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PART
ONE


BMDS7004 Part 1

Descriptive Statistics
Having completed an analysis of the data provided, a table was generated as shown below. This shows six medical conditions, plus a line for patients who are defined as “health_status_poor_or_fair”. As you can see from the population line, there is a significant variation in the response rates of the different factors under analysis. 
Based on these results, the greatest problem facing this population is “bmi_overweight_or_obese”, followed by being a smoker. Perhaps unexpectedly, with such a high percentage of the population overweight, the incidence of “diabetes” is the lowest, followed by “mental_illness”. The middle two conditions, being “resp_illness” and “high_bp” respectively, were both below the signifier “health_status_poor_or_fair”.
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Table 1. Descriptive Statistics

Graph
The graph shown below shows the significant variation between those patients with a “resp_illness” and the Upper and Lower Confidence Intervals in relation to the values that are given as the statistical best fit for “All_Wales”. While the statistical analysis and the best fit line will give an accurate description of the generality of a population, the graph makes it very clear that you cannot use that to predict what “the next patient through the door” will present with.
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Graph 1. Forest Plot
Other Data
Table 1 has a significant volume of data, but deals with Wales as a single entity. Additional demographic information would be beneficial to look at whether there are geographical or socio-economic factors that would aid in identification of hot spots of the specific diseases described in Table 1. 

Another factor could be looking at the classification of “resp_illness” in more detail. If anything from mild, well controlled Asthma to life-limiting extensive pulmonary fibrotic scarring or metastasizing tumours are all held within the same category, it potentially becomes less useful. Categorisation into more specific sub-groups would allow patients with asthma or other conditions that have been shown to have a level of causation due to pollution or other environmental problems.
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Statistics Practical and Dissertation Analysis Plan

Context and Scope of Project
At present there are unprecedented, existential pressures on the NHS in terms of both top-down imposed cost-saving mechanisms (NHS Confederation, 2022) and industrial action (The Economist, 2023). This has caused a significant reduction in Physiotherapy staffing numbers (Henson, 2023), which has had a direct impact on the waiting list situation for patients referred to community-based services, regardless of whether these are domicile visits or the patient attending a MSK Physiotherapy department. These recent events have exacerbated a pre-existing disconnect between the capacity of the service to provide assessment and treatments, the demand of the population of patients in terms of volume and complexity and, as was highlighted by the Chartered Society of Physiotherapists (CSP), ongoing recruitment difficulties resulting in a vacancy rate of between 6-20% (CSP, 2023). 

The result of these compounding factors is that, with increasing frequency in many departments, patients are facing significant delays (e.g. Deslauriers et al, 2017) between the time of their referral to physiotherapy services and when they get to the top of the waiting list. This can have significant impacts on their rehabilitation following a discharge from hospital (Borges et al, 2021) or referral/self-referral from the community setting for rehabilitation (Siegert et al, 2014). These delays have the risk of tipping an acute LBP (which has significant evidence of good outcome following Physiotherapy input) into a sub-acute or chronic condition, where the outcomes are less predictable, and increase the risk in patients seeking alternative, inappropriate treatments, leading to increased confusion and risk of worsening the condition (Rons, Ritter and Allen, 2020). Another significant result of these delays is that there will be an effect on patient satisfaction (Bleustein et al, 2014) on a variety of patient reported experience measures (PREM’s).

Unfortunately, there will be no change in this financial situation in the near of medium term, meaning there is no choice but to look to innovation to manage the increasing demands of an aging population that the office for National Statistics (ONS) have projected to almost double to 3.1 million people by 2045 (ONS, 2023). A primary source of innovation would be through expanding the digital infrastructure of government (Di Giulio and Vecchi, 2023), including the National Health Service (NHS). While there are concerns among some older adults regarding digital services, it is with this patient population that the greatest improvements can be made (Shirahada, Quang Ho and Wilson, 2019). It is reasonable to assume that providing curated information directly to and empowering patients to take control of their rehab could potentially provide cost savings to departments providing clinical interventions. 

