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Participant Information Sheet - Residents
(Version 2 7 July 2016)
Title of Study: Falls in Care Homes (FinCH)
Name of Researcher(s):
 xxxxxxxxxxxxxxxxxxxxxxxx

Invitation

We would like to invite you to take part in a research study. We would like to invite you to take part in our research study. Before you decide we would like you to understand why the research is being done and what it would involve for you. One of our team will go through the information sheet with you and answer any questions you have. Talk to others about the study if you wish. Ask us if there is anything that is not clear.

What is the purpose of the study?
We would like to tell you more about the study and why we think it is very important. The purpose of the study is to understand more about how we can help stop elderly people falling over. Falls lead to broken limbs, bruises and people generally feeling afraid. Falls do happen in care homes, and we want to understand why and how they happen.  
We already have been using a new treatment for elderly people living in their own homes and we want to use it to see if it helps prevent falls in care homes. This treatment helps us look at care. We will learn if you are eating and drinking well, taking exercise, have proper footwear, mobility aids and devices to enable you to call carers if you need help.
We will train and support care home staff in some homes to deliver this new treatment as part of the normal day to day care.
Why have I been invited?
You are being invited to take part because you are residing in a care home which has consented to take part in the study. We are inviting approximately 1308 participants, from 66 care homes, like you to take part.
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 given this information sheet to keep and be asked to sign a consent form (if appropriate – as completion and return of a Questionnaire can be taken as consent).  If you decide to take part you are still free to withdraw at any time and without giving a reason. This would not affect your legal rights.
What will happen to me if I take part?

When you have decided if you wish to take part in the study or not please tell a member of the care home staff.
The researcher will visit the home, come and see you and explain the study and make sure you understand this invitation sheet. If you give your consent the researcher will ask you to sign the consent form. You will be asked for your consent to collect information from your care home records about your current health, any previous falls you may have had and how you manage each day. Once all data from everyone who wishes to participate in your care home has been collected, your care home will be allocated to implement the new treatment or care as usual. If your care home is allocated to receive the new treatment, staff in your home will be trained to carry out a personal assessment and suggest changes that may prevent you having falls in the future. You will be asked to consent to allow a researcher to observe care home staff assessing you for the new treatment and delivering actions arising from the assessment. The assessment may be repeated every 3 months, or more often if you have a fall.

At 3, 6, 9 and 12 months after the care home has been allocated to the new treatment or care as usual, the researcher will visit you to complete some questionnaires and collect information from your care home records about your current health, any falls you have had in the previous three months and how you manage each day.  We will also ask care home staff to complete 2 short questionnaires to capture their perception of your quality of life initially and then again 3, 6, 9 and 12 months later. 
If you agree we would like to find out about how the NHS and Social Care Services have assisted you, for example any hospital visits you may have had. We will do this my requesting data about you from information that is held for all patients in England by national data providers such as the Health and Social Care Information Centre.

A small group of people will be asked to participate in an interview with a researcher to talk about their experiences of the new treatment.
The proposed study will compare falls rates in homes where staff are trained to use the new treatment with homes that are providing usual care. In each care home we will ensure managers, staff and residents or their named person give consent to provide information. Then the participating care homes will be randomly allocated to either the new treatment or usual care. If allocated to the new treatment, care home staff will attend the training and all residents will be offered the assessment and actions. 
Expenses and payments
Participants will not be paid to participate in the study.
What are the possible disadvantages and risks of taking part? 
As your carers will be trained to enable you to receive the treatment we do not envisage any harm from your taking part in the study.  There are no major harms other than any minor injuries you might get from doing some gentle exercise.
What are the possible benefits of taking part?
We cannot promise the study will help you but the information we get from this study may help reduce the chance of falling over for other care home residents in the future.
Can I still continue in the study if I become unable to make decisions for myself?

Being able to make an informed decisions about whether you wish to take part in the study is often referred as having ’capacity’ to make decisions for oneself. Sometimes people who live in care homes lose the ability to make decisions for themselves through illness. Should you agree to participate in the study, we will ask you to confirm that you agree to continue participating in the study if you lose capacity before the end of the study. 
What happens when the research study stops?
The care homes that have been trained to use the falls prevention intervention can continue to use it.  The residents will not be asked any further questions.

What if there is a problem?
If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions.  The researchers contact details are given at the end of this information sheet. If you remain unhappy and wish to complain formally, you can do this by contacting 
[CONTACT DETAILS FOR R&D Office]
Will my taking part in this study be kept confidential?
We will follow ethical and legal practice and all information about you will be handled in confidence.

If you join the study, some parts of your care records and the data collected for the study will be looked at by authorised persons from the University of Nottingham who are organising the research. They may also be looked at by authorised people to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and we will do our best to meet this duty. 

All information which is collected about you during the course of the research will be kept strictly confidential, stored in a secure and locked office, and on a password protected database.  Any information about you which leaves the care home will have your name and address removed (anonymised) and a unique code will be used so that you cannot be recognised from it.  

Your personal data (address, telephone number) will be kept for 3 months after the end of the study so that we are able to contact you about the findings of the study (unless you advise us that you do not wish to be contacted).  All other data (research data) will be kept securely for 7 years.  After this time your data will be disposed of securely.  During this time all precautions will be taken by all those involved to maintain your confidentiality, only members of the research team will have access to your personal data.

As professionals interested in your welfare, if you say anything to the researchers or they find anything in the care home about you or your care that they think puts you or anyone else at any risk, we may feel it necessary to report this to the appropriate persons.
If you have a concern about any part of this study, you should ask to speak to the researchers who will do their best to answer your questions.  If this does not deal with your concern then you can contact [Insert: Site Principal Investigator], whose contact details are given at the end of this sheet. 
If you remain unhappy and wish to complain formally, you can do this through [R&D Contact address and tel]
What will happen if I don’t want to carry on with the study? 
Your participation is voluntary and you are free to withdraw at any time, without giving any reason, and without your legal rights being affected. If you withdraw then the information collected so far cannot be erased and this information may still be used in the project analysis.
Involvement of the General Practitioner/Family doctor (GP) 
Consent will be also be sought to notify your GP (or other health care practitioner) of your participation in the FinCH study and to allow clarification of medication data from GP records where necessary.

What will happen to the results of the research study?
It will take 3 years to complete the study. The findings will then be published in clinical journals.  
Who is organising and funding the research? 
The research is being organised by the University of Nottingham, led by Professor Pip Logan, in conjunction with Norwich Clinical Trials Unit and is being funded by the National Institute for Health Research, Health Technology Assessment funding scheme. 
Pip Logan, Chief Investigator, Professor of Rehabilitation Research

University of Nottingham Medical School

School of Medicine Division of Rehabilitation and Ageing

Queens Medical Centre, Derby Road

Nottingham, NG7 2UH

Phone: 0115 823 0235
Email: pip.logan@nottingham.ac.uk

Who has reviewed the study?
All research in the NHS is looked at by an independent group of people, called a Research Ethics Committee, to protect your interests. This study has been reviewed and given favourable opinion by the [NAME OF COMMITTEE] Research Ethics Committee.
Further information and contact details
If you have any further questions about this study please do not hesitate to contact:
[Insert: Site Principal Investigator name]

[PI address and contact details]

and
[Insert: Local Researchers name]

[Local Researchers address and contact details]
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