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PODCAST: Prevention Of Decline in Cognition After Stroke Trial
PODCAST SUB-STUDIES: PARTICIPANT INFORMATION SHEET
Sponsored by the University of Nottingham

Local Investigators:……………………………………………………………………...........
You have already agreed to take part in the main research study, which is investigating the benefits of intensive lowering of blood pressure and cholesterol versus standard current treatment in reducing problems with memory and thinking after stroke.

We are also doing three sub studies which aim to further explore the diagnosis and treatment of memory and thinking problems after stroke. They are:

1. Genetics sub study

2. Brain Scan sub study

3. Ambulatory blood pressure monitoring sub-study

Taking part in these sub-studies is completely voluntary. Your decision to take  part in any or all of the sub-studies does not affect your ability to take part in the main study. 

GENETICS SUBSTUDY

What is the purpose of the study?

We do not know why some people are more likely to develop problems with memory and thinking after stroke. Many such differences can be learned by studying differences in genes, which are found in your DNA. Studying genes can also sometimes tell us why some individuals may be more likely to respond to, or experience a side effect from drug treatment than other individuals. Such information about differences in genes will help to improve our understanding and treatment of patients. 
What will happen to me if I take part?

This study involves obtaining a single blood sample (less than one tablespoon of blood), which will be used for research purposes only. This blood sample will be obtained at the same time when your blood is taken for the main study. 
Your blood sample will be sent to the PODCAST trial-coordinating centre at Nottingham. DNA taken from your blood will then be stored in designated freezers which will assure the integrity of the samples. 
The sample will be used to study genetic markers that may predispose certain individuals to develop problems with memory and thinking after stroke and also to look for differences in patients response to drugs. 

The sample will be stored for future testing up to 20 years from the time the sample is obtained. When the 20-year period ends, your DNA sample will be destroyed and its destruction will be documented. Your samples may be stored for longer than these specified periods if a Health Authority has active questions that are being answered. If any future testing is performed using your sample, no additional informed consent will be obtained from you and you will not be notified. 

What do I have to do?

If you decide to take part in the study, we would require you to give an extra blood sample. 
What are the advantages and disadvantages of taking part?

You will receive no direct benefit from participating in this study. However, patients treated in the future with the same clinical diagnosis may benefit from information learned from your participation. 

The blood sample will be drawn at the same time a routine blood test is obtained and therefore there will not be an additional risk for you. The amount of blood taken for the study will not be harmful to you. 
Will my taking part in the study be kept confidential? 

All identifying information collected in this study will be kept strictly confidential, except as may be required by law or regulatory authority request. Although all identifying information will be removed from your blood sample before it is analyzed and stored, it is possible that members of a Health Authority or other persons required by law may have to see your study information. Any report published as a result of this study will not identify you by name.

Can I withdraw from the study if I change my mind?

You are free to withdraw or refuse your consent for participation in this sub-study at any time without jeopardizing your continuing participation in the main study. If you should choose to withdraw from participation in the sample repository, all samples maintained within the repository will be destroyed and all records linked to the samples will be deleted. However, data obtained from samples prior to withdrawal of consent will not be deleted.
What if I want more information?

We encourage you to ask questions related to this research. We will try to answer all your questions to your satisfaction before you consent to participate in the study.

AMBULATORY BLOOD PRESSURE MONITORING

What is the purpose of the study?

Our blood pressure (BP) varies through out the day and is influenced by the activities we do. Blood pressure measurements done in the clinic give us a snapshot of  your BP and may not accurately represent our average blood pressure through out the day. It is possible that some patients may have higher blood pressure readings in the clinic while their average BP when recorded by a 24 hour ambulatory blood pressure monitor may be lower (white coat hypertension). Similarly there are patients whose clinic BP readings appear satisfactory but continue to suffer from the long term effects of high blood pressure. 

Ambulatory blood pressure monitoring may help us in detecting such variations, and may help in the better management of blood pressure.

What will happen to me if I take part?

An appointment will be booked for you to come to the cardiology department where a blood pressure monitoring device with a small recorder will be attached to your waist with a belt, and connected to a blood pressure cuff around your arm. This will record your blood pressure and heart rate every hour for 24 hours. The 24-hour monitoring will only be done on 3 occasions: at recruitment and on treatment at 1 and 2 years.

What are the advantages and disadvantages of taking part?

We cannot promise the study will benefit you but the information we collect may help in the better management of blood pressure for future patients.

When attached to these recorders, you will be asked to avoid bathing, showering or any other activity that may get the recorder wet for 24 hours. It may disturb sleep in the night.

Can I withdraw from the study if I change my mind?
Your participation in the study is entirely voluntary. You can withdraw from the study at any time without having to give any reason.
BRAIN SCAN SUBSTUDY

What is the purpose of the study?

Brain scans have become very important in the accurate diagnosis of stroke patients and give us valuable information about the area and extent of the brain involved in stroke. Several studies suggest that certain features on a brain scan are seen more frequently in patients developing post stroke dementia compared to those who don’t.  

This sub-study aims to study such features on a brain scan and develop models that may help predict the development of memory and thinking problems/dementia after stroke. It will also assess if such features can be modified by treatment. 

What will happen to me if I take part?

Most patients who have a stroke go on to have a scan of the brain when seen in the hospital. We will use the results of this scan and the sub-study will involve an additional brain scan to be done after three years. The brain scan is likely to be an MRI scan, as it gives more information than a CT scan. However, if your doctor decides you are unable to have one due to any reason, or the centre is not able to provide an MRI, you will have a CT scan of the brain.
What are the disadvantages of taking part?

CT scan involves the use of X-rays. The amount of X-ray exposure from one CT scan is about the same as the background exposure from living in Nottingham for 3 years, or Cornwall for 1 year. The MRI scan does not involve radiation, but some people may find the machine claustrophobic.
Can I withdraw from the study if I change my mind?

Taking part in this sub-study is also completely voluntary. Your decision to be in this brain scan sub-study or not does not impact on your ability to take part in the main study.
What do I do next?
If you are interested please inform the research staff, who will ask you to sign a consent form and enroll you into any or all of the three sub-studies. 
Contact for Further Information

If you have any problems, concerns or other questions about this study, you should preferably contact your local investigator/research nurse first via Tel 0115 8231769. If you have any complaints about the way the investigator has carried out the study you may contact the hospital complaints department, Tel 0115 9249924 ext. 66107. 
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