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Department of Clinical Neurosciences
INFORMATION SHEET
Understanding cognition and action in Pick’s disease and related disorders 

You are invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take time to read the following information carefully and discuss it with others if you wish. Ask us if there is anything that is not clear or if you would like more information. 

Why have I been chosen? 

We are contacting patients who have been assessed at a hospital specialist clinic. We are also contacting healthy people from the register of potential volunteers at the Cognition and Brain Sciences Unit (‘Panel’) or the research volunteer databases at the Dept. of Clinical Neurosciences. Results from healthy people are useful to study the effects of an illness. 
What is the purpose of this study? 
As neurologists, we work with patients with many types of illness. These are often due to wearing out or gradual damage to parts of the brain, known as ‘neurodegeneration’. Examples of this include Pick’s disease also known as Frontotemporal dementia (FTD), Parkinson’s disease (PD), Progressive Supranuclear Palsy (PSP), Corticobasal Degeneration (CBD), and Huntington’s disease (HD). By using MEG type brain scanning, we hope to understand these illnesses better.  For some participants, we will be looking at the effects of the commonly used drugs (Citalopram, Tiagabine and Memantine) on decisions and actions. Although we believe that this will lead to better treatments in the future, this study is not testing a new treatment and will not alter the diagnosis or regular treatment that participants get through their GP or hospital clinic. 
Who is organizing this study? 
The study is organized by Dr Rowe at the Cambridge University Department of Clinical neurosciences. It is funded by the Wellcome Trust. 
What does the procedure involve? 
We are asking you to consider taking part on  [ONE/TWO/THREE] occasions, which may include brain scanning. These tests sometimes involve taking a medication, a dummy pill (placebo) or delaying your usual medications. In your case, we are asking you to consider the following:

[image: image4.png]Cambridge University Hospitals 775

S Foundation st



two MEG brain scans, one on each day. More information is given on sheet A.  
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a single MRI brain scan, which will either be after a MEG scan, or on a separate day. See Sheet A
 taking a tablet called Citalopram or a dummy pill. Information about this is given in Sheet B.
delaying one of your medications, […drug name ... ]. Information about this is given in Sheet C
taking a tablet called Tiagabine or a dummy pill. Information about this is given in Sheet D.

taking a tablet called Memantine or a dummy pill. Information about this is given in Sheet E.

an extra assessment on your usual medication with no scanning. Information about these sessions is given in Sheet F.
What are the possible benefits of taking part? 
We will reimburse travel expenses for you and a companion or escort if required, together with an honorarium for the inconvenience associated with the study. We are advised that this would not affect usual benefits entitlements like Pension Credits, Housing Benefit, Council Tax relief, Attendance allowance and Disability Living Allowance, but if in doubt  please check with the disability benefits centre:  https://www.gov.uk/disability-benefits-helpline.
You will also have the pleasure of knowing that you have made a contribution to our understanding frontotemporal dementia and medication on the brain. However, there will be no direct benefits accruing in terms of treatment. This is not a clinical trial of a new treatment. 
What are the risks of taking part in this study?

This information sheet includes an appendix with details of the drug we are asking you to consider, including possible side effects. The researcher will make sure you are given a copy of the right drug information sheet. 
Will my GP be informed? 
Your GP will be informed of your participation in this study unless you ask us not to. 

What about my medication? 
We will ask about all your medication. Some medications would mean that you could not take part in the study. Generally, your medication would continue as normal. For some people, we would ask them to delay one of the medications for one visit, but more information about that is given in Sheet C, if it is relevant for you. 

Confidentiality – who will have access to the data? 
We treat your personal information, medical details and scans as confidential. A full statement about the confidentiality arrangements is given in Sheet G. Information will be kept securely for a minimum of 10 years and possibly indefinitely in the CBU or University department archive in accordance with good research practice.  We will publish the research results in an anonymous way, e.g. as brain pictures in a medical or scientific journal.  

Are there compensation arrangements if something goes wrong? 
In the unlikely event of anything untoward happening, you may complain either directly to me, or through the Patient Liaison and Advisory Service (PALS) at Addenbrooke’s Hospital. Compensation arrangements for negligent harm are covered by the normal NHS indemnity. Details are in Sheet G. 
Can I withdraw from the study? 
You may withdraw from the study at any time without explaining why. Withdrawal would not affect your usual treatment from your specialist. 

