Information sheet (for main family caregiver)
A trial of a training program for caregivers of people with dementia

Why have I been approached?

Dementia is a common condition among older people. Those affected by it tend to have problems with memory, thinking and concentration so that they need help from others with many simple daily tasks and activities. As you know, your relative recently kindly helped us out with a study of dementia involving all older people in this district. As a result of the assessments made in that study we believe, as we have already discussed with you, that your relative has a degree of dementia. The number of people with dementia is increasing and we need to find ways to help them and their families. Name of institution is working on a training program to give information to family caregivers so they can better understand the illness, and better help their older relatives. We believe that people with dementia, their family caregivers and other members of the family could all benefit. 

Why a trial?

A trial is a special kind of research study that looks at the effectiveness of a particular treatment. This trial aims to find out whether the training program does help, and if so, by how much. We compare progress among families who have, and have not received the training program. Those who agree to take part will be allocated into one of two groups. The first group will start the training program immediately, while the second group will have to wait until the end of the trial, six months later. Neither you, nor the researcher can decide which group you would like to go into. This will be decided by chance (rather like tossing a coin, or drawing lots). In both groups, the main caregiver will be asked to answer some questions about themselves, and about the older person with dementia, both at the beginning of the trial and at the end of the trial six months later. 

What will be involved?

If you agree to take part, the researcher will first want to find out about your health, and that of the older person you look after, at the beginning of the trial. In an interview lasting approximately 30 minutes they will want to ask you questions about your mood, and any stress or strain you experience as a caregiver. They will also want to ask about any changes in behaviour you may have noticed in your relative, and their impact upon you. These same questions will then be repeated six months later, in another interview lasting around 30 minutes.

The training program involves one half hour session a week for 5 weeks. The trainer will be a local health worker (specify as appropriate) and the sessions will be in your own home. The first session will be just with you, the main caregiver. The main purpose of the first session is for the trainer to understand better the kind of problems you face in looking after your relative. For the next four sessions, the trainer will pass on information about the illness (dementia), and provide some useful tips for you and the other caregivers. We would encourage all of the immediate family, and anyone else who might benefit from knowing more about how to deal with these problems to attend these sessions.  

Will I, or my relative get any benefit from being in this trial?

We only recommend trials when we really do not know if the treatment will be helpful or not. Therefore we cannot guarantee that you will find the training program useful, or that your relative will experience a benefit. Obviously we are hopeful that the program will be useful, and we cannot foresee any possibility of it being unhelpful or harmful. 

· Personal information will be kept confidential and secure and it will not be passed on to any other persons. 

· Participation is entirely voluntary.

· If you agree to take part in this study and later on wish to withdraw, you may do so at any time without giving any reason. 

· Your future care, or the care received by the person with dementia, or any member of the family will not be affected by your decision. 

· Please feel free to ask any question. If you have any concerns you are encouraged to contact any of the investigators.

Name of local investigator:




Institution of local investigator:



Contact telephone of local investigator:

Contact address of local investigator:


CONSENT FORM (for main family caregiver)
A trial of a training program for caregivers of people with dementia

Have you read and understood the Study Information Sheet ?

YES / NO

Have you had an opportunity to ask questions and discuss the study ?
YES / NO

Have you received satisfactory answers to all your questions ?

YES / NO

Who have you spoken to?     ......................................................

Do you understand that you are free to with draw from the study :

*
at any time

*
without having to give a reason




YES / NO

DO YOU AGREE TO TAKE PART IN THIS STUDY ?


YES / NO

PLEASE NOTE:  Your refusal to take part in or your withdrawal from the study at any time will in no way interfere with your normal medical care.

Signed 



..................................……

(NAME IN BLOCK LETTERS)
.........................................

(Respondent to retain a copy of signed consent)

Name of local investigator:




Institution of local investigator:



Contact telephone of local investigator:

Contact address of local investigator:



Information sheet (for person with dementia)
A trial of a training program for caregivers of people with dementia

Why have I been approached?

Your recently kindly helped us out with a study involving all older people in this district. In the assessments made in that study we noted, as we have already discussed with you, some problems with memory and thinking. This is a common problem among older people. It can lead to difficulties with certain daily tasks and activities and can mean that you need more help from your relatives than you did before. Name of institution is working on a training program to give information to family caregivers so they can better understand this condition, and better help their older relatives. We believe that older people affected by this problem, their family caregivers and other members of the family could all benefit. 

Why a trial?

A trial is a special kind of research study that looks at the effectiveness of a particular treatment. This trial aims to find out whether the training program does help, and if so, by how much. We compare progress among families who have, and have not received the training program. 

What will be involved?

If you agree to take part, the researcher will first want to ask your relative about their health, and also their opinion about your health, at the beginning of the trial. They will also want to ask you a few questions about your satisfaction with life. This should take no longer than 10 minutes. These same questions will then be repeated six months later, in another interview lasting around 10 minutes.

The training program will mainly involve the relative who gives you most help around the home, together with any other family members who help out. Of course, if you would like to join in these sessions, you would be very welcome to do so. Perhaps you would like to talk this over with your relatives? 

Will I, or my relative get any benefit from being in this trial?

We only recommend trials when we really do not know if the treatment will be helpful or not. Therefore we cannot guarantee that you will find the training program useful, or that your relative will experience a benefit. Obviously we are hopeful that the program will be useful, and we cannot foresee any possibility of the training being unhelpful or harmful. 

· Personal information will be kept confidential and secure and it will not be passed on to any other persons. 

· Participation is entirely voluntary.

· If you agree to take part in this study and later on wish to withdraw, you may do so at any time without giving any reason. 

· Your future care, or the care received by the person with dementia, or any member of the family will not be affected by your decision. 

· Please feel free to ask any question. If you have any concerns you are encouraged to contact any of the investigators.

Name of local investigator:




Institution of local investigator:



Contact telephone of local investigator:

Contact address of local investigator:


CONSENT FORM (for person with dementia)
A trial of a training program for caregivers of people with dementia

Have you read and understood the Study Information Sheet ?

YES / NO

Have you had an opportunity to ask questions and discuss the study ?
YES / NO

Have you received satisfactory answers to all your questions ?

YES / NO

Who have you spoken to?     ......................................................

Do you understand that you are free to with draw from the study :

*
at any time

*
without having to give a reason




YES / NO

DO YOU AGREE TO TAKE PART IN THIS STUDY ?


YES / NO

PLEASE NOTE:  Your refusal to take part in or your withdrawal from the study at any time will in no way interfere with your normal medical care.

Signed 



..................................……

(NAME IN BLOCK LETTERS)
.........................................

(Respondent to retain a copy of signed consent)

Name of local investigator:




Institution of local investigator:



Contact telephone of local investigator:

Contact address of local investigator:



