the interviewer is less important as the group is guided through topics but encouraged to talk freely. The negatives are that some group members can be dominate and others less likely to comment when ideas contrast their own.
A process of member checking will occur where a summary of the themes and findings are presented back to each participant for validation of accuracy (Creswell and Creswell, 2018 pp.208). A subsequent think aloud group with the same participants will be carried out to discuss both the qualitative and quantitative data collected. This process will strive to achieve any further new knowledge emerging from the participants with the goal of researching data saturation, where no further reflections, experiences or observations are emerging on the phenomenon. Following a further cycle of thematic analysis from the think aloud study a final member checking will be carried out. It is anticipated that both the SSI’s and think aloud group will take place face-to-face within the Urology service department, using audio recordings and field notes collected by the interviewer.
Data analysis and reporting COREQ checks are summarised in Table 6 which illustrates the Framework Method which being used for the thematic analysis. 
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[bookmark: _Toc135290307]Ethics
The Economic and Social Research Council (ESRC) (2023) provide core principles to support good research practice, underpinned by the Declaration of Helsinki (World Medical Association, 2023) (Table 7). 
[image: ]
The intent of the study is to maximise benefits and minimise risk of harm for patients and healthcare staff, when implementing the MyMR system to facilitate supported self-care, though the acquisition of new knowledge about the adoption facilitators and barriers of the system in the urology service. However, the risk of harm to the participants in the study needs to be carefully considered. Oliver (2010) points out that intrinsic good, that which is the intent of the researchers and the participants to improve or make better, may well conflict with the instrumental good, the use to which the new knowledge is being applied. Exploitation of the new knowledge beyond the original purpose has the risk to cause harm to the participants. An example of this is where the results of the study may become politicised and used as evidence in a negative campaign to undermine the department, hospital, health-board or in power political party. In this case the intended instrumental good has been superseded by unpredicted usage of knowledge.  
The notion of risk or harm to the participants and the subsequent need for their protection has emerged from historic and graphic participant exploitation which has underpinned the Helsinki Declaration. This has led to iterative, deeper understanding of the types of risk and harm study participants might be exposed to. The participants in the CAE study will need to be made aware of the potential positives and negatives that might be exposed by the study along with their rights and protection of their dignity. It is fundamental that the participant understands the purpose and all potential consequences of their participation, so that they might make an informed consent to participate. Furthermore, the participant should be reassured about the quality and integrity of the study through transparency and governance. In order to achieve this, the participant will be provided with the participant information sheet (PIS) which will explicitly describe the purpose of the study, the expected input of the participant, including time and effort and any renumeration of costs, risks and benefits of taking part, explicit description of data management and protection pertaining to storage, security, confidentiality and anonymity as far as can be achieved. Anonymisation will take place at the earliest opportunity in the data collection using a numerical code known only to the immediate research team.  However, it should be borne in mind that as the participants are from a small team and job roles will be used to compare and contrast data, identifying respondents extracts maybe possible. The PIS will describe the voluntary nature of the study and the participants right to withdraw from the study without reprisal. There will be explicit description of what will happen to any previously collected data generated by the participant. The participant will be given additional opportunity to ask questions about the research and be given optional emotional support after the research is completed by the most appropriate team.
The participants will be further assured of study’s scientific integrity and justification, legality, safety and ethical rigor by a statement from the institutional review board at University Wales Trinity St. David’s that the research has met their approval. There will be further information and guidance for the participant should they have a concern about the study. Finally, declaration of conflict of interests will be made which may bias the study findings and reporting. Welsh Government are sponsoring the overall MyMR evaluation, they are also sponsors of the project to procure, adopt and adapt MyMR for use in Wales. As the programme manager for the implementation of the MyMR system, the lead researcher may have a motivation to surface a positively biased report (this will also be managed through reflexive activities taken thought out the research) and should declare this interest to make transparent conflicts of interest. 
Further integrity and transparency measures will be upheld in the Standard Operating Procedure (SOP) which will outline the processes and methods used to conduct the research to maintain uniformity. The SOP will contain standards which the research process must meet to underpin the study rigor, safety and legality that supports the rights and dignity of the participant and the truthfulness of the findings. 
Specific information around data storage and destruction relating to General Data Protection Regulations (GDPR) will be set out. This will include management of field diaries, paper notes, video or audio recordings, surveys and electronically stored data which will be generated from the SSI’s and think aloud workshops as well as from the quantitative and qualitative data analysis processes and consent documentation. It will refer to the rights of the participant under GDPR law and their right to erasure or rectification (Information Commissioner’s Office, 2022). It so not anticipated that a Data protection Impact assessment will be required for this study as outlined by the Research Ethics and Integrity Code of Practice (University Wales Trinity St David. 2022)
Good Clinical Practice (National Institute for Health and Care Research, 2023) which safeguards the rights and well-being of participants, through the UK Policy framework for health and social care research (Health and Care research Wales, 2017) set standards which will be used to train all staff involved in the research. The SOP will outline the roles and responsibilities of those staff and evidence experience, learning and governance to uphold 3 key responsibilities; 1. Dignity, rights and safety, 2. Integrity, quality and ethical rigor and 3. Transparent research approval and Monitoring (Department of Health, 2010).
 It will also contain a copy of the Case Report From used to
The SOP will outline standard processes for recruitment and management of participants set out in a Case Report Form, setting up and carrying out interviews and workshops, the management of information and consent for participants filing and record keeping and organisation governance. There will be a predefined process for managing concerning or unexpected sensitive information, observations or unexpected emotional responses exposed by the research methods within the confines of confidentiality. Adverse events will be recorded, although these are expected to be a low risk of occurrence in the CAE study. The SOP will contain the method of data collection and processing and finally, the process for closing the study, which will include document storage, dissemination of results to the participants and wider stakeholders and general public. 
Whilst the nature of the SSI’s and think aloud study is not anticipated to cause any significant harm, there may be conflicting experiences, feelings or ideas which will influence the freedom and truthfulness of the participants responses. To uphold dignity and respect, especially in the think aloud session, ground rules will be issued at the beginning of the session, outlining the freedom to speak honestly and challenge without reprisal but with due consideration and dignity for all the group members. The risk of coercion to participate or bias to lead conversations will be managed with pre-planned questioning techniques and by utilising TEC Cymru research experience.  
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Table 2. Prioritised Evaluation Topics