In a recent Editorial in the journal Physiotherapy, Tack et al (2020) described how the rapid transition to virtual assessments and treatments within the MSK Physiotherapy departments occurred UK-wide over the COVID pandemic. While this was a necessity at this point, they report on a growing body of evidence showing consistency and accuracy of assessment, the management of a number of conditions, but offer the warning that pathway redesign must be through co-design with the clinicians and stakeholders or run the risk of building in problems from the start. 

An example of this is related to the findings of Arkkukangas and Cederbom (2021), who found that clinicians routinely struggle with patient adherence during the rehabilitation phase of many therapy episodes of care. In the prescription of an exercise programme to aid the condition, which involves a significant amount of self-management to strengthen weak muscles, lengthen tight muscles, or improve the quality of control in a region, etc., it is very common for patients to fail to adhere to the instructions on number of repetitions/sets and how many times a day. It was anticipated that the technology-based interventions would improve this adherence, which should have a beneficial effect on to the patient outcome, in line with the current theory of the provision of a reminder or encouragement, commonly referred to as a “nudge” (Nwafor et al. 2021).

Project Aim and Research Objectives
The design of the intervention for this project is to use a digital platform (Patient Knows Best) to provide general education, advice and an initial collection of exercises to patients following referral and a stringent level of screening. This will be through a mixture of methods, including QR codes, hyperlinks embedded within an automated text-messaging system and the use of email invitations, dependent on the method of referral and the details available on the referral itself. The intention of this will be for patients to begin their rehabilitation sooner, improve faster, potentially allowing patients to self-manage, require a reduced number of follow up sessions, which will result in an increase in capacity within the department. While this particular innovation is necessitated by the significant financial pressures on the NHS, it is worth noting that these innovations are exactly the developments put forward as an essential development as described by the Topol Report (2019) prior to the COVID pandemic. 

While it would be unmanageable in such a short space of time to introduce this to the entire Physiotherapy Department across the Health Board, a pilot area, being the patient cohort of those referred to the Rheumatology Physiotherapy service, was selected as being a manageable size, requiring several programmes for specific conditions. This service has a capacity/demand mismatch, resulting in patients waiting for well over 16 weeks, causing very poor patient satisfaction. As a condition, Rheumatology is a valuable area to focus on, as newly diagnosed patients are often in a state of shock, overwhelmed with information, preconceptions and unsure where to begin. This population also has an increased risk of deconditioning, deskilling and, of particular concern, reducing their flexibility and range of movement. Unfortunately, patients often make the erroneous links of movement = pain = damage and therefore reduce their activities, their independence and their potential maintenance. In truth, the opposite is true, in that movement = maintenance of ability. This maintenance can be extended proportional to the exercises and mobility that the patient completes.

All of the detail given above, concerning the existing problems within this section of the Physiotherapy service and the potential improvements through the instigation of this digital solution, is displayed below (Rich Picture 1). A rich picture is generally thought to be a uniquely developed as a response to the situation and the intended outcomes of the planned interventions, or changes under examination (Lewis, 1992). As this is a high-level representation, the detail is described further into this assignment.

[image: ]Rich Picture 1. Representation of Problem and Potential Solution

There would also be the potential for patients to be discharged into a Patient-Initiated Follow-Up (PIFU) system (NHS England, 2023a), where the patient does not need to be “kept on the list” or called for annual reviews to check them over, which releases a number of appointments per year. This system also has the advantage of allowing patients to send pictures or questions to the team, who can answer them of offer advice, rather than the patient having to contact Primary care or the Emergency Department, meaning there would be a reduction in the demands on the system as a whole.

The project aim is to examine both staff and patient satisfaction with the newly introduced process, in comparison to the existing process where the patients are placed on a waiting list with no interventions. As with all management of change, staff involvement is an essential to ensure that they feel empowered, informed and knowledgeable regarding the change, the rationale of the introduction of the Digital Rehabilitation intervention and be comfortable to use the system to send to patients identified during the screening process (Pomare et al, 2019). A secondary factor would be the review of the number of sessions that are required following the assessment session, with an anticipation that those patients who have started to comply with the Digital Rehabilitation plan should have an improvement in their rehabilitation journey.

