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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.  


SECTION A: About You (Principal Researcher)

	Full Name:
	Niccola Scoberg

	Tick all boxes which apply:

	Member of staff:
	☐	Student:
	☒	Honorary research fellow:
	☐


	Faculty/School/Centre:
	School of Psychology

	Campus:
	Carmarthen

	E-mail address:
	1402519@student.uwtsd.ac.

	Contact Telephone Number:
	07588 69 63 02

	For students:

	Student Number:
	1402519
	Undergraduate
	☒
	Programme of Study:
	BSC Applied Psychology
	Taught Postgraduate
	☐
	Director of Studies/Supervisor:
	Stuart Jones
	Research
	☐


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):
	Research Degrees Committee
	☐	

	
	Faculty Research Committee
	☐	

	
	Other (write in)

	☒	Oct 2017


Approval in principle must be obtained from the relevant source prior to seeking ethical approval.

SECTION C:  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.

	University Code of Ethics
	☒
	BPS Human Code of Conduct
	☒

	
	☐




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:

	Institution
	

	Contact person name
	

	Contact person e-mail address
	



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:
	Community based participatory research: effects of stigma and lived experience of paediatric bipolar disorder 


	Proposed start date:
	01 Nov 2017
	Proposed end date:
	29 Mar 2018

	Purpose of research activity (including aims and objectives)


	
The purpose of this study is to examine family stigma experienced and quality of life after a family member has been diagnosed with the mental health disorder of Bipolar.  

· The aim is to investigate the contrast in family participants selected; being two families with a diagnosis of bipolar disorder and lived experience of the condition including the associated stigma to compare and contrast the impact of stigma and quality of life.
· Recent existing research often investigates other mental health conditions, particularly schizophrenia, however the equally distressing and debilitating condition of bipolar has received limited focus, and less with a child sufferer or childhood diagnosis. 
· The objective is to evaluate the contrast of historical and contemporary lived experiences of bipolar disorder and experienced stigma and quality of life; questioning if public awareness and acceptance is now more widespread or static, plus the impact on the entire family.
· A series of questions will be asked to include key questions relating to diagnosis, stigma and quality of life; to include
· What did mental health stigma mean to you before your son’s diagnosis?
· Did anyone at the time verbally make you aware of any judgements or assumptions?
· Do you disclose your son has bipolar?  Why? Or why not?
· What do you think could improve the outcomes and quality of life for those diagnosed with bipolar disorder? 

· The importance of this research is the profound impact on the wellbeing of the families and close friends associated with the bipolar sufferer and how the impact extends to all aspects of everyday living, across lifespan.  Thus affecting schooling, both behaviour and attendance including academic achievement, career prospects, relationship status, criminality and rehabilitation, plus the longitudinal societal burden and costs incurred. 

Conducting research there are risks as participants will be disclosing life experiences of a sensitive, personal nature, however it is expected that the benefits will outweigh the risks. The University Code of Ethics will be adhered to throughout, as will the British Psychological Society’s Human Code of Conduct, with direct supervision to exercise honesty, rigour, transparency and open communication plus care and respect.  To include informed written and verbal audio consent with stringent consideration to anonymity, secure password controls of retained information including the participants’ right to withdraw at any time with no reason, including data withdrawal and data destroying, plus debriefing to include further information providing contacts of relevant supporting organisations.       


	Proposed methods


	
Based on a qualitative design incorporating Interpretative phenomenological analysis (IPA) (Willig, 2013) using a semi structured interview schedule to gain an in depth, personal account of lived experiences of a bipolar diagnosis in two separate families to contrast between historical and contemporary views.  It is intended for the purpose of selection of participants to actively seek two families; the first family with a long term diagnosis from childhood and a second family with a more recent diagnosis of a child family member. 

Each participant’s individual audio semi structured interview will be recorded using a Dictaphone and securely downloaded to be transcribed ad verbatim, then securely stored, password access only will be applied. Each participant will receive a typed copy of their transcribed interview for their perusal in order to omit or amend any of the content.  This process of content review, assists in reaffirming and strengthening the validity and reliability of the data to be extracted.  The researcher will read each individual transcript several times, identifying and coding emerging themes to enable cross reference all participants’ transcripts identifying any common themes across participants (superordinate and subordinate themes) strengthening data.  Results of the findings for each participant will be illustrated in a table of themes, clearly stating the superordinate and subordinate themes, with transcript quotes to evidence, stating each quotes page/ line or question number identified. Result data will be compared and contrasted between each participant’s table of themes, across generations and families to evaluate how stigma is experienced differently or similarly by each participant thus informing the results and discussion of the research.

Following a review of current literature there is a lack of focus on bipolar disorder and the stigma associated for the sufferer extending to the family members; particularly so when the disorder is experienced during early childhood years.  Of particular interest in this research is the incorporation of different elements; the generational age comparison of participants (grandmother, parent and sibling) the longitudinal comparison (historical and contemporary lived experiences) and the comparison of the stigma experienced (type and extent).  IPA is essentially the appropriate research tool for this study as it offers a detailed understanding from the participants’ perspective, underpinned by simplicity yet paradoxical complexity through methodological rigour analysis.  By developing idiographic understanding of the participants’ experiences, informs of lived experience within their social reality of the diagnosed condition and its impact (Biggerstaff & Thompson, 2008).