‘Adigitalsystem for faciating remote suppored sel-care for Patients Living ith Prostate Cancer in ABUHB

Research
Topic

1. Adoption of the My MR system nto cinical praciice in ABUHE o facitate remote SSC
2. Realistc Benefis of implementing MyMR for supporing PLuPC and how they are influenced by the causal
chain processes

3. The technical ntegration and adaption of My MR system i Waes for he support of PLWPC

4. The barriers and facitators of developing and adapling MyMR by a host health board in Wales through the
causal chain processes.

5. Economic evaluation: What are the costs and Return of Investment, incuding environmentl implications,
ofintegrating and adapting MyMR for PLWPC in ABUH.

6. Barriers and facitators of patiens and care givers o using My MR for supported seffcare of PLUPC in
Wales.
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Table 3. Aims, Objective and Specific research Questions
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Figure 3. Explanatory Sequential Mixed Methods Design
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Table 4: Research Question Abstraction and Data Analysis Technique
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remote
Supported
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People Living
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Question
What are
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and
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adoption of
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the Urology
Service
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remote
Supported
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Living with
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Question
What are the
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experience of
using the MyMR
system?

Quantitative:
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Figure 4: Adjective Rating Scale and SUS scores
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Figure 5: Example of small sample distribution using Bayesian approach
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Figure 6: Example plot of iterative SUS scores (Bangor et al., 2008)
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Table 5. Quanitative Data for MyMR Evaluation
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‘Table 6: Framework Method for Qualitative Data Analysis
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Table 7: Economic and Social Research Council Core Principles

Six key principles for ethical research

research should aim to maximise benefit for individuals and society and
minimise risk and harm

the rights and dignity of individuals and groups should be respected
wherever possible, participation should be voluntary and appropriately
informed

research should be conducted with integrity and transparency
lines of responsibility and accountability should be clearly defined

independence of research should be maintained and where conflicts of
interest cannot be avoided, they should be made explicit.

‘Our core principles — UKRI
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APPLICATION FOR ETHICAL APPROVAL      

RESEARCH STUDENTS   This form is to be completed by the student within  SIX   months for full - time students and  TWELVE   months  for part time students, after the commencement of the research degree or   following progression to Part  Two of your course.      Once complete, submit this form via the  MyTSD  Doctoral College  Portal   at ( https://mytsd.uwtsd.ac.uk ).     This document is also available in Welsh.    

RESEARCH STAFF ONLY   All communications relating to this application during its processing must be in writing and emailed to  pgresearch@uwtsd.ac.uk   , with the title ‘Ethical Approval’ followed by your name.    

STUDENTS ON UNDERGRADUATE OR TAUGHT MASTERS PROGRAMMES  should submit this form  (and receive the outcome) via systems explained to you by the supervisor/module leader.  

    In order for  research to result in be nefit and minimise risk of harm, it must be con ducted ethically. A  researcher may   not be covered by the University’s insurance if ethical approval has not been obtained  prior to commencement.     The   University  follows the OECD Frascati manual  defin ition of  research activity :  “creative work undertaken  on a systematic basis in order to inc rease the stock of knowledge, including knowledge of man, culture and  society, and the use of this stock of knowledge to devise new applications”. As such this covers activities  undertaken by members of staff, postgraduate research students, and both taugh t postgraduate and  undergraduate students working on dissertations/projects.     The individual undertaking the research activity is known as the “principal researcher”.     Ethical approval is not required for routine audits, performance reviews, quality assura nce studies, testing  within normal educational requirements, and literary or artistic criticism.     Please read the notes for guidance before completing ALL sections of the form.     This form   must  be completed and approved prior to  undertaking any research activity.   Please see  Checklist   for details of process for different categories of application.       SECTION A: About You   (P rincipal  R esearcher )  