The research hypothesis that is under investigation is that the introduction of a digital “Patient Knows Best” system to offer information, education, a basic exercise set, warnings and contraindications of the exercises and a progression to the starting exercise programme will have a positive effect on patient satisfaction, an improvement in the capacity of the department through earlier initiation of the rehabilitation and faster discharge from the service. 

There is significant evidence of the wider Physiotherapy profession developing an interest in the Digital Health Interventions (Chartered Society of Physiotherapy, 2023) with an acknowledgement this can have a beneficial effect, and there has even been a specific tool developed to look at both clinician and patient acceptance of this as a potential option (Merolli et al, 2021). This has been driven by the rapid adoption of virtual assessment of patients during the COVID pandemic, but this was beginning prior to this (e.g. Cottrell et al, 2016). While this is not the focus of this assignment, it is anticipated that this will also have an effect on the environmental impact of the department as all handouts and information will now be digital, resulting in a reduction in the volume of printing, some of which is posted, causing further environmental pollution.

These Digital Health Interventions directly adhere to the policy drivers defined and driven at a national level within the Welsh Assembly Government (WAG). It is from the Digital Strategy for Wales that the importance and direction for the development of Digital methods to reduce expenditure and provide more efficacious interventions within the Healthcare sector (WAG, 2021). It is through breaking down barriers to Digital inclusion and improving the wider digital literacy that some of these gains will become realised. A modified Donabedian diagram shown below (Diagram 1), shows the overall policy driver for change, in this case the focus of delivering Prudent healthcare (WAG, 2016), as well as the Targeted Service Intervention and the Intervening variables that are relevant to this service development. 

[image: ]Figure 1. Modified Donabedian Diagram.

Despite there being relatively few examples specifically within Physiotherapy, there are many transferrable examples of how the “gamification” of rehabilitation could be easily related to the gamification of physical activity (e.g. Yang, Hu and Koenigstorfer, 2022). From a medical perspective, there are many instances of successful commencement and development of a waiting list initiatives within the Mental Health setting, including Bipolar Disorder (Enrique et al, 2020), Mood Disorders (Van Meter et al, 2019), Generalised Anxiety Disorder (Dahlin et al, 2020).

Data Collection and Analysis
This investigation will be completed in two parts. The first will be an enquiry directed at patients, through the use of questionnaires and specifically the friends and family test, combined with the two Likert scale questions detailed above. The second will be directed to the staff involved in the project, will also be through questionnaires, and a combination of open questions and Likert scale questions. In these questions, they will be exploring the patient experience, their understanding of the patient satisfaction, patient compliance and the level of their involvement with the information and the educational content available through the Patient Knows Best system.

To assess the patient’s satisfaction levels, a baseline assessment of patient satisfaction will be completed using the NHS Friends and Family Test (NHS England, 2023b). This test requires a minimum of two questions, but the intent is to adhere to the recommendation of three, the first being: “Overall, how was your experience of our service” with a 6-point Likert scale from “Very Good” to “Very Poor”, with an additional option of “Don’t know”. The second question is an open narrative question: “Please can you tell us why you gave your answer”. The final answer open narrative question is: “Please tell us anything that we could have done better”.

A further two Likert 5-point scale questions will be asked examining the patients specific experience of being on the waiting list, being: “While you were on the waiting list, how empowered did you feel to manage your own care?” (scoring from 0 “Not empowered at all” to 5 “Fully empowered”) and “While you were on the waiting list, did you feel empowered to learn about and educate yourself about your condition?” (scoring as above).

