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PODCAST: Prevention Of Decline in Cognition After Stroke Trial

PARTICIPANT INFORMATION SHEET: MAIN STUDY

Sponsor: The University of Nottingham 

Chief Investigator: Professor Philip Bath

Local Investigators:………………………………………………………………………………………

We would like to invite you to take part in a research study. Please take time to read the following information carefully. Talk to others about the study if you wish. 
Part 1 gives you a brief summary of the study.

Part 2 gives you more detailed information about the study. 

Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.

PART 1: SUMMARY OF THE STUDY

Purpose of the Study

Some patients who have had a stroke develop problems with memory and thinking that may lead to dementia. In this study we would like to see if reducing blood pressure and cholesterol intensively versus the current guideline treatment of moderate reduction, will prevent decline in memory and thinking, and so dementia in patients who have had a stroke. 

You have been chosen because you have had a stroke and your blood pressure and cholesterol may be higher than ideal. Your participation is entirely voluntary and it is up to you to decide whether or not to take part.
What will happen?

A member of the research team will contact you 2-6 months after your stroke and will arrange a ‘screening’ appointment at your local hospital. At the appointment you will be asked some simple questions about your memory and thinking and activities of daily living, and have your blood pressure measured to assess your eligibility for the study. This will take no more than 10 minutes.

If eligible, another appointment (‘baseline’) will be booked for you to come back to the research clinic along with a relative or a friend, as we need them to answer some questions about you, mainly about your memory and thinking.

In the research clinic, a study doctor will ask you questions about your stroke, perform an examination including a ‘heart tracing’, and assess your memory, thinking, mood, quality of life and activities of daily living with questionnaires and simple pen and paper tests. 

A computer will randomly put you into the intensive or guideline treatment group. This may be for both blood pressure and cholesterol treatment or just blood pressure treatment depending on the type of your stroke. 

The guideline treatment group will receive standard treatment by their GP, in accordance with current recommended guidelines, for blood pressure and/or cholesterol treatment. 

The intensive treatment group will be monitored initially at the research clinic, and treated by the research clinic or the GP on the advice of the research clinic staff, to achieve more intensive target levels for blood pressure and/or cholesterol.

Both groups will be assessed every six months using the same tests that are carried out at enrolment. You will have 6 monthly research clinic visits and yearly telephone assessments, such that participants will be seen in the research clinic every 6 months, starting at six months from enrolment. Your relative or friend will also be asked questions about your health and memory, every 6 months. We will also collect information from any CT or MRI scan of the brain that you may have as part of your routine care from the beginning until the end of the trial.
You may be asked to participate in the sub-studies, which further explore the diagnosis and treatment of memory and thinking problems after stroke.

Study Duration

The study will run for 4 years . 
Further Information
If you are interested please continue reading Part 2 of the information sheet, which explains the study in more detail.

If you are not interested please inform the research staff about your decision. You do not have to give any reason for your decision.

PART 2A: PURPOSE AND WHAT WILL HAPPEN IF YOU TAKE PART

What is the purpose of the study?

Up to 30% of patients who have had a stroke develop problems with memory and thinking that may lead to dementia in the following 5 years. There are approximately 250,000 people in the UK with dementia due to stroke. Both stroke and dementia are devastating causing people to lose their independence, and so needing care from their family or in an institution. 

Strokes occur due to two main reasons: blockage of a blood vessel to the brain or a bleed into the brain. We know from several studies that lowering blood pressure reduces the risk of recurrent strokes in people who have had a stroke. Lowering cholesterol may have a similar effect in patients who have a stroke due to a blocked blood vessel. In this study we would like to see if reducing the blood pressure and cholesterol after stroke intensively, versus the current guideline treatment of moderate reduction, will also prevent a decline in memory and thinking, and dementia.

Why have I been chosen and do I have to take part?

You have been chosen because you have had a stroke and your blood pressure and cholesterol may be higher than ideal. Your decision to participate in the study is entirely voluntary and it is up to you to decide whether or not to take part. You are free to withdraw from the study at any time, and without giving a reason. The standard of care you receive will not be affected.

What will happen to me if I take part?

To assess eligibility for the study, we would first like to ask you some simple questions about your memory and thinking and activities of daily living over the telephone. This will take no more than 5-10 minutes. If you agree, a member of the research team will contact you over the telephone, 2-6 months after your stroke, to do these assessments. If you are eligible and agree to take part in the study, we will book an appointment for you to come to the research clinic within a month of the telephone assessment. We will also send you a blood test form to be done prior to your research clinic appointment.
We will need you to bring along a relative or friend, as we need them to answer some questions about you, mainly about your memory and thinking. 

