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APPLICATION FOR ETHICAL APPROVAL

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.  

Delete the Guidance Notes at the end of the form BEFORE submitting your application


SECTION A: About You (Principal Researcher)
	Full Name:
	Lyndsey Anne Ferrier

	Tick all boxes which apply:

	Member of staff:
	☐
	Honorary research fellow:
	☐

	Undergraduate Student
	☒	Taught Postgraduate Student
	☐	Postgraduate Research Student
	☐


	Faculty/School/Centre:
	 Psychology and Counselling 


	Campus:
	Carmarthen


	E-mail address:
	
1706479@student.uwtsd.ac.uk

	Contact Telephone Number:
	07446712645


	For students:

	Student Number:
	1706479

	Programme of Study:
	Applied Psychology

	Director of Studies/Supervisor:
	Charlotte Greenway






SECTION B: Approval for Research Activity
	Has the research activity received approval in principle?
(please check the Guidance Notes as to the appropriate approval process for different levels of research by different categories of individual)
	YES
	☒	NO
	☐
	
	Date

	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
	☐	

	
	Faculty Research Committee
	☐	

	
	Other 
Dr Charlotte Greenway
	☒	10/07/19



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, 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.

	UWTSD Research Ethics & Integrity Code of Practice

	☒
	
UWTSD Research Data Management Policy
	☒

	
BPS Code of ethics and conduct (2018)
BPS code of human research ethics (2nd edition 2014)
Care and Social Services Inspectorate Wales (CSSIW) 
	☒



SECTION D: External Collaborative Research Activity
	Does the research activity involve collaborators outside of the University?
	YES
	☐
	NO
	☒

	
If Yes, please provide the name of the external organisation and name and contact details for the main contact person and confirmation this person has consented to their personal data being shared.as part of this collaboration.

	Institution
	


	Contact person name
	


	Contact person e-mail address

	

	Has this individual consented to sharing their details on this form?
	YES
	☐
	NO
	☒

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

	Is your research externally funded
	YES
	☐
	NO
	☒

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

	
	Employed
	YES
	☐
	NO
	☒

	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
	☒

	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
	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




SECTION E: Details of Research Activity
	Indicative title:
	The effect of activities on the quality of life with individual’s with dementia.

	Proposed start date:
	10/11/2019
	Proposed end date:
	27/03/2020

	Introduction to the Research (maximum 300 words)
Ensure that you write for a Non-Specialist Audience when outlining your response to the three 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. 

	Purpose of Research Activity
The purpose of this research is to see whether activities improve the quality of life for individuals with dementia. Quality of life refers to the well-being of an individual (Edwards and Larson, 1992; Mather, 2002).  There is evidence that suggests with increased activity in older people, particularly individuals with dementia, individuals become more content, happier and healthier (Edwards & Larson, 1992; Mather, 2002).  
The aspects of quality of life measured in the present study are increased fluid and food intake, a reduction in agitation and an improvement in sleep. 
Dementia has been classed as one of the fastest growing concerns worldwide. The number of individuals diagnosed with dementia is rising at an alarming rate with over 35.6 million worldwide being diagnosed in 2010, and figures expected to almost double every two decades (WHO,2012). It has been found that dementia costs the NHS over 26 billion pound year in the UK (NHS, 2018) alone, and growing numbers of those diagnosed with dementia is expected to increase these figures in the near future. The speed in which dementia symptoms progress will vary, some depend on the individual’s circumstances, e.g. their physical and social environment, their overall health and well-being, medication, and the nature of the disease or condition that is causing the dementia. Activities and exercise in older healthy people have been widely explored, which suggests that activities and exercise increases the quality of life in healthy older people, reducing the risks of psychological issues and other medical problems. Edwards and Larson, (1992); Mather, (2002). It has been suggested that by doing regular exercise and being involved in activities improves sleep, by promotion of relaxation and maintenance of daytime wakefulness (Montgomery and Dennis,  2002). According to Hays and Minichiello (2005) musical activities such as singing and listening to music helps an individual’s emotional well-being, which in turn promotes independence and communication, reducing isolation, improving cognitive functioning, or slowing down cognitive decline. Caddy and Duffin, (2005) also suggested that music improve cognitive functioning and also reduces anxiety with people with dementia. Montgomery and Dennis (2002) also suggested that touch, such as massages and gentle stroking on a person’s arm, face, encourages acknowledgement from individuals with end stage dementia, like eye flickering, better diets and fluid, contentment, and relax fullness. Denny’s (1982-1984) model of physical and cognitive ageing will be explored, and the research carried out by Erikson et al (2010) study when he carried out a controlled study on 120 older adults involved in different activities.