This research study has been given a favorable opinion by the Norfolk Research Ethics Committee (Ref 10/H0310/59). If you would like more information, or need to contact me after taking part, please contact me at:

Name: 

Dr James Rowe (Chief investigator)        or      
……. ………………………………..
Address: 
MRC Cognition and Brain Sciences Unit       
……. ………………………………..

15 Chaucer Road, CB2 2EF                          

……. ………………………………..

 Contact No: 
(daytime)        0 12 23 35 52 94  ext 671      
 
……. ………………………………..



(out of hours)  0 7504 731 663 
                       
 ……. ………………………………..

E-mail:

james.rowe@mrc-cbu.cam.ac.uk

 
……. ………………………………..

Sheet A – brain scanning

We use two types of brain scanner. One called MEG, short for magnetoencephalography, and one called MRI, short for magnetic resonance Imaging

What does MEG involve? 

MEG takes place at the MRC Cognition and Brain Sciences Unit (CBU) in Cambridge. The MEG scanner is different from the more common MRI type brain scanners. In the picture overleaf, you can see that it is more open, enabling you to sit on a chair or lie on the couch with just your head in the scanner. The scanner then measures the tiny magnetic fields generated by your brain as you see, think, read or move. 

If you take part, we would first go through a safety questionnaire, to make sure that you do not have metalwork in your body (pacemakers, artificial joints etc) that might damage the sensitive machine. We then talk you through the different tasks that you will do in the scanner, like seeing pictures or pressing buttons. You will be given a chance to practice if required. None of the tasks are especially difficult, and none of the material is distressing to see or hear. 

You can sit comfortably in the scanner (see the picture) . In addition to the main MEG scanner, we also record the small electrical activity of the muscles or brain, using small electrical sensors. These can be stuck to one’s head with tape and a clear ‘jelly’ that washes off afterwards, but mostly we use a cap that looks like a “shower cap” that fits snugly over the head. 


When scanning starts, you will carry out the simple tasks over about one and a half hours (with breaks). Although we ask you to keep still during this time, you can take a rest from the tasks. The tasks vary but typically involve seeing pictures or hearing sounds. For some studies, you do not need do anything at all, merely look or listen quietly. Some studies would ask you to press a button to give an answer. The details of each study would be explained to you on the day and you have enough time to practice.

What are the possible risks/side effects of MEG? 
We follow clear safety guidelines for operating the MEG machine itself. MEG is safe but could be tiring. We will give you as much time as you need to complete the tasks. 

Sheet A continued

What is MRI?

MRI is different from MEG.  MRI is one of the commonest types of Brain Scanners used in a hospital, especially for neurology patients. You may already have had an MRI but we require an up to date one if possible. It tells us a lot about how the brain looks, including the shape of the brain. We can also measure the activity of the brain, using “pictures” of the brain’s blood flow. MRI uses a strong magnetic field to create the pictures but it does not involve any injections or X-rays. You can find out more at www.radiologyinfo.org/content/functional_mr or ask a member of the study team.
What happens for MRI scanning? 

Patient volunteers undergo a MRI brain scan in Cambridge, at either the Medical Research Coucnil’s Cognition and Brain Sciences Unit (CBU) on Chaucer Road or the Department of Clinical Neurosciences’ Wolfson Brain Imaging Centre (WBIC) at Addenbrookes Hospital. Before your scan a member of staff will ask you some questions to ensure that it is safe to scan you, eg. that you have no metal within you before you enter the strong magnetic field. During the scans we will ask you to relax and lie still. We often play music, to make the time pass more quickly. The scanning can be noisy and so we give you ear plugs as well as headphones to reduce this noise. It may not be appropriate for you to be scanned if you are claustrophobic. The scanning session will take about 60 (and up to 90) minutes, but there are regular pauses and rests. The MRI scan can either be scheduled for after the MEG scan on one of the study days, or alternatively for a separate day. If you do not wish to spend the full 60 minutes in the scanner, we may ask you to complete a shorter, 15 minute scan.
What are the possible risks/side effects of taking part? 
The scanner can be loud when it takes images, and you will be given earplugs and ear defenders to block out some of the sound. Also, the MR environment is quite confined, and people who are uncomfortable in small or confined spaces may not be able to participate. If this should be you, remember that you may withdraw from the study at any time without explaining why.  If you have any metal implants, for example after hip or knee surgery, we will ensure that these are safe in our MRI scanner. Generally, MRI is thought to be a safe, non-invasive imaging technique. 

