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Personal Consultee Information Sheet – EEG Substudy
DREAMS START (Dementia RElAted Manual for Sleep; STrAtegies for RelaTives)
We are inviting your relative/friend to take part in an additional research study as part of the DREAMS START trial led by University College London (UCL). We want to test a new EEG headband to measure sleep problems in people living with dementia, who also have at least one other long-term condition. By long-term condition we mean a condition for which there is no cure, but that can be managed with medications and other treatments. For example diabetes, arthritis and hypertension are all examples of long-term conditions. 

We are interested to find out whether it is possible for people living with dementia to use this EEG headband. We are also interested to see how sleep measured by this headband compares to sleep measured by other methods (questionnaire and special watches (i.e. actigraphy activity monitor)) in people living with dementia. 

You are being invited to act as a ‘consultee’ for a relative/friend because s/he is unable to decide for him/herself. You are being asked to advise the researcher about this person’s wishes and feelings and whether s/he would have wished to join this research. Please let us know of any advance decisions they may have made about participating in research. Before you decide, it is important you understand what being a consultee means, why the research is being done and what it will involve. Please take time to read this information carefully and talk to others about the study if you wish. Ask us if anything is not clear or if you would like more information. 
What does it mean to be a consultee? 

A consultee is someone who knows a person who doesn't have the capacity well and is willing and able to offer an opinion on what that person’s wishes would have been if they were still able to decide whether to take part. You do not have to act as a consultee if you do not want to. If you are unsure about taking the role of consultee you may seek independent advice. If you decide to act as a consultee, you will be asked to sign a Consultee Declaration Form. If in your opinion the person we are asking you about would not have wanted to take part, then the researchers will respect this and it will not affect the standard of care they receive in any way. Please remember that you are not being asked for your personal views on the research, but only your opinion of this person’s wishes about taking part in this research. Think about the risks and benefits and what taking part will mean for this person. At any stage, you can advise the researcher that in your opinion the person we are asking you about would no longer wish to remain in the study.

Why have I been asked to be a consultee? 

You have been asked because you know the person we are asking you about personally, as a relative/friend/partner, and he/she would trust you to help with this decision. 

About the study

We are inviting your relative/friend to take part in an additional study that is part of the DREAMS START research project led by University College London (UCL). Before you decide whether the person we are asking you about would want to take part, it is important that you understand why the research is being done and what this study will involve. Please take time to read the following information carefully and discuss it with relatives, friends, and colleagues if you wish. 

· Part 1 tells you the purpose of this study and what will happen to the person we are asking you about if s/he takes part.  
· Part 2 gives you more detailed information about the conduct of this study. 

Ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether you think the person we are asking you about would want to take part.
Part 1

What is the purpose of the study?

One of the problems we have in sleep research in people living with dementia is how we can best measure sleep. One way to directly measure sleep is via an EEG, a device where electrodes are placed on the head that can measure brain activity and sleep. This normally involves wearing lots of wires and staying overnight in a sleep lab, which could be distressing for a person living with dementia. However, new technology has now developed into a safe, wireless EEG headband that can be worn on the head at home. They may be suitable but have not yet been tested with people with dementia. 
We are particularly interested in testing these EEG headbands in people living with dementia who are also living with at least one other long-term condition. It has been estimated that people living with dementia are often living with five other long-term conditions. In general, people who live with more long-term conditions have more disturbed sleep. 
We want to see what the experience of wearing the new EEG headbands is like for people living with both dementia and other long-term conditions and if it is feasible to use them. We will also look at how each individual’s sleep recorded on the EEG headband, compares to their sleep on the special watch and sleep questionnaire. 
Outline of procedures

We are recruiting 10 people with dementia for this additional, small study. They will all be already taking part in the DREAMS START study and be living with at least one other long-term condition. We will ask all participants living with dementia to wear the EEG headband for 2-4 nights. We will also ask the participants to wear the special watch, and for their carer to help them to complete a diary and answer some sleep questionnaires. We will then compare sleep on the three measures: EEG headband, special watch and questionnaires. 
Why has this person been invited?