(this box should expand as you type)

	Research Question 
The effect of activities on the quality of life of individual’s with Dementia. 

IV-1 Activity type with 3 conditions: Music, Touch/reminiscence, exercise
IV-2 Group type with 3 conditions: Mild onset Dementia, Moderate onset Dementia and end- stage Dementia (the individuals have already been diagnosed prior to participating in the study)
DV- Quality of life measure: amount of sleep, food and fluid intake and agitation.

(this box should expand as you type)

	Aims of Research Activity
The aim of this research is understand the effect of activities within a care home. This will help other care homes/policy makers to understand the benefits (or not) of having activities for those with Dementia. In particular, I am looking at which types of activities have the biggest effect (Music, Touch/reminiscence, Games) and whether these make a difference to the quality of life of individuals with mild, moderate and end stage Dementia.


(this box should expand as you type)

	Objectives of Research Activity 
Research has suggested that regular exercise/activities increases cognition, which in turn improves the quality of life of individuals with Dementia, Etnier et al (1997). It has been recognised that individuals with Dementia, are often agitated, or sleep for long periods of the day, which result in poor sleep at night. Furthermore, they often have a poor diet intake due to sleeping heavily or they are too agitated to eat meals. Current practice to reduce agitation is the receiving of medication https://www.alzheimers.org.uk/. 

Dementia can cause people to withdraw from activities and enjoyable interaction with others so it’s important to try and maintain those relationships and interests to help people living with dementia enjoy a better quality of life. There are so many benefits to keeping active, such as maintaining everyday skills, self-esteem, confidence, autonomy, enjoyment, pleasure and social contact (Bowes, Dawson, Jepson, & McCabe, 2013). Understanding the effect of different activities on individuals with Dementia at different stages will enable a broader understanding and help in the development of future interventions.

In the care home that will be used for this study, activities are introduced in the afternoons after 2pm. It has been noticed that for some individuals, following activities, communication is better, diet and fluid intake is increased which results in less agitation. Daily activities are a normal intervention within the care home. The care home has an activities coordinator that creates different activities throughout the week, these include music therapy, touch/hand massage and games. Therefore, I will only be evaluating the effect of the activities that are already set up. In particular, I will be monitoring whether these activities improve food and drink intake and sleep during the night and whether they reduce agitation.   







(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.

	The research carried out will be a field experiment, within a care home setting. Food and fluid charts, sleep patterns and agitation (checking the medication received by the individual) that have been taken in the morning will be compared with those taken after the activities (evening) for a period of three weeks. During this three week period each individual would have taken part in all three of the activities at least twice (allowing for those who feel unwell and not feeling up to taking part in the activities).

IV-1 Activity type with 3 conditions. All individuals take part in these three activities as part of their care at the Home.  (1) Music - The decade you were born music, 40s DVD will be used for the sing along activity. (2) Exercise -  Soft sponge balls will be used to do chair exercises (3) Touch/reminiscence -  Hand creams will be used for hand massages along with their “ THIS IS ME” file. This file was put together by families, friends etc, it tells you all about the residents past, e.g children, jobs, hobbies, photographs. 
IV-2 Group type with 3 conditions: (1) Mild onset Dementia, (2) Moderate onset Dementia and  (3) end- stage Dementia (the individuals have already been diagnosed prior to participating in the study)
DV- Quality of life measure: amount of sleep, food and fluid intake and agitation.