1  Full Name:  Angela Mary Jones  

2  Tick all  boxes  that   apply:  Member of staff:  ☐  Honorary research  fellow:  ☐  

 Undergraduate Student  ☐  Taught Postgraduate  Student  ☒  Postgraduate  Research Student  ☐  

 

3  Institute/Academic  Discipline/Centre:    UWTSD  

4  Campus:    Lampeter/online  

5  E - mail address:    2112938@student.uwtsd.ac.uk  

6  Contact Telephone Number:    07854645004  

 For students:  
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7  Student Number:  2112968  

8  Programme of Study:  MSc Digital Skills (Transformation) for the Health and Care  Professions  

9  Director of  Studies/Supervisor:  Dr Philip Scott  

      SECTION B: Approval   for Research A ctivity  

1  Has the research activity received approval in principle?   (please   check the Guidance Notes as to the appropriate  approval process for different levels of research by different  categories of individual)  YES  ☐  NO  ☒  

  Date  

2  If Yes, please indicate source of  approval (and date where known):   Approval in  principle must be  obtained from the relevant source  prior to seeking ethical approval  Research Degrees Committee  ☐   

Institute Research Committee  ☐   

Other (write in)    ☐   

  SECTION   C:   Internal and  External Ethical Guidance M aterials  

 Please list the core ethical guidance documents that have been referred to during the completion of  this form (including any discipline - specific codes of research ethics,  location - specific c odes of  research ethics,  and also any specific ethical guidance re lating to the proposed methodology).   Please tick to confirm that your research proposal adheres to these codes and guidelines.   You may  add rows to this table if needed.  

1  UWTSD Research Ethics & Integrity Code of Practice  ☒  

2  UWTSD Research Data Management Policy  ☒  

3  [List any other relevant documents here]  ☐  

  SECTION  D :  External  Collaborative  Research Activity   If there are external collaborators then you should gain consent from the contact persons to share their  personal data with the university.  If there are no external collaborator s then leave this section blank and  continue to section E.  

1  Institution     

2  Contact person name     

3  Contact person e - mail address     

4  Is your research externally funded?  YES  ☐  NO  ☒  

5  Are you in receipt of a KESS scholarship?  YES  ☐  NO  ☒  

6  Are you specifically employed to  undertake this research in either a  paid or  voluntary capacity?  Voluntary  YES  ☐  NO  ☒  

7   Employed  YES  ☐  NO  ☒  

8  Is the research being undertaken  within an existing UWTSD Athrofa  Professional Learning Partnership  (APLP)?  If YES then the  permission question  below does not need  to be  answered.  YES  ☐  NO  ☒  
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9  Has permission to undertake the  research has been provided by the  partner organisation?  (If YES attach copy)   If NO the application  cannot continue  YES  ☒  NO  ☒  

    Where research activity is carried out in  collaboration with an external organisation  

1 0  Does this organisation have its own ethics approval system?  YES  ☒  NO  ☐  

   ABUHB has been notified of the study and will assess need for ethical approval    

  SECTION E: Details of Research Activity  

1  Indicative title:  Barriers and Facilitators to the Adoption of the My Medical Record  P latform by Clinical Staff to  F acilitate Supported Self - care for People  Living with   Prostate  C ancer  