To assess the staff members satisfaction, a questionnaire will be circulated examining their experience of sending and checking on the Digital Rehabilitation plans, their opinion of patient satisfaction, patient compliance with the exercise programme (their opinion on the control group and reviewing the record on the Patient Knows Best system) and their opinion on the patient’s use of the information and educational component of the digital solution, all of which will be examined using a 5-point Likert scale, scoring from 0 “Very Poor” to 5 “Very good”, plus a request for an open narrative question "Do you have any further comments or suggestions for further development or modification?”. The responses will be analysed statistically for the quantitative component of responses) and thematically for the qualitative component, with themes identified and collated.

Both the staff and the patient satisfaction of the experience will be tested prior to the introduction of the Patient Knows Best system, with the questionnaire offered to each patient on their first visit. As this is a service evaluation, rather than a piece of original research, neither patients or staff would be provided with an information sheet regarding the research or a consent form, nor the opportunity to withdraw their data at a later date. Following its introduction, the same method will be repeated for both the intervention group and the clinicians.

Prior to this step, an appropriate sample of the population would need to be calculated. The most recent data regarding the current population waiting for physiotherapy treatment in Wales, including Paediatric services, in March 2023, was 4,866 (StatsWales, 2023). However, this intervention is being rolled out in one section of the service, in one of the seven Health Boards in Wales, with a current waiting list of 187. As shown in Charles et al, (2009), there are significant problems with the reporting of sample size calculations, which is why it is so important to ensure that this stage is completed prior to the initiation of the project. This calculation was completed using the Sealed Envelope website (available at: https://www.sealedenvelope.com/power/binary-superiority/) with the values shown below.

The significance level (p value) was set to 5%. The confidence interval was set as 95%. The percentage of “success” in the control group, which in this situation is the number of patients that reported a spontaneous improvement in symptoms while still occupying the waiting list, was (informed by a Delphi-based conversation with clinicians) set at 5%. The percentage of “success” in the intervention group, those patients who are waiting and have been provided with the generic Digital Rehabilitation Plan (again, based on the opinions of experienced clinicians), has been set to 50% for this pilot-stage of the introduction of these plans within the Physiotherapy service. A screenshot of this is shown below in Picture 1.
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Picture 1. Sealed Envelope Online Calculator

These figures show that the total sample size required at this pilot stage is 40 participants, with 20 in each group. While this has been calculated prior to the start of the service delivery change, results will be monitored to ensure that the estimate of the Control and Experimental groups percentages are approximately correct. If these are found to be significantly higher or lower, the sample size can be modified to take that into account as this is a pilot prior to a potential wider roll out. These findings are in line with other research dealing with the problematic reporting of the methods used in qualitative research calculation of sample sized, specifically examining the point that qualitative studies achieve the point of saturation, as commonly being 9-17 interviews (Hennink and Kaiser, 2022).

As the feedback collected will be a combination of Quantitative and Qualitative data, the intention is to review this in two separate sections. Regarding the Quantitative analysis, the patient’s opinion will be ranked using a Likert scale. This scale provides a five-point list of options, allowing the patient to choose the description that best relates to their own opinion (Changing minds, 2023). Further, the data is defined as Ordinal, in that it is describing one “point” as higher than another, but without defining the exact distance between them. As this is Ordinal, it is impossible to define an average, but it is possible to describe the Mode (the score than is most frequently chosen).

The formal research paradigm under examination would best be characterised as a mixed methodology (Eccles et al. 2003), as it combines the qualitative and quantitative aspects of a research design. While this approach has a significantly shorter history than the other, purely subjective or objective examinations of a topic, it has been widely accepted as a powerful and effective method of examining a topic and allowing for the triangulation of the data to point towards the underlying meaning behind the data (Scott, 2016). 

It is also worth highlighting a significant limitation of the research at this early point. As this research will be conducted on a service development that is being implemented, it is impossible to factor in randomisation or population matching between the waiting list control group (initial state) and the waiting list digital early rehabilitation group (Intervention state). While demographics will be collected from the two groups, which will allow for analysis and understanding of how different populations and conditions respond to the intervention, it will only be of limited quality in comparison to a true prospective randomised, controlled trail (RTC).

