CONSENT FORM
TITLE OF PROJECT:  
The epidemiology of dementia   

and Alzheimer’s disease in admixed populations in Brazil 
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

I agree to give a sample of (blood/saliva) for research in 


YES/ NO

the above project.  I understand how the sample will be collected, 

that giving a sample for this research is voluntary and that I am free 

to withdraw my approval for use of the sample at any time without 

giving a reason and without my medical treatment or legal rights being affected.

I agree that the sample that I have given can be looked after and stored 
YES/ NO

at the University of Sao Paulo for use in future projects, 

as described in the attached information sheet. I understand that 

some of these projects may be carried out  by researchers other than those 

who ran the first project, including researchers working for commercial companies.
[image: image1.bmp]I understand that future research using the sample may include genetic 
YES/ NO

research aimed at understanding the genetic influences on disease, but

 that the results of these investigations are unlikely to have any implications 

for me personally, and that I will not be informed of the results of any

genetic tests carried out on these samples.  
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:


Dr Marcia Scazufca
Institution of local investigator:

University of Sao Paulo, Sao Paulo
Contact telephone of local investigator:
011 30626822

Contact address of local investigator:

Department of Preventive Medicine

Faculty of Medicine

University of Sao Paulo

Sao Paulo


CONSENT FORM
TITLE OF PROJECT:  
The epidemiology of dementia   

and Alzheimer’s disease in admixed populations in Cuba
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

I agree to give a sample of (blood/saliva) for research in 


YES/ NO

the above project.  I understand how the sample will be collected, 

that giving a sample for this research is voluntary and that I am free 

to withdraw my approval for use of the sample at any time without 

giving a reason and without my medical treatment or legal rights being affected.

I agree that the sample that I have given can be looked after and stored 
YES/ NO

at the Medical University of Havana for use in future projects, 

as described in the attached information sheet. I understand that 

some of these projects may be carried out  by researchers other than those 

who ran the first project, including researchers working for commercial companies.
I understand that future research using the sample may include genetic 
YES/ NO

research aimed at understanding the genetic influences on disease, but

 that the results of these investigations are unlikely to have any implications 

for me personally, and that I will not be informed of the results of any

genetic tests carried out on these samples.  

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:
Professor Juan de Jesus LLIBRE RODRIGUEZ
Contact telephone number of local investigator:
+537 331502
Contact address of local investigator:
Facultad de Medicina Finlay-Albarran, Medical University of Havana

Name and address of local institution:

As above
STUDY INFORMATION SHEET

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Brazil

We would like to invite you to take part in a study of dementia and Alzheimer’s Disease in Brazil.

What is the aim of this study?

Dementia is a word used by doctors to describe problems with memory, concentration and thinking if they become serious enough to affect day to day life.  This is a problem that affects older people in particular; around one in 20 of all those aged 65 years and over. It can be caused by several different disease processes, the commonest of which is Alzheimer’s Disease. We are keen to understand more about dementia, particularly from those parts of the world, like Brazil, where the problem has been little studied. We hope to find out how common the condition is in this part of Sao Paulo. We are also interested in finding out more about the underlying causes of dementia, both the effect of how we live our lives, and genetic factors which we are born with and can be inherited. Specifically we are testing whether older people with more African ancestry in their genetic make up are protected against dementia. Finally we are interested in the impact of psychological and physical health conditions on the arrangements available for the care and support of the older people. 

Who can take part in the study?

We are hoping to include 2000 people all aged 65 years and over, living in Butantã and Rio Pequeno. All older residents can take part, and we are trying to contact everyone such person in your district.  
What will the study involve?

A researcher will visit you in your own home, at a time that you arrange to suit your convenience. The researcher will have questions to ask about your health and general circumstances, and about experiences in your life up till now. This will take 90 minutes (ne hour and a half). In a separate appointment, a nurse will visit to collect a blood sample, and to check your height, weight, and blood pressure. This will take 15 minutes. We will also ask you to identify for us a family member or friend, who knows you and your current circumstances well. The researcher will also have some questions for them, and this interview will last between 15 and 50 minutes. The reason for this interview, is that sometimes it helps to have another person’s view of how an older person has been coping, and about any changes in their health. 