2  Proposed start date:  01/09/2023  Proposed end date:  31/06/2023  

 Introduction to the Research (maximum 300 words   per section )   The delivery of care  for  people living with prostate cancer (PLwPC)   has become unsustainable  through its current processes, with increasing demand and finite resources to manage more, longer  living (increasing survival rates) and  patients with greater complexity . It is recognised, as part of the  Welsh Governments Planned  Care Programme, that people who are supported to self - care , with  access to their care team when they need it, have better health experiences and require less bed  days.    The My Medical record platform  has been commissioned by Welsh Government Planned  Care for  the facilitation of supported self - care of   PLwPC.   It allows staff to remotely monitor patients’ signs  and symptoms of prostate disease via   the platform . The system allows patients to be assigned to a  protocol  by a Clinical Nurse Specialist (CNS),  which safely delegates specific duties to  a S upport  W orker   (SW) . The SW adds the patients to a clinical tracker  which enables then to initiate and  monitor regular blood test results for the patient according to the protocol. If any parameters in the  protoc ol are breached or, if the patient uses the direct messaging system to ask a clinical question  or complete a clinical health check, the support worker escalates to the Clinical Nurse Specialist for  action. If all blood tests are normal, the SW will write t o the Patient and their GP to notify them.  Patients are able to view their own results, letters and supporting information via a secure sign on to  the platform.   Ensure that you write for a  Non - Specialist Audience   when outli ning your response to the  points  below:      Purpose of Research Activity      Proposed Research Question      Aims of Research Activity      O b jectives of Research Activity  
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Introduction to the Research (maximum 300 words   per section )   The delivery of care  for  people living with prostate cancer (PLwPC)   has become unsustainable through its  current processes, with increasing demand and finite resources to manage more, longer living (increasing  survival rates) and  patients with greater complexity . It is recognised, as part of the Welsh Governments  Planned  Care Programme, that people who are supported to self - care , with access to their care team  when they need it, have better health experiences and require less bed days.    The My Medical record platform  has been commissioned by Welsh Government Planned  Care for the  facilitation of supported self - care of   PLwPC.   It allows staff to remotely monitor patients’ signs and  symptoms of prostate disease via   the platform . The system allows patients to be assigned to a protocol  by  a Clinical Nurse Specialist (CNS),  which safely delegates specific duties to  a S upport  W orker   (SW) . The  SW adds the patients to a clinical tracker  which enables then to initiate and monitor regular blood test  results for the patient according to the protocol. If any parameters in the protoc ol are breached or, if the  patient uses the direct messaging system to ask a clinical question or complete a clinical health check, the  support worker escalates to the Clinical Nurse Specialist for action. If all blood tests are normal, the SW  will write t o the Patient and their GP to notify them. Patients are able to view their own results, letters and  supporting information via a secure sign on to the platform.   Ensure that you write for a  Non - Specialist Audience   when outli ning your response to the  points  below:      Purpose of Research Activity      Proposed Research Question      Aims of Research Activity      O b jectives of Research Activity        Demonstrate, briefly, how  Existing Research   has informed the proposed activity and explain      What the research activity will add to the body of knowledge       How it addresses an area of importance.   

Purpose of Research Activity     The purpose will be to evaluate if all necessary  socio - technical considerations have been addressed through the  process of implementing the My Medical Record Platform into the urology service to facilitate supported self - care for  People Living with Prostate Cancer. By understanding the barriers and facil itators of implementing this platform at the  clinical user level, optimal benefit realisation and safety of care can be sought for both clinicians and citizen users.     (this box should expand as you type)  

Research Question   The General Research Question w ill be:     What are the barriers and facilitators to the adoption of the My   M edical Record platform   into clinical  practice into the Urology Service (ABUHB) to facilitate remote Supported Self - care of People Living with  Prostate Cancer?     (this box should expand as you type)  

Aims of Research Activity   The research Activity has one Aim:    
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Aims of Research Activity   The research Activity has one Aim:     Identify the barriers and facilitators to the adoption of the My Medical record  platform  into clinical practice  in ABUHB to facilitate remote supported self - care of P eople   Living with Prostate Cancer      (this   box should expand as you type)  

Objectives of Research Activity     There are 3 objectives to the Research Activity:     1.   To determine the experiences of health service staff using the My   Medical Record  p latform   to  facilitate remote supported self - care for PLwPC in ABUHB at 6 months after implementation.        2.   To discover if the Urology team are confident in delivering the right level of safe care when using  the My   Medical record platform  to facilitate remote suppor ted self - care in ABUHB, at 6 months after  implementation.     3.   To discover if the Urology team are increasing usage of the My   M edical  R ecord platform   across  additional protocols to facilitate remote supported self - care in ABUHB, at 6 months after  implementatio n.     (this box should expand as you type)  
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Proposed methods (maximum 600 words)   Provide a brief summary of all the methods that  may   be used in the research activity, making it clear what  specific techniques may be used. If methods other than those listed in this section are deemed appropriate  later, additional ethical approval for those methods will be needed.   You do not need to justi fy the methods  here, but should instead describe how you intend to collect the data necessary for you to complete your  project.  

This study will   use mixed methodology to perform a n  evaluation of the adoption and adaption of the My  Medical Record  platform in the urology department in Aneurin Bevan Health Board.     Sample   Purposefully, Voluntary sampling will take place. A patient Information sheet will be issued 14 days prior to  recruitment.     Quantitative data collection   A commonly used , highly valid ated,  digital survey called System Usability Scale (SUS) will be issued to the  users of the system . It is a 11 question Likert scale. Which take 5 minutes to complete. The survey will be  issued at least once in the study and more often if  significant changes to the system are made. The survey  will be issued using Microsoft Forms and the data will be stored in a Teams file accessible by the research  team.   Routinely collected service operational data will be used to measure how much time each  patient, on a  particular protocol spend with specific service contact types. For example, how much time do patients on  protocol A spend in contact with CNS or SW.   Descr iptive statistics will be performed on the data including, confidence intervals, probability and  correlation.   Qualitative data collection   A time and motion study will be performed to capture task and duration.      Semi - structured interviews will be conducted   face to face at the clinical location     Data will be member checked before  being used to inform the think aloud group work. The quantitative  data will also be used in the think aloud group study as a discussion point.     The finally qualitative data themes w ill be member checked by the group participants.      Thematic Analysis   Themes will be derived using a framework method with at least 2 coders, one will be an experienced  qualitative researcher.       (this   box should expand as you type)  
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Location of research activity   Identify all locations where research activity will take place.  