We have approached them to take part in the study because they are already participating in the DREAMS START study, and are also living with at least one other long-term condition alongside living with dementia.   
Does this person have to take part?

No. It is up to you to advise on whether s/he would have wanted to take part. You are free at any point to request that the person we are asking you about is withdrawn from the study without giving a reason. This would not affect his/her care in any way.
What will happen if they do not want to carry on with the study?

They are free to withdraw from the study at any time, without giving a reason. Their rights to access, change or move their information are limited, as we need to manage their information in specific ways for the research to be reliable and accurate. If they withdraw from the study, we will keep the information about them we have already obtained, however, we will not collect any further information from them. To safeguard their rights, we will use as little information as possible which can be linked to them personally. If they withdraw this will not affect the care that they receive in any way.
What will happen to them if they take part?
If you agree to participate, you and a relative/friend will be invited to talk to a researcher in a place you choose (we can come to your home or meet you at our centre) or if necessary we can talk on the phone or by video call. You will be asked to sign a consent form or we will record you giving consent verbally. 

The researcher will ask your relative/friend to wear both the new EEG headband and the special watch (like the one they have worn previously in the DREAMS START study) for 2-4 nights. The researcher will show you how to use the EEG headband so you can support your relative/friend in using it. They will also leave you with instructions.
We will ask you to complete some questions about your relative/friend’s sleep over the period they wore both the EEG headband and special watch, and also some questions on their long-term conditions and health.  
We will also ask for you to help complete a diary for the nights that your relative/friend is wearing the EEG headband. As part of this, we will ask what time they went to bed each night, what time they got up each morning, how they found the experience of wearing the headband and if there are any problems or comments they had that you would like to note. 

After your relative/friend has worn the EEG headband and special watch we will give you some feedback on their sleep according to both of these measures. 
Expenses and payments 
We can reimburse any travel costs. We will not be offering any payment for taking part in the overall study but we will give you and your relative/friend a one-off £25 voucher each if you agree to take part in the additional study.

What are the possible disadvantages of taking part? 

We do not foresee there being risks associated with the study. The EEG headbands have been previously tested and are safe to wear. The Dreem 3 headband also has a consumer CE marking which means a product has been assessed by the manufacturer and deemed to meet EU safety, health and environmental protection requirements. It is possible that wearing the EEG headband may be distressing for your relative/friend, and they will be able to take the headband off at any point and not wear it again. If they feel upset by anything discussed in the study you can speak to the researcher afterwards or ring the Alzheimer's Society National Helpline: 0300 222 1122. It is open from 9am to 5pm week days and 10am - 4pm at weekends.
What are the possible benefits of taking part? 

The information we get might help improve things for people with dementia in the future and may help families that are affected when the person they look after is up at night.

What if there is a problem?

Any complaint about the way your relative/friend has been dealt with during the study or any possible harm they might suffer will be addressed. The detailed information on this is given in Part 2. 
Will my taking part in the study be kept confidential?

Yes. We will follow ethical and legal practice and all information about your relative/friend will be handled in confidence. 

Camden and Islington NHS Foundation Trust (C&I) is the sponsor for this study based in the United Kingdom and will act as the data controller for this study. This means that C&I is responsible for looking after your relative/friend’s information and using it properly. 

UCL will collect information from you for this research study in accordance with our instructions.

UCL will use your relative/friend’s name, and contact details to contact them about the research study, and make sure that relevant information about the study is recorded for their care, and to oversee the quality of the study. Individuals from UCL and regulatory organisations may look at your relative/friend’s medical and research records to check the accuracy of the research study. The only people at UCL who will have access to information that identifies your relative/friend will be people who need to contact your relative/friend to arrange the research appointments or audit the data collection process. 
We respect confidentiality but cannot keep it a secret if anyone is being harmed or is at risk of any harm. If the researchers observe what they consider to be poor care or neglect, they will discuss this with the relevant NHS manager. If they remain concerned, or if at any time they find that someone is being harmed or at risk of harm, they will raise a safeguarding alert with the local social services. 

