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PARTICIPANT INFORMATION SHEET
SCPAHFS PARTICIPATING FARMS


1. Title
“Investigating the relationship between Coxiella burnetii infection and reproductive disease in dairy cattle in Scotland”.

2. Introduction
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 others if you wish. If anything is unclear or if you would like more information, please ask. If you decide to take part in this study, you will be given a copy of this Participant Information Sheet and the signed consent form to keep.

3. What is the purpose of the study?
The relationship between Coxiella burnetii infection and reproductive disease in dairy cattle is poorly understood. The purpose of this study is to investigate the transmission of Coxiella burnetii and the relationship between Coxiella burnetii infection and reproductive disease in dairy cattle in Scotland.  The study is being carried out by Kathryn Allan, Jo Halliday, Lorenzo Viora and Richard Vazquez at the College of Medical, Veterinary and Life Sciences at the University of Glasgow with collaborators at Scotland’s Rural College (SRUC).

4. Why have I been invited to participate?
You have been invited to take part in this study because you are responsible for the management of dairy cattle in Scotland.

5. 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. If you decide to take part, you are still free to withdraw at any time and without giving a reason.

6. What will happen to me if I take part?
If you decide to take part in this study we will arrange visits to your farm to collect some samples for Coxiella burnetii testing at different times.  We would like to visit your farm several times over the next year or more. 

First, samples will be collected to look for evidence of Coxiella on your farm. These samples may include bulk milk samples or testing of samples collected from post-parturient animals at the routine post-calving health checks (aka “fresh checks”). At the time of the routine checks, residual samples will be collected for Coxiella testing.  These samples will include urine, vaginal swabs, milk and faeces. Where blood samples are also collected (e.g. for milk fever), we will also store serum for testing. 

If we find evidence of Coxiella infection in the cattle on your farm, we would then like to perform further testing to help understand the spread and the impact of infection on your farm. First, we would like to collect samples from a subset of 25-30 animals in the different management groups on your farm including maiden heifers, pre-calving heifers, post-calving heifers and cows in the main herd.  For these groups we will collect blood and vaginal swab samples.  

Second, we would like to collect samples from any animals with signs of reproductive disease or disorders like abortion or pregnancy loss to help understand the role that Coxiella may play in these cases.  Samples collected may include blood, urine, vaginal swab, milk and faeces from the dam. When late-stage abortions occur, we will also work with SRUC to include C. burnetii testing as part of their investigation. Following investigation at SRUC, tissue samples may be stored for further C. burnetii testing at University of Glasgow as required. 

Third, we would like to collect samples of soil, from surfaces and also from air filters on your farm to try to understand the way that Coxiella is transmitted.  Wherever possible we will combine visits for these different activities to minimize the impact of sampling activities on your farm. 

Fourth, we would like your approval to access samples (including blood and milk) from your farm that have been collected previously (or are collected in the future) for other routine activities, so that we can also test these samples for Coxiella.

All of the samples collected through these different approaches will be tested for evidence of exposure to C. burnetii (serology) or evidence of C. burnetii infection (PCR testing of most sample types).  We will share the results of these tests with you and your vet. 

Finally, we would like to access some of the records that you keep on the productivity of your herd (e.g. herd managerial software and milk recording records such as NMR and CIS) and individual animals so that we can determine if there is a relationship between Coxiella infection and productivity.  The data that we would like to access includes data on milk yield, fertility and previous clinical history. 

7. What do I have to do?
To participate, you must read and understand this information sheet and sign the consent form for participation. We would like you to let us know when any cases of reproductive disease or reproductive failures occur so that we can arrange a time to sample soon after the event.  A member of the project team will contact you to find a suitable time to carry out any visits in future.

8. What are the possible disadvantages and risks of taking part?
Taking part in the study will take up time.  When we visit to collect samples each visit may take up to 1-2 hours of your time.  It will also take time to let us know about reproductive outcomes, help arrange visits and share your expertise. 

9. What are the possible benefits of taking part?
We will share the results of the tests performed on samples from your animals with you and you will not have to pay for these tests.  Members of the project team can provide advice on the management of your animals, but we will not cover costs for any of the control methods. It is hoped that the information collected during this study will give us a better understanding of the epidemiology of Coxiella burnetii in Scotland and may help inform future approaches to disease control.

10. Will my taking part in this study be kept confidential?
The information which is collected about you, or responses that you provide during the course of the research, will be kept strictly confidential. In the data records that we keep your farm and individual animals will be identified by ID numbers. For sharing of any research findings outside the project team, all identifying details will be removed from the summaries of findings that are shared so that you/your farm can not be recognized from it. 

In the event that the diagnostic tests performed for this study identifies laboratory-confirmed Coxiella cases, we will need to share the details of these cases with the Animal and Plant Health Agency (APHA) including the details of your farm and contact information in line with UK legislation.  In these cases we will only share the details needed to meet the requirements for official disease reporting. 

Please note that assurances on confidentiality will be strictly adhered to unless evidence of serious harm, or risk of serious harm, is uncovered. In such cases, the University may be obliged to contact relevant statutory bodies/agencies. 

Any project data in paper form will be stored in locked cabinets in rooms with restricted access at the University of Glasgow. All project data in electronic format will be stored on secure password–protected computers and servers. No one outside the research team or appropriate governance staff will be able to find out your name, or any other information which could identify you.

11. What will happen to my data?
We will be collecting and storing identifiable information from you in order to undertake this study. This means that the University is responsible for looking after your information and using it properly. 

Any project data in paper form will be stored in locked cabinets in rooms with restricted access at the University of Glasgow. All project data in electronic format will be stored on secure password–protected computers and servers. No one outside the research team or appropriate governance staff will be able to find out your name, or any other information which could identify you.

We may keep identifiable information about you until ten years after the data collection and will not pass this information to a third party without your express permission. Your rights to access, change or move the information we store may be 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 amount of personally-identifiable information possible. Researchers from the University of Glasgow will collect, store and process all personal information in accordance with the General Data Protection Regulation (2018). All study data will be held in accordance with The General Data Protection Regulation (2018). The data will be stored in archiving facilities in line with the University of Glasgow retention policy of up to 10 years. After this period, further retention may be agreed or your data will be securely destroyed in accordance with the relevant standard procedures. 

Your identifiable information might be shared with people who check that the study has been done properly and, if you agree, in coded form with other organisations or universities to carry out research to improve scientific understanding. Your data will form part of the study results that will be published in expert journals, presentations, student dissertations/theses (if applicable) and on the internet for other researchers to use. Your name will not appear in any publication.

12. What will happen to the results of the research study?
The results of this research will contribute to student projects (including research student projects) and may also be published in anonymized form in expert journals, presentations and on the internet for other researchers to use. Your name will not appear in any publication. Results might be shared with people who check that the study is done properly and, if you agree, in coded form with other organisations or universities to carry out research to improve scientific understanding.

13. Who is organising and funding the research?
This research is funded by awards made to staff at the University of Glasgow from sources that include the Hannah Dairy Research Foundation and the Academy of Medical Sciences.  The research is organised by researchers based the University of Glasgow. 

14. Who has reviewed the study?
The project has been reviewed by the College of Medical, Veterinary & Life Sciences Ethics Committee.

15. Contact for Further Information
For further information about any aspect of this study, please contact Lorenzo Viora (Lorenzo.Viora@glasgow.ac.uk), Richard Vazquez (Richard.Vazquez@glasgow.ac.uk), Jo Halliday (Jo.Halliday@glasgow.ac.uk) or  Kathryn Allan (Kathryn.Allan@glasgow.ac.uk).
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