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Using the data provided, a descriptive statistics table (see Table 1 below) was produced. The table details the percentage prevalence, in each of the 94 localities across Wales, for a selection of overarching disease categories and health demographics.  
[bookmark: _Toc135938606]Table 1 – Descriptive statistics for selected disease categories and health demographics across 94 localities within Wales
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When looking at the statistics in more detail, the disease state with the lowest standard deviation (SD) is diabetes. Meaning there is a level of consistency to population percentages with diabetes across all localities within Wales. However, reasons for developing diabetes are not always linked to health demographics such as weight. Therefore, before looking at the data further, it would first need to be reclassified into types of diabetes. E.g., type 1 diabetes (which is autoimmune in origin) and type 2 diabetes (which is known to be induced by controllable factors such as obesity).
While the other disease states have a similar SD, of around 2.5, health demographics SD’s vary more widely. With “health status of poor to fair” having the largest SD of just above 5. This indicates a wider spread of responses within this category across the localities. To better analyse the data pertaining to health status, this category could be separated into “poor health” and “fair health”. From there those with a “poor health” status could be cross referenced with other health demographics, such as “bmi overweight or obese” and “smoker”, as these are known to be linked to poorer health outcomes. 
Cross referencing of other health demographics with linked disease states could also be looked at. Such as smokers and respiratory illness, or poor health status and mental illness. 
To supplement this data and provide further data could be collected around social determinants. This data could then be analysed for linked between health demographics and then subsequent disease states.
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[bookmark: _Toc135938607]Figure 1 – A forest plot of respiratory illness across Wales, broken down by locality

The above forest plot shows the distribution of respiratory illness across the 94 localities within Wales. There is variation between localities, which is likely to be linked to local social determinants, such as occupational particle exposure. Coal mining for example is a known contributor to the respiratory illness of chronic obstructive pulmonary disease (COPD). While coal mining has diminished across Wales there are still pockets of COPD sufferers within areas previously known for coal mining. Other factors that contribute to the respiratory illness of asthma, include poor air quality. This is likely to be a more profound issue in built up areas rather than rural ones. 





[bookmark: _Toc135938608]Section 2
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One of the main roles associated with hospital pharmacists, is to provide a “clinical pharmacy” service, sometimes also referred to as “pharmaceutical care” (Abousheishaa et al. 2020). Broadly speaking “clinical pharmacy” or “pharmaceutical care” consists of the application of specialist knowledge and evidence-based medicine, to ensure patient outcomes are optimised. The Royal Pharmaceutical Society (RPS) has produced guidance for the standards for a hospital pharmacy service (RSP, 2022) which includes activities such as: advising on medications to improve both acute and chronic conditions, identifying and resolving medication compliance issues and drug related adverse effects, monitoring of medications that have a narrow therapeutic window of action (known as therapeutic drug monitoring (TDM)). 

As part of the structured post-graduate training for hospital based clinical pharmacists in the UK, the concept of “pharmaceutical care plans” (PCPs) is introduced. To date these have taken the form of paper PCPs, completed, and retained by pharmacists as a summary record of the patient and their individual pharmaceutical needs. They are intentional separate from the patient's paper medical records, to allow for patient prioritisation without the need to review all patients paper medical records, every day. The act of physically flagging up a patients PCP in a pharmacy folder, allows patients with the greatest need to be seen first. However, by keeping PCPs separate, any actions undertaken are not automatically recorded in the patients’ medical records, which are intended to document actions and outcomes. Pharmacy staff do not routinely document pharmacy-based actions within the medical record, limiting entrees to those that require review or action by a doctor or another health care professional. PCPs are used to document actions for pharmacy staff as well as action to be followed up with other health care professionals.

Within Aneurin Bevan University Health Board (ABUHB) pharmacy departments, the historic compliance with the use of paper PCPs has been varied. With some pharmacists completing and updated them for every patient, on a regular basis. With others finding them of less benefit. In November 2020, during the COVID-19 pandemic, ABUHB opened its new critical care centre (the Grange University Hospital (GUH)). This dramatical changed the flow of patients through the ABUHB hospital system. 

Prior to the opening of GUH patients would routinely spend the duration of an admission episode in a single hospital site within ABUHB. With transfers between the two main acute sites of the Royal Gwent Hospital (RGH) and Nevill Hall Hospital (NHH), rare occurrences. The new structure, post the opening of GUH, is that all critically ill patients are initially treated at GUH, and then “stepped down” to one of the three local general hospitals (LGH’s). During this restructure, Ysbyty Ystrad Fawr Hospital (YYF) was reclassified, from a rehabilitation hospital to an LGH. It is now commonplace for a patient to spend time at more than one hospital site within ABUHB, during a single admission episode. Patients can be “stepped down” from GUH when they become “stable” but can also be “stepped up” to GUH if they become critically ill. 

