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NRES: [insert NRES reference here] 
IRAS ID: [insert IRAS ID here] COMMENTS   \* MERGEFORMAT 
[Title of Study]
Information for potential participants

You are being invited to take part in a research study.  Before you decide, it is important for you to understand why the research is being carried out and what it will involve.  Please take time to read this information carefully and discuss it with friends, relatives and your GP if you want.  Please ask us if there is anything that is not clear, or if you would like more information.  Take your time to decide whether or not you want to take part.
What is the study for?
Dementia is a group of diseases that cause a decline of the brain and its abilities.  The Alzheimer’s Society believes there are around 800,000 people in the UK with dementia. 
The number of people with dementia is going up because people are living longer.  By 2021, this will number will reach about 1 million.
This study aims to [give a brief description of the aim(s) of your study]  

This study is a Dementias Platform UK (DPUK) study.  The overall aim of DPUK is to bring all dementia research together.  This will give us the best chance of understanding what causes dementia, and then creating treatments to stop it or slow it down.
Why have I been invited?

We are studying [a particular disease process / the effect of an intervention] in people with [a particular disease / a family history of X / healthy volunteers].
You have been invited because you [have a particular disease / a family history of X / are a healthy volunteer].
Do I have to take part?

No, it is up to you.  

If you decide to take part but change your mind, you can stop at any time without giving a reason.  If you don’t take part, or stop taking part later, your care will not be affected.
What will I have to do if I agree to take part?
If you decide to take part, keep this information, and let us know.  A member of the study team will be happy to answer any questions you have.  You will then fill out a consent form.

Consent and history

[Describe the consent process. If you are taking a medical history, indicate what they might be asked about]
[You may wish to include descriptions of any other tests they might undergo in this PIS; or you may wish to use a separate PIS. 

Examples of other typical tests are given below:

Cognitive function (memory and problem-solving tasks)

[Provide description of what the participant would be expected to do]
Blood sample

[Provide description of what the participant would be expected to do]

Urine sample

[Provide description of what the participant would be expected to do]

Physical examination

[Provide description of what the participant would be expected to do]
]
PET-MRI brain scan
You will have a scan of your brain using a PET-MRI scanner.  This may be different to scans you have had before.  Please read the information carefully.
PET-MRI brain scan
What is a PET-MRI scan? 
PET-MRI is a new machine that can take two types of scan at the same time: a positron emission tomography (PET) scan and a magnetic resonance imaging (MRI) scan.  The MRI scan takes pictures of the brain structure, while the PET scan shows [for amyloid tracer: how much amyloid protein is in your brain] / [for FDG: how well your brain is working]. 
What will I need to do before my appointment?

Each type of scan is slightly different.  Please read this information carefully because it could be different to any scan you have had before.

[Delete as appropriate:]

[1) For amyloid tracers (e.g. flutemetamol, florbetapir, florbetaben) and tau tracers (e.g. AV-1451)]
You do not need to do anything to prepare for your appointment.  You can eat and drink as you normally would.
OR

[2) For FDG only]

You should not do strenuous physical activity for 24 hours before your scan.

Please only drink plain water for 6 hours before the scan.

Do not:

· Eat food

· Drink liquid food or meal supplements

· Drink tea, coffee, juice or flavoured water

If you are diabetic, please talk to the scanning department for instructions before your appointment.  

[Consider whether a pregnancy warning is necessary to your study:

If you are pregnant, might be pregnant or are trying to get pregnant, please talk to the study team.]
There will be times during your appointment when you will be waiting.  Please bring something to read for these times. 
What happens before the scan?