[bookmark: _Int_zJOqOX9J]The quantitative aspect, being the data collected from Likert scale responses from both patients and the staff members will provide an objective measure that allows for statistical analysis. Statistical significance has gone through a stage of results “achieving” a p≤0.05 forming the “proof of correct hypothesis” and is now moving into a phase where a wider range of factors is contributing to that proof, including the strength of association, population sample size, Confidence Interval (CI) width and the magnitude of the p value (Concato and Hartigan, 2016). In this instance, it is these factors acting in combination that will aid in the determination of the results in terms of statistical significance. The University of Wales has provided a licence for SPSS and it is anticipated that statistical analysis will occur using the Mann-Whitney U test. This is one of a number of tests that can assess non-parametric data and provide an accurate measure of the statistical significance of the ordinal data generated by the Likert scale questions. 

The definition of what makes the change operationally significant is more difficult to quantify. The primary of these is the differences in perspectives between the patient(‘s), the members of staff, the managers of the department and the members of the wider Multi-Disciplinary Team (MDT), who currently have concerns due to the length of time between when a referral is made to the Physiotherapy service and then they are seen. From the perspective of the patient, an operationally significant change could be related to the information, educational or the exercise component and the way that they felt empowered to start working on their fitness, or to research how best to manage their condition using approved sources. This could mesh well with the opinion of the MDT members, who could be pleased with “their” patients receiving input faster than in the previous model, but be contrary to the staff members, who may find there is no meaningful difference between the patients care before and after the Digital Rehabilitation plan introduction.

For the qualitative aspect, exploring both staff and patient’s opinion on the introduction of the Digital Rehabilitation programme to the changes, assessment of effectiveness and satisfaction levels is through use of the framework method of analysis (Gale et al, 2013). This seven-stage framework method is ideal for this situation, as it guides the process of thematic analysis from open, narrative information to tease out the underlying truth of the situation or, as in this case, reception of a new service delivery paradigm.

Stage one is titled “Transcription” but is essentially the validation of the data (responses) that were gathered at the time. If the data was being collected through interview or focus groups, this would require recording, transcription, etc. However, as the data in this situation is written directly by the patient or staff members, it is recorded verbatim which is best practice.

The second stage is "Familiarisation with the Interview”. As the qualitative data for this analysis is being generated through written responses, it is not possible to listen to audio recordings or review notes made (both suggested), but it is essential at this point to check and re-check the data collected to become increasingly familiar with the information that will be factored into the analysis.

The third stage is “Coding”, and it is at this stage that the critical phase occurs. Dependent on the research, these codes can vary significantly. Prior to the coding, it is difficult to define specifics, but it would be common sense to expect “Positive response to change” and “Negative response to change” from a staffing perspective. The perspective of the patients is more difficult to anticipate, and therefore would be generated at the time. A minimum of two researchers are required for this, or the introduction of staff, patients, relatives or carers could be involved to ensure that no valuable information is lost due to entrenched viewpoints. Ideally, this happens in isolation so that there is no cross contamination of opinion or viewpoint.

The fourth stage is “Developing a working analytical framework”, in which the codes that were generated in stage 3 are formatted, tabulated and ready to be applied to the following data to be received. This will be completed using the QDA Miner Lite (available at: https://provalisresearch.com/products/qualitative-data-analysis-software/freeware/) and will act as a working document, with additional data fed in as it is submitted, until all participants have completed the feedback. This blends into stage five, “Applying the analytical framework”, which will use the QDA Miner Lite to index the transcript and ensure easy retrieval of the sections of response that apply to each code or sub-code.

The six stage is “Charting the data into the framework matrix”, in which the essence of the codes is transcribed across into the matrix using a spreadsheet to contain the data. This allows for a summarised document that still retains the original meanings and feelings that the responses convey. At this point, any personal identifiers should have been removed, and the data should be starting to develop emerging themes.

The final stage is “Interpreting the data”, in which those emerging themes, grouped characteristics and noticeable differences can then be compared to pre-identified theoretical concepts, or those that are identified from the information that were found to be emerging from the data. Having completed this final stage, the initial data collected has now evolved into specific themes which can then be used in the development of new research questions to build the evidence base.