This change in patient flow has challenged the use paper PCPs. As it is not possible to transfer the paper documents between hospital sites in a timely manner. Resulting in a new paper PCP being required each time the patient is transferred. The increased workload resulting from this new patient flow has seen the use of PCPs decrease, due to the time taken to complete them. There is therefore a need to improve the communication of pharmaceutical issues between pharmacy staff. Triggering the request for a digital solution. An additional benefit of changing to a digital PCP, would be integration within a digital aspect of the patients’ medical record. Providing wider access to information around unresolved pharmaceutical issues, beyond the hospital admission. 
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[bookmark: _Toc135938611]Project rational

The primary scope of the project is to look at the value-added content of a PCP and find a digital solution. This solution should be within a digital system that is already available, or is due for roll-out, to staff within ABUHB. 
The main features of the current paper PCP are based around an SBAR format. An SBAR is broken down into the following areas: 
· S = situation
· B = background
· A = assessment and 
· R = recommendations 
The current paper PCP would reflect the SBAR as follows. Where the current diagnosis denotes the patient situation, their past medical history denotes their background, highlighted issues are part of the pharmaceutical assessment, and actions for follow-up form the recommendations. Any proposed digital solution must allow for documentation using this SBAR format, as an editable document, updated throughout the patients’ admission episode. 
There are several digital applications currently in use, or due to become available, within ABUHB and a preliminary assessment has been made to see which is mostly likely to have functionality to support a digital PCP. 

[bookmark: _Toc135938612]Possible digital solutions for consideration

1. Clinical Work Station (CWS)
2. Electronic Prescribing Medicines and Administration system (ePMA)
3. CareFlow Connect 

Review of CWS

CWS is an in-house ABUHB system that currently holds a variety of digital patient records. Including: test results, documentation in the form of clinic letters and notes, and radiological images (such as x-rays). CWS also houses the out-put of patient observations such as blood pressure and temperature, collected via CareFlow Vitals. CareFlow Vitals is a separate digital solution that is used, at the patients’ bedside, to document observations that would previously been logged on a paper chart (System C, 2023). Integration of CareFlow Vitals to CWS allows clinical staff to review observation alongside other clinical results and documents. CWS as a system is accessible by both secondary care hospital staff and primary care staff, such as those working within general practice (GP) surgeries. 
There are modules within CWS that allow for the development of electronic forms (e-forms). These e-forms can be designed to follow the SABR format and are completed and saved within the patient record in CWS. However, they are designed to be a snapshot in time, therefore they do not have the functionality needed to document the completion or progress of actions, as per the current paper PCP. There is also no functionality within the e-form to generate a workload prioritisation list for pharmacy staff. Therefore, ruling out CWS as a possible digital solution for the purposes of this project.

Review of ePMA

As part of an All-Wales project to implementation electronic prescribing within secondary care. ABUHB staff have been involved in the ratification of both clinical and technical requirements for procurement of an ePMA solution. The ePMA will allow information to be available to secondary care staff at all points during the patients admission episode. Communicating with primary care via a summary document, shared only when the patient is discharged from hospital.
Demonstration of various ePMA solutions have shown that there is functionality within these systems to support aspects of a PCP. These include setting review alerts for TDM and applying notes, for prescribers to review medications, that can be amended, and actions noted. This would cover some aspects of the assessment and recommendations sections of an SBAR. However, these systems are not an electronic patient record (EPR) and as such are not designed to hold comprehensive notes pertaining to the patients care, such as the situation or background sections of the SBAR. As only a summary of the medications is provided to primary care on discharge, additional notes made within the system are not part of the summary document. 
When looking at workload prioritisation, ePMA does have functionality to generate a list of patients with outstanding actions. However, this does not replace the full PCP functionality. Thus, ruling out ePMA as a solution for review within this project. 
Review of CareFlow Connect

CareFlow Connect is web-based workflow and communication tool, that can coordinate team-based care through a networking platform (Graphnet, 2023). It is already in use within ABUHB, although only by a limited number of staff, across a range of clinical areas. Currently information within CareFlow Connect is retained within the solution and not shared to other digital systems. However other systems offered by the same provider, in this case CareFlow Vitals (N.B. System C is part of Graphnet), have already been integrated with CWS. The result of which is information sharing with primary care staff. There is potential for the output of a record within CareFlow Connect to be shared within CWS when a patient is discharge from hospital at the end of an admission episode. 
On reviewing some of the basic functionality available within CareFlow Connect, the presence of an editable SBAR was highlighted (Rice and Edwards, 2023). While this is something that has been raised as a risk for some SBAR use cases, this functionality is ideal for the use case of a PCP. In addition to this CareFlow Connect has functionality that can be used to generate a workload prioritisation list. As there is functionality that appears to address the main issues currently seen with paper PCPs, CareFlow Connect has be chosen for the digital aspect of this project.

[bookmark: _Toc135938613]Non-digital considerations

When considering any new digital implementation, it is important to also consider the workforce. The project aims to assess the pharmacy staff within ABUHB, looking at their readiness to adopt a digital PCP, based on previous experience of the paper PCP and also, they current views and skills relating to digital. 
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To evaluate the suitability and challenges of using CareFlow Connect as a digital solution for pharmaceutical care planning across ABUHB.

