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Information Sheet for Research Participants
You will be given a copy of this Information Sheet and a signed copy of your consent form to keep, should you decide to participate in the study.

Study title:

MEASURING BIOMARKERS USING APTAMERS (22/LO/0021)
Thank you for your interest in this research study and for taking the time to read this information sheet. 

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 done and what it will involve. Please take time to read the following information carefully and discuss it with friends, relatives and your GP if you wish. 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.

If you do decide to take part, please let us know beforehand if you have been involved in any other study during the last year. You are free to withdraw at any time without explanation. 
What is the purpose of the study?

Most diseases are diagnosed and/or monitored by measuring specific substances (called biomarkers) in the blood or other bodily fluids. The way these substances are currently measured is slow, expensive and requires a large amount of blood or other fluid from the body. Therefore, the number of blood tests that can be conducted is limited and may not be enough to diagnose a condition as quickly, assess a patient’s condition in detail or monitor a condition very closely. 

Working with bioengineers and chemists, we have developed a new method of measuring markers in body fluids that is more cost-effective, gives instant results and only requires very small amounts of the fluid sample such as blood or other body fluids. This new method uses a technology called aptamers, which can be linked to sensors that can be attached to the skin, to measure biomarker levels. In this study, we will compare the standard method of measuring biomarkers (i.e. by sending blood samples to the clinical laboratory) with the new aptamer-based method (using blood, urine, saliva and/or fluid in the skin called interstitial fluid). If this new aptamer-based method is successful, it will allow doctors to diagnose conditions earlier and monitor patients more closely, using equipment that is small enough for patients to wear while they go about their daily activities. 

Why have I been invited?

We are interested in finding out if the aptamer-based method of measurement is as accurate as the standard blood sampling method of measurement. We are inviting healthy volunteers and patients with conditions for which we can measure biomarkers of relevance to those conditions.
You should not take part in this study if:

1) You have any medical, psychological or other condition, or use any medications, including over-the counter products, which we feel will interfere with the study results or put you at risk of harm (like recreational drugs). 
2) You have donated blood in the last 3 months, or intend to donate blood in the 3 months after you take part in this study.
Do I have to take part?
No, it is up to you to decide whether or not to take part. If you do decide to take part, you will be given this information sheet to keep and be asked to sign a consent form. When you sign the consent form, you will be asked if you want to give permission for your samples (that have been collected during the study) to be used at a later date should you lose the ability to consent in future. If you decide to take part, you are still free to withdraw at any time and without giving a reason. You can withdraw from the research study at any time, without explanation.
What will happen to me if I take part?

If you agree to take part in this study, you will be invited to attend the Clinical Investigation Unit at Imperial NHS Healthcare Trust for a screening appointment and, you will be contacted within 5 days of the screening appointment and told whether or not you can take part in the study. If you are included in the study, you will be asked to attend up to 6 study visits that will each last up to 12 hours. If you are not a patient at Imperial College Healthcare NHS Trust, you will be registered as a patient with this Trust so that we can record your participation and can process your samples.
For both the screening appointment and study visits, when you arrive at the Clinical Investigation Unit, before entering, you will be met by a member of the Research Team who will ask questions regarding whether you or any members of your household have any symptoms of COVID-19. They then will check your temperature. If neither you or any members of your household have symptoms of COVID-19, and if you do not have a temperature of greater than 37.8°C, you will be admitted into the Clinical Investigation Unit. You will be provided with a face-mask, which we will ask you to wear at all times during your research study visit. At all times, government and healthcare guidelines will be followed.
During the screening visit, the study will be explained to you, any questions you have will be answered and you will be asked to sign a consent form.  You will then be asked several questions by one of the clinical researchers about your medical history, and then you will undergo a brief physical examination, which may include basic observations such as your blood pressure and heart rate.  Routine blood tests will then be taken to ensure you are suitable for this study, and you will be informed of the results and whether or not you can join the study within 5 working days. The blood samples taken for these routine tests are labelled with your name as this is necessary for processing and testing at Imperial College Healthcare NHS Trust. These routine blood samples are disposed of as per hospital policy. Should there be any abnormalities on the blood tests, you will be contacted by the research team, and your GP will also be informed, with your consent. 