Urology Department, Royal Gwent Hospital, Newport, Gwent, NP20 2UB   Floor, Brecon House. Mamhilad   Park estate, Pontypool, NP4 0HZ   Remote working, using encrypted NHS log on to Microsoft 365.     (this box should expand as you type)  

Research activity outside of the UK   If research activity will take place overseas, you are responsible for ensuring that l ocal ethical  considerations are complied with and that the relevant permissions are sought. Specify any local  guidelines (e.g. from local professional associations/learned societies/universities) that exist and whether  these involve any ethical stipulation s beyond those usual in the UK (provide details of any licenses or  permissions required). Also specify whether there are any specific ethical issues raised by the local context  in which the research activity is taking place, for example, particular cultura l and/or legal sensitivities or  vulnerabilities of participants.   If you live in the country where you will do the research then please state  this.  

n/a       (this box should expand as you type)  
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1 0  Use of documentation not in the public domain: Are any documents  NOT   publicly available?      NO  ☐  

YES  ☒  

1 1  If Yes , please provide details here of how you will gain access to specific documentation that is not  in the public domain and that this is in accordance with  the current   data protection law of the  country in question and  that of  England and Wales.     Routinely co llected service reports ,   Standard Operating Procedures   and system data  will be used  to facilitate the study. These documents are available to the researcher as part of their  organisational role. Where there is any human identifiable data recorded , this wil l be anonymised at  the earliest opportunity.      (this box should expand as you type)  

 

 Does your research relate to one or more of the seven aims of the Well - being  o f Future Generations (Wales) Act 2015?    YES    NO  

12  A prosperous Wales  ☐  ☒  

13  A  resilient Wales  ☐  ☒  

14  A healthier Wales  ☒  ☐  

15  A more equal Wales  ☐  ☒  

16  A Wales of cohesive communities  ☐  ☒  

17  A Wales of vibrant culture and thriving Welsh language  ☐  ☒  

18  A globally responsible Wales  ☐  ☒  

19  If YES to  any of the above, please give details:  

 Supported self - care, involves providing education and enabling patient activation to self - care. It promotes  healthier lifestyles choices that PLwPC   can take to ensure that they can optimise their health outcomes, as  well as providing a support system so that they can take early action should they need help.   Understanding what successful implementation of the MyMr platform looks like will ensure staff   can optimally  support PLwPC to selfcare. This relates to  all four of the Healthier Wales Domains.        (this box should expand as you type)  

  SECTION F: Scope of Research Activity  

 Will the research activity include:  YES  NO  

1  Use of a  questionnaire or similar research instrument?  ☒  ☐  

2  Use of interviews?  ☒  ☐  

3  Use of focus groups?  ☒  ☐  

4  Use of participant diaries?    ☐  ☒  

5  Use of video or audio recording?  ☒  ☐  

6  Use of computer - generated log files?  ☒  ☐  
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7  Participant observation with their knowledge?  ☒  ☐  

8  Participant observation without their knowledge?  ☐  ☒  

9  Access to personal or confidential information without the participants’ specific  consent?  ☐  ☒  

10  Administration of any  questions, test stimuli, presentation that may be  experienced as physically, mentally or emotionally harmful / offensive?  ☐  ☒  

1 1  Performance of any acts which may cause embarrassment or affect self - esteem?  ☐  ☒  

1 2  Investigation of  participants involved in illegal activities?  ☐  ☒  

1 3  Use of procedures that involve deception?  ☐  ☒  

1 4  Administration of any substance, agent or placebo?  ☐  ☒  

1 5  Working with live vertebrate animals?  ☐  ☒  

1 6  Procedures that may have   a negative impact on the environment ?  ☐  ☒  

1 7  Other primary data  collection methods.  Please indicate the type of data collection  method(s)  below.  ☐  ☒  

 Details of any other primary data collection method:         (this   box should expand as you type)  

If NO to every question, then the research activity is (ethically) low risk and  may   be exempt from  some   of the  following sections   (please refer to Guidance Notes) .     If YES to any question, then  no research activity should be undertaken until full ethical approval has been  obtained.      SECTION  G :  Intended P articipants   If there are no participants then do not complete this section, but go directly to section H.    

 Who are the intended participants:    YES    NO  

1  Students or staff at the University?  ☐  ☒  

2  Adults (over the age of 18 and competent to give consent)?  ☒  ☐  

3  Vulnerable adults?  ☐  ☒  

4  Children and Young People under the age of 18?  (Consent from Parent, Carer or  Guardian will be required)  ☐  ☒  

5  Prisoners?  ☐  ☒  

6  Young offenders?  ☐  ☒  

7  Those who could be considered to have a particularly dependent relationship with  the investigator or a gatekeeper?  ☐  ☒  

8  People engaged in illegal activities?  ☐  ☒  

9  Others . P lease indicate the participants below, and  specifically any group wh o  may be unable to give consent .    ☒  ☐  

 Details of any other participant groups:   NHS staff       (this   box should expand as you type)  
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 Participant numbers and source   Provide an estimate of the expected number of participants. How will you identify participants and  how will they be recruited?   