What is the blood test for?

For the genetic part of the study we will be comparing the genes in the blood of people with dementia to others without dementia. This part of the study may lead to increased understanding of what causes dementia and may in the future lead to tests for dementia. However the result of the genetic study on any one individual will not tell us whether they or their relatives are at risk of getting any disease. For this reason we will keep the results anonymous and will not be able to give you any information about your genes. By agreeing to the blood test, you will be making a gift of the blood sample, and the genetic information contained within it to the University of Sao Paulo. 

What will happen to the blood sample in the future?
The blood sample will be stored at the University of Sao Paulo. They will decide how this sample will be used in the future. In addition to genes for dementia, the sample may later be used to study genes for 

1) diabetes and other endocrine disorders (disorders of glands)

2) heart and circulatory disorders

3) hypertension (high blood pressure)

4) hyperlipidaemia (raised blood fat levels)

5) depression and other common psychiatric disorders

The Ethical Review Board that helps protect your rights during this research project will need to review and approve all future projects in these areas. Without this specific approval, the studies cannot and will not happen. Some of these projects may be carried out by researchers other than those who ran the first project, including researchers working for commercial companies. We will not give these other researchers any information that would allow them to identify you.  By making the gift of this sample to the University of Sao Paulo you will also be giving up any right to share in any financial benefits from scientific discoveries that may follow.

We will not carry out any studies outside of the areas described above without your specific consent. Therefore, if we wanted to extend the scope of our studies to some new area, we would have to approach you again to ask your permission, and we would also need to get the approval of the Ethical Review Board. Without your consent, and the ethical approval, these studies cannot and will not happen.
Will I get any benefit from the study?

A few people being asked to take part in this study will have dementia, most are well, others have a relative affected and still others have different illnesses. No-one, either people with an illness or those without can expect any personal benefit from being in the study. We hope that the research may lead to useful developments for people with dementia in the future. Your researcher, and Dr Marcia Scazufca will be happy to discuss your assessment with you, and with your family doctor if this is what you would like us to do. However, all of the assessment is confidential, and we will not disclose any information to anyone without your permission. 

Who is carrying out this study?

Dr Marcia Scazufca, who is a psychologist attached to the University of Sao Paulo, will be the main researcher with day to day responsibility for this project. The project is led by Dr Paulo Menezes. The project is fully supported by the Centro de Saúde Escola Butantã (CSEB).

Some important points to note:

· Taking part in this study is entirely voluntary

· It is for YOU to choose whether or not to take part

· You can withdraw at any stage, without having to give a reason for doing so

· All information we collect from you will remain entirely confidential

If you agree to take part, please complete the consent form, answering all the questions.

Name of local investigator:


Dr Marcia Scazufca
Institution of local investigator:

University of Sao Paulo, Sao Paulo
Contact telephone of local investigator:
011 30626822

Contact address of local investigator:

Department of Preventive Medicine

Faculty of Medicine

University of Sao Paulo

Sao Paulo
STUDY INFORMATION SHEET

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Cuba

We would like to invite you to take part in a study of dementia and Alzheimer’s Disease in Cuba.

What is the aim of this study?

Dementia is a word used by doctors to describe problems with memory, concentration and thinking if they become serious enough to affect day to day life.  This is a problem that affects older people in particular; around one in 20 of all those aged 65 years and over. It can be caused by several different disease processes, the commonest of which is Alzheimer’s Disease. We are keen to understand more about dementia, particularly from those parts of the world, like Cuba, where the problem has been little studied. We hope to find out how common the condition is in this part of Cuba. We are also interested in finding out more about the underlying causes of dementia, both the effect of how we live our lives, and genetic factors which we are born with and can be inherited. Specifically we are testing whether older people with more African ancestry in their genetic make up are protected against dementia. Finally we are interested in the impact of psychological and physical health conditions on the arrangements available for the care and support of the older people. 