Having completed the calculations regarding the sample size required for the pilot study, it would be a reasonable assumption that this would give a high-level of confidence that this project would achieving saturation, being the point at which there is very limited chance of developing new information. However, to ensure that this point has been achieved the new information gained from the responses will be coded and fed into the framework matrix. As stated earlier, the power calculation figures were based on consensus information provided by expert clinicians, but these are only estimates. If saturation does not occur at the end of this round of samples, it is reasonable (as stated earlier) to continue to use the questionnaires until that point is reached.

The final point for consideration is on the topic of transferability of the results into a wider population. There are difficulties regarding transferability within qualitative results as it is very common for these to be of small sample size and the results gained are very specific to the topic of the research (Clissett, 2008). In this case, it is reasonable to suggest that the specifics of the situation lend themselves well to both internal transferability, situations with similar populations and similar settings, and external transferability to the wider situation, different populations and different settings.

Ethical and Information Governance Considerations
It is worth highlighting at this point that this is based on a service development and the data generated will be anonymised and fed into this project to form a service evaluation and not original research. Therefore issues around informed consent, detailed research information sheets, consent forms and the ability to withdraw your data from the research project is not explored or discussed. Dependent on the results of this pilot, further introduction of Digital Rehabilitation methodology could potentially be instigated as a formal, original research project, in which case all of these would be considered and developed as required, as would the Research Ethics Committee (REC) form using the Integrated Research Application System (IRAS).

There are several ethical and information governance considerations in this process. The primary ethical consideration is centred around digital exclusion, with 7% of adults in Wales not being online (Honeyman et al, 2000). There are “digital deserts” within a certain age range, such as only 41% of the over 75’s having basic digital skills. While this percentage is reducing with significantly more computer literate in the 65-74's, with 61% of that age range having basic digital skills, there are certain additional factors highlighted in this report which have a high association with difficulties with digital inclusion. These include the fact that Hywel Dda is a largely rural setting, which is directly linked to digital exclusion. There is a further risk in that 23% of patients, 31,234 individuals, are Welsh speaking. These individuals and therefore have potential additional difficulties finding information that is in their primary language.

Bearing this in mind, as the aim of this service redesign is to be able to offer significant digital support in terms of information, education and basic exercise prescription, there is significant risk of excluding those that have not got the digital infrastructure that is required to access the email invitation, or the hyperlink sent through text message. This is mitigated as these patients are not receiving an inferior service, but the current “normal” service. There is also the potential to signpost patients that are currently unable to access these resources to the Digital Communities Wales services (DCW), which has a telephone number, to link with local Digital Companions or organisations that provide loan of technology and support in training and troubleshooting the use of technology to allow access to the internet (DCW, 2023).

A second consideration is related to information governance. There is the potential that there may be a failure in the process of contacting the patients as current referral process involves patients having a written letter, a referral form or self-referral form, all of which can vary significantly in quality. These often have no email address, telephone or mobile number, although this can often be found on the Electronic Patients Records. This is included as a mandatory question in the electronic self-referral form. As the patient is being invited into the waiting list initiative at the screening point, and this is a review of their experience of the process, from the invitation and the joining of the electronic there is also a risk that the email address provided is that of a friend, neighbour or relative, and therefore the invitation would be going to the wrong individual. 

A reasonable assumption is that anyone that is completing these forms is someone who has a sufficiently close relationship to the patient to be helping them, and therefore a certain degree of consent for communication is implied. However, the standard self-referral form will be modified to reflect that the person filling in the form consents to be the first contact point for any email correspondence. It will also highlight that this may be delivered into the email providers “junk” or “spam” folders, and that self-management emails will be posted following a screening process and this could potentially be a few days after the referral is submitted.

The final information governance issues centre on the method of distribution, collection and storage of the data, and the requirement of a high level of confidence that privacy and security will be maintained throughout, with particular importance weighted towards any identifiers that may be present on the information. An assurance of ensuring this level of security is offered through the secure Patient Knows Best system, which has been thoroughly reviewed by the Information Commissioner’s Office (ICO) and complies with the ISO 27001:2013 standards of the Information Security Management System (ISMS). 

