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Investigating evidence of tick-borne pathogen infection in at risk populations in the UK


Participant Information Sheet
As someone at high occupational or recreational risk of tick-bites, we would like to invite you to take part in a study looking for evidence of exposure to new and existing tick-borne diseases in the UK. Before you decide, please read the following information. If you decide to participate, this will take about 20 minutes of your time.
What is the purpose of this study?
[bookmark: _Hlk33020457]Tick-borne encephalitis virus (TBE virus), is a virus that is transmitted by ticks. It is a medically important virus in Europe which has been spreading to an increasing number of regions. TBE virus has recently been found in England for the first time, in ticks collected within the Thetford Forest, Hampshire/Dorset border and the North York Moors areas. To date, there have been four either confirmed or probable TBE cases that are thought to have been acquired in the UK. Two were reported in 2022 and one in 2019 and 2020 respectively. Approximately two-thirds of human TBE virus infections do not result in any symptoms, but can sometimes cause severe disease of the central nervous system. 
[bookmark: _Hlk33021012]Having found TBE virus in some UK ticks, it is important that we monitor humans for potential exposure to the virus and if any evidence of exposure is identified, ascertain whether any symptoms linked with TBE have been experienced. To do this we are asking individuals who spend time outside for occupational/recreational purposes, to give a sample of blood to be tested for evidence of past exposure to TBE virus and to complete a questionnaire about your tick-bite history. The findings of this study will help us decide if additional work is needed to understand the level of risk TBE virus poses to the wider UK population. The results will also directly inform health protection advice for individuals in groups at high risk of tick exposure and provide a basis and justification for any changes in public health strategy.
Although this study is looking for evidence of human exposure to a new UK virus, TBE virus, people regularly exposed to ticks are much more likely to encounter Lyme disease.  Lyme disease is a bacterial infection that can be spread to humans if they are bitten by an infected tick. It's estimated there are around 3000 new cases of Lyme disease in England and Wales each year. It is likely that some people considering volunteering for this study will have been exposed to Lyme disease bacteria at some time, even if they did not experience disease symptoms. Thus, alongside the TBE virus exposure study, we will look for evidence of past exposure to Lyme disease and link this to any symptoms you may have experienced. This will help us quantify the level of Lyme disease risk in groups regularly exposed to ticks and to understand how common Lyme disease infection is in the absence of symptoms. 
Who is doing the study?
The Virology and Pathogenesis (V&P) group and the Rare and Imported Pathogens Laboratory (RIPL) from the UK Health Security Agency (UKHSA) are conducting this study.
Who is being asked to participate?
The project seeks to recruit individuals who are at increased exposure to ticks through their occupational or recreational activities, such as forestry workers, gamekeepers, deer stalkers, farmers, mountain bikers and/or walkers. 
Do I have to take part?
It is your decision whether or not to take part. If you do decide to take part, you will be given this information sheet to keep and asked to sign a consent form. If you decide to take part, you are still free to withdraw up to 30 days after attending the sampling session and consenting to the study, without giving a reason.
What will be involved if I do take part in this study?
If you decide to take part, you will be asked to provide one blood sample (10ml) and answer a questionnaire about your work and/or outdoor activities and any medical symptoms you may have experienced after a tick bite. Samples will be taken by a trained medical professional. The samples that you provide will be treated as a donation to UKHSA, meaning that we will not be able to return them to you.
What are the advantages of taking part?
By participating in this study, you will help us better understand the risk of TBE virus and Lyme disease exposure in high-risk groups. This will inform future studies of the wider UK population and support better public health advice, including consideration of possible preventive measures, such as whether vaccination should be considered if significant TBE virus exposure is detected. If you decide to take part in the study, refreshments will be available for you at the sampling session. This may be in the form of a voucher for an onsite café. 
What are the disadvantages of taking part?
After a blood sample has been taken a bruise may develop where the needle was inserted. This is much less likely to happen if you press over the site with cotton wool for several minutes with your arm left straight (not bent). 
Can I withdraw from the study at any time? 
Yes, you can withdraw from the study at any time, without giving a reason for this. Blood samples already provided prior to withdrawal from study will be included in analysis unless otherwise requested.
What will happen to my blood after donation?
Your blood sample will be separated, frozen and stored pending testing at UKHSA laboratories. It will be tested for evidence of exposure to TBE virus and Lyme disease (by the UKHSA Rare and Imported Pathogens Laboratory) by testing for antibody presence against these pathogens.
We will ask for your consent to retain any sample that remains after testing for future studies looking for serological (antibody) evidence of exposure to other vector-borne diseases, it will not be possible to inform you of further testing and the results. 
Will I be informed of my results?
Once your sample has been tested the results will be reviewed and validated by medical consultants in UKHSA.  After this, you will have the option of receiving your test results. Along with the result, you will receive information about its meaning. It is important to note that samples are tested for research surveillance purposes and are not diagnostic, a positive result does not indicate that the pathogen made the person ill, or that they are ill now.  
If you consent to your blood sample being stored for future testing for evidence of exposure to other vector-borne diseases, it will not be possible to inform you of the testing or of follow-up results. 
Will any information I provide whilst taking part in this study be kept confidential?
In order to ensure that we have the relevant consent from individuals who have agreed to take part in the study, we will need participants to add their name and signature to a consent form. If you would like to receive your results once testing has been completed and also a general summary of the results, we will also ask you for your email address (or postal address if preferred). This information will only be used to contact you about the study and provide you with your results - it will not be passed on to any other parties. Your individual results will be kept strictly confidential, results from the study will be published, but your individual results will not be identifiable. This study has been reviewed by the UKHSA Research Ethics and Governance Group (UKHSA REGG)
If you have any questions or issues during this project
You can contact the Project Coordinator at any time, who will be happy to answer any questions relating to the project and provide any guidance to take part in this work. If there is an issue that you feel needs to be addressed by the Research Governance Officer, then please contact them at: Complaints Manager, Strategy Directorate, Wellington House, 133-155 Waterloo Road, London, E1 8UG. Alternatively, you can e-mail complaints@ukhsa.gov.uk. Full details at the following link:
Complaints procedure - UK Health Security Agency - GOV.UK (www.gov.uk)
https://www.gov.uk/government/organisations/public-health-england/about/complaints-procedure.
Who do I contact to complain about how my personal data has been handled?
As a public sector organisation 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 services the interests of society as a whole. We do this by following the UK Policy Framework for Health and Social Care Research. 
If you wish to make a complaint on how we have handled your personal data, you can contact our Deputy Data Protection Officer who will investigate the matter.  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).
[bookmark: _Hlk121302281]Our Deputy Data Protection Officer is Adam Grindrod and you can contact him at ODPO@dhsc.gov.uk 
What will happen to the results of the study?
On completion of the study we will provide you with a short report that summarises the overall study findings. The results may also be published in a peer reviewed scientific publication and presented at relevant conferences; your individual results will not be identifiable. 
If you would like to receive the test results from the sample you provided, please indicate this on the consent form. We will send the results to you by email or post.
If you agree to take part, would like more information or have any questions or concerns about the TBE virus study please contact Maya Holding by email at maya.holding@ukhsa.gov.uk or by telephone at: 01980 612631. 
If you have questions about the study testing for evidence of exposure to Lyme disease, please contact Amanda Semper by email at Amanda.Semper@ukhsa.gov.uk or telephone 01980 616954
Thank you for taking the time to read this information sheet.
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