Sheet B – Citalopram

This information sheet is relevant if you have been asked to participate in a study using a drug called Citalopram (also known as Cipramil)

What is the purpose of the study?

Brain function depends on naturally occurring chemicals (‘neurotransmitters’) that communicate between brain cells. Several of these are reduced in Pick’s disease. A chemical called Serotonin is  important in Pick’s disease.  This study looks at the effects of taking a single dose of a medication that boosts Serotonin. 

What is Citalopram?

Citalopram is a drug classified as a “serotonin reuptake inhibitor” which means that it increases the levels of serotonin in the brain. It is licensed in the UK and the USA for treatment of disorders such as Depression and Panic attacks. It has been used in many research studies in healthy adults here in Cambridge and elsewhere. In this study it will be given as a tablet, using a standard dose for adults (30mg). We discuss possible side effects below, but a complete summary of the drug can be found at: www.medicines.ie/medicine/5380/SPC/Cipramil+Tablets/ using the brand name Cipramil. Alternatively Dr Rowe can give you a printed version. 

Some people should not take Citalopram, for example if they suffer from epilepsy, heart disease or take certain other medications. We will therefore ask you in confidence about these and other medical problems before taking part. 

What will happen if I decide to take part?

If you would like to take part, we will check that it is safe for you to do so. We have a list of things that make some patients unsuitable to participate, and a member of the research team will discuss these with you. For example, people with heart disease, epilepsy, bleeding disorders or some severe psychiatric illness would not take part in this study. Some types of medication would also rule out participation. 

Only one of the study sessions would involve Citalopram. They would begin at the Wellcome Trust Clinical Research Facility (WTCRF) located at Addenbrooke’s Hospital in Cambridge. Sessions may last up to five hours, including periods of rest. Participants should have normal vision, with glasses if necessary. If you require spectacles, please remember to bring them on both testing days. We will try to arrange these testing sessions 2 weeks apart (minimum 1 week and up to 8 weeks apart, according to your convenience and availability of facilities).

After arrival, we will do some paperwork and safety checks for the study. We will also measure your blood pressure. Depending on a volunteer’s medical history, some people will also need a heart tracing (ECG) before taking the tablets. This is a simple test that the nurses would do. Then you will be given the tablets to swallow with water. These tablets might contain a dummy tablet (placebo) or they may contain Citalopram. You can then rest in a quiet area where you can read books or magazines, and watch television for up to 2 hours. 

This is a “cross over” study, which means that on different days you will receive citalopram and placebo. The order that you receive them will be randomised. In order to minimise placebo effects and/or experimenter bias from affecting your performance on the tests, we use different codes for each pill. This means that neither the experimenter nor you may be aware of which pill contains the active drug. These codes will be revealed to the experimenter, if it is necessary to break the code early in the unlikely event of a significant side effect. 

You will then take a car to the scanning centre, at the MRC Cognition and brain Sciences Centre, 5 minutes away. A member of the study team and your next of kin would go with you. 
Before or after scanning, we may also ask you to do some other tests of thinking, memory and attention. These are either ‘paper and pencil’ tests, or use a computer, but they are designed so as to not be too difficult. We may take a blood sample, equivalent to 2 tsp (10 ml), before scanning. These samples will tell us the amount of prolactin hormone and citalopram - these should differ on different study days. As for other ordinary blood tests, you may experience slight discomfort in the form of a sharp scratch.

What are the possible risks of taking part in the Citalopram study?

The size of the dose of Citalopram we use is 30mg. This dose is that normally used to treat other patients in clinic but for this study it will only be given once. This means that the risk of side effects is low. However, as with all drugs, there is always some risk of side effects. 