It is estimated that the data for 36 individuals, all of which have Dementia, will be used. 8 with early onset dementia, 14 with moderate stage dementia and 14 with end stage dementia. Participants will all be over the age of 65, there are 3 males and 33 females. 

Diet and fluid charts are monitored for all participants throughout the day (am, pm and evening).For the purpose of this study, I will create a points score for analysis e.g 0- no diet intake, 1- poor diet intake, 2- good diet intake The amount of sleep will also be monitored as part of the daily routine in the home. Again, I create scoring for this - 0=no sleep, 1-6=poor sleep and 7hrs+= good sleep. According to NICE guidelines (2018) a good sleep for a person over the age of 60 is 7 hours.

Residents within the care home are given prescribed medication for agitation from a doctor. This type of medication is given if a resident was to become agitated (PRN, meaning only give when agitation occurs). I and other nurses within the care home are trained to administer these medications to residents as part of their job roles within the care home. The researcher will also create scoring for whether medication for agitation has been given =1 or not given = 0 as the measurement of agitation.

Demographic questions will be asked for each participant e.g age, how long they have lived in the care home. When they were first diagnosed with Dementia. If All this information is available to the researcher from the medical records if residents are unable to answer questions. 

The researcher is the care manager of the nursing home who is responsible for supporting residents with Dementia to live a fulfilling, comfortable life within the care home. There is a total of 9 care assistants, and 3 nurses on shift working every day, all members of staff complete food and fluid charts for each resident on a daily basis as part of their job roles. Sleep monitoring charts are completed by 1 nurse and 4 care staff on a night shift as part of there job role, and the researcher and nurse’s complete medication charts when medication has been given as part of their job roles on a daily basis. Therefore, all of this data will be available to the researcher, and the researcher is not manipulating anything the individuals receive, and data will simply be taken from their daily charts to monitor fluid, food, sleep and agitation.

Before any data is collected, a consent form will need to be completed prior to any information being taken. Those who have early onset dementia can sign the consent form, those with middle and end stage dementia will have an individual sign on their behalf due to them not being able to give full informed consent. Each individual has a power of attorney this could be a family member, husband or wife, or an IMCA, this is a person who is an advocate to make decisions for an individual who can’t make them themselves. The consent form will include the purpose of the study and explain that the researcher will be using information on what they have eaten, drunk, hours of sleep and whether or not they had received medication during the day before and after their daily activities. The individual or those signing on behalf of the individual will be informed that the above information will be taken for three weeks. The consent form will also state that the research will not be manipulating anything during the three weeks, because these are things that take place on a daily basis at the home.  (see information/consent form at the end of this form).
[bookmark: _GoBack]
A debrief form will be given so participants or the power of attorney/IMCA will have an understanding of what the researcher was trying to do. All individuals/power of attorney/ IMCA will have the right to withdraw their data at any stage of the study. The individuals can stop the activities at any time, because these are a natural part of their daily routine. All of the data (medication, fluid, and sleep and food intake) is naturally occurring, none of this will be manipulated. These are things that are monitored on a daily basis by the researcher (as part of her job) and other staff members. 

Using a mixed-subjects design, four separate 3x3 ANOVAs will be run using SPSS. One for each DV (fluid, food, sleep, agitation). 
Results will be based on observations, and the monitoring of diet and fluid charts, and sleep patterns and medication charts. There will be a points score system so data can be analysed using SPSS. 
(this box should expand as you type)



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

	The research is being carried out within a care home that looks after individuals with a number of different illnesses or age related restrictions, mainly individuals with dementia. The care home is a 47 bed care home in Sketty, Swansea. The researcher has worked in the care home for 15 years and is the care manager. 

(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.

	
N/A

(this box should expand as you type)


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

	NO
	☐

	
	YES
	☒

	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 prevailing data protection law of the country in question and England and Wales.