The scanner uses a very powerful magnet to make the scan pictures, so the scan team will check that you don’t have metal in or on your body.  You will be asked questions about implants – such as pacemakers or cochlear implants – or any surgery you have had, to make sure it is safe for you to go in the scanner.  If you have an electronic implant, please tell the study team before your scan.  If you have any implants, you may have been given a document or card with the details of the implant.  Please bring those along to your appointment. 
The PET scan needs a small amount of radiation to be injected in to the blood, called a tracer, to take the pictures.  A small plastic tube (cannula) will be inserted in to a vein, usually in your arm.  This should be no more painful than a blood test.  The tracer is a colourless liquid and will be injected through the cannula.  [For static PET scans only: You’ll be asked to wait in a separate quiet waiting area for about [one hour (FDG) / 90 minutes (most other tracers)] for the tracer to be taken in by your body.] 
Shortly before your scan, you will be asked to go to the toilet, remove all metal – including jewellery – and change in to hospital clothing.
What happens during the scan?

You will lie down flat on the scanner bed.  The scanning team will help you get as comfortable as possible.  The MRI scans can be very loud. You will be given [ear plugs / headphones] so the scanner isn’t so loud.  [You may bring a music CD to be played during the scan. / It is not possible to play you music during your scan.]  You will lie down with your head placed in a piece of equipment used to take pictures of your brain.  It looks like a helmet (see the photo on page 2) and you will still be able to see out of it.  You will be given a call button.  You can use this to tell the scanning team if you can’t or don’t want to carry on.  Once you are comfortable, you will be moved in to the tunnel of the scanner.  Your head will be in the middle of the tunnel, but your legs will still be out of the tunnel.  Some people don’t like to be in small spaces (claustrophobia).  If you suffer from this, please speak with the study team or scanning team.

[1) For static PET scans: You will be asked to keep as still as you can for the scan, which will last for about [#] minutes. 
[2) For dynamic PET scans without a break: One of the study team will inject the tracer through your cannula when you are on the scanner bed. The injection will be at the same time as the start of the scan.  You will be asked to keep as still as you can for the scans, which will last for about [#] minutes.
[3) For dynamic PET scans with a break: One of the study team will inject the tracer through your cannula when you are on the scanner bed. The injection will be at the same time as the start of the scan.  You will be asked to keep as still as you can for the scans.  The first set of scans will last for about [#] minutes.  You will be taken out of the scanner, and in to a separate quiet waiting area for [#] minutes.  You will then be taken back in to the scanner for the final scans, which will last for about [#] minutes.
You may be able to visit the scanner before your scan, to look at the scanner and ask questions [check with scanning department as not all can facilitate pre-scan visits.  It is very important the participant is confident that they will not suffer from claustrophobia before the tracer in injected; this will result in an unnecessary dose of radiation, and your study will likely be charged for the cost of the full scan].
What happens after the scan?
The scanning team will take you out of the scanner.  One of the scanning team will take out the cannula, then you can get dressed.  Usually, you will then be free to leave the scanning department.
A small amount of radiation will remain in your body for  some time after you leave the department.  The scanning team will give you specific instructions on this before you leave.  [Please refer to your local site policy for advice to patients following their PET scan. Advice may differ between centres but will typically include advice on minimising close contact with other people and avoiding contact with children and pregnant women. This may be in the form of supplementary leaflets.]
What are the risks of the scan?

It is not safe for people with certain implants, such as pacemakers, to be scanned using the PET-MRI scanner.  The powerful magnet in the scanner can cause these implants to stop working.  The scanning team are there to keep you safe.  By following their instructions and answering their questions honestly, the scanner will not cause you any harm.
You will be given a place to safely store your personal items (e.g. money, jewellery, phone).
 [The following paragraphs are critical in providing enough information to allow the participant to provide their informed consent to take part in the study. It will also be scrutinised closely by the REC. 

Please consult the local Medical Physics Expert (as defined in the Ionising Radiation (Medical Exposure) Regulations 2017) at your centre to help you complete this section. They will take multiple factors in to consideration when calculating the risks due to the ionising radiation used in this study. If you are running a multi-centre study, contact the Medical Physics Expert at each centre. DPUK will be able to help you identify the appropriate Medical Physics Expert(s).]
The PET-MRI scan you will have as part of this study [is / is not] part of your usual care.  The scan uses ionising radiation (a kind of energy that can harm living cells) to create images of your body.  Ionising radiation can cause cell damage that may, after many years or decades, turn cancerous.
The small amount of radiation used for this PET scan is equivalent to [#] of background radiation in most parts of the UK.  You are only given the amount needed for the scan. 