[bookmark: _Toc135938615]Objections

1. To define the functional and non-functional requirements needed for a digital pharmaceutical care plan. 
2. To assess the requirements against functionality available within CareFlow Connect.
3. To investigate the readiness and engagement of pharmacy staff within ABUHB to digital adoption of pharmaceutical care planning.
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[bookmark: _Toc135938617]Project paradigm and methodology consideration

When deciding on the methodology to be used for this project, consideration was given to the types of data being collection and their methods of collection. From the research questions it became clear that both qualitative and quantitative elements would be required for questions 1 and 3, with question 2 linked to artifact design (working on the principles of an options appraisal). As there will be both elements of qualitative and quantitative data, the mixed methods methodology applies. 
To define the paradigm that underpins the project, it is important to first understand the difference between established paradigms. Table 2 below is taken from Bunniss and Kelly (2010) and looks at four main research paradigms in medical education research. Detailing the ontology, epistemology, methodology and methods of data collection for each paradigm.
[bookmark: _Toc135938618]Table 2 – Bunniss and Kelly (2010) breakdown of ontology, epistemology, methodology and methods for the four main research paradigms 
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When reviewing the projects aims and objectives against table 2, the project appears to sit within the post-positivism paradigm, as it has aspects of both quantitative and qualitative data collection and is using objective knowledge around PCP use. Although the post-positivism paradigm is the best fit from the paradigms discussed, it may not be the most appropriate approach for the project overall. Consideration was also given to the lesser used pragmatist paradigm. This focuses on the research problem based on the ontology and epistemology, rather than the methods used (Borges and Revez, 2019), while also adding in the concept of axiology (the physiological study of value). With aspects of PCP use being linked to the value of is content, a pragmatist paradigm approach will therefore be adopted for this project.

[bookmark: _Toc135938619]Objective 1

1. To define the functional and non-functional requirements needed for a digital pharmaceutical care plan. 
[bookmark: _Toc135938620]Data collection

To achieve this objective, baseline data linked to the existing paper PCP will need to be collected. This will need to include identifying staff that see the value in using a PCP, as well as data on staff engagement with the existing paper PCP (when it was in active use). The results of this will support the development of the functional requirements of a digital PCP. 
To collect the quantitative elements of this data, a digital questionnaire will be developed within Microsoft Forms. From the respondents to the digital questionnaire, purposive sampling will then be used, based on answers provided, to identify a selection of respondents to be invited to attend either an interview or a focus group. 
This qualitative data from the interviews and focus groups will be collected via recorded and transcribed meetings, undertaken over Microsoft Teams. Interviews will have a semi-structured format, to allow for guided an open questioning. 
Secondary focus groups will also be required, composing of informatics staff from within ABUHB. This will aim to establish non-functional requirements, such as security, performance, and maintainability.

[bookmark: _Toc135938621]Justification

A digital questionnaire has been chosen as the first source of quantitative data collection, as it can be sent to pharmacy staff across all four sites within the health board, via a single email distribution list (already in existence for hospital-based pharmacy staff). Blanket dissemination can help to reduce investigator bias in staff selection. All pharmacy staff have access to emails on a regular basis during their normal working week, allowing for increased response rates, compared to traditional paper questionnaires, which require secondary data entre as well as physical return. 
The decision to use an online video conferencing platform to conduct the interviews and focus group is based on growing evidence supporting their use over telephone interviews (Siedlecki, 2022). As pharmacy staff are spread across four different geographical locations within the health board, there are significant issues (due to staffing pressures) around access to staff and releasing them to attend interviews or focus groups at a different site. By allowing staff to attend interviews or focus groups, without the need to travel between sites and without the added pressure of traffic and parking, consent to participate in the project is likely to improve. The time taken to undertake the interviews and focus groups is also reduced when travel is removed from the equation, therefore reducing the overall time required to participate. The timing of interviews can be based on departmental need to avoid the busiest times of the day and days of the week. Video conferencing platforms also have added value over telephone interactions, as they allow the investigator to see the participate, so that their body language and facial expressions can be gaged as part of their responses. An aspect that is lost when interviews are undertaken over the telephone (Siedlecki, 2022).
For interviews and focus groups involving Informatics staff the considerations around video conference have some added complexities. This staffing group tend to work in a more agile manner and can be based not only on a physical site within ABUHB but also from home offices. Therefore, video conferencing with this staffing group also offers better acceptance rates than face-to-face meetings (Lo Iacono, Symonds and Brown, 2016).
MS Teams allows for audio and visual recording of the interviews and focus groups. Providing transcription generation in real time. Saving many hours of transcribing time by the investigator after each recorded session. As the transcriptions are available immediately after the recording has stopped, participants could be sent a copy. Allowing for review in a timely manner, while they can still recall the conversation and their own contributions (should this be deemed necessary and appropriate).
 
[bookmark: _Toc135938622]Analysis methods

The initial questionnaire responses with be analysed manually by the investigator. Outputs of MS Forms responses are automatically collated in an Excel spreadsheet. Allowing for manual manipulation or export to statistical software such as SPSS, for further analyses. As the project is based largely around artifact design, rather than evaluation, there are limitations to the degree to which the baseline data section relating to previous usage of a paper PCP can be statistical analysed. 
The semi-structured interviews and focus groups will be thematically analysed. With a grounded theory approach, adopted to establish theories around barriers and facilitator to PCP use (Kaisa and Helvi, 1999), as well as identifying value added elements of the paper PCP. Interviews should be continued until saturation is reached and no new themes are identified. 
[bookmark: _Toc135938623]Objective 2

2. To assess the requirements against functionality available within CareFlow Connect.
[bookmark: _Toc135938624]Data collection

This is the artifact design aspect of the project. There will be a need to gather some quantitative data from within ABUHB about current use of CareFlow Connect by staff groups. This will be done as a data request to informatics for a log-file. Data included in the log-file will be activity based, with some usage patterns.

