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Information sheet

Study title: Donor-funded clinical research: what are the potential ethical challenges for UK Research Ethics Committees and can these be addressed?

What is this research about?	

We want to ask researchers, research ethics committee (REC) members and potential research participants what they think about donor-funded clinical research. Donor funding is explained in the next section. We will be running three discussion groups: one for experienced researchers, one for REC members and chairs, and one for potential research participants. You have been invited to consider taking part in one of these. Due to the COVID-19 pandemic, the discussion groups will be held using video conferencing. This information leaflet explains what taking part involves. Reading it may help you to decide whether or not you would like to take part. 
	[image: ]



We have also made a short video explaining this research. 
You can watch it by clicking here.

What is donor-funded research and why does it matter?

Getting government funding for clinical trials is hard because there is not enough money to go around. Many promising treatments go untested and cannot, therefore, be given to patients. Even very good clinical trials may not be funded. Private companies tend only to fund research into treatments that can be sold at a profit. This means they may be less interested in treatments for rare conditions. Individual patients, their family and friends sometimes engage in fund-raising activities for research into specific conditions. These funds are usually administered through charities, such as Cancer Research UK or AgeUK. But there isn’t enough of this money to fund all of the promising research either. 

A new way of raising money for research is called ‘donor-funded research’. Here, extremely wealthy individuals fund clinical trials for medical conditions they care about. For example, conditions threatening their lives or the lives of their loved ones. Donor-funded research is different to charity-funded research. The donor expects that they (or their loved one) will have a place on the trial as part of the deal. The donor only gives the money because they want a place on the trial.

Some people are worried about these kinds of deals. One concern is that researchers will change how the clinical trial is designed so that the donor (or their family member) can take part. This may make taking part riskier. It may also lead to bad science and unreliable results. Another sort of concern is that it isn’t fair for rich people to buy a place on a clinical trial. 

Other people think that there are ways to avoid these sorts of risks and concerns. Also, some good reasons to try. The most important reason is that without more money some really good research will not happen.

Charities and government organisations that spend money on research work in ways that give some protection against bad research. Donor-funded research could be run in a similar way using a ‘Matching Agency’. The job of the Matching Agency would be to ‘match’ donors and researchers: a bit like a dating agency. It would also work in ways that give some protection against bad research. Another thing that the Matching Agency would do is make sure that the donor funds the whole trial. By paying for the trial, the donor also pays for other people to take part. The donor still gives the money because they want a place on the trial. But without the donor’s money there would be no trial for anyone.

It is hoped that this way of organising donor-funding will make it more acceptable.

	
The Matching Agency will:

· Get experts to check all the clinical trials so only good and promising trials are funded. This is called ‘independent peer-review’.
· Keep the researchers and potential donors apart so that the needs of the donor to do not change how the trial is designed. This helps to avoid bad science.
· Make sure the donor delivers on their side of the deal. The donor must give enough money to fund the trial (or a big part of it). The donor must give the money ‘upfront’ to the Agency, who then gives it to the researchers. This is a bit like what a solicitor does when you buy a house. Or how a letting agency works as a go between for a landlord and tenant. 
· Make sure the researchers to deliver on their part of the deal. This includes finishing the trial and publishing the results.





	
Donor’s guarantee

· A place on the trial. But ONLY if they meet what are called the ‘inclusion and exclusion criteria’. These are the rules for who can take part. They help to protect against risks and they are part of what makes the science good.

· Everyone taking part gets the promising new drug or procedure. No one gets a placebo – which is a dummy drug or procedure.


	
	
Other protections stay the same

Using a Matching Agency does not change important things like:
· Independent ethics review by research ethics committees (RECs).
· Sponsorship. This is a promise made by an organisation to ensure that the research is properly run. And that the money given to run it is used properly. It is usually the organisation the researchers work for.
· Other regulations that govern research. For example, how drugs or devices are licenced for use.





Why are we doing this research?

	What we want to do

We want to work out whether UK RECs will ever look favourably on good clinical trials that are donor-funded using the Matching Agency.
 
We have tried to predict all of the sorts of worries a REC may have. We will be asking groups of people discuss these. Also, the good things about donor-funding using the Matching Agency.
 