10  How many participants are  expected?      6  -   8     (this box should expand as you type)  

11  Who will the participants be?        Clinical Nurse Specialist and Support Workers using the My Medical  record System in the Urology Service at Royal Gwent Hospital     (this box should expand as you type)  

12  How will you identify the  participants?    Purposeful sampling: the urology team is   piloting the My Medical  record system.     (this box should expand as you type)  

   

 Information for participants:    YES  NO    N/A  

1 3  Will you describe the main research procedures to participants in  advance, so that they are informed about what to  expect?  ☒  ☐  ☐  

1 4  Will you tell participants that their participation is voluntary?  ☒  ☐  ☐  

1 5  Will you obtain written consent for participation?  ☒  ☐  ☐  

16  Will you explain to participants that refusal to participate in the  research will not affect their treatment or education (if relevant)?  ☐  ☐  ☒  

17  If the research is observational, will you ask participants for their  consent to being observed?  ☒  ☐  ☐  

18  Will you tell participants that they may withdraw from  the research at  any time and for any reason?  ☒  ☐  ☐  

19  With questionnaires, will you give participants the option of omitting  questions they do not want to answer?  ☒  ☐  ☐  

20  Will you tell participants that their data will be treated with  full  confidentiality and that, if published, it will not be identifiable as theirs?  ☒  ☐  ☐  

2 1  Will you debrief participants at the end of their participation, in a way  appropriate to the type of research undertaken?  ☒  ☐  ☐  

2 2  If NO   to any of above questions, please give an explanation   

       (this box should expand as you type)  

 

 Information for participants:    YES  NO    N/A  

2 4  Will participants be paid?  ☐  ☒  ☐  

25  Is specialist electrical or other equipment to be used with  participants?  ☐  ☒  ☐  

26  Are there any financial or other interests to the investigator or  University arising from this study?  ☐  ☒  ☐  

27  Will the research activity involve deliberately misleading participants in  any way, or the partial or  full concealment of the specific study aims?  ☐  ☒  ☐  

28  If YES   to any question, please provide full details   
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   The Patient will be provided with a  Patient Information Sheet (PIS) addressing the questions  marked as “Yes” in this section. The PIS  will outline the activities that the study wishes to undertake  and the decisions that the volunteer needs to make . The participant will be offered a chance to ask  questions and be given reasonable time to consider their decision before signing the consent  documents and taking part.   PIS and written consent doc can be provided as Appendices       (this box should expand as you type)  

  SECTION  H : Anticipated Risks    

 Outline any anticipated risks   that may adversely affect any of the participants, the  researchers and/or the University, and the steps that will be taken to address them.      If you have completed a full risk assessment (for example as required by a laboratory, or external  research collab orator) you may append that to this form.     

1 Full risk assessment completed and appended?  Yet to be performed  Yes   ☐  

No  ☒  

2 Risks to participants   For example: sector - specific health & safety, emotional distress, financial disclosure,  physical harm,  transfer of personal data, sensitive organisational information  

 Risk to p articipant s :   No physical risk of harm has been identified.  Minor possibility of emotional upset identified in  the group think aloud session     (this   box should expand as you type)  How you will mitigate the risk to p articipant s:   Disclosure of the risk in the PIS  will occur.   S etting ground rules for the think aloud study   conduct of participants, including reminders to  respect each - others confidentiality.   Anonymity measures.   Debrief and guidance on how to manage issues  raised will be noted in the SOP   (this box should expand as you type)  

3 If research activity may  include sensitive, embarrassing or upsetting topics (e.g. sexual activity,  drug use) or issues likely to disclose information requiring further action (e.g. criminal activity), give  details of the procedures to deal with these issues, including any support /advice (e.g. helpline  numbers) to be offered to participants. Note that  where applicable, consent procedures should  make it clear that if something potentially or actually illegal is discovered in the course of a project,  it may need to be disclosed to th e proper authorities  

 None are anticipated; however, the SOP will prepare HR contacts for participant support.       (this box should expand as you type)  

4 Risks to  the  investigator   For example: personal  health &  safety, physical harm, emotional  distress, risk of accusation of  harm/impropriety, conflict of interest  

 Risk to the i nvestigator:   Non is anticipated, participants are low risk due  to requirements of their role.       (this box should expand as you type)  How you will mitigate the risk to  the i nvestigator:   SSI will take part in private rooms in the clinic  space.          (this box should expand as you type)  

5 University/institutional risks   For example: adverse publicity, financial loss, data protection  

 Risk to the University:   All documents will follow  codes on conduct and  adhere to GDPR law for storage.   Any issues that are discovered which may raise  risk to the health board or university will be noted How you will mitigate the risk to the University:   The researchers will be obligated to  employment codes of practice and policies with  regards to data protection and exploitation of  data.  
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 Risk to the University:   All documents will follow  codes on conduct and  adhere to GDPR law for storage.   Any issues that are discovered which may raise  risk to the health board or university will be noted  in the project risk register and actioned via the  Project management framework in ABUHB and  according to the governance structures in place       (this box shou ld expand as you type)  How you will mitigate the risk to the University:   The researchers will be obligated to  employment codes of practice and policies with  regards to data protection and exploitation of  data.         (this   box should expand as you type)  