In the research clinic, a study doctor will ask you questions about your stroke, perform an examination, and assess your memory, thinking, mood, quality of life and activities of daily living with questionnaires and simple pen and paper tests. These tests may take up to an hour. An ECG (‘heart tracing’) will be taken once each year.

A computer will then randomly assign you (like tossing a coin) to one of the two groups; the guideline treatment group or the intensive group, for blood pressure and/or cholesterol treatment depending on the type of your stroke. Participants who have had a stroke due to a blocked blood vessel will take part in both the blood pressure and cholesterol studies. Participants with a bleed into the brain will only take part in the blood pressure study.

The guideline group will receive standard treatment by their GP, as per the current recommended guidelines for blood pressure and cholesterol treatment. The intensive group will be monitored at the research clinic (3 extra visits for the BP group and one extra visit for the cholesterol group) in the first three months. The dosage and/or drug numbers may be increased for the intensive group by the research clinic or the GP on advice from the research clinic, to achieve more intensive target levels. Participants in this group may also get telephone reminders to ensure that they take their medications as prescribed.

All participants will then be assessed every six months with tests for memory, thinking, mood, quality of life and activities of daily living. The assessments will involve 6 monthly research clinic visits and yearly telephone questionnaires such that participants will be seen in the research clinic every 6 months starting at six months from enrolment. Your relative or friend will also be asked questions about your health and memory, every 6 months. You will be asked to have your bloods taken at your GPs prior to visiting the research clinic. 

We are also running three sub studies within the main study. They are 1) the genetics sub study 2) the brain scan sub study 3) the ambulatory blood pressure monitoring sub study. These studies aim to further explore the diagnosis and treatment of memory and thinking problems after stroke. Participation in the sub studies is entirely voluntary and does not impact on your ability to take part in the main study. The research staff will tell you more about these sub-studies and provide you with a separate information sheet.
What do I have to do?

If you decide to take part in the study, you will be asked to go through the procedures as described above and be willing to attend the clinic for follow up.

You must take your medication every day as prescribed, and report to your doctor should you have any side effects from the medications.

It is very important that you tell the study doctor or nurse if you have felt unwell or been poorly at any time since your last visit even if you think this is unrelated to your medications. You should also tell us if you are currently involved in other drug research studies.

What are the drugs being tested?

The study is not testing individual drugs but targets for optimal blood pressure and cholesterol levels needed to prevent decline in memory and thinking after stroke. The targets will however, be achieved by drugs that are normally used to treat high blood pressure and cholesterol. Your doctor will be able to give you more information about the medications that have been prescribed for you.

What are the possible disadvantages and risks of taking part?


Being part of this research will involve you giving up your time to attend the research clinic regularly every year, ranging from one to eight years depending on when you enter the study.

Other disadvantages and risks:

1. Drug and/or doses may need to be increased to achieve target levels for BP and cholesterol. This may increase the chance of side effects from drugs, more so for the intensive groups.  However, you can inform the study staff should you develop any side effects, to allow adjustments of treatment.  Your doctor will be able to tell you more about these side effects, as they will depend on the medications you are on. 

One of the common side effects of BP medications is low blood pressure and falls. Some BP drugs may irritate the kidneys (renal impairment) and alter the salt levels (electrolytes) in your blood.  Blood tests will be performed to monitor these side effects initially, as they are more common when medications are started.

Well known but uncommon side effects of cholesterol lowering medications are muscle aches, tenderness and weakness and very rarely muscle inflammation (rhabdomyolysis occurring in 1 in 30,000 patients/year). These medications may rarely also cause damage to the nerves in the limbs (approximately 1 in 8,000 patients/year).

It is however important to note that these drugs are licensed, well established and widely used for the treatment of BP and cholesterol, and are not experimental.

2. Blood Samples: Blood sampling may cause a small amount of bleeding, discomfort or a bruise. Occasionally a person may feel lightheaded or faint when the blood is drawn.

3. Blood Pressure measurement: Measuring the blood pressure involves tying a cuff around your arm, which may cause an unpleasant sensation when the cuff is inflated. This however lasts only for the time when the blood pressure is taken.

4. We may ask of your relative/friend a few personal questions about your memory, thinking and problem solving abilities as part of our assessment, and some people may find this upsetting. However we won’t ask anything that you don’t want us to.

What are the possible benefits of taking part?

We cannot promise the study will help you, but the information we get from the study will help improve the understanding of dementia after stroke. It may identify treatments that can reduce the risk of developing dementia in patients with stroke.
Will I be paid to participate in the study?

You will not be paid to participate in the study, but reasonable travel expenses will be paid for you to attend the research clinic.