As this project does not require access to patients or staff and is not occurring on either NHS or University property, nor using any equipment from these entities, and as the data is generated as part of a service evaluation, the University “Application for Ethical Approval” has been completed and is found below in Appendix 1.
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Once complete, submit this form via the MyTSD Doctoral College Portal at (https://mytsd.uwtsd.ac.uk).

This document is also available in Welsh.
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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.
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	1
	Full Name:
	Nicholas Hugh Errington-Evans

	2
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	1
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(please check the Guidance Notes as to the appropriate approval process for different levels of research by different categories of individual)
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	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
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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.
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	UWTSD Research Ethics & Integrity Code of Practice
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	1
	Institution
	


	2
	Contact person name
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Where research activity is carried out in collaboration with an external organisation
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	Does this organisation have its own ethics approval system?
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	NO
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	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).
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· Purpose of Research Activity
· Proposed Research Question
· Aims of Research Activity
· Objectives of Research Activity
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· What the research activity will add to the body of knowledge 
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	Purpose of Research Activity
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	Location of research activity
Identify all locations where research activity will take place.

	
	N/A – The original, anonymised data will be generated within Hywel Dda University Health Board
(this box should expand as you type)

	9
	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.

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



	10
	Use of documentation not in the public domain: Are any documents NOT publicly available? 

	NO
	☒

	
	
	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
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	☐
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	17
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	18
	A globally responsible Wales
	☐
	☒
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	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?
	☐
	☒

	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?
	☐
	☒

	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?
	☐
	☒

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

	12
	Investigation of participants involved in illegal activities?
	☐
	☒

	13
	Use of procedures that involve deception?
	☐
	☒

	14
	Administration of any substance, agent or placebo?
	☐
	☒

	15
	Working with live vertebrate animals?
	☐
	☒

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

	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?
	☐
	☒

	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. Please indicate the participants below, and specifically any group who may be unable to give consent.

	☐
	☒

	
	Details of any other participant groups:



(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?

	40
(this box should expand as you type)

	11
	Who will the participants be?

	Patients
(this box should expand as you type)

	12
	How will you identify the participants?
	From the waiting list for the Rheumatology Physiotherapy service


(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?
	☐
	☒
	☐

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

	15
	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?
	☐
	☒
	☐

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

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

	
	All data is generated as part of the information gathering component of a normal service development, with this research acting as the vehicle for a comprehensive service evaluation.

(this box should expand as you type)



	
	Information for participants:
	
YES
	NO
	
N/A

	24
	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 

	
	


(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
	☒

	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:
Nil
(this box should expand as you type)
	How you will mitigate the risk to participants:
N/A
(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:
Nil
(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:
Nil
(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:
Nil
(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?
	☐
	☒
	☐

	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? 

	
	Information from the service evaluation will be fed back to staff involved and the management team for Physiotherapy and the wider Therapies management team, as well as the Clinical Director of Therapies.
(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.

	
	N/A
(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 data will be anonymised prior to analysis within the scope of this research.
(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.
	☐
	☒

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

	2
	


(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?
	☐
	☒

	10
	“Cloud” storage or websites?
	☐
	☒

	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:

	
	The data will be held within the NHS private network and accessed on a NHS laptop while on site only. This has a BitLocker, plus a highly secure password system.

(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?
	☐
	☒

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

	15
	Sharing of data with other organisations?
	☐
	☒

	16
	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?
	☐
	☒

	20
	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 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:

	
	Myself
(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:

	
	Myself
(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.  

	
	Only anonymised data will be recorded and held within an Excel spreadsheet. This will be held on the NHS private network and accessed on the NHS laptop. It will be held until completion of the dissertation year and then deleted.
(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) 

	
	No
(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:
	[image: A picture containing sketch, drawing, child art, line

Description automatically generated]
	Date:
19/05/23



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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