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Participant Information Sheet (Prolific Version)


Study Title: 	Does Executive Function Predict Impulsive Financial Behaviours in Bipolar Disorder?

Researchers: 		Hannah Coman 		h.k.coman@soton.ac.uk
			Thomas Richardson		t.h.richardson@soton.ac.uk
			Warren Dunger		w.n.dunger@soton.ac.uk	
ERGO Number:	79095						

You are being invited to take part in the above research study. To help you decide whether you would like to take part or not, it is important that you understand why the research is being done and what it will involve. Please read the information below carefully and ask questions if anything is not clear or you would like more information before you decide to take part in this research.  You may like to discuss it with others but it is up to you to decide whether or not to take part. If you are happy to participate you will be asked to sign a consent form.

What is the research about?

This is a doctoral project as part of the Doctorate in Clinical Psychology (DClinPsy). I am interested in conducting research that combines mental health conditions with knowledge about the brain and how it works, to contribute towards developing practical interventions.

This research is examining impulsive spending behaviour in people diagnosed with bipolar disorder and how this relates to a certain aspect of brain function, called executive function. Executive function involves the front part of your brain and is an umbrella term for a collection of abilities including working memory (being able to hold information in mind and do something with it), monitoring (keeping track of what you are doing) and being able to inhibit (stop yourself doing something). It can also involve planning, organisation and decision-making.

Looking at adults who have been diagnosed with bipolar disorder only, the study aims to find out if there is a relationship between a person’s score on tasks that measure different parts of executive function and the likelihood that someone will spend money impulsively. Spending money impulsively can cause lots of problems, such as bankruptcy or relationship break downs and can impact your mental health. If scores on executive function tests can help to tell us who is most likely to end up spending money impulsively, then something could be done to prevent this from happening. This could include doing some psychological work with someone and raising their awareness of the problem, or it could include practical intervention involving their bank.

To add to the understanding of this issue, the study also aims to find out whether executive function differs between mood states (i.e. euthymic, manic/hypo, mixed or depressed) has a relationship with mood state or anxiety in a bipolar disorder population, and if so, whether this has an effect on any relationship between executive function and impulsive spending. Lastly, the study aims to find whether there is a difference on tests of executive function between individuals who have an increase in compulsive buying, gambling or debt a month after being tested compared to those who do not.

The study is funded by the University of Southampton.
 

Why have I been asked to participate?

You have been approached to take part in the study as you are an adult who has a diagnosis of bipolar disorder. At least 140 adults with a diagnosis of bipolar disorder are needed for the study.

Who is eligible to take part?

To be eligible for the study:
· Have a diagnosis of bipolar disorder
· Be 18 years of age or older
· Speak English as a first language

You would not be eligible for the study if you:

· Have a diagnosis of Cyclothymia
· Have a diagnosis of or are under investigation for a neurodegenerative disease of the brain (due to the effects on tests of cognitive function).
· Have an acquired brain injury (including stroke or brain tumour) that you believe to affect your cognitive function (e.g. your attention, concentration, speed of processing information, or memory).
· Have significant visual or hearing difficulties that cannot be corrected, for example with glasses or hearing aids (due to the effects on tests of cognitive function).

Please do not proceed with the study if you are not eligible. If you have any doubts or questions and would like to discuss these, please email the researcher (details at the top of this page).


What will happen to me if I take part?

The study is all online and asks for you to participate at two different time points, one month apart. 

At time point one:

1. You will be asked to complete three short questionnaires regarding demographic and health information, the amount of alcohol you drink, and traits of bipolar disorder. These questionnaires will take around 10 minutes to complete and are to enable data comparison within subsets of the population and are to confirm eligibility for the study.

The eligibility criteria are detailed above. If you are deemed ineligible from the results of these questionnaires, your data will be excluded from the study.

2. Main Study Questionnaires: These are scales and questions regarding your mood, spending habits and finances. These will take around 15 minutes to complete.

3. Executive Function tests: You will also be sent a link to complete online tests of Executive Function. It’s really important to complete these on your own with no disturbances. There are five of these to complete, ranging from two minutes to ten minutes in duration. Overall, this section will take around 50 minutes to complete (allowing for reading time).

You may be asked to complete Main Study Questionnaires and Executive Function tests in either order, but you do not have to complete them in one sitting.  You may have a break of up to 24 hours between completing the Main Study Questionnaires and Executive Function tests. 

At time point two (one month later)

1. Main Study Questionnaires: You will be asked to repeat the four short questionnaires again (regarding mood, spending habits and finances), but not the tests of Executive Function. 

Questionnaires at time point two are likely to take around 15 minutes to complete.

Are there any benefits in my taking part?

Five people will be randomly selected to receive £50 in Amazon vouchers as a thank you for taking part in the study. Taking part has no other direct benefits to you, but the research findings will contribute to our understanding of bipolar disorder and it is possible that interventions to prevent or reduce risky spending behaviour will be developed as a result of the study.

Are there any risks involved?
There are no physical risks during this research. It is possible that you may feel some level of psychological discomfort or distress when answering personal questions about topics that can be understandably sensitive for some people, such as your substance use, medical history or finances. If you become concerned as a result of taking part in this study, you may wish to seek help from the following charities:

Mind: 				www.mind.org.uk
Gamblers Anonymous:	www.gamblersanonymous.org.uk
Alcoholics Anonymous:	www.alcoholics-anonymous.org.uk


It is also possible that you may experience some level of psychological discomfort when completing tests of Executive Function; the tests are not designed to be distressing, but it is possible to feel anxiety regarding your performance. 

