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PARTICIPANT INFORMATION SHEET 

Ethical clearance reference number: 
Study title:
Feasibility and acceptability of case-finding and subsequent comprehensive geriatric assessment intervention for older people with HIV 
We are inviting you to take part in a research study. Please take time to read the following information carefully and discuss it with others if you wish. Before you decide whether to take part, it is important for you to understand why the project is being done and what it will involve. Please ask if there is anything that is unclear, or if you would like more information. Take time to decide whether you wish to take part.
What is the purpose of the study? 

We know that a number of people living with HIV are now also living with frailty. Frailty describes how our bodies gradually lose their in-built reserves, leaving us vulnerable to sudden changes in health triggered by seemingly small events such as a minor illness or changes in medication. Frailty defines the group of older people who are at highest risk of adverse outcomes such as falls, disability, admission to hospital and the need for long-term care (NHS England definition). 
The purpose of this study is better understand how to provide services for people living with HIV and frailty. We have interventions in our clinic that may help people who are living with HIV and frailty and in this study we are focussing on the ‘Silver Clinic’, where the Comprehensive Geriatric Assessment is carried out. The Comprehensive Geriatric Assessment is a careful assessment of a person’s physical, emotional and social needs. A plan is then put in place to help them to get on better day-to-day and to remain independent. It also aims to stop them having to go into hospital, unless they really need to. Whilst this approach is known to be helpful for older people living with many long-term conditions, we do not know how helpful it is for older people living with HIV.
We still have lots of questions about this adapted service and how best to study it. This is why it is called a ‘feasibility trail’ – a test run before running a big trial. We want to find out if enough people will take part, if we are asking the right questions, and if our plans for the larger trial will work.
Why have I been invited to participate? 
You are being invited to participate in this project because you are 50 years of age or older, living with HIV and you undertook screening for frailty by a health care professional in the clinic. We hope that by conducting this research and hearing about your experiences, and sharing your views, we can learn how best to assess and meet the needs of people growing older with HIV. 
Do I have to take part?
It is up to you to decide whether or not to take part. If you do decide to take part, you will be asked to sign a consent form. If you decide to take part, you are still free to withdraw at any time and without giving a reason. A decision to stop or not to take part, will not affect you, or any care you are receiving, in any way. 
What will happen to me if I take part? 
If you choose to take part, a researcher will contact you and ask to record your consent to take part (e.g. by signing a form, or completing a form online). The researcher will then ask you to come in to the Lawson Unit to complete some questionnaires, and a short physical test. We will ask for your GP’s contact details, so we can let them know you are taking part.

The best way to find out if the comprehensive assessment carried out at the Silver Clinic is helpful, is by comparing two groups of people. We will compare a group who receive their usual care, and a group who receive their usual care plus the comprehensive assessment. You will be assigned ‘randomly’ to one of these groups. This means that after you have completed the questionnaires, a computer will assign you by chance (as if by the flip of a coin) to a group. The research team will inform you which group you have been assigned to.
What happens if I’m assigned to the ‘usual care’ group?

‘Usual care’ is the treatment and care provided routinely for people with your condition. Everyone in the trial will receive usual care. If you are assigned to the ‘usual care’ group, there will be no changes to the care you would normally receive. You will continue with your usual appointments and treatments, while providing us with valuable information about how you’re getting on.

The research team will contact you and ask you to come to the Lawson Unit six months later to complete the second set of questionnaires and physical test. Six months after that, we will contact you again to return to the Lawson Unit to complete a third and final set of questionnaires and a physical test. Each time this will take about 20 minutes and we will try to match this to your regular follow up appointment in the clinic when possible. Your part in the trial will then be complete.
You may also be asked whether you would be happy to take part in an additional one-to-one interview, where we will guide you through topics we wish to explore. Such as how you felt about being involved in the trial and the services you received. This would take up to 1 hour and could be done via voice or video call or at the Lawson Unit, whichever you choose. Your part in the trial will then be complete.

What happens if I’m assigned to the ‘Silver Clinic’ group?

If you are allocated to the ‘Silver Clinic’ group, you will be invited to an extra appointment at the Lawson Unit. This will be with a specialist joint HIV and geriatrics team, who are experts in working with people with HIV and/or problems related to ageing. They will conduct a comprehensive assessment of your physical, psychological and social needs, and come up with an individualised care plan. This might include appointments with other relevant services if helpful, and/or changes to existing care. They will share this plan with your GP and/or HIV physician, who might help deliver the care plan. Their plans will also be shared with the research team, so we can learn more about the service. This visit will take around 40 minutes.
The research team will then contact you and ask you to come to the Silver Clinic, at the Lawson Unit, six months later to complete the second set of questionnaires and physical test. Six months after that, we will contact you again to return to the Lawson Unit to complete a third and final set of questionnaires and a physical test. Each time this will take about 40 to 60 minutes. Your part in the trial will then be complete.
You may also be asked whether you would be happy to take part in an additional one-to-one interview, where we will guide you through topics we wish to explore. Such as how you felt about being involved in the trial and the services you received. This would take up to 1 hour and could be done via voice or video call or at the Lawson Unit, whichever you choose. Your part in the trial will then be complete.
What other information will you collect?