If side effects do occur, they are likely to be mild and short-lived. Any side effects of the drugs in this study would be experienced soon after taking the drugs, and we would expect these to go away within a few hours. A doctor will be available throughout the experiment just in case. You will be given a 24-hour contact number to call if you have any concerns after you take part in the study. Please note that you must not drive or operate heavy machinery later in the day after participation in the study.  

The more common side effects for people taking regular daily doses of citalopram include sweating, reduced appetite, stomach upset, restlessness or fatigue, yawning, tremor and itching. Allergic reactions can also occur as for any medication. The likelihood of you developing these symptoms from a single dose is small, and symptoms would improve within the day. In humans, citalopram does not impair intellectual function and psychomotor performance and has no or minimal sedative properties. However, as you will not know if you have taken Citalopram or dummy pill on the day, and as a precaution, you should not drive or operate dangerous machinery later in the day after testing.

Note on the dummy pill

The dummy pill (placebo) may contain lactose.  If you are allergic to lactose, it may be possible for us to arrange a non-lactose dummy pill of similar appearance. Otherwise, as a precaution, we would not recruit you to this particular study. 

Sheet C – delaying antidepressant medication
This information sheet is relevant to you if you have been asked to participate in a study that requires a delay or omission of antidepressant medication. This is sometimes called medication ‘withdrawal’, but it is only a temporary measure. The relevant medications include citalopram, paroxetine, fluoxetine, sertraline, fluvoxamine.  Other medications are not affected.

Why would we delay these medications?

We are studying the importance of serotonin in Pick’s disease and related disorders. Some patients, even those without depression, are prescribed serotonin type drugs (SSRI). There are no clinical trials to show whether these drugs help or do not help in Pick’s disease, but some neurologists think that they may do so, which is why they are often used. To know the effect  these drugs are having, one way is to temporarily delay the medication, under guidance from the study team. We would then compare the brain scans on the day you took the tablet and the day you did not. 
How long would I delay the tablets?
Different medicines last for different lengths of time in the body. In your case, we would ask you to miss out the tablets of […   …drug name…..] for about  [……..] days. 

Is it safe?

Suddenly stopping medication can sometimes cause side effects, which are more likely with longer delays or higher doses. We would give clear instructions about which tablets to take and when, before scanning.  In other illnesses treated with these SSRI type of tablets, it is quite common for patients to accidentally miss out on some of their tablets. This might have happened with you. We will ask whether you experienced any side effects from this.  

Side effects of delaying SSRI medication are not unlike some of the side effects of starting SSRI medication. They can include headache, anxiety, nausea, dizziness, poor sleep, fatigue or sweating. If you or your carer thought that these effects were occuring before scanning, you or they could contact the study team.  After scanning, you would restart the tablets again in the normal way.  
Sheet D – Tiagabine

This information sheet is relevant if you have been asked to participate in a study using a drug called Tiagabine (also known as Gabitril)

What is the purpose of the study?

Brain function depends on naturally occurring chemicals (‘neurotransmitters’) that communicate between brain cells. Several of these are reduced in frontotemporal dementia. A chemical called GABA is important in this illness.  This study looks at the effects of taking a single dose of a medication that boosts GABA. 

What is Tiagabine?

Tiagabine is a drug classified as a “GABA reuptake inhibitor” which means that it increases the levels of GABA in the brain. It is licensed in the UK and the USA for treatment of disorders such as epilepsy. It has been used in many research studies in healthy adults here in UK and elsewhere. In this study it will be given as a tablet, using a standard dose for adults (10mg). We discuss possible side effects below, but a complete summary of the drug can be found at: http://www.gabitril.com/patient.aspx using the brand name Gabitril. Alternatively Dr Rowe can give you a printed version. 

Some people should not take Tiagabine, for example if they suffer from heart disease or take certain other medications. We will therefore ask you in confidence about these and other medical problems before taking part. 

What will happen if I decide to take part?

If you would like to take part, we will check that it is safe for you to do so. We have a list of things that make some patients unsuitable to participate, and a member of the research team will discuss these with you. For example, people with heart disease, epilepsy, bleeding disorders or some severe psychiatric illness would not take part in this study. Some types of medication would also rule out participation. 