[bookmark: _Toc135938625]Justification

The use of a computer log-file will provide raw quantitative data that can be analysed for trends. Depending on what the data shows there may be need to look deeper at either the data or to use the data to guide question design for the interviews and focus groups.

[bookmark: _Toc135938626]Analysis methods

The process of assessing functional requirements against the system, will be done by the investigator. Access to a demo system will allow grading of requirements against functionality. Non-functional requirements may need to be discussed with key informatics staff that have expert knowledge of the system. Either as a product specialist or as a clinical safety office for ABUHB. Identification of key informatics staff can be done through the investigators existing links. 

[bookmark: _Toc135938627]Objective 3

3. To investigate the readiness and engagement of pharmacy staff within ABUHB to digital adoption of pharmaceutical care planning.
[bookmark: _Toc135938628]Data collection

Several aspects of quantitative data collection will be needed for this objective. The initial MS Forms questionnaire will include a section to cover the following areas:
· Current use of digital systems
· Past use of paper PCP 
· General digital readiness 
In addition to the above quantitative data collection, qualitative data on all the listed topics will be addressed during the interviews and focus groups. These be undertaken as per the discussion for objective 1. 

[bookmark: _Toc135938629]Justification

The MS Forms questionnaire will generate quantitative data that can be used to investigate baseline statistics about the pharmacy staff and their current digital readiness. Based on the sections already listed, the following are justifications for each data set.
· Current use of digital systems
This section is designed to show current digital engagement of pharmacy staff with digital systems that have been brought in over the past few years. Such as MS Teams and SharePoint. Both of which are now considered to be everyday systems for pharmacy staff. Problems identified with use of the current digital systems could be used to guide training for the new digital PCP. 
· Past use of paper PCP 
It is expected that data here will show that the general level of engagement in PCP use will be less than 100%. As not all pharmacy staff were actively using the paper PCPs on a regular basis. Therefore, data is required here. 
· General digital readiness
Along with questions about general digital readiness there will also be questions around staff demographics. Namely: age, job band and use of digital outside of the working environment. This is to gage whether any future digital training needs to be tailored bases in staff demographic.  
The data generated by the MS Forms questionnaire, will then be used to feed into the semi-structures interview script. To ensure staff can expand on areas where the knowledge base is currently lacking.
The interviews (conducted over MS Teams) will be as described for objective 1. 

[bookmark: _Toc135938630]Analysis methods

From the quantitative data collected via the MS Form questionnaire, analysis will be undertaken in SPSS, to look for statistically significant correlations between baseline demographics and questionnaire responses regarding digital readiness. 
When looking at pharmacy staff engagement in PCP use, in general, a null hypothesis could be formulated and tested. E.g., All pharmacy staff completed paper PCP’s prior to the opening of GUH. 
The analyses of the interviews and focus groups with pharmacy staff, will be analyses as described for objective 1.

[bookmark: _Toc135938631]Additional background data

Additional data collection may be needed to demonstrate that the opening of GUH has resulted in a change to patient flow, that has subsequently increased the demand on pharmacist communication. Therefore, supporting the need for a digital PCP. Data could be collected from within CWS, on average length of stay for patients at each ABUHB hospital site, pre and post GUH opening. There would need to be a statistically significant drop in patient length of stay post GUH opening, to demonstrate an increased demand on pharmacist time (through increased patient numbers) and the importance of communication across hospital sites. 
Currently each episode of care within a single hospital site within ABUHB is closed off when the patient is either discharged home or transferred to another hospital site (either within ABUHB or an adjacent health board). With a new care episode started from the point at which a patient is admitted to the receiving hospital site (for an internal transfer). Data regarding discharge destination, in conjunction with overall discharge numbers, from CWS, could be used to demonstration whether there has been a statistically significant increase in discharges in general and discharges marked as “transferred to another hospital”, since the opening of GUH. This can then be used to demonstrate operational significance.
To show statistical significance, the sample size must be large enough to show that any correlation is not due to random chance or a sampling error. P-values are used to show the probability that a correlation is statistically significant, with a cut off p-value of 0.05 (Tenny and Abdelgawad, 2017).

[bookmark: _Toc135938632]Ethics 

[bookmark: _Toc135938633]Ethical considerations

The following research activities are being proposed as part of the project and require ethical consideration:
1. A questionnaire to all pharmacy technicians and pharmacists
2. Video and audio recording of semi-structured interviews and small focus groups, with different staff groups (such as technicians, pharmacists, senior clinical leads and key informatics staff)
3. Computer-generated log files showing current activity within CareFlow Connect

[bookmark: _Toc135938634]1. Digital Questionnaire

Staff demographic data collected within the digital questionnaire will include information regarding the staff members, age, current job role and banding. These will be used, in combination with the section pertaining to digital readiness, to analysis whether there is a need for additional digital skills training, either for all staff or for targeted staff groups, prior to future digital roll-out.  
There is an ethical consideration here around asking staff for their age. The equality act 2010 (Gov.uk, 2010) discusses age discrimination within the workplace and includes provision to protect adults from being treated differently on the grounds of age. However, there is a clause to this, whereby it is not considered to be discrimination if there is “objective justification” for treating a group of staff differently. For example, as part of the proposed project the use of age (along with digital skills) is intended to highlight where additional support is needed and not to discriminate. 