If you are suitable to take part in the study, we will inform your GP that you are taking part in this study (with your permission). During each study visit, you will be monitored by study doctors. All of the people who take part in the study will be asked to attend up to 6 study visits. There will be a gap of at least 1 week between the first study visit (Visit 1) and the rest of the study visits (Visits 2-6). Visits 2-6 will take place over a 1-month period. Each study visit is explained below:
· All Study Visits:

· A small plastic tube called a cannula will be placed into your arm (similar to Figure 1), and we will take blood samples. 

· We may also take some blood using a fingerprick test if this is necessary for some biomarkers.

· The total amount of blood taken during each study visit will be no more than 150ml (i.e. less than half of a can of Coke). 

· The maximum amount of blood we will take within a 1-month period will be 450ml (i.e. similar to the amount of blood taken during 1 blood donation session). We will adjust the amount of blood taken during each study visit to ensure the total amount of blood taken in a 1-month period is no more than 450ml.
· Visit 1: 
· This visit will take place in the Clinical Research Unit at the hospital, and the visit will last for up to 12 hours. 

· In addition to the blood samples, interstitial fluid (the fluid in the skin) will be collected using very tiny needles. 

· Urine, sweat and saliva samples may also be collected if necessary for certain biomarkers. 

· The cannula and the tiny needles used for interstitial fluid collection will be removed at the end of the visit before you go home.

· Visit 2:
· This visit will be the same as Visit 1, but a sensor device (similar to the glucose sensor device Figure 2) will also be attached to your skin to measure biomarkers.
· If you are willing to wear the sensor device at home, at the end of this study Visit, the sensor device will not be removed. You will be given instructions about taking care of the sensor device and you will go home and keep wearing the sensor device for up to 1 month.
· Visit 3:
· This visit will take place whilst you are wearing the sensor device to check that the sensor device is still working correctly.
· This study visit will be the same as Visit 1 except that you will be wearing the sensor device during the study visit.
· If you are willing to continue wearing the sensor device at home, at the end of this study visit, the sensor device will not be removed.  If the sensor device needs to be changed, the old sensor device will be removed from your skin and a new sensor device will be attached to your skin. You will go home and keep wearing the sensor device.

· Visit 4:
· This visit will take place whilst you are wearing the sensor device to check that the sensor device is still working correctly.

· This study visit will be the same as Visit 3.

· If you are willing to continue wearing the sensor device at home, at the end of this study visit, the sensor device will not be removed.  If the sensor device needs to be changed, the old sensor device will be removed from your skin and a new sensor device will be attached to your skin. You will go home and keep wearing the sensor device.

· Visit 5:
· This visit will take place whilst you are wearing the sensor device to check that the sensor device is still working correctly.

· This study visit will be the same as Visit 3.

· If you are willing to continue wearing the sensor device at home, at the end of this study visit, the sensor device will not be removed.  If the sensor device needs to be changed, the old sensor device will be removed from your skin and a new sensor device will be attached to your skin. You will go home and keep wearing the sensor device.
· Visit 6:
· This visit will take place whilst you are wearing the sensor device to check that the sensor device is still working correctly.

· This study visit will be the same as Visit 3, but at the end of this visit, both the cannula and the sensor device will be removed before you go home. 
· This study visit will be the last study visit. 
If further assessment of the sensor device is required before you can wear it at home, we will repeat Visit 1 or 2 (but the sensor device will be removed before you go home). However, you will not be asked to attend more than a total of 6 study visits. The flowchart in Figure 3 summarises the study visits.
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Figure 1: An example of a cannula inserted into arm       Figure 2: An example of an interstitial fluid sensor device













Figure 3: Study visit flowchart showing order and duration of visits 
If you wear the sensor device at home no special precautions need to be taken when you sleep or shower. We will ask you to keep a record of any problems you may have with the device or any other information you feel might be important. If the sensor device falls off, please do not try to reattach it. Please put the device in a bag. Please contact us (using this email address: imperial.kisspeptin@nhs.net) and we will arrange for you to come to the Clinical Research Facility to return the sensor device. When you come to the Clinical Research Facility, information from the sensor device will be transferred electronically to computers used by researchers to analyse the information. 
What are the side effects of taking part?
Some discomfort or bruising due to blood or interstitial fluid collection may occur. Also, skin irritation due to tape or dressings use may occur. During each study visit, at least one experienced doctor will monitor you closely. If you suffer from any ill effects during the visit, you should report them to the doctor(s) monitoring you immediately. If you suffer from any ill effects afterwards you should report them to one of the research doctors on the contact number below or when you next see them. All adverse effects will be recorded in an adverse event form and placed in your personal research file. You may ask to stop taking part in the study at any time without prejudice and if there are any significant side effects, your participation in the study will end. 