Your relative/friend’s confidentiality will be partially maintained. Personal data, such as their name, contact details and date of birth will be kept separate from the information we collect. We will keep your relative/friend’s contact details separately for the duration of the study so we can contact them again when we need to for the study. Their anonymity will be maintained in the data analysis as they will be assigned an anonymised code which will be used throughout the analysis. Your relative/friend will not be identified in any reports or academic papers coming from the work. The information that your relative/friend gives will be stored securely, to enable researchers to continue analysis of the study data in future projects. 

UCL will keep identifiable information about your relative/friend for up to three years after the study has finished for the purpose of contacting them about future research.
Where can I find out more about how my/relative/friend’s information is used?
You can find out more about how we use your information at www.hra.nhs.uk/information-about-patients/ You can also speak to the research team using the contact details in this information sheet. You can also contact the sponsor, Camden & Islington NHS Foundation Trust Data Protection Officer by email at information.request@candi.nhs.uk  or call 020 3317 7094 and ask to speak to the Data Protection Officer.   
Will the use of my data meet GDPR rules?
GDPR stands for the General Data Protection Regulation. In the UK we follow the GDPR rules and have a law called the Data Protection Act. All research using patient data must follow UK laws and rules. NHS organisations may use patient data to do research to make health and care better. The NHS are funded from taxes and they are expected to do research as part of their job. They still need to be able to prove that they need to use patient data for the research. In legal terms this means that they use patient data as part of ‘a task in the public interest’. If they could do the research without using patient data they would not be allowed to get your data.  Researchers must show that their research takes account of the views of patients and ordinary members of the public. They must also show how they protect the privacy of the people who take part. An NHS research ethics committee checks this before the research starts.

                  

Contact
Please contact the researcher [name] at [email] or on [number] for further information. This completes Part 1 of the Information Sheet. If the information in Part 1 has interested you and you are considering participation, please read Part 2 before making any decision.
Part 2
What if there is a problem?

If you or your relative/friend have a concern about any aspect of this study, you should ask to speak with the study manager Dr Sarah Amador 0207 549 5867 Email: s.amador@ucl.ac.uk. 

If you or your relative/friend remain unhappy, or wish to make a complaint about the conduct of the project, you or your relative/friend can contact Dr Penny Rapaport (Study Principal Investigator on 020 7679 9647) who will do her best to answer you or your relative/friend’s questions.  If you or your relative/friend remain unhappy and wish to complain formally about any aspect of the way you or they have been approached or treated during the course of this study, please write to Dr Penny Rapaport, UCL Division of Psychiatry, 6th Floor, Maple House, 149 Tottenham Court Road, London, W1T 7NF quoting study 272935. She will then send the complaint to the Research Governance Sponsor: C&I NHS Foundation Trust. In the unlikely event that something does go wrong and your relative/friend is harmed during the research and this is due to someone‘s negligence then they may have grounds for a legal action for compensation against C&I but they may have to pay your legal costs. 

Other points of contact

Additionally, the Patient Advice and Liaison Service (PALS) offers confidential advice, support and information on health-related matters. They provide a point of contact for patients, their families and their carers. You can find you nearest PALS office on the NHS choices website:https://www.nhs.uk/Service-Search/Patient-advice-and-liaison-services-(PALS)/LocationSearch/363
What will happen to the results of the research study? 

We intend to publish results in relevant conference proceedings and publications and as a manual to help future carers. Please tell the researchers if you or your relative/friend would like a summary of the research findings. Your relative/friend will not be identified in any report/publication.
Who is organising and funding the research?

The study is being led by UCL and sponsored by C&I NHS Foundation Trust. It is funded by the National Institute for Health Research Health Technology Assessment board.
Who has reviewed the study?

All proposals for research using human subjects are reviewed by the Health Research Authority (HRA) and an Ethics Committee before they can proceed. This proposal was reviewed by London - Camden & Kings Cross Research Ethics Committee 20/LO/0894.
Contact 
For further information, please contact the researcher [name] at [email] or on [number].
You will be given a copy of the information sheet and a signed consent form to keep. A copy of the consent form will also be stored at UCL. Thank you for taking time to read this sheet.
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