Information will be taken from the daily charts (fluid, food, medication and sleep) as part of the data for this study. Furthermore, I will also access information on the individual’s diagnosis of Dementia (early, moderate, late) that has been provided by the home’s doctor. I have had permission from the home’s owners to use this information. Individuals (or those providing consent) will be asked in the consent form whether they are willing for the researcher to use this information. If not, the data for these individuals will not be accessed and not included in the study (but will obviously still do all activities, and the fluids, food, sleep and agitations will still be monitored because these take place every day). 

All care homes policies, procedures and data protection act 1998 will be followed before any research is carried out. All documents and data being used will be anonymous and will remain within the care home. Any of the policies and procedures can be obtained from the care home for verification if needed.

(this box should expand as you type)





SECTION F: Scope of Research Activity
	Will the research activity include:
	
YES
	
NO

	Use of a questionnaire or similar research instrument?
	☐
	☒

	Use of interviews?
	☐
	☒

	Use of diaries?
	☐
	☒

	Participant observation with their knowledge?
	☒
	☐

	Participant observation without their knowledge?
	☐
	☒

	Use of video or audio recording?
	☐
	☒

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

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

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

	Investigation of participants involved in illegal activities?
	☐
	☒

	Use of procedures that involve deception?
	☐
	☒

	Administration of any substance, agent or placebo?
	☐
	☒

	Working with live vertebrate animals?
	☐
	☒

	Other primary data collection methods, please explain in this box
For example, ‘focus groups’. Please indicate the type of data collection method(s) in this box and tick the accompany box.
	☒
	☐

	Details of any other primary data collection method:
See in-depth details above of what data will be obtained.

(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
	Who are the intended participants:
	
YES
	
NO

	Students or staff at the University?
	☐
	☒

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

	Vulnerable adults?
	☒
	☐

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

	Prisoners?
	☐
	☒

	Young offenders?
	☐
	☒

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

	People engaged in illegal activities?
	☐
	☒

	Others (please identify specifically any group who may be unable to give consent) please indicate here and tick the appropriate box.

	☒
	☐

	Other – please indicate here:
Some of the participants will not be able to consent due to their Dementia, therefore consent from power of attorney/ IMCA will be gained before any data is gathered. (see information/consent form at the end of this form).

The researcher will follow all care homes policies and procedures at all times. The researcher has had extended and in depth training on protecting vulnerable adults as part of their job role, this will be used to protect the participants at all times.



(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? 

	How many participants are expected?

	
Estimated to be 36 participants taking part, all of which have Dementia. 

(this box should expand as you type)

	Who will the participants be?

	8 participants with early onset dementia, 14 with middle stage dementia and 14 with end stage dementia. Participants will all be over the age of 65, there are 3 males and 33 females.


(this box should expand as you type)

	How will you identify the participants?
	I am the care manager of the home where the individuals with Dementia reside. Therefore, I have gained access in this way.
All participants will be given numbers, to enable the participants to become anonymous.


(this box should expand as you type)





	Information for participants:
	
YES
	NO
	
N/A

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

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

	Will you obtain written consent for participation?
	☒
	☐
	☐

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

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

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

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

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

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

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

	


(this box should expand as you type)



	Information for participants:
	
YES
	NO
	
N/A

	Will participants be paid?
	☐
	☒
	☐

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

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

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

	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.  

	Full risk assessment completed and appended? 

	Yes 
	☐

	
	No
	☒

	Risks to participants
For example: emotional distress, financial disclosure, physical harm, transfer of personal data, sensitive organisational information

	Risk to Participant:

1. Due to the nature of Dementia, individuals may become emotionally distressed due to the reminiscences in one of the activities. 


2. Use of personal sensitive information (diagnosis, fluid,food,sleep,agitation) 

3. Transfer of data
	How will you mitigate the Risk to Participant

1. Because this activity is part of the activities undertaken by the Care Home, staff are trained to deal with this scenario, and they stop the activity and comfort the individual. The staff will follow the Home’s protocols to deal with this.  All individuals/families/ power of attorney/IMCA understand that this is one of the activities carried out by the Home. The researcher and staff at the home has had extensive training in dealing with vulnerable adults and will use their expertise knowledge to guide and support the individuals. The researcher has gained a trusting relationship with all participants therefore will always act in their best interest. Other senior members of staff will be present if any support is needed.The researcher will follow care homes policies and procedures at all times.