What are the possible disadvantages and risks of taking part?
This study involves blood tests and the siting of a cannula in a vein in your arm, as well as siting a sensor device to collect interstitial fluid. This can cause some minor discomfort and bruising. However, taking samples will only be carried out by experienced personnel in an attempt to limit this as much as possible. 
What are the possible benefits of taking part?

The information that we get from this study may help us develop better methods of measuring markers of medical conditions, which will help patients to be diagnosed quicker and help their conditions to be monitored more thoroughly. As the technology is still being developed and tested, we do not anticipate that participants will have any direct benefits as a result of taking part in the research. If you take part in this study and we find any new information about your health condition, we will pass this information to your GP (with your permission).
What if new information becomes available?

Sometimes during the course of a research project, new information becomes available. If this happens, your research doctor will tell you about it and discuss with you whether you want to continue in the study. If you decide to continue in the study, you will be asked to sign an updated consent form.

What happens when the research study stops?

Once the study has finished, the results will be made available to you if you give us permission to contact you with the results. Your samples will be kept for up to 10 years after the study visit, to allow us to undertake further analysis on the samples in the future should additional information become available. This will only be done however with your explicit consent. You are able to withhold your consent for this, without preventing you from taking part in the study. The samples and data will be securely held in keeping with NHS clinical codes of practice. Your samples will only be accessed by authorised study researchers. If you do not give your consent for the samples to be stored for future research, then your samples will be destroyed after they have been analysed for this study.
What if something goes wrong?
Imperial College London holds insurance policies which apply to this study. If you experience harm or injury as a result of taking part in this study, you will be eligible to claim compensation without having to prove that Imperial College is at fault. This does not affect your legal rights to seek compensation. If you are harmed due to someone's negligence, then you may have grounds for a legal action. Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been treated during the course of this study then you should immediately inform the Chief Investigator Professor Waljit Dhillo or Dr Chioma Izzi-Engbeaya (02083833242).  The normal National Health Service mechanisms are also available to you. If you are still not satisfied with the response, you may contact the Imperial College Research Governance and Integrity Team or the Patient Advice and Liaison Service (PALS) at Imperial College Healthcare NHS Trust.  

Patient Advice and Liaison Service (PALS) may be contacted by telephone at 020 3313 0088 or by email at imperial.PALS@nhs.net. 

How will we use information about you?
Imperial College London is the sponsor for this study and will act as the data controller for this study. This means that we are responsible for looking after your information and using it properly. Imperial College London will keep your personal data for: 

· 10 years after the study has finished in relation to data subject consent forms. 

· 10 years after the study has completed in relation to primary research data. 

We will need to use information from your medical records for this research project.
This information will include your: 

· Name

· Date of birth

· NHS number

· Contact details 

People will use this information to do the research or to check your records to make sure that the research is being done properly. 

People who do not need to know who you are will not be able to see your name or contact details. Your data will have a code number instead. We will keep all information about you safe and secure. Once we have finished the study, we will keep some of the data so we can check the results. We will write our reports in a way that no one can work out that you took part in the study. 

LEGAL BASIS 
As a university we use personally-identifiable information to conduct research to improve health, care and services. As a publicly-funded organisation, we have to ensure that it is in the public interest when we use personally-identifiable information from people who have agreed to take part in research. This means that when you agree to take part in a research study, we will use your data in the ways needed to conduct and analyse the research study. 