Who can take part in the study?

We are hoping to include 3000 people all aged 65 years and over, living in La Habana and Matanzas. All older residents can take part, and we are trying to contact everyone such person in your district, via their family doctor.
What will the study involve?

You will be asked to attend your family doctor surgery at a time to suit your convenience. If this is not convenient, then a researcher can if you prefer visit you in your own home. The researcher will have questions to ask about your health and general circumstances, and about experiences in your life up till now. This will take 90 minutes (one hour and a half). In a separate appointment, a nurse will visit to collect a blood sample, and to check your height, weight, and blood pressure. This will take 15 minutes. We will also ask you to identify for us a family member or friend, who knows you and your current circumstances well. The researcher will also have some questions for them, and this interview will last between 15 and 50 minutes. The reason for this interview, is that sometimes it helps to have another person’s view of how an older person has been coping, and about any changes in their health . 

What will happen to the blood sample in the future?
The blood sample will be stored at the Medical University of Havana. They will decide how this sample will be used in the future. In addition to genes for dementia, the sample may later be used to study genes for 

1) diabetes and other endocrine disorders (disorders of glands)

2) heart and circulatory disorders

3) hypertension (high blood pressure)

4) hyperlipidaemia (raised blood fat levels)

5) depression and other common psychiatric disorders

The Ethical Review Board that helps protect your rights during this research project will need to review and approve all future projects in these areas. Without this specific approval, the studies cannot and will not happen. Some of these projects may be carried out by researchers other than those who ran the first project, including researchers working for commercial companies. We will not give these other researchers any information that would allow them to identify you.  By making the gift of this sample to the Medical University of Havana you will also be giving up any right to share in any financial benefits from scientific discoveries that may follow.

We will not carry out any studies outside of the areas described above without your specific consent. Therefore, if we wanted to extend the scope of our studies to some new area, we would have to approach you again to ask your permission, and we would also need to get the approval of the Ethical Review Board. Without your consent, and the ethical approval, these studies cannot and will not happen.
Will I get any benefit from the study?

A few people being asked to take part in this study will have dementia, most are well, others have a relative affected and still others have different illnesses. No-one, either people with an illness or those without can expect any personal benefit from being in the study. We hope that the research may lead to useful developments for people with dementia in the future. Your researcher, and Dr Llibre Rodriguez will be happy to discuss your assessment with you, and with your family doctor if this is what you would like us to do. However, all of the assessment is confidential, and we will not disclose any information to anyone without your permission. 

Who is carrying out this study?

Prof Juan Llibre de Rodriguez of the Medical University of Havana (Finlay-Albaran faculty) is the leader for this project.  The project has the approval of the Ministry of Public Health of the Government of Cuba (note for the Research Ethics Committee – this approval is pending)

Some important points to note:

· Taking part in this study is entirely voluntary

· It is for YOU to choose whether or not to take part

· You can withdraw at any stage, without having to give a reason for doing so

All information we collect from you will remain entirely confidential

If you agree to take part, please complete the consent form, answering all the questions.

Name of local investigator:


Professor Juan Llibre Rodrigues

Institution of local investigator:

Medical University of Havana
Contact telephone of local investigator: 
+537 331502
Contact address of local investigator:
Facultad de Medicina Finlay-Albarran Medical University of Havana

SECTION B   (COMPLETE ONLY IF THE RESPONDENT CANNOT READ THE INFORMATION SHEET AND CONSENT FORM)

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Brazil

Research worker affirmation

I (name of research worker) affirm that the respondent (name of respondent) could not read the information sheet and consent form well enough to understand its contents.  I affirm that I have read the information sheet and consent form out loud, verbatim, to the respondent, and that he/she appeared to understand its contents.  I affirm that the respondent gave the response indicated on the consent form.

Signed




………………………..(Research worker)

(NAME IN BLOCK LETTERS)
………………………..

Literate witness confirmation (to be completed, if available)

I (name of witness) confirm that the respondent (name of respondent) could not read the information sheet and consent form well enough to understand its contents.  I  confirm that the research worker read the information sheet and consent form out loud, verbatim, to the respondent, and that he/she appeared to understand its contents.  I confirm that the respondent gave the responses indicated on the consent form.