2. I have had permission from the Home’s owners and the Trust to access personal information. Individuals (or those providing consent) will be asked in the information sheet and consent form whether they are willing for me to use this information. If not, the data for these individuals will not be accessed and not included in the study. Individuals will be informed that the data collected during the three weeks will be used for a final year undergraduate dissertation project, and not part of her job at the Home. It will also be made clear to that the data collected will not be traced back to the individual at any point.  (see information/consent form at the end of this form).Consent forms will be stored separately to the data.  A debrief form will also be provided at the end of the three weeks so that individuals or the power of attorney/IMCA will have another opportunity to withdraw their data from the study. (see information/consent form at the end of this form). 

3. Transfer of data includes from the notes taken from the home (food intake etc.). These will remain at the home for the duration of the study (three weeks). These charts will be locked in the office safe. Then I will create an excel spreadsheet and transfer this information to my laptop which is password protected. The chart will then be shredded. The data will then be transferred from the spreadsheet to the university computer for SPSS analysis. 


(this box should expand as you type)

	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

	


(this box should expand as you type)

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

	Risk to Investigator:

1.Accusation of a conflict of interest, since the researcher works at the home. 

2. Risk of physical harm when involved with the   
  activities (on my shift)


(this box should expand as you type)
	How will you mitigate the Risk to Investigator:

1, All participants/families/ power of 
attorney/IMCA will be informed when the data is being collected. 

2. The researcher will remain impartial and will simply be carrying out her normal duties and the only new thing she will be doing  - is collating the data for analysis. 

3, The researcher will gain guidance and support from other senior members of staff if conflict occurs during the data collection.

4, All care homes policies and procedures will be followed if the individual becomes upset or lashes out (this is part of the job). There is a protocol that I and other staff members follow when this occurs. 

5,The researcher will gain advice from the university if any concerns are raised.

6. The researcher will follow the BPS protocol. If the researcher is affected in anyway, then contact for advice and support will be made to the researchers supervisor



(this box should expand as you type)

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

	Risk to University:

A potential risk to the university could be that if the research student is not fully compliant in how they conduct their data collection, transfer of data or maintain respect towards the participant and the university which includes any materials or equipment used. 
Failure to do so, may result in adverse publicity, failure to comply with Data Protection Act and potentially financial loss to the university.



A complaint could be made to the university.

 (this box should expand as you type)
	How will you mitigate the Risk to  University:


The research student will gain full approval from the Academic Discipline of Psychology and the ethics committee   
 
The research student must always maintain and adhere to the BPS code of human research ethics and the University’s research integrity and the University’s code of practice, and always maintain a respectful manner throughout the process and work with the upmost professionalism.  
 
Participants/power of attorney/ IMCA will be provided with contact details for the researcher and her supervisor.

All risk assessments, data protection policies and procedures will be followed to minimise any risk that may occur.

The General Data Protection Regulation 2016 “GDPR”, Data Protection Act 2018 “DPA and the BPS guidelines will be adhered to when handling, transferring, analysing and reporting all data. No data identifiable information will be written up in the final dissertation. 



(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


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





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

	
All individuals will be verbally debriefed where the researcher will explain the reason why the data was taken and the rationale behind exploring the effect of activities on quality of life. .what the researcher intends to carry and for what reasons.. Also, debrief forms will be given to those who can consent, and those who cannot, debrief forms will be given to power of attorney/ IMCA. All participants will have the right to withdraw their data at this (and any) stage.

(this box should expand as you type)

	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.