It may be important to note through initial contact of recruitment; no pilot study will be initiated.  However, each prospective participant will be asked if they have, or any family member has experienced stigma through the association of a family member suffering bipolar disorder, and a full copy of the interview schedule will be available for them to gain prior knowledge of the list of questions.  This is to ensure they are aware of the nature of the sensitive questions, in an effort to reduce attrition at a later stage of the research, as timing will be a crucial component.

It will be stressed it is vital and paramount that each family member does not discuss any of the questions with another family member, even dates or age of onset or diagnosis.  It is imperative that each participant delivers their own personal recollection and account to each question.




	Location of research activity


	
Research interviews will take place at a suitable and safe location for all parties, yet convenient to all participants.  Due to the expected difficulty in selecting participants the research area is extended nationally to include the whole of the UK.


	Research activity outside of the UK

	






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



	☐
	☒



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 under 18?
	☐
	☒

	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):


	☐
	☒



	Participant numbers and source

	Recruitment and selection will be advertised locally, with in home educational setting and within in therapeutic day service setting, in addition via social media to acquire participants nationally due to difficulty in selecting participants to meet the research criteria of two families of an individual with a diagnosis of paediatric bipolar disorder, to evaluate the lived experienced stigma and quality of life between all participants.  Participant numbers are expected to be 6.





	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 

	







	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 

	






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. 



	Full risk assessment completed and appended? 

Yes                               ☐
 No                                   ☒


	Risks to participants


	Risk will be identified and outlined in the informed consent to all participants and every consideration to minimise risk will be executed throughout, but includes possibility of emotional distress (yet minimised by the degree of disclosure to the comfort of the participant, any question can be declined or removed).  The security of personal transferred data is another minimal risk yet University code of ethics adhered to.  Any element of risk will be immediately reported to the supervisor.

Informed consent will also explain there may be extreme instances, when through a duty of care the researcher may reveal information provided by a participant in confidence, primarily to safe guard that individual or others, to reduce harm and promote safety and wellbeing; particularly due to the disclosure of the impact of a mental health disorder.



	

	

	Due to the sensitive and personal information being disclosed debriefing will be exercised including useful and relevant contacts provided for information, advice or support.  



	

	Risks to investigator


	
Contact via email between the researcher to the supervisor updating as and when each interview has taken place and completed to safe guard the personal safety of the researcher.   A suitable, safe location and situation of each interview is to be confirmed once participant selection is completed.
By providing participants with information sheet, the full list of questions in interview schedule before obtaining informed consent both written and oral by audio tape, debriefing sheet including contacts and organisations for information, support and advice, adherence to all these protocols will also protect the researcher, and also the protection of the university.


	

	University/institutional risks


	Safety and risk assessed (minimal risk) managed accordingly whilst adhering to the University code of ethics, in addition to the British Psychological Society (BPS) human code of conduct, both exercised throughout the entire scope of the research activity (before, during and after) to comply with ethical, legal and professional requirements by regulatory authorities.  Consideration to adverse publicity, financial loss, data protection, safety of all parties, whilst remaining professional throughout.

	

	Adverse outcomes


	
Adverse outcomes of this research activity have been screened for in the selection of participants by excluding the individuals with the bipolar diagnosis and focusing solely on their family’s experiences.  Also, by providing each participant with the full version of the interview schedule of questions each participant will be fully aware of the precise nature of the questions. However, the researcher will refer to supervisor any issue in the first instance.  Requirement of an emergency protocol is to be discussed with supervisor; should an adverse event occur whilst conducting the research at any point the researcher will withdraw from research activity with immediate effect and report to the Ethics Committee to mitigate further harm or distress.






	Disclosure and Barring Service

	
	


YES
	


NO
	


N/A

	Has a DBS certificate been obtained?
	☐
	☐
	☒


SECTION I: Feedback, Consent and Confidentiality

	Feedback


	Feedback will be provided to the participants as detailed in the information and informed consent, once each participant’s audio interview has been transcribed they will each receive their own copy of their interview to content review; enabling the participant to identify and request any amendments, or by removing any data they request, plus ensuring the content is accurate.  Should they require a full copy of the research findings, or a copy of the entire research document this will be provided on completion of the study.