We are all at risk of developing cancer during our lifetime.  The normal risk is that this will happen to about 50% of people at some point in their life.  Taking part in this study will increase the chance of this happening to you from 50% to [#]. 
The scanning team will be able to answer any questions you have about this.
What are the possible benefits of taking part?

You may not benefit directly from taking part in this research study.  We hope that this study will help us better understand [dementia / Alzheimer’s disease / …], and how to treat it in the future.  
What happens if I become unable to make decisions for myself?
You can choose now whether you want to continue, or stop taking part in the study.  You may want to discuss this with your family.
What happens if I want to stop taking part in the study?

You may leave the study at any time, without giving a reason, by letting the study team know.  [We will continue to use the anonymised data that we have at that time.]
What happens at the end of the study?

The results of the study will be presented at medical and scientific meetings, and published in medical or scientific journals.  We will not name you, or identify you in any way.
Will my data be shared?

Yes, but only data without your personal details will be shared.  We collaborate with research centres and companies in the UK and abroad.  We need to make our research data available to other researchers in data stores.  They can only see anonymous computer-based data.  This will allow your anonymised data to be used in many related studies, without needing to scan you again. 
The DPUK has a controlled-access data store.  Your data will be kept secure, and access to it will be carefully controlled.  
Will my personal details be kept secure?

Yes.  We will protect your personal information in line with the law.  We’ll keep any information collected during the study strictly confidential.  Only selected members of the research and clinical teams will have access to information that identifies you.
[Sponsor organisation] is the sponsor for this study based in [the United Kingdom / other country].  We will be using information from [you and/or your medical records] in order to carry out this study.  DPUK will control the use of your data.  This means that DPUK are responsible for looking after your information and using it properly.  [Sponsor organisation] will keep identifiable information about you [for x years after the study has finished / until x].
Your rights to access, change or move your information are limited, as we need to manage your information in specific ways in order for the research to be reliable and accurate.  If you withdraw from the study, we will keep the information about you that we have already obtained.  To safeguard your rights, we will use the minimum personally-identifiable information possible.

You can find out more about how we use your information [at URL and/or by contacting …].

Who will be told I am taking part?
[Name and title of the medical professional responsible for results] will get the results of your scan and other medical tests.  They are the doctor in charge of checking your results, and will contact you if there are any concerns.

We will write to your GP (family doctor) to tell them you are taking part in this study.  If any results are unusual and will affect your health, we will tell your GP so you can get treatment.
Taking part in the study may affect your insurance.  You may need to check your insurance details if you decide to take part.
Who is organising and paying for the research?

[University/NHS trust] is organising and carrying out the research. [Sponsor name] is paying for the research.

Who has reviewed the research study?

[REC approving study] has reviewed the research study. They have checked the safety, value, and ethics of this study, and allowed it to be carried out.
Who can I contact for further information?

You can contact the study team
by telephone: [#]

by email: [@]

by post: [Name of team/individual

Institution


Building


Street


City


Post code]

You can contact the scanning team 
by telephone: [#]

by email: [@]

by post: [Name of team/individual


Institution


Building


Street


City


Post code]

You can also contact an expert that is not involved in this study.  They can give you independent advice. They can answer any questions you have about the study, if you do not wish to discuss them with the study team:
Dr/Prof [name], Consultant in [x] / Professor of [y]

[Name] Hospital, [x] NHS Trust / University of [y]

[telephone number #]

[email address @]
Thank you for thinking about taking part in this study.
Picture of a PET-MR scanner.


Courtesy of King’s College London & 


Guy’s and St Thomas‘ PET Centre.
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