	A residents meeting will be held within the care home by the researcher. A poster will be presented as to when the data will be obtained. Individuals and power of attorney/ IMCA, will all be asked if they will allow their data to be used in the research. Once individuals have been gathered a consent form will be provided giving details of the research and what being involved will entail. (see information/consent form at the end of this form).The researcher will inform them that all will remain anonymous at all times, and the data protection act 1998 will be followed, and that the data collected during the three weeks will be used for a final year undergraduate dissertation project, and not part of her job at the Home. It will also be made clear to that the data collected will not be traced back to the individual at any point.  Consent forms will be stored separately to the data.

All the care home’s policies, procedures and risk assessments will be adhered to during the activities and taking of information relation to their food, drink, sleep and medication. They will be reassured that none of the daily activities or monitoring information will be manipulated by the researcher.   


(this box should expand as you type)

	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. 

	
No names will be used in the final dissertation. No other persons will be able to gain access to any data being collected. No documentation relating to personal medical records or information will be taken from the home. The researcher will simply code the information (explained above i.e. medication administered by the nurses for agitation - yes or no). To input the data to SPSS the names will be removed from the data on each person and allocated a number (particiant 1, 2,3 etc). The raw data taken from individuals will be inputted into the researcher’s laptop which is password protected and no other persons will have access. All raw data (without identifying information – just participant number) will be stored for a minimum of 12 months.

(this box should expand as you type)





SECTION J: Data Protection and Storage
In completing this section refer to the University’s Research Data Management Policy and the extensive resources on the University’s Research Data Management web pages (http://uwtsd.ac.uk/library/research-data-management/).
	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

	“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.
	x☐
	☐

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

	
Personal data will be used to enable the researcher to carry out an analyse. Participants stages of dementia will be used e.g early onset dementia, moderate, end stage this is needed to enable the researcher to put participants into groups for certain activities. The data for each DV (sleep, fluid etc.) will be obtained and attached to each individuals results. However, once all the data has been collected for each individual over the three weeks, names will be removed and each person will be allocated a number (participant 1, 2,3 etc) so the transfer of data will be numbers, not names.

Names will be given on consent forms to enable the researcher to carry out the research. No other person will have access to this information other than the researcher. All consent forms will be locked away in the Home’s safe in its office. (see information/consent form at the end of this form).
 

(this box should expand as you type)

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

	“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:

	Individual’s stage of Dementia will be used to enable the researcher to define the groups for analysis purposes e.g early onset dementia, moderate, and end stage.
I have gained permission from the Home, Trust and Doctors to be able to use this information for this purpose. 

(this box should expand as you type)


	
Will the research activity involve storing personal data and/or special category data on one of the following:
	YES
	NO

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

	University computers?
	☒
	☐

	Private company computers?
	☐
	☒

	Home or other personal computers?
	☐
	☒

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

	“Cloud” storage or websites?
	☐
	☒

	Other – specify:

	☐
	☒

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

	Personal data will be used so analysis can been run via SPSS, all data will be stored on the researcher’s laptop, and analysis on SPSS will be run on a university computer. All computers are password locked and only the researcher and dissertation supervisor will have access to any data collected. 


(this box should expand as you type)

	All Data Storage

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

	Electronic transfer of data in any form?
	☒
	☐

	Sharing of data with others at the University?
	☒
	☐

	Sharing of data with other organisations?
	☐
	☒

	Export of data outside the European Union or importing of data from outside the UK?
	☐
	☒

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

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

	Use of data management system?
	☒
	☐

	Data archiving?
	☐
	☒

	If YES to any question, please provide full details, explaining how this will be conducted in accordance with the GDPR and DPA (and/or any international equivalent):

	
Data will be run via SPSS on the University’s computer. All data will be numerically coded – with no identifiable information. Transfer of data includes from the notes taken from the Home (food intake etc.). These will remain at the Home for the duration of the study (three weeks). These charts will be locked in the office safe. Then I will create an excel spreadsheet and transfer this information to my laptop which is password protected. The chart will then be shredded. The data will then be transferred from the spreadsheet to the university computer for SPSS analysis.. Only myself and the dissertation supervisor will see results from data that have been collected.