Only one of the study sessions would involve Tiagabine. They would begin at the Wellcome Trust Clinical Research Facility (WTCRF) located at Addenbrooke’s Hospital in Cambridge. Sessions may last up to five hours, including periods of rest. Participants should have normal vision, with glasses if necessary. If you require spectacles, please remember to bring them on both testing days. We will try to arrange these testing sessions 2 weeks apart (minimum 1 week and up to 8 weeks apart, according to your convenience and availability of facilities).

After arrival, we will do some paperwork and safety checks for the study. We will also measure your blood pressure. Depending on a volunteer’s medical history, some people will also need a heart tracing (ECG) before taking the tablets. This is a simple test that the nurses would do. Then you will be given the tablets to swallow with water. These tablets might contain a dummy tablet (placebo) or they may contain Tiagabine. You can then rest in a quiet area where you can read books or magazines, and watch television for up to 2 hours. 

This is a “cross-over” study, which means that on different days you will receive Tiagabine and placebo. The order that you receive them will be randomised. In order to minimise placebo effects and/or experimenter bias from affecting your performance on the tests, we use different codes for each pill. This means that neither the experimenter nor you may be aware of which pill contains the active drug. These codes will be revealed to the experimenter, if it is necessary to break the code early in the unlikely event of a significant side effect. 

You will then take a car to the scanning centre, at the MRC Cognition and brain Sciences Centre, 5 minutes away. A member of the study team and your next of kin would go with you. 

Before or after scanning, we may also ask you to do some other tests of thinking, memory and attention. These are either ‘paper and pencil’ tests, or use a computer, but they are designed so as to not be too difficult. We may take a blood sample, equivalent to 2 tsp (10 ml), before scanning. These samples will tell us the amount of prolactin hormone and Tiagabine - these should differ on different study days. As for other ordinary blood tests, you may experience slight discomfort in the form of a sharp scratch.

What are the possible risks of taking part in the Tiagabine study?

The size of the dose of Tiagabine we use is 10mg. This dose is normally used to treat other patients in clinic on a daily basis but for this study it will only be given once. This means that the risk of side effects is low. However, as with all drugs, there is always some risk of side effects. 

If side effects do occur, they are likely to be mild and short-lived. Any side effects of the drugs in this study would be experienced soon after taking the drugs, and we would expect these to go away within a few hours. A doctor will be available throughout the experiment just in case. You will be given a 24-hour contact number to call if you have any concerns after you take part in the study. Please note that you must not drive or operate heavy machinery later in the day after participation in the study.  

The more common side effects for people taking regular daily doses of Tiagabine include dizziness or lightheadedness, loss of strength or energy, drowsiness, nausea, nervousness or irritability, tremor, stomach pain, problems with concentrating or attention, and abnormal thinking. Allergic reactions can also occur as for any medication. The likelihood of you developing these symptoms from a single dose is small, and symptoms would improve within the day. As you will not know if you have taken Tiagabine or a dummy pill on the day, as a precaution, you should not drive or operate dangerous machinery later in the day after testing.

Note on the dummy pill

The dummy pill (placebo) may contain lactose.  If you are allergic to lactose, it may be possible for us to arrange a non-lactose dummy pill of similar appearance. Otherwise, as a precaution, we would not recruit you to this particular study.

Sheet E – Memantine
This information sheet is relevant if you have been asked to participate in a study using a drug called Memantine (also known as Ebixa)

What is the purpose of the study?

Brain function depends on naturally occurring chemicals (‘neurotransmitters’) that communicate between brain cells. Several of these are reduced in frontotemporal dementia. A chemical called glutamate is important in this illness.  This study looks at the effects of taking a single dose of a medication that boosts glutamate. 

What is Memantine?

Memantine is a drug classified as a “NMDA receptor antagonist” which means that blocks the activity of the neurotransmitter glutamate in the brain. It is licensed in the UK and the USA for treatment of Alzheimer’s Disease. It has also been used in research studies in healthy adults. In this study it will be given as a tablet, using a standard dose for adults (10mg). We discuss possible side effects below, but a complete summary of the drug can be found at:
 http://www.medicines.ie/medicine/3639/SPC/Ebixa+Tablets/ using the brand name Ebixa. Alternatively Dr Rowe can give you a printed version. 

