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ArterioWave - Arterial Pulse Waves in Heart Failure
(IRAS Project ID: 248724)

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 ask if there is anything that is unclear. If you prefer, you can take this information sheet away, discuss it with others if you wish, and let us know later whether you wish to participate or not.

What is the purpose of this study?

Heart failure is prevalent and increasing in frequency. However, it is often only caught in its later stages, when treatment is more difficult, and once diagnosed, it is difficult to track. That is because current diagnostic techniques are expensive, time-consuming and require specialist interpretation. This study aims to test a new method of diagnosis that overcomes these restrictions. The new method uses ultrasound scanners to detect pulse waves in arteries, and is part of an ongoing research project at Imperial College London.

Why have I been invited?

You have been invited because you are not known to have heart failure, left ventricular dysfunction or other cardiovascular disorders and may therefore be suitable to act as a control in the study.

Do I have to take part?

No. Your participation in this research is entirely voluntary. If you do decide to take part, you will be asked to sign a consent form, and given both a copy of the form and this information to keep. You are free to withdraw from the study at any time, without giving a reason, and without your quality of care or legal rights being affected.

What will happen to me if I take part?

If you choose to take part in the study, you will be asked to attend FACILITY X at Hammersmith Hospital or the Department of Bioengineering, Imperial College London, on one or two occasions. Each visit should last for no longer than two hours, and all reasonable travel expenses will be reimbursed. There are no restrictions on driving or any activity after the study has finished. The research will form part of a wider project which will last for around two years.

Prior to beginning the experiment, you will not be able to smoke, consume alcohol, or consume caffeine for 24 hours, and will rest for one hour in a quiet, darkened room at room temperature. We will also take a brief medical history.

During the experiment, blood pressure will be measured using a semi-automatic monitor, which involves applying an inflatable rubber cuff around the upper arm. An ECG will be then be conducted, where sensors are attached to the skin in order to check the electrical signals produced by the heart. Using a research ultrasound machine, images will then be taken in up to three arteries: the carotid artery in the neck, and the brachial and radial arteries in the arm. The ultrasound probe (which resembles a thick, blunt pen) will be coated with a gel to improve the quality of the images, and then run over each measuring site. Scanning each vessel typically takes a few minutes.





What are the possible benefits of taking part?

There will be no direct benefits for the participant; however, your involvement may contribute to a new method of heart failure diagnosis, which in turn may help those who suffer the disease have a better quality of life through earlier and more frequently adjusted treatment. 

Could there be any side effects or risks? 

Ultrasound is painless and believed to be completely safe. As such, this study is low risk and the organisers do not envision any side effects or risks in taking part.

However, it is possible that those conducting the study will find that you have a condition of which you were unaware: narrowing of the carotid artery, which is termed “carotid artery stenosis.” If so, you will be informed at the end of the session, and we will recommend that you contact your GP or normal healthcare team to see if any further action is required.

It is also possible that such a discovery could affect any private insurance you may hold, such as life or medical insurance. You may wish to consult your insurer before agreeing to take part in the study. 

Who is organising and funding the study?

This study is a collaboration between the Department of Bioengineering at Imperial College London and the Imperial College Healthcare NHS Trust. The project is funded by both the Imperial Techcelerate Fund, the Engineering and Physical Science Research Council, and the British Heart Foundation.

Who would be able to see my records?

Once you sign a consent form, you will be allocated a unique identifying number. Only this number, and not your name, will be attached to any data we collect about you and to the results of your scans. Hence there is no risk of you being identified in connection with any results that are shared or published. Further details concerning confidentiality are given at the end of this leaflet.

What will happen to the results of the research study?

The results may be published in academic journals. They may also be used in outreach events, where we demonstrate the value of new medical technology to members of the public. The data may also be made available for future research projects.

Who has reviewed this study?

This study has been reviewed by three independent academic referees and the relevant NHS Research Ethics Committee. 

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 Principal Investigator, Professor Peter Weinberg, on 020 7594 1517. 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, Joint Research Compliance Office.


Contact for more information
For further information, please contact Ryan Denny on 07858989048 or at r.denny16@imperial.ac.uk.

Thank you for taking the time to read this, and for your interest in taking part in this study.



Will my taking part in this study be kept confidential?


Imperial College London is the sponsor for this study based in the United Kingdom. We will be using information from you and/or your medical records in order to undertake 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 identifiable information about you for 
· ten years after the study has finished in relation to data subject consent forms 
· ten years after the study has finished in relation to primary research data.

Further information on Imperial College London’s retention periods may be found at https://www.imperial.ac.uk/media/imperial-college/administration-and-support-services/records-and-archives/public/RetentionSchedule.pdf. 

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 from the Principal investigator, Professor Peter Weinberg (email p.weinberg@imperial.ac.uk; tel. 0207 594 1517)

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 European Economic Area (for example, to a research partner). 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 (EC) 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 EC approved standard contractual clauses that safeguard how your personal data is processed.
CONTACT US
If you wish to raise a complaint on how we have handled your personal data or if you want to find out more about how we use your information, please contact Imperial College London’s Data Protection Officer via email at dpo@imperial.ac.uk, via telephone on 020 7594 3502 and 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.

For healthy volunteers recruited at the Hammersmith Hospital
The Imperial College NHS Trust will collect information from you for this research study in accordance with our instructions. 
The Imperial College Healthcare Trust will keep your name and contact details confidential and will not pass this information to Imperial College London. Imperial College Healthcare Trust will use this information as needed, to contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study. Certain individuals from Imperial College London and regulatory organisations may look at your research records to check the accuracy of the research study. Imperial College London will only receive information without any identifying information. The people who analyse the information will not be able to identify you and will not be able to find out your name or contact details.
Imperial College Healthcare Trust will keep identifiable information about you from this study for 10 years after the study has finished. 
OR
For healthy volunteers recruited at Imperial College London
Imperial College London will use your name and contact details to contact you about the research study, and make sure that relevant information about the study is recorded for your care, and to oversee the quality of the study. Individuals from Imperial College London and regulatory organisations may look at your research records to check the accuracy of the research study. The only people in Imperial College London who will have access to information that identifies you will be people who need to contact you about the study, such as for arranging the scanning sessions, or audit the data collection process. The people who analyse the information will not be able to identify you and will not be able to find out your name or contact details.
Imperial College London will keep identifiable information about you from this study for 10 years after the study has finished. 

Where data is intended to or likely to be used for future research
When you agree to take part in a research study, the information about your health and care may be provided to researchers running other research studies in this organisation and in other organisations. These organisations may be universities, NHS organisations or companies involved in health and care research in this country or abroad. Your information will only be used by organisations and researchers to conduct research in accordance with the UK Policy Framework for Health and Social Care Research. 
This information will not identify you and will not be combined with other information in a way that could identify you. The information will only be used for the purpose of health and care research, and cannot be used to contact you or to affect your care. It will not be used to make decisions about future services available to you, such as insurance.

What will happen to the results of the research study?

The results of the research will be published in scientific journals and presented at scientific conferences within a few years after the completion of the study. You will not be identified in any report/publication.

Who is organising and funding the research?

The research is sponsored by Imperial College London and is funded by the EPSRC CDT in Fluid Dynamics Across Scales, the Imperial Techcelerate Programme and the British Heart Foundation. The doctor conducting the study is not being paid for including and looking after you in the study.  
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