6 Environmental   risks   For example:  accidental spillage of pollutants, damage to local ecosystems  

 Risk to the environment :     No risks identified     (this box should expand as you type)  How you will mitigate the r isk to  environment :         (this box should expand as you type)  

 

 Disclosure and Barring Service  

 If the research activity involves children or vulnerable adults, a Disclosure  and Barring Service (DBS) certificate must be obtained before any  contact with  such participants.  YES    NO    N/A    

7 Does your research require you to hold a current DBS Certificate?  ☐  ☐  ☒  

8 If YES, please give the certificate number.   If the certificate number is not  available   please write “Pending”; in this case any ethical approval will be  subject to providing the appropriate certificate number.   

  SECTION  I :  Feedback, C onsent   and C onfidentiality    

1 Feedback   What de - briefing and feedback will be provided to participants, how will this be done and when?   

 Once the report is finalised, it will be made available to the staff and project team. A summary  version will be available prior to the academic report to  prevent any delays in actions required.       (this box should expand as you type)  

2 Informed consent   Describe the arrangements to inform potential participants, before providing consent, of what is  involved in participating. Describe the  arrangements for participants to provide full consent before  data collection begins. If gaining consent in this way is inappropriate, explain how consent will be  obtained and recorded in accordance with prevailing data protection legislation.  

   The Patien t Information Sheet (PIS) will be issue to the participant 14 days before being consented  to take parti n the study. A written consent form will ask participants to initial against key statements  of consent and to give a signature at the end. Participants  will be given a chance to ask any  questions that the PIS does not answer for them .     (this box should expand as you type)  

3 Confidentiality / Anonymity   Set out how anonymity of participants and confidentiality will be ensured in any outputs. If  anonymity is not being offered, explain why this is the case.   

   Participants will only be known by the immediate research team who need access to the  personal  detail. Participants’ data will be anonymised using a numerical index and allocation of a participant  number at the earliest opportunity.  
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Any write up will use vague description of the team and location involved so as not to divulge the participant  identity.   
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SECTION J: Data Protection and Storage  


image32.emf
 Does the research activity involve personal da t a (as  defined by the General  Data Protection Regulation 2016 “GDPR” and the Data Protection Act 2018  “DPA”)?  YES  NO  

1  “Personal data”   means any information relating to an identified or identifiable  natural person (‘data subject’). An identifiable natural  person is one who can  be identified, directly or indirectly, in particular by reference to an identifier  such as a name, an identification number, location data, an online identifier or  to one or more factors specific to the physical, physiological, geneti c, mental,  economic, cultural or social identity of that natural person.   Any video or audio  recordings of participants is considered to be personal data.  ☐  ☐  

 If YES, provide a   description of the data and explain why this data needs to be  collected:  

2    Video and audio recordings may be used to gather the SSI and think aloud data.     Whilst the sessions are planned to be face to face, teams recording will be sought. The reason for  this is that the researcher can review visual queues as  well as audio queues. Teams also provides  transcription of the conversation which will assist in the data analysis. This is anticipated to assist  the coder is identifying all of the meaning from the participants in a contextual situation.     Once coding has  been  completed the recordings will be destroyed     (this box should expand as you type)  

 Does it involve special category data (as defined by the GDPR)?  YES  NO  

3  “Special category data”   means sensitive personal data consisting of information as  to the  data subjects’  –   (a) racial or ethnic origin,   (b) political opinions,   (c ) religious beliefs or other beliefs of a similar nature,   (d) membership of a trade union (within the meaning of the Trade Union and Labour  Relations (Consolidation) Act 1992),   (e)  physical or mental health or condition,   (f) sexual life,   (g) genetics,   (h) biometric data (as used for ID purposes),  ☐  ☐  

 If YES, provide a   description of the special category data and explain why this data needs to be  collected:  

4        (this   box should expand as you type)  

 

 Will data from the research activity (collected data, drafts of the thesis, or  materials for publication) be stored in any of the following ways?  YES  NO  

5  Manual files (i.e. in paper form)?  ☒  ☒  

6  University computers?  ☐  ☒  

7  Private company computers?  ☒  ☐  

8  Home or other personal computers?  ☐  ☒  

9  Laptop computers/ CDs/ Portable disk - drives/ memory sticks?  ☐  ☒  

1 0  “Cloud” storage or websites?  ☒  ☐  

1 1  Other  –   specify:    ☐  ☒  

12  For all stored data, explain the measures in place to ensure the security of the data collected, data  confidentiality, including details of  backup procedures,  password   protection, encryption,  anonymisation and pseudonymisation :  
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12  For all stored data, explain the measures in place to ensure the security of the data collected, data  confidentiality, including details of  backup procedures,  password   protection, encryption,  anonymisation and pseudonymisation :  