Some people should not take Memantine, for example if they suffer from epilepsy, heart disease or take certain other medications. We will therefore ask you in confidence about these and other medical problems before taking part. 

What will happen if I decide to take part?

If you would like to take part, we will check that it is safe for you to do so. We have a list of things that make some patients unsuitable to participate, and a member of the research team will discuss these with you. For example, people with heart disease, epilepsy, bleeding disorders or some severe psychiatric illness would not take part in this study. Some types of medication would also rule out participation. 

Only one of the study sessions would involve Memantine. They would begin at the Wellcome Trust Clinical Research Facility (WTCRF) located at Addenbrooke’s Hospital in Cambridge. Sessions may last up to five hours, including periods of rest. Participants should have normal vision, with glasses if necessary. If you require spectacles, please remember to bring them on both testing days. We will try to arrange these testing sessions 2 weeks apart (minimum 1 week and up to 8 weeks apart, according to your convenience and availability of facilities).

After arrival, we will do some paperwork and safety checks for the study. We will also measure your blood pressure. Depending on a volunteer’s medical history, some people will also need a heart tracing (ECG) before taking the tablets. This is a simple test that the nurses would do. Then you will be given the tablets to swallow with water. These tablets might contain a dummy tablet (placebo) or they may contain Memantine. You can then rest in a quiet area where you can read books or magazines, and watch television for up to 2 hours. 

This is a “cross-over” study, which means that on different days you will receive Memantine and placebo. The order that you receive them will be randomised. In order to minimise placebo effects and/or experimenter bias from affecting your performance on the tests, we use different codes for each pill. This means that neither the experimenter nor you may be aware of which pill contains the active drug. These codes will be revealed to the experimenter, if it is necessary to break the code early in the unlikely event of a significant side effect. 

You will then take a car to the scanning centre, at the MRC Cognition and brain Sciences Centre, 5 minutes away. A member of the study team and your next of kin would go with you. 

Before or after scanning, we may also ask you to do some other tests of thinking, memory and attention. These are either ‘paper and pencil’ tests, or use a computer, but they are designed so as to not be too difficult. We may take a blood sample, equivalent to 2 tsp (10 ml), before scanning. These samples will tell us the amount of prolactin hormone and Memantine - these should differ on different study days. As for other ordinary blood tests, you may experience slight discomfort in the form of a sharp scratch.

What are the possible risks of taking part in the Memantine study?

The size of the dose of Memantine we use is 10mg. This dose is that normally used to treat other patients in clinic but for this study it will only be given once. This means that the risk of side effects is low. However, as with all drugs, there is always some risk of side effects. 

If side effects do occur, they are likely to be mild and short-lived. Any side effects of the drugs in this study would be experienced soon after taking the drugs, and we would expect these to go away within a few hours. A doctor will be available throughout the experiment just in case. You will be given a 24-hour contact number to call if you have any concerns after you take part in the study. Please note that you must not drive or operate heavy machinery later in the day after participation in the study.  

The more common side effects for people taking regular daily doses of Memantine include dizziness, headaches, tiredness, raised blood pressure and constipation. Allergic reactions can also occur as for any medication. The likelihood of you developing these symptoms from a single dose is small, and symptoms would improve within the day. In humans, Memantine does not impair intellectual function and psychomotor performance and has no or minimal sedative properties. However, as you will not know if you have taken Memantine or dummy pill on the day, and as a precaution, you should not drive or operate dangerous machinery later in the day after testing.
Note on the dummy pill

The dummy pill (placebo) may contain lactose.  If you are allergic to lactose, it may be possible for us to arrange a non-lactose dummy pill of similar appearance. Otherwise, as a precaution, we would not recruit you to this particular study.

Sheet F – extra sessions with no drugs or scanning. 

You may have been asked to be assessed on an extra day without taking any extra drugs or delaying your medication. This sheet is relevant to you. 