[bookmark: _Toc135938635]2. Recorded interviews and focus groups

Politics and power
[bookmark: _Int_59Bumwd7]Aspects of this project cover work activities that the investigators undertakes as part of their own job role. This could classify the project as endogenous research, with the investigator considered as an ‘insider’ (Trowler, 2011). This has implications for bias during the recorded interviews and focus groups, where the investigator will undertake the interviewing. The senior status of the investigator, within the pharmacy department, also posing a power issue during interviews, whereby junior staff may feel uncomfortable given opinions that may be perceived as negative or not in alignment with departmental policies and procedures (Trowler, 2011).  

Another source of bias during interviews and focus groups, is linked to the types of questions used and how they are asked. The use of open rather then closed questions, (in a semi-structured interview format) can offer a better approach (need to ref this). As the use of open questions guides the interviewee, while still allowing them to express their own opinions and thoughts on the topic (ref). Where closed questions are used (such as in questionnaires), then it can be difficult to get a full picture of the situation. It is for this reason a selection that responders to the questionnaire will be invited to attend a semi-structured interview or focus group, to allow them to expand on their answers. 

Although open questions offer the interviewee the chance to share their own opinions, care must be taken in how these questions are asked. The interviewer should not lead the interviewee into a desired response, (based on personal bias). The interviewer should remain objective and allow interviewees to shared opinions without the threat of reprisal. 
All responses should be given openly.  

For focus groups, there is an additional consideration around the mix of participants. The investigator has a duty to ensure all participants are comfortable to speak freely and to express their own opinions within the group. Care should be taken when selecting the participants for each of the focus groups, with the aim of grouping similar job roles and bands together.   

Privacy and confidentiality
To support open discussion the issue of confidentially is raised. To counter this the transcriptions of any interviews could be excluded from the main write up and only themes from the thematic analysis included. Providing interviewees with reassurance that all the raw data will be stored on the interviews OneDrive where only the interviewer has access. No raw data will be shared with other senior pharmacy staff. Care should be taken when using quotes (anonymised or otherwise) from recorded interviews, as these may result in an individual being identified (in this case) by a peer. 

Informed Consent
For the questionnaire, consent will be implied through completion and submission of a response. There will be a statement at the start of the form, making it clear that submission of a response will be taken as consent for the data to be included in the study. Those who do not wish to consent can choose not to submit a response. However, this assumes that ‘coercion’ by senior staff, for junior staff to complete the questionnaire has not taken place and that participation is ‘voluntary’. Issues around this are discussed in more detail by Miller and Bell (2002).

As recorded interviews will be conducted via MS teams, there is standard statement that is presented to everyone in a meeting, when a recording is started. The statement reads “This meeting is being recorded. By joining, you are giving consent for this meeting to be recorded. Privacy policy”.

To cover the withdrawal of consent, the interviewee would be informed that they can withdraw consent at any point during the interview and that the recording and transcription of the recording would be subsequently deleted. This would be communicated via email, prior to arranging any interview. The email would also include information on the format and content of the interview. Where the interviewee is part of a focus group, their contributions will be removed from the transcript.


[bookmark: _Toc135938636]3.  Computer-generated log files 

This will be anonymised data, on the number of current users of CareFlow Connect within ABUHB.  While no names will be included, there will be information on job roles, so that current engagement can be established.

[bookmark: _Toc135938637]Information Governance (IG) considerations

Data storage
All personal data collected during the project: such as, transcriptions and meeting recordings, questionnaire responses, will be stored in the investigators NHS OneDrive. This is password protected and only access able on NHS computers. No data will be stored on any personal devices. The IG department within ABUHB have created a factsheet around the storage of recordings made within MS Teams, which can be seen below in figure 2. To ensure IG compliance all interviews will be set up by the investigator, resulting in automatic storage of in the investigators NHS OneDrive.
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[bookmark: _Toc135938638]Figure 2 – ABUHB Information Governance guide on recording of meetings in MS Teams



[bookmark: _Toc135938639]Ethics approval

Where interviews are part of the data collection for a project, ethics approval should be sort at a local level. However, the Health Research Authority (HRA) decision support tool for research ethics indicated, that for NHS projects where the interviews are to be conducted with staff rather than services users, local ethics is not necessarily required (HRA-decisiontools.org, no date). 