This study is for research purposes only and no clinical interpretation of test results will be made. No feedback regarding performance will be provided to any individual. If you are concerned about your performance on these tests, it is recommended that you seek advice from your GP. It is worth noting however, that such tests are designed to challenge you in order to measure performance. 


What data will be collected?

All data will be collected online and will consist of your responses to questionnaire items or scores assigned by computer software, based on your performance on tests of Executive Function. Demographic information collected will include some special category data under Article 9 of GDPR, as information regarding a health diagnosis and information regarding ethnicity is asked for. This information is required as it is essential for the purpose of the research that participants have a diagnosis of bipolar disorder. Ethnicity provides important contextual information for performance on tests of executive function and may be controlled for as part of data analysis.

Research data will be digital and stored on the University’s networked storage, in accordance with University of Southampton regulations. Data will be encrypted/password protected when being stored or transferred. It will be kept on University networks only and will not be stored locally. Should any data require transferring, this will not be done via email, rather the University’s secure system ‘SafeSend’ will be used. Data will be stored and used in accordance with GDPR law. At the end of the research project, data will be stored in a discipline specialist data repository.

ID numbers will be used in place of participant names on databases containing test scores and survey results; names and email addresses (needed for one month follow up contact of participants) will be stored separately. 


Will my participation be confidential?
Your participation and the information we collect about you during the course of the research will be kept strictly confidential. 

Only members of the research team and responsible members of the University of Southampton may be given access to data about you for monitoring purposes and/or to carry out an audit of the study to ensure that the research is complying with applicable regulations. Individuals from regulatory authorities (people who check that we are carrying out the study correctly) may require access to your data. All of these people have a duty to keep your information, as a research participant, strictly confidential.


Do I have to take part?
No, it is entirely up to you to decide whether or not to take part. If you decide you want to take part, you will need to sign a indicate your consent form to show you have agreed to take part. Consent will be requested online, further below, and will be asked for again, prior to completing online questionnaires and tests of executive function the collection of eligibility any information. 


What happens if I change my mind?
You have the right to change your mind and withdraw at any time without giving a reason and without your participant rights being affected.

If you wish to withdraw from the study at any time, please contact the researcher and provide your participant number, stating whether you wish to discontinue participation only or whether you would like all information already obtained from you to be removed from the study.


What will happen to the results of the research?
The project will be written up as part of the qualification requirements for the DClinPsy at the University of Southampton. It is also likely to be submitted with the aim of publication in an academic journal. Participants will be not routinely receive a copy of the results as email addresses will not be stored once data is collected and Amazon vouchers have been distributed. However, participants may indicate on the Debriefing Form following completion of the study if they would like to receive a copy of the thesis.

Your personal details will remain strictly confidential. Research findings made available in any reports or publications will not include information that can directly identify you without your specific consent. 

At the end of the research project, all data with the exception of names and email addresses will be stored in a discipline specialist data repository, and therefore anonymized data is publicly available. Under the University of Southampton Research Data Management Policy, this is for a minimum of 10 years.

If you have any concerns about the storage of your data, please contact the researcher (Hannah Coman).


Where can I get more information?

If you have any questions after reading this information sheet, please contact the researcher (Hannah Coman).


What happens if there is a problem?
If you have a concern about any aspect of this study, you should speak to the researchers who will do their best to answer your questions. 

If you remain unhappy or have a complaint about any aspect of this study, please contact the University of Southampton Head of Ethics and Clinical Governance. (023 8059 5058, rgoinfo@soton.ac.uk).


Data Protection Privacy Notice
The University of Southampton conducts research to the highest standards of research integrity. As a publicly-funded organisation, the University has to ensure that it is in the public interest when we use personally-identifiable information about people who have agreed to take part in research.  This means that when you agree to take part in a research study, we will use information about you in the ways needed, and for the purposes specified, to conduct and complete the research project. Under data protection law, ‘Personal data’ means any information that relates to and is capable of identifying a living individual. The University’s data protection policy governing the use of personal data by the University can be found on its website (https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page). 

This Participant Information Sheet tells you what data will be collected for this project and whether this includes any personal data. Please ask the research team if you have any questions or are unclear what data is being collected about you. 

Our privacy notice for research participants provides more information on how the University of Southampton collects and uses your personal data when you take part in one of our research projects and can be found at 
http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity%20Privacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf 

Any personal data we collect in this study will be used only for the purposes of carrying out our research and will be handled according to the University’s policies in line with data protection law. If any personal data is used from which you can be identified directly, it will not be disclosed to anyone else without your consent unless the University of Southampton is required by law to disclose it. 

Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your Personal data. The lawful basis for processing personal information in this research study is for the performance of a task carried out in the public interest. Personal data collected for research will not be used for any other purpose.

For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for this study, which means that we are responsible for looking after your information and using it properly. The University of Southampton will keep identifiable information about you for 10 years after the study has finished after which time any link between you and your information will be removed.

To safeguard your rights, we will use the minimum personal data necessary to achieve our research study objectives. Your data protection rights – such as to access, change, or transfer such information - may be limited, however, in order for the research output to be reliable and accurate. The University will not do anything with your personal data that you would not reasonably expect. 

If you have any questions about how your personal data is used, or wish to exercise any of your rights, please consult the University’s data protection webpage (https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page) where you can make a request using our online form. If you need further assistance, please contact the University’s Data Protection Officer (data.protection@soton.ac.uk).

Thank you for taking the time to read this information sheet and for considering taking part in the research.
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