(this box should expand as you type)

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

	The principal researcher and supervisor


(this box should expand as you type)

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

	The principal researcher


(this box should expand as you type)

	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.  

	

Raw data will be used for analysis via spss. to create any findings found from the research being carried out.  The data gained from participants will be stored on the researcher’s laptop for a period of 12 months, after this time all data will be deleted. No other persons will be able to gain access to the data as the laptop password protected. Data taken/written at the home (coding if food intake etc.) will be locked in the safe in the office of the home until I am ready to type this into a spreadsheet ready for transferring to SPSS.  

(this box should expand as you type)

	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)

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

	YES
	☒

	
	NO
	☐

	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
	☒

	
	NO
	☐





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

	Signature of applicant:
	LA Ferrier
	Date:
21/10/19




For STUDENT Submissions:
	Director of Studies/Supervisor:
	Charlotte Greenway
	Date:20.11.19

	Signature:
	[image: ]

	



For STAFF Submissions:
	Head of School/Assistant Dean:
	
	Date:

	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 (and have NOT completed Section H of this form) (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 Head of School.

	☒

	I have deleted the guidance notes before submitting the PG2 for consideration













[image: ]School of Psychology
Carmarthen Campus


Study Consent Form

My name is Lyndsey Ferrier, I am the care home manager of the old vicarage nursing home. I have worked in the care home for the past 15 years. I have been studying Applied Psychology and I am currently in my 3rd doing my dissertation . 
I understand that this research study is being carried out by a 3rd year level 6 Psychology Student for their dissertation, and that by taking part in this study it will involve increasing activities. Daily activities are a normal intervention within the care home. The care home has an activities coordinator that does a number of different activities throughout the week, these include music therapy, touch/hand massages, and games. The researcher is looking to increasing the activities that are already set up. The increase activities will be carried out from 8am until 2pm.This study is to see whether, if activities are introduced early on in the day, residents will benefit by reducing agitation, increasing diet and fluid intake and improving sleep .The research carried out will be a field experiment, within a care home setting. Food and fluid charts, sleep patterns and agitation (checking the medication received by the individual) that have been taken in the morning will be compared with those taken after the activities (evening) for a period of three weeks. During this three-week period each individual would have taken part in all three of the activities at least twice (allowing for those who feel unwell and not feeling up to taking part in the activities).Documentation from the individual’s care notes will be looked at to see whether a diagnosis of dementia have been made. At no stage will any individual’s personal information be available to any other person other than the researcher. The researcher is not manipulating anything the individuals receive, and data will simply be taken from their daily charts to monitor fluid, food, sleep and agitation. Transfer of data includes from the notes taken from the home (food intake etc.). These will remain at the home for the duration of the study (three weeks). These charts will be locked in the office safe. Then I will create an excel spreadsheet and transfer this information to my laptop which is password protected. The chart will then be shredded. The data will then be transferred from the spreadsheet to the university computer for SPSS analysis. 

This Study will take approximately four weeks to complete. 
I understand that participation in this study is entirely voluntary and I am free to withdraw participation at any time without giving a reason.  I am aware that if I have concerns about the study I can discuss these concerns with the researcher or academic supervisor at any time during or after the study.
I understand that the information provided by me will be held confidentially, with a code assigned in place of my name. These data will be stored indefinitely in accordance with the Data Protection Act.
I also understand that at the end of the study I will be provided with a debrief form and the opportunity to discuss any issues with the researchers.

I, ___________________________________ consent to participate in the study conducted by Lyndsey Ferrier, School of Psychology, University of Wales Trinity Saint David, Swansea under the supervision of Charlotte Greenway.
I am the legal representative for the individual taking part within this research. Signature , I, ……………………………… 
RELATIONSHIP TO PARTICIPANT……………………….
Agree to the individual taking part within this research project.

Signature:________________________________________________
Date:___________________

Name and signature of researcher taking consent 
___________________________________________________________________
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