What will happen if I develop problems with cognition (memory and thinking)?
It is possible that some participants may develop problems with memory and thinking, possibly dementia and our study is trying to identify treatments to prevent this. If this is detected during the study, we will inform your GP so that he/she can then refer you to the appropriate services/specialists for further management.
During your initial visit to the research clinic, we will ask you about your wishes, should such a situation arise. It is important that we follow up all participants till the end of the study period. However if you wouldn’t want to continue participation in such a situation, we will respect your decision and not do any further follow-ups. Information obtained till then will be used for the study purposes. We will continue to collect information from your relative/friend as before. If you are happy to continue participation, we will continue to follow you up as before. We will identify more than one relative/friend (informant), so that the second informant can take over the role if the first is unable to continue for whatever reason. 

If for some reason your relative/friend or your doctor feels continued participation is difficult or not in your best interests, you may be withdrawn from the study. The information collected will still be used. Any stored blood samples that are identifiable can be destroyed if you or they wish.
How long will the study last?

The study will run for 4 years. Your participation in the study depending on the time of your enrolement can continue upto 4 years 
PART 2B: CONDUCT OF THE STUDY

What will happen if I don’t want to carry on with the study?
You can withdraw from the study at any time. We would appreciate if you keep in contact with us to let us know of your progress. Information collected may still be used. Any stored blood samples that are identifiable can be destroyed if you wish. 
What if there is a problem?

If taking part in this research project harms you there are no special compensation arrangements. If you are harmed due to someone’s negligence, then you may have grounds for a legal action but you may have to pay for it. Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanism is available to you.

Will my taking part in this study be kept confidential?

Yes. Our procedures for handling, processing, storage and destruction of data are compliant with the Data Protection Act 1998. However some parts of your medical records and the data collected for the study, will be looked at by authorised persons organising the research. They may also be looked at by representatives of regulatory authorities and by authorised people from the Trust, or other NHS bodies to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant and nothing that could reveal your identity will be disclosed outside the research team. Scan data, which has been made anonymous, may be shared with allied research projects and used for education and research.

When you enter the study your local research doctor or nurse will record information on your medical condition, your medical history and the progress of your treatment. Some of this information may be taken from your medical notes. This information will be used for the purpose of determining if the study has any benefits. The information recorded will include details on the type of stroke, how severe it is and when it occurred, what tablets you take and your contact details. 

Your contact details, and those of a relative or friend that you provide, will be passed to the Trial Coordinating Centre in Nottingham. All patient information is confidential, but as your GP will be involved in your treatment they will be contacted and notified of your participation in the study. We will also feed back to your GP, some of the information that we collect during the follow-up visits like your cholesterol levels, BP etc. that will help them, to keep their own records and monitor your health. If you would like to know more about the information shared, please ask a member of the research staff, who will provide you with further details. 
The coordinating sites may use central databases to obtain additional follow-up information on patients enrolled into the study. In the UK, this will involve use of the NHS Medical Research Information Service, Office of National Statistics.

What if relevant new information becomes available? 

Sometimes during the course of a research project, new information becomes available. If this happens, the research doctor will tell you about it and discuss with you whether you want to continue in the study. If you decide to withdraw, the research doctor will make arrangements for your future care. If you decide to continue in the study you will be asked to sign an updated consent form. Also, on receiving new information, your research doctor might consider it to be in your best interests to withdraw you from the study. He/she will explain the reasons and arrange for your future care.

What will happen to the results of the research study?

The results of the study will be published in medical journals and sent to Health Authorities. However, any personal details will be kept strictly confidential and no information will be given through which you can be identified. At the end of the study you will be able to receive a summary of the study results by contacting the research team on the numbers below, or you could view the results on the study website (www.podcast-trial.org).

What will happen to my treatment at the end of the study?

Once the trial has been completed, you can discuss future treatment with your GP, and it is likely that most patients will go back to standard care as per the then current guidelines for blood pressure and cholesterol treatment. Naturally, if the study is positive, we will share this information rapidly with the medical and scientific community so that all patients may benefit from this knowledge, and be treated accordingly.
Who is organising and funding the research? 

The University of Nottingham is the sponsor and is organising the research. The UK Stroke Association and The Alzheimer’s Society UK are jointly funding this study and no member of the research team is being directly paid for including you in this study.

Who has reviewed the study? 

All research in the NHS is looked at by an independent group of people called the Research Ethics Committee to protect your safety, rights, well-being and dignity. This study is supported by Nottingham Stroke Research Consumers Group.

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 __________. If you have any complaints about the way the investigator has carried out the study you may contact the hospital complaints department, Tel __________. 
You will be given a copy of this Patient Information Sheet and a copy of the signed Consent Form to keep if you decide to take part.

Thank you for reading this sheet.
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