Signed




………………………..(Witness)

(NAME IN BLOCK LETTERS)
………………………..

Relation to respondent

………………………...

SECTION B   (COMPLETE ONLY IF THE RESPONDENT CANNOT READ THE INFORMATION SHEET AND CONSENT FORM)

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Cuba

Research worker affirmation

I (name of research worker) affirm that the respondent (name of respondent) could not read the information sheet and consent form well enough to understand its contents.  I affirm that I have read the information sheet and consent form out loud, verbatim, to the respondent, and that he/she appeared to understand its contents.  I affirm that the respondent gave the response indicated on the consent form.

Signed




………………………..(Research worker)

(NAME IN BLOCK LETTERS)
………………………..

Literate witness confirmation (to be completed, if available)

I (name of witness) confirm that the respondent (name of respondent) could not read the information sheet and consent form well enough to understand its contents.  I  confirm that the research worker read the information sheet and consent form out loud, verbatim, to the respondent, and that he/she appeared to understand its contents.  I confirm that the respondent gave the responses indicated on the consent form.

Signed




………………………..(Witness)

(NAME IN BLOCK LETTERS)
………………………..

Relation to respondent

………………………...

STUDY INFORMATION SHEET (INFORMANT)

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Cuba

We would like to invite you to take part in a study of dementia and Alzheimer’s Disease in Cuba.

What is the aim of this study?

Dementia is a word used by doctors to describe problems with memory, concentration and thinking if they become serious enough to affect day to day life.  This is a problem that affects older people in particular; around one in 20 of all those aged 65 years and over. It can be caused by several different disease processes, the commonest of which is Alzheimer’s Disease. We are keen to understand more about dementia, particularly from those parts of the world, like Cuba, where the problem has been little studied. We are particularly interested in care for older people with health conditions, including dementia, and the demands placed upon those who care.

Who can take part in the study?

We are hoping to include 3000 people all aged 65 years and over, living in La Habana and Matanzas. All older residents can take part, and we are trying to contact everyone such person in your district, via their family doctor. For every older person taking part in the study we are also aiming to speak to a relative or friend who knows them well, to get an independent view of their state of health. This is why we have contacted you. 
What will the study involve?

An interviewer will call to see you at your home, at your convenience. The interview, which should take between 15 and 40 minutes, will include questions about 

1) your relative/ friend’s state of health

2) any care that you may provide for your relative, and your feelings about being a caregiver

3) your own state of health and wellbeing

Will I or my relative/ friend get any benefit from the study?

A few people being asked to take part in this study will have dementia, most are well, others have a relative affected and still others have different illnesses. No-one, either people with an illness or those without can expect any personal benefit from being in the study. We hope that the research may lead to useful developments for people with dementia in the future. 

Who will have access to the information that I give, and what will this be used for?

All information that you give in the interview is entirely confidential. 

We will not share this information with anyone, including your friend/ relative. Your researcher, and Dr Llibre Rodriguez will be happy to discuss your assessment with you, and with your family doctor if this is what you would like us to do. Your answers will only ever be presented as part of a summary of those of all of the people in the study. Your answers will not be able to be picked out. 

Who is carrying out this study?

Prof Juan Llibre de Rodriguez of the Medical University of Havana (Finlay-Albaran faculty) is the leader for this project.  The project has the approval of the Ministry of Public Health of the Government of Cuba (note for the Research Ethics Committee – this approval is pending)

Some important points to note:

· Taking part in this study is entirely voluntary

· It is for YOU to choose whether or not to take part

· You can withdraw at any stage, without having to give a reason for doing so

All information we collect from you will remain entirely confidential

If you agree to take part, please complete the consent form, answering all the questions.