These sessions are mainly intended to complete a more rounded picture of the effects of Pick’s disease and related disorders, and to include people who for one reason or another cannot take part in the drug studies or scanning studies. 
What happens on the extra sessions?

On the extra study sessions we would ask you to complete a number of questionnaires (with help of course, if needed) about your health.  We would then ask you to do a set of simple tasks looking at attention, memory and movement. These will include reading, tapping buttons or speaking  (although not all at the same time!). We may also want to look at how your eyes move, following a dots that jumps left and right in front of you. We measure the eye movements using a small infrared ‘camera’ than sits on the bridge of the nose. Each test takes between 5 and 15 minutes, with breaks in between. 
These sessions may take up to 1.5 hours. We do not use any loud, distressing or difficult activities. You may become tired, but there is plenty of opportunity for rests or breaks along the way. 

Where are the extra sessions?

These will be held either at the Medical Research Council Cognition and Brain Sciences Unit or the Herchel-Smith Building (where the clinics are held). Sometimes these can also be done in your own home. We will give you clear information before hand about where and when we would like to see you, and fit in with your plans and your carers. 

What about my medication?

For these extra sessions, we would ask you to take your usual medication in the normal way. 

Sheet G
Confidentiality – who will have access to the data? 

The Cognition and Brain Sciences Unit (CBU) and the Department of Clinical Neurosciences including the Wolfson Brain Imaging Centre (WBIC) comply with the requirements of the Data Protection Act 1998 with regard to the collection, storage, processing and disclosure of personal information. We are committed to upholding the Act’s core Data Protection Principles. 

Your brain images may include your name, date of birth and/or a reference number. Members of the Cambridge University Department of Clinical neurosciences (including WBIC) and the MRC Cognition and Brain Sciences Unit (CBU) may have access to the data. It is possible that the data may also be used by researchers working with the CBU and Department of Clinical neurosciences for other ethically approved research protocols, where the same standards of confidentiality will apply. It may also be disclosed to researchers working outside the EEC, when that person is working in close collaboration with researchers scanning within the Cognition and Brain Sciences Unit. In that case that person has signed a Code of Conduct guaranteeing that the data will be kept confidential & secure. 

The University is deemed to be the Data Controller of data acquired at the WBIC and all enquiries concerning access to the data should be addressed to the Data Control Officer (the Administrator of the WBIC will be able to tell you the name and address of this officer). All enquires concerning access to data held by the CBU should be addressed to the Freedom of Information Liaison Officer at the Unit in the first instance. 

We will ask for your permission to access your medical records for the purposes of this research.

We routinely inform General Practitioners (GP, family doctor) that their patient has decided to participate, and we ask for your consent for us to inform them of any unexpected findings that may be relevant to your health. However, the decision of whether to participate is yours. 

If for any reason you lose the ability to give your consent, we would not try to study you further. We would withdraw you from the study, but continue to use any data that has already been collected. 

What can I do if something goes wrong? 

The study has been given a favorable opinion by the Norfolk Research Ethics Committee and the Addenbrookes NHS Trust Research and Development Office. In the unlikely event of anything untoward happening, you may complain in the first instance directly to me as the Chief Investigator. If you would prefer to, you may also complain through the independent Patient Liaison and Advisory Service (PALS) at Addenbrooke’s Hospital. Depending on the type of problem, the Head of Department Professor Compston, or the Director of the CBU may also be informed and asked to help investigate the problem. 

Compensation arrangements for negligent harm for NHS patient participants in research are covered by the normal NHS indemnity. Insurance for negligent and non-negligent harm have also been arranged through the University of Cambridge Insurance Office. NHS bodies are liable for clinical negligence and other negligent harm to individuals covered by their duty of care. NHS and University Institutions employing researchers are liable for negligent harm caused by the design of studies they initiate. For harm arising from the management of the research, the NHS indemnity scheme will apply. 

If harm is due to someone’s negligence then you may have grounds for a legal action for compensation against Cambridge University Hospitals NHS Foundation Trust, the University of Cambridge, or the Medical Research Council but you may have to pay your legal costs. The normal National Health Service complaints mechanisms will still be available to you. 
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