As the project is part of a post-graduate university course, university ethics approval will must be sort prior to the start of any data collection. A draft of the University of Wales Trinity St David (UWTSD) ethical approval from PG1 can be found in appendix 1.  
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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 benefit and minimise risk of harm, it must be conducted 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 definition of research activity: “creative work undertaken on a systematic basis in order to increase 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 taught 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 assurance 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 (Principal Researcher) 
	1 
	Full Name: 
	 Victoria Richards-Green

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

	 
	Undergraduate Student 
	​​☐​ 
	Taught Postgraduate Student 
	​​X​ 
	Postgraduate Research Student 
	​​☐​ 


 
	3 
	Institute/Academic Discipline/Centre: 
	 University of Wales Trinity St David
 

	4 
	Campus: 
	 Lampeter
 

	5 
	E-mail address: 
	 2110533@student.uwtsd.ac.uk
 

	6 
	Contact Telephone Number: 
	 07779001168
 

	 
	For students: 

	7 
	Student Number: 
	 2110533

	8 
	Programme of Study: 
	 MSc in Digital Transformation for Health and Social Care

	9 
	Director of Studies/Supervisor: 
	 Dr Philip Scott


 
 
 
SECTION B: Approval for Research Activity 
	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 
	​​X 

	 
	 
	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 Materials 
	 
	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 codes of research ethics, and also any specific ethical guidance relating 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 
	​​X​ 

	2 
	UWTSD Research Data Management Policy 
	​​X​ 

	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 collaborators 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 
	​​☐​ 

	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 
	10 
	Does this organisation have its own ethics approval system? 
	YES 
	​​☐​ 
	NO 
	​​☐​ 

	 
	 
If Yes, please attach a copy of any final approval (or interim approval) from the organisation (this may be a copy of an email if appropriate). 
 


 
SECTION E: Details of Research Activity 
	1 
	Indicative title: 
	To evaluate the suitability and challenges of using CareFlow Connect as a digital solution for pharmaceutical care planning across Aneurin Bevan University Health Board (ABUHB).

	2 
	Proposed start date: 
	 November 2023
	Proposed end date: 
	 May 2024

	 
	Introduction to the Research (maximum 300 words per section) 
Ensure that you write for a Non-Specialist Audience when outlining your response to the points below: 
· Purpose of Research Activity 
· Proposed Research Question 
· Aims of Research Activity 
· Objectives 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.  

	3 
	Purpose of Research Activity 
 
Due to fundamental changes in the flow of patients through acute hospital sites within Aneurin Bevan University Health Board (ABUHB), because of the opening of a new critical care hospital in November 2020, current pharmacy practise of using a paper pharmaceutical care plan to document pharmacy related activities is no longer fit for purpose. The high transfer rate between sites now means that paper notes are not a suitable form of communication between pharmacy professionals. Therefore, a digital solution linked to the patient digital hospital record is required. 

Pharmaceutical care plans are intentionally separate from the patient main paper medical records, as they are used as a tool to prioritise pharmacy activity. Ensuring the patient with the greatest need is seen first. Therefore, any digital solution proposed should also allow for a workload prioritisation list to be generated from within the solution. 

In addition to the requirements above, any prospective digital solution should also include the ability to maintain a record, within the patients digital medical record, of actions highlighted and completed by pharmacy staff. This would be an improved to current practice, where records are destroyed, via the confidential waste procedure, at the end of a patients admission episode. 

There is no funding available within the health board to procure a new solution that fits the purpose proposed, so only systems and solutions currently in use within ABUHB can be considered.

Part of the proposed activity will be to review current use of paper pharmaceutical care plans to ensure only the sections that add value are incorporated into a digital solution. In addition, the readiness of pharmacy staff across ABUHB to adopt a digital solution will be ascertained. 
 
(this box should expand as you type) 

	4 
	Research Question 
 
Is CareFlow Connect a suitable digital solution to replace the current paper pharmaceutical care plans used across all pharmacy departments within ABUHB?
 
 
(this box should expand as you type) 

	5 
	Aims of Research Activity 

To evaluate the suitability and challenges of using CareFlow Connect as a digital solution for pharmaceutical care planning across all pharmacy departments within ABUHB. 
 
 
(this box should expand as you type) 

	6 
	Objectives of Research Activity 

1. To define the functional and non-functional requirements needed for a digital pharmaceutical care plan.  
2. To assess the requirements against functionality available within CareFlow Connect. 
3. To investigate the readiness and engagement of pharmacy staff within ABUHB to digital adoption of pharmaceutical care planning. 

 
(this box should expand as you type) 

	 
	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 justify the methods here, but should instead describe how you intend to collect the data necessary for you to complete your project. 

	7 
	 
Before defining the requirements of a system for a digital pharmaceutical care plan (PCP), user acceptance must be gained regarding the existing paper PCP. It is proposed that this data will be obtained through a digital questionnaire, designed within Microsoft (MS) Forms and set out via an email link, to all pharmacy staff across the four main pharmacy departments within ABUHB. Approximately 200 staff in total. It will include questions around staff engagement and experiences with the existing paper PCP. 

Sampling method:
Staff responding to the questionnaire will be asked to consent to be contacted, either for inclusion in a focus group or one-to-one discussion (semi-structured interview). Staff will be selected based on their previous experience of using a paper PCP and will cover both those that had a positive experience and a negative experience. These discussions will take place over videoconferencing on MS Teams. Allowing for the sessions to be records and transcribed. The aim of these focus-groups and one-to-one sessions will be to collect qualitative data around what should and shouldn’t be included within a digital PCP. Therefore, informing some of the functional and non-functional requirement of any proposed digital system, housing a PCP. Thematic analyses will be used, and focus groups and one-to-one sessions run until saturation is reached and no further themes are identified. 