Our research team will collect information from your medical records that tell us more about you (e.g. your date of birth, postcode, current health). We will also collect information about how you get on with the study (e.g. start and finish date).
What are the possible benefits of taking part? 

We do not know if you will directly benefit from taking part in the trial. However, you will be able to share your views and experiences in a way that will help us improve future care and research and may help people living with HIV and frailty in the future. You may also receive a summary of the findings at the end of the project if you wish.

Are there any possible disadvantages or risks of taking part? 

This is a very low risk trial. Having extra appointments and completing the questionnaires and short physical test may be tiring for some.
If you choose to participate in the interview also, it is possible that topics discussed during this may cause you to feel uncomfortable (although every effort will be made to minimise the chances of this happening). If this should occur during the interview, you may stop it whenever you choose. You can also talk to us, someone else who you trust like friends or family, or an independent person, if you have any concerns.
You will not receive any payment for your participation.

What about confidentiality?
All the information you provide will be confidential. Only the research team and individuals supervised by them will have access to your information.

However, if you tell us anything that makes us concerned about your safety or the safety of others, we may have to inform a healthcare professional. 
Researchers from Brighton and Sussex Medical School will use your name, NHS number and contact details to contact you about the research study, and make sure that relevant information about the study is recorded. Your hospital will securely pass these details to the researchers at Brighton and Sussex Medical School along with relevant information collected from your medical records.

The only people in University Sussex Hospitals and Brighton and Sussex Medical School who will have access to information that identifies you will be people who need to contact you as part of the study (e.g. to complete a questionnaire), or people who audit the research study. In the case of an audit, individuals from University Sussex Hospitals, Brighton and Sussex Medical School and/or regulatory organisations may look at your medical and research records to check the accuracy of the research study.

When the information from the study is analysed, people will not be able to identify you and will not be able to find out your name, NHS number or contact details.
How will my information be stored?

All information collected about you will be kept confidential. You, and your data, will be assigned a unique identifier that will be used to name the files and means identifiable information (e.g. your name) will be stored securely and separately, and this information will not be included when the trial is analysed and written up. Outputs arising from the research (e.g. scientific publications) will not contain any personal data that would permit identification.

Your name and contact details will be stored separately from your data in a password protected file. This will be stored on a University server. Data storage will also be password protected and will never be shared with others.’
Your consent form (which will contain your name) and your anonymous information (e.g. the questionnaires) will be kept securely at the University of Sussex. This information will be stored for a period of 10 years after the completion of the study, in line with department guidelines. The anonymised information may be shared with other researchers in the department for future research.

Your rights to access, change or move your information are limited. This is because we need to manage your information in specific ways for the research to be reliable and accurate. If you withdraw from the trial, you can ask for all information collected to be destroyed where this is possible. Typically, all information can be withdrawn within one month after taking part. Please note that it may not be possible to remove any data that has already been anonymised. 

As a condition of research funding, research data must be shared and stored in a repository, known as EDGE. EDGE is a cloud-based clinical research management system developed by CIRU (Clinical Informatics Research Unit). All participant information stored on here will be completely anonymised and will be entered by a member of the research team. 
What will happen if I don’t want to carry on with the study?
Taking part in the study is voluntary and you are free to withdraw your consent at any time, without giving a reason. We will be happy to discuss with you what will happen to any data that has been collected up until the point of your withdrawal from the study. We may ask to keep your contact details until the end of the trial, in case we would like to find out more about your progress and reasons for withdrawing. However, this is completely optional.
You can ask to withdraw any of your data up until 7 days after your interview after which data analysis begins. Please contact the lead researcher if you no longer wish to join, or wish to withdraw from the project.

What will happen to the results of the research study? 
The results will be used to design a larger trial of frailty at the Silver Clinic. We hope that this will help improve future experiences for patients and their clinical teams The findings will be written up in reports and journals and presented at conferences. We will also write a plain-English summary which you can be sent at the end of the trial if you wish. You will not be identifiable in any of these reports.
Who is organising and funding the research? 
This research is being funded by the National Institute for Health Research (NIHR).
Who has approved this study? 
This research has been approved by the Brighton and Sussex Medical School Research Governance and Ethics Committee (RGEC). Ref No: XXXXXX and the NHS National Research Ethics Service (NRES). Ref No: XXXXX
Who is responsible if something goes wrong?/What if there is a problem?
If you have any concerns about any aspect of this study or about the way you have been approached or treated during the study, or how your information is handled during the course of the study you should contact the lead researcher who will do their best to answer your questions. Their contact details are provided at the end of this Sheet. 
Alternatively, you may wish to contact the University of Sussex Research Governance Office via: rgoffice@sussex.ac.uk.
1. Contact for further information? 
Natalie St Clair-Sullivan
n.stclair-sullivan@nhs.net 
Dr Jaime Vera


j.vera@nhs.net 

2. Insurance

The University of Sussex has insurance in place to cover its legal liabilities in respect of this study.

Thank you for taking the time to read this information sheet and for considering taking part
Participant information sheet
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