 Manual Paper files. All paper documents will be generated and stored at Brecon House, Mamhilad  Park Estate, Pontypool. When appropriate the paper docs will be scanned to the study electronic  files and the paper discarded in confidential wate. They will be  kept in a locked store cupboard with  key access restricted to the research staff. Field notes will be encouraged on password protected,  NHS encrypted laptops. Where paper notes are generated they will be required to be transposed to  the electronic field no tes and the paper discarded in the confidential waste.     Private NHS computers are password protected and NHS encrypted. Microsoft Office teams and  sharepoint will be created specifically for the research team with level access control. This cloud  based sys tem is also NHS encrypted.     (this box should expand as you type)  

 

 Data Protection  

 Will the research activity  involve any of the following activities:  YES  NO  

1 3  Electronic transfer of data in any form?  ☒  ☐  

1 4  Sharing of data with others at the  University   outside of the immediate research  team ?  ☐  ☒  

1 5  Sharing of data with other organisations?  ☒  ☐  

1 6  Export of data outside the  UK   or importing of data from outside the UK?  ☐  ☒  

17  Use of personal addresses, postcodes, faxes,  emails or telephone numbers?  ☐  ☒  

18  Publication of data that might allow identification of individuals?  ☐  ☒  

19  Use of data management system?  ☒  ☐  

2 0  Data archiving?  ☒  ☐  

21  If YES   to any question, please provide full details,  explaining how this will be conducted in  accordance with the  GDPR and Data Protection Act (2018)   (and   any international equivalent s,  where appropriate ):  

       (this   box should expand as you type)  

22  List all who will have access to the data generated by the research activity :  

 Aneurin Bevan health Board   TEC CYMRU  –   possibly   Welsh Government? (they   will see summary report but not raw data other than activity reports  routinely collected)         (this box should expand as you type)  

2 3  List who will have control of, and act as custodian(s) for, data generated by the research activity :  

 Aneurin Bevan Heal th Board       (this box should expand as you type)  
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2 4  Give details of data storage arrangements, including security measures in place to protect the data,  where data will be stored, how long for, and in what form. Will data be archived  –   if so how and if  not why not.    

 As above in q 12       (this   box should expand as you type)  

2 5  Please indicate if your data will be stored in the UWTSD Research Data Repository (see  https://researchdata.uwtsd.ac.uk/   ).   If so please explain. ( Most relevant to academic staff)    

   N/A     (this box should expand as you type)  

26  Confirm that you have read the UWTSD guidance on data management (see  https://www.uwtsd.ac.uk/library/research - data - management/ )  YES  ☒  

27  Confirm that you are  aware that you need to keep all data until after your  research has completed or the end of your funding  YES  ☒  
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PG2   / E1 FORM   SECTION  K : Declaration  

 The information which I have provided is correct and complete to the best of my knowledge. I have  attempted to  identify any risks and issues related to the research activity and acknowledge my  obligations and the rights of the participants .     In submitting this application I hereby confirm that I undertake to ensure that the above named  research activity will meet t he University’s Research Ethics and Integrity Code of Practice which is  published on the website:  https://www.uwtsd.ac.uk/research/research - ethics/    

1  Signature of applicant:   Date:    

  For   STUDENT Submissions :  

2  Director of  Studies/Supervisor:   Date:  

3  Signature:     

  For  STAFF S ubmissions :  

4  Academic Director/ Assistant  Dean:   Date:  

5  Signature:     

  Checklist:  Please complete the checklist below to ensure that you have completed the form according to the  guidelines and attached  any   required documentation:  

☐  I have read the guidance notes supplied before completing the form.  

☐  I have completed  ALL   RELEVANT   sections of the form in full.  

☐  I confirm that the research activity has received approval in principle  

☐  I have attached a copy of final/interim approval from external organisation ( where appropriate )  

☐  I have attached a full risk assessment (where appropriate)     ONLY TICK IF YOU HAVE   ATTACHED A FULL RISK ASSESSMENT  

☐  I understand that it is my responsibility to ensure that the above named   research activity will meet  the University’s Research Ethics and Integrity Code of Practice.  

☐  I understand that before commencing data collection all documents aimed at respondents  (including information sheets, consent forms, questionnaires, interview schedules etc.) must be  confirmed by the DoS/Supervisor, module tutor or  Academic Director .  

 

RES EARCH STUDENTS ONLY   Once complete, submit this form via the  MyTSD  Doctoral College   Portal   at ( https://mytsd.uwtsd.ac.uk ).    

RESEARCH STAFF ONLY   All communications relating to this application during its processing must be in writing and emailed to  pgresearch@uwtsd.ac.uk   , with the title ‘Ethical Approval’ followed by your name.    

STUDENTS ON UNDERGRADUATE OR TAUGHT MASTERS PROGRAMMES  should submit   this form  (and receive the outcome) via systems explained to you by the supervisor/module leader.  

 