The quantitative data output from the questionnaire will be used to assess the general usage of the paper PCP and help highlight some potential training needs for the digital PCP. This data will be entered into an SPSS database so that it can be analyses. 

A secondary out-put of the MS Form will be to establish the digital readiness of the pharmacy workforce. This will be done through the inclusion of questions around current use of technology both in and out of work. Age and job band will also be chelated, so that possible trends can be highlighted, when analysed via SPSS. This information will used to feed into the training and roll-out plan once a digital PCP becomes available. 

The final section of data will be an assessment of the functionality within CareFlow Connect, against the functional and non-functional requirements established via the qualitative data collection. This will take the form of an artifact design and options appraisal.
 
(this box should expand as you type) 

	 
	Location of research activity 
Identify all locations where research activity will take place. 

	8 
	The four main pharmacy departments within ABUHB. Royal Gwent Hospital (RGH), Grange University Hospital (GUH), Ysbyty Ystrad Fawr Hospital (YYF) and Nevill Hall Hospital (NHH).
 
(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 local 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 stipulations 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 cultural and/or legal sensitivities or vulnerabilities of participants. If you live in the country where you will do the research then please state this. 

	9 
	 
 
 
(this box should expand as you type) 


 
	10 
	Use of documentation not in the public domain: Are any documents NOT publicly available?  
 
	NO 
	​​X​ 

	
	
	YES 
	​​☐​ 

	11 
	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. 
 
 
 
(this box should expand as you type) 


 
	 
	Does your research relate to one or more of the seven aims of the Well-being of 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: 

	 
	 
 
 
(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? 
	​​X​ 
	​​☐​ 

	2 
	Use of interviews? 
	​​X​ 
	​​☐​ 

	3 
	Use of focus groups? 
	​​X​ 
	​​☐​ 

	4 
	Use of participant diaries?  
	​​☐​ 
	​​X 

	5 
	Use of video or audio recording? 
	​​X​ 
	​​☐​ 

	6 
	Use of computer-generated log files? 
	​​X​ 
	​​☐​ 

	7 
	Participant observation with their knowledge? 
	​​☐​ 
	​​X​ 

	8 
	Participant observation without their knowledge? 
	​​☐​ 
	​​X​ 

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

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

	11 
	Performance of any acts which may cause embarrassment or affect self-esteem? 
	​​☐​ 
	​​X​ 

	12 
	Investigation of participants involved in illegal activities? 
	​​☐​ 
	​​X​ 

	13 
	Use of procedures that involve deception? 
	​​☐​ 
	​​X​ 

	14 
	Administration of any substance, agent or placebo? 
	​​☐​ 
	​​X​ 

	15 
	Working with live vertebrate animals? 
	​​☐​ 
	​​X​ 

	16 
	Procedures that may have a negative impact on the environment? 
	​​☐​ 
	​​X​ 

	17 
	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 Participants 
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? 
	​​☐​ 
	​​X​ 

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

	3 
	Vulnerable adults? 
	​​☐​ 
	​​X 

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

	5 
	Prisoners? 
	​​☐​ 
	​​X​ 

	6 
	Young offenders? 
	​​☐​ 
	​​X​ 

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

	8 
	People engaged in illegal activities? 
	​​☐​ 
	​​X​ 

	9 
	Others. Please indicate the participants below, and specifically any group who may be unable to give consent. 
 
	​​X 
	​​☐​ 

	 
	Details of any other participant groups: 

Pharmacy staff form within ABUHB.
 
(this box should expand as you type) 
	
	


 
	 
	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? 
 
	 
 Around 200 
 
(this box should expand as you type) 

	11 
	Who will the participants be? 
 
	 
 Pharmacy staff from across ABUHB
 
(this box should expand as you type) 

	12 
	How will you identify the participants? 
	 
There is a staff list available within the department which lists all staff, by job role and hospital site. The research has access to the list as part of their regular duties. This list will form the basis of the initial data collection. From which interested participants can be identified based on expressions of interest or responses. 
 
(this box should expand as you type) 


 
 
	 
	Information for participants: 
	 
YES 
	NO 
	 
N/A 

	13 
	Will you describe the main research procedures to participants in advance, so that they are informed about what to expect? 
	​​X​ 
	​​☐​ 
	​​☐​ 

	14 
	Will you tell participants that their participation is voluntary? 
	​​X​ 
	​​☐​ 
	​​☐​ 

	15 
	Will you obtain written consent for participation? 
	​​☐​ 
	​​X​ 
	​​☐​ 

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

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

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

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

	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? 
	​​X​ 
	​​☐​ 
	​​☐​ 

	21 
	Will you debrief participants at the end of their participation, in a way appropriate to the type of research undertaken? 
	​​X​ 
	​​☐​ 
	​​☐​ 

	22 
	If NO to any of above questions, please give an explanation  

	 
	Consent will be initially obtained via the questionnaire and then again at the point of agreeing to participation in any subsequent semi-structured interviews or focus groups. 
 