Health and care research should serve the public interest, which means that we have to demonstrate that our research serves the interests of society as a whole. We do this by following the UK Policy Framework for Health and Social Care Research 

INTERNATIONAL TRANSFERS 
There may be a requirement to transfer information to countries outside the United Kingdom (for example, to a research partner) either within the European Economic Area (EEA) or to other countries outside the EEA. Where this information contains your personal data, Imperial College London will ensure that it is transferred in accordance with data protection legislation. If the data is transferred to a country which is not subject to a European Commission (UK) adequacy decision in respect of its data protection standards, Imperial College London will enter into a data sharing agreement with the recipient organisation that incorporates UK approved standard contractual clauses or utilise another transfer mechanism that safeguards how your personal data is processed.

SHARING YOUR INFORMATION WITH OTHERS 
For the purposes referred to in this privacy notice and relying on the bases for
processing as set out above, we will share your personal data with certain third parties, other College employees, agents, contractors and service providers (for example, suppliers of printing and mailing services, email communication services or web services, or suppliers who help us carry out any of the activities described above). Our third-party service providers are required to enter into data processing agreements with us. We only permit them to process your personal data for specified purposes and in accordance with our policies. 

WHAT ARE YOUR CHOICES ABOUT HOW YOUR INFORMATION IS USED? 
You can stop being part of the study at any time, without giving a reason, but we will keep information about you that we already have. If you agree to take part in this study, you will have the option to take part in future research using your data saved from this study. 

WHERE CAN YOU FIND OUT MORE ABOUT HOW YOUR INFORMATION IS USED 
You can find out more about how we use your information: 

(  at www.hra.nhs.uk/information-about-patients/ 

(  by asking one of the research team 

(  by ringing us on 020 8383 3242. 

COMPLAINT
If you wish to raise a complaint on how we have handled your persona data, please contact Imperial College London’s Data Protection Office via email at dpo@imperial.ac.uk, via telephone on 02075943502 and/or via post at Imperial College London, Data Protection Officer, Faculty Building Level 4, London SW7 2AZ.

If you are not satisfied with our response or believe we are processing your personal data in a way that is not lawful you can complain to the Information Commissioner’s Office (ICO). The ICO does recommend that you seek to resolve matters with the data controller (us) first before involving the regulator.

What will happen to the results of the research study?

We aim to share data generated during the study via publication in peer reviewed medical journals (which will be freely available online), presentation at conferences and publication in the press as appropriate. During publication the data will be completely anonymised and no personal information will be published. At the end of the study, a summary of the results of the study will be made available to you if you give us permission to send you this summary.
Who is organising and funding the research?

This study is being organised by the Section of Investigative Medicine, Imperial College London. The study will be funded by the National Institute for Health Research (NIHR). Researchers will not receive any reimbursement for conducting this research study.  
Expenses

You will receive reimbursement for your time in proportion to the duration of the study visits. This will be £150 for each 12-hour study visit, which is inclusive of travel costs. Payment will be made by bank transfer into your UK bank account, 6 weeks after you have attended your last study visit.
Who has reviewed the study?

This study has been reviewed by the West London and GTAC Research Ethics Committee.
Contact for Further Information

If you experience any problems during the study, you may withdraw at any stage.  The main doctors involved in the study, Dr Chioma Izzi-Engbeaya or Professor Waljit Dhillo will be available by telephone at any time and can be contacted through Professor Dhillo’s PA (020 8383 3242) or the hospital switchboard (020 8383 1000), which has home and mobile phone numbers for all the doctors involved in the study and can contact them at any time outside normal working hours.
STUDY VISIT FLOWCHART











Visit 1 may be repeated if more testing of the sensor device is needed.





VISIT 1


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine











Visit 2 may be repeated if more testing of the sensor device is needed but the device will be removed before you go home.





VISIT 2


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine


-wear sensor in the CRF


-wear sensor at home (optional)

















VISIT 3


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine


-wear sensor in the CRF


-wear sensor at home (optional)











VISIT 4


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine


-wear sensor in the CRF


-wear sensor at home (optional)





Visit 2 to Visit 6 will be performed over a period of up to 1 month.











VISIT 5


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine


-wear sensor in the CRF


-wear sensor at home (optional)











VISIT 6


-duration: up to 12 hours in Clinical Research Unit


-samples taken: blood, interstitial, sweat, saliva and/or urine


-wear sensor in the CRF


-sensor removed at the end of visit
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