	

	Informed consent

	
Informed consent will be gained after providing the participant with the information sheet including all questions to be asked.  
Informed consent attained through a participant signed written document, explaining the research and detailing how it will be carried out, providing a simple explanation of the aim, rationale and the detailed importance of the study.  At the start of each participant’s audio interview oral consent will also be given by each participant. 
A typed copy of the interview schedule will be given to each participant for their perusal with in the information sheet before consent is given to ensure participant is fully aware of the nature of the questions. 
Clearly explained in the informed consent document and verbally will be their right to with draw at any time, and their data removed and destroyed in line with data protection with no explanation from the participant required. 
Also explained will be their right to decline any question, or amend or omit their response after viewing their interview transcript. They will be made aware they can talk freely and add any information they feel relevant not covered by the interview schedule the greater the detail the more valuable their interview will be to the research.  
In addition it will also explain how their anonymous sensitive personal data will be safely handled, stored and destroyed adhering to current codes of practice of the British Psychological Society’s Human Code of Conduct and the University’s Code of Ethics.
Verbal informed consent will be obtained from each participant at the start of the audio recording of their individual interview.
A complaint procedure for the participant to follow will also be identified with in the information sheet, informed consent and debriefing sheet.


	

	Confidentiality / Anonymity


	
Confidentiality / Anonymity obtained by use of pseudo names, using a vague location area of recruitment of participant’s,  data only shared between researcher, supervisor and finally when research completed, data shared with all participants (by means of their own copy of the fully completed research document) and  with the examiner/s.  
However, although core principles of social research there may be extreme instances when through a duty of care the researcher may reveal information provided by a participant in confidence to safe guard that individual or others to reduce harm and promote safety and wellbeing.






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/).
	
	YES
	NO

	Does the research activity involve personal data (as defined by the Data Protection Act)?
“personal data” means data which relate to a living individual who can be identified—
(a) from those data, or
(b) from those data and other information which is in the possession of, or is likely to come into the possession of, the data controller, and includes any expression of opinion about the individual and any indication of the intentions of the data controller or any other person in respect of the individual.
	☒
	☐

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

	The data expected to be collected throughout the research activity will be personal data, required to investigate the extent of lived stigma and how quality of life is effected by the impact of the mental health diagnosis of paediatric bipolar disorder and contrasting over time from a historical and contemporary view. 

	

	Does it involve sensitive personal data (as defined by the Data Protection Act)?
“Sensitive personal data” means personal data consisting of information as to –
(a) the racial or ethnic origin of the data subject,
(b) his political opinions,
(c ) his religious beliefs or other beliefs of a similar nature,
(d) whether he is a member of a trade union (within the meaning of the Trade Union and Labour Relations (Consolidation) Act 1992),
(e) his physical or mental health or condition,
(f) his sexual life,
(g) the commission or alleged commission by him of any offence, or
(h) any proceedings for any offence committed or alleged to have been committed by him, the disposal of such proceedings or the sentence of any court in such proceedings.
	☒
	☐

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

	Although sensitive personal data are expected to be disclosed regarding the lived experience of a family member’s mental health, and how this impacts the entire family, endeavoured throughout this research is the continual, conscious effort to keep risk to a minimal. The interview schedule is sensitively created by carefully and suitably utilising whilst adapting other published research questioning tools and scales, with the aim to gain more insight of the debilitating disorder of bipolar.

It is anticipated the collection of these data will have much societal benefits ranging from, yet not limited to, the diagnosis, treatment, management and disclosure related to bipolar for families, agencies, the general public by promoting awareness and a greater knowledge of the lived impact of bipolar disorder; both contemporary and historically by investigating and contrasting two families’ experiences over time. The individual family member diagnosed with bipolar disorder are not participating, reducing risk.

A review of literature illustrates bipolar is seldom researched, particularly in the child demographic; the focus is on other mental health issues, mainly schizophrenia, yet mostly in the adult demographic.  Thus all these elements provide a strong rationale for this research.




	Will the research activity involve storing personal 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:  Dictaphone for audio data

	☒
	☐

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

	
Confidentially stored data will include password only access, pseudo names to protect participants’ identity, that of their family plus that of the person experiencing bipolar disorder to comply fully with data protection requirements set out in the University Code of Ethics and British Psychological Society Human Code of Conduct.




	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 Data Protection Act (and/or any international equivalent):

	Research data will be created, maintained and shared complying with legal and ethical current requirements detailed by the University’s Codes of Practice including research misconduct and integrity.







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

	
The researcher, the research supervisor and the examiner/s plus each of the participants.


	

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

	The researcher and the research supervisor.



	

	Give details of data storage arrangements, including where data will be stored, how long for, and in what form. Will data be archived – if so how and if not why not.  

	
The University resource bank will be utilised if in doubt or through Research, Innovation and Enterprise Services.  Data will be stored for the duration of the research activity and examination marking procedures for duration of the degree course, in compliance with the University’s Code of Practice and the Data Management Plan






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:
	[image: ]
	Date:
	25 OCT 2017



For students:
	Director of Studies/Supervisor:
	Dr Stuart Jones

	Signature:
	[image: G:\transcend disc lectures\Transcend\Electronic Signature - Stuart.png]


	Date:
	28 / 10 / 2017. 



For staff:
	Head of School/Assistant Dean:
	

	Signature:
	


	Date:
	




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)


	☒
	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.
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	RESEARCH STUDENTS AND 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.
You will be informed of the outcome of your claim by email; therefore it is important that you check your University and personal email accounts regularly.



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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