(this box should expand as you type) 


 
	 
	Information for participants: 
	 
YES 
	NO 
	 
N/A 

	24 
	Will participants be paid? 
	​​☐​ 
	​​X​ 
	​​☐​ 

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

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

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

	28 
	If YES to any question, please provide full details  

	 
	There will be a description of the project at the start of the digital questionnaire and also some background on the project including in the invitation email, which will also detail what is involved in any additional participation (such as interviews etc).
 
 
(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 collaborator) you may append that to this form.   

	1 
	Full risk assessment completed and appended?  
	Yes  
	​​☐​ 

	
	
	No 
	​​X​ 

	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 participants: 

The main burden to staff will be the inconvenience in taking up time during their working day, when stress levels are already high due to staff shortages.
 
(this box should expand as you type) 
	How you will mitigate the risk to participants: 

This will be mitigated through undertaking meeting via MS Teams, so that disruption in minimised and travel time and parking stress is removed. The researcher will also obtain permission from senior clinical staff for participating staff to be removed from the main rota for the period of any interviews or focus groups. All sessions will be planned to avoid days where staff leave or sickness is higher.
 
(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 the proper authorities 

	 
	 N/A
 
(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 investigator:

No risks have been identified as all research will take place in the work environment and during regular working hours.  
 
(this box should expand as you type) 
	How you will mitigate the risk to the investigator: 
 
 N/A
 
(this box should expand as you type) 

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

	 
	Risk to the University: 

All data will be housed within the hospital data environments, therefore removing any university risks.
 
(this box should expand as you type) 
	How you will mitigate the risk to the University: 
 
 N/A
 
(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 risk to environment: 
 
 N/A
 
(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? 
	​​☐​ 
	​​X 
	​​☐​ 

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

	 
	Following completion of the project there will be a session for all staff to share the findings. This will be done via the shared communications meetings that happen at each of the four pharmacy sites within ABUHB. The session will also be recorded and housed on the main pharmacy SharePoint library pages, therefore allowing all staff to review the sessions. 

It is also anticipated that the results will be feedback to the senior pharmacy management team, in the form of a presentation by the researcher.
A poster of the project will also be developed to allow the research to communicate the outcomes to other interested parties, both within ABUHB and externally.  
 
 
(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. 

	 
	As the invitation to complete the digital questionnaire will be sent out via email, the details of the project, what data will be collected and how is will be used will be included in the email. This will replace the need for a separate information sheet on the project. 

The collection of initial data via a digital questionnaire means that a statement can be included around consent to use data. E.g., “completion of this questionnaire indicated that consent has given for data entered in the responses can be used for research purposes”.
  
Those that do not consent, can chose to not complete the digital questionnaire and by doing, will so be excluded from any further participation.
 
(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.  

	 
	 
All responses from both the digital questionnaire will be anonymised prior to inclusion in the write-up. The transcriptions of any focus groups or semi-structured interviews will also be anonymised prior to data analysis and inclusion in the main write-up.
 
(this box should expand as you type) 


 
SECTION J: Data Protection and Storage 
 
	 
	Does the research activity involve personal data (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, genetic, mental, economic, cultural or social identity of that natural person. Any video or audio recordings of participants is considered to be personal data. 
	X 
	☐ 

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

	2 
	The only data that could link a person to a set of responses will be around staff age and cross referencing this to job role / banding. This data will be collected so that a comprehensive training and roll-out plan can be established. Without this data the training cannot be tailored to specific staff needs. 
 
 
(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), 
	☐ 
	X 

	 
	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)? 
	​​☐​ 
	​​X​ 

	6 
	University computers? 
	​​☐​ 
	​​X 

	7 
	Private company computers? 
	​​☐​ 
	​​X​ 

	8 
	Home or other personal computers? 
	​​☐​ 
	​​X​ 

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

	10 
	“Cloud” storage or websites? 
	​​X​ 
	​​☐​ 

	11 
	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: 

	 
	All data will be stored in the researchers NHS OneDrive. This is only accessible by the researcher and only on NHS computers. Access is password protected and downloading restricted, as per NHS policy. 
 
(this box should expand as you type) 


 
	 
	Data Protection 

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

	13 
	Electronic transfer of data in any form? 
	​​X​ 
	​​☐​ 

	14 
	Sharing of data with others at the University outside of the immediate research team? 
	​​☐​ 
	​​X​ 

	15 
	Sharing of data with other organisations? 
	​​☐​ 
	​​X​ 

	16 
	Export of data outside the UK or importing of data from outside the UK? 
	​​☐​ 
	​​X​ 

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

	18 
	Publication of data that might allow identification of individuals? 
	​​☐​ 
	​​X​ 

	19 
	Use of data management system? 
	​​X 
	​​☐​ 

	20 
	Data archiving? 
	​​☐​ 
	​​X​ 

	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 equivalents, where appropriate): 

	 
	
 
 
(this box should expand as you type) 

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

	 
	The raw data will only be accessible by the primary researcher.
 
 
(this box should expand as you type) 

	23 
	List who will have control of, and act as custodian(s) for, data generated by the research activity: 

	 
	 
 
 
(this box should expand as you type) 

	24 
	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.   

	 
	 
 
 
(this box should expand as you type) 

	25 
	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)  

	 
	 
 
 
(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 
	​​☐​ 


 
  
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 the 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 Submissions: 
	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. 


 
	RESEARCH 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. 
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