Name of local investigator:


Professor Juan Llibre Rodrigues

Institution of local investigator:

Medical University of Havana
Contact telephone of local investigator: 
+537 331502
Contact address of local investigator:
Facultad de Medicina Finlay-Albarran Medical University of Havana





INFORMANT CONSENT FORM
TITLE OF PROJECT:  
The epidemiology of dementia   

and Alzheimer’s disease in admixed populations in Cuba
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 or that of your relative or friend.

Signed 



..................................……

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

(Respondent to retain a copy of signed consent)

Name of  local investigator:
Professor Juan de Jesus LLIBRE RODRIGUEZ
Contact telephone number of local investigator:
+537 331502
Contact address of local investigator:
Facultad de Medicina Finlay-Albarran, Medical University of Havana

Name and address of local institution:

As above

STUDY INFORMATION SHEET (INFORMANT)

Title:
          The epidemiology of dementia and Alzheimer’s disease 

             in admixed populations in Brazil

We would like to invite you to take part in a study of dementia and Alzheimer’s Disease in Brazil.

What is the aim of this study?

Dementia is a word used by doctors to describe problems with memory, concentration and thinking if they become serious enough to affect day to day life.  This is a problem that affects older people in particular; around one in 20 of all those aged 65 years and over. It can be caused by several different disease processes, the commonest of which is Alzheimer’s Disease. We are keen to understand more about dementia, particularly from those parts of the world, like Brazil, where the problem has been little studied. We are particularly interested in care for older people with health conditions, including dementia, and the demands upon those who care.

Who can take part in the study?

We are hoping to include 2000 people all aged 65 years and over, living in Sao Paulo. All older residents can take part, and we are trying to contact everyone such person in your district, via their family doctor. For every older person taking part in the study we are also aiming to speak to a relative or friend who knows them well, to get an independent view of their state of health. This is why we have contacted you. 
What will the study involve?

An interviewer will call to see you at your home, at your convenience. The interview, which should take between 15 and 40 minutes, will include questions about 

1) your relative/ friend’s state of health

2) any care that you may provide for your relative, and your feelings about being a caregiver

3) your own state of health and wellbeing

Will I or my relative/ friend get any benefit from the study?

A few people being asked to take part in this study will have dementia, most are well, others have a relative affected and still others have different illnesses. No-one, either people with an illness or those without can expect any personal benefit from being in the study. We hope that the research may lead to useful developments for people with dementia in the future. 

Who will have access to the information that I give, and what will this be used for?

All information that you give in the interview is entirely confidential. 

We will not share this information with anyone, including your friend/ relative. Your researcher, and Dr Scazufca will be happy to discuss your assessment with you, and with your family doctor if this is what you would like us to do. Your answers will only ever be presented as part of a summary of those of all of the people in the study. Your answers will not be able to be picked out. 

Who is carrying out this study?

Dr Marcia Scazufca, who is a psychologist attached to the University of Sao Paulo, will be the main researcher with day to day responsibility for this project. The project is led by Dr Paulo Menezes. The project is fully supported by the Centro de Saúde Escola Butantã (CSEB).

Some important points to note:

· Taking part in this study is entirely voluntary

· It is for YOU to choose whether or not to take part

· You can withdraw at any stage, without having to give a reason for doing so

· All information we collect from you will remain entirely confidential

If you agree to take part, please complete the consent form, answering all the questions.

Name of local investigator:


Dr Marcia Scazufca
Institution of local investigator:

University of Sao Paulo, Sao Paulo
Contact telephone of local investigator:
011 30626822

Contact address of local investigator:

Department of Preventive Medicine

Faculty of Medicine

University of Sao Paulo

Sao Paulo

INFORMANT CONSENT FORM
TITLE OF PROJECT:  
The epidemiology of dementia   

and Alzheimer’s disease in admixed populations in Brazil
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, or that of your friend or relative.

Signed 



..................................……

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

(Respondent to retain a copy of signed consent)

Name of  local investigator:
Professor Juan de Jesus LLIBRE RODRIGUEZ
Contact telephone number of local investigator:
+537 331502
Contact address of local investigator:
Facultad de Medicina Finlay-Albarran, Medical University of Havana

Name and address of local institution:

As above
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