We would be interested to hear your views about whether these worries can be solved. If so, how? Or perhaps you think that the good things outweigh the worrying things?
 
We would also like to know if you have worries that we have not thought of. 

	
	What we are NOT doing

We cannot change the fact that only some people are rich enough to fund a trial. Nor can we change how much money people are willing to give to medical research through taxes or charitable giving.

We are not looking at every kind of donor-funding. We are only looking at donor-funding using a Matching Agency.  

We are not looking at all the ethical issues related to donor-funding. We are mainly interested in those that RECs usually make decisions about. For example, balancing the harms and benefits of clinical trials and ensuring that people have an equal chance to take part. 




What would taking part involve?
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We would like you to take part in a group discussion. This will be organised using Microsoft Teams. This is very similar to Zoom or Skype. Don’t worry if you haven’t used it before. We can help you.

There will be three group discussions. One each for researchers, REC members and potential participants in clinical trials. Each group will have up to 10 people taking part, and two researchers. Each group will talk about similar things. The discussion will last for about 90 minutes. It will be audio-recorded.

If you would like to take part, we will audio record your verbal agreement (consent) before the discussion group meeting. This will be done in a private conversation. In this conversation we will remind you what taking parts involves. You can also ask any questions you have about our research. A list of things we will ask you to agree to is at the end of this information sheet. When you are happy that you understand what taking part involves, each of the statements will be read to you. You will be asked whether or not you agree to each statement. This part of the private conversation be audio recorded.

	We also need some people who have taken part to comment on our findings and our recommendations. This can be done by email, telephone or using Microsoft Teams. You do not need to decide before the discussion group. We will remind everyone at the end of the discussion. 






How do I take part?

	To take part, please email Professor Heather Draper h.draper@warwick.ac.uk or you can telephone 024761 50347 and leave a message.



[image: ]What if I change my mind?

That’s OK. If you decide not join the discussion group, we would be grateful if you could let us know beforehand. 

If you want to leave the discussion group at any point, you can. Just disconnect the call. You do not have to give a reason for leaving. If you are upset it would be useful to know. We can call you afterwards to talk things through.

If you take part in the discussion and then change your mind, that’s also OK. We cannot remove what you say from the audio recording of the meeting. Or the typed-up version. This is because each time someone speaks it may influence what other people say. What we can do is not quote anything you said in our findings. See below ‘What will happen to my information if I take part’. We will not be able to withdraw what you said from our findings once these have been submitted for publication in October or November 2020. 

We will delete the recording of your consent and your contact information straight away if you change your mind about taking part.   

	If you change your mind please email Professor Heather Draper h.draper@warwick.ac.uk or you can telephone 024761 50347 and leave a message.



What will happen to my information if I take part?

[image: ]The discussions will be audio recorded and the recordings typed up for us to analyse. The company that we use to do this typing has been carefully vetted by the University of Warwick to ensure that it complies with General Data Protection Regulations. 

We will read the written record of the discussion (the transcript) carefully and remove all names or references to specific people or places. 

We will analyse the transcripts and use them in our findings. We will not write up our findings in a way that means you will be recognised. We may quote some of the things you said in the discussion. If we do this, you would not be named. If you say something that you would not like us to quote, you can say so at the time. Or let us know afterwards. We will publish our findings in different ways. For instance, at academic meetings, in academic journals and on social media, including blog posts. If you would like a summary of our findings we would be pleased to send this to you.

The recording of your consent, recording of the discussion groups and the transcripts will be securely stored on password protected servers at the University of Warwick. The University requires us to keep these for 10 years. They will normally only be accessed by researchers directly involved in this project. They may, however, also be accessed by research auditors. These are people whose job it is to check our research processes. After 10 years all this information will be securely deleted. 

We also need to be able to contact you during the project. For example, to organise a convenient time for the group discussion. To do this we will need to store your contact details. These will also be kept on secure University of Warwick servers. Your contact details will be destroyed when you have finished taking part. Or after we have sent you a summary of our findings if you would like this. 

All information storage and usage will be General Date Protection Regulation compliant.

If you would like to know more, you can read the University of Warwick Research Privacy Notice. You can find this here: https://warwick.ac.uk/services/idc/dataprotection/privacynotices/researchprivacynotice
Or you can email the Information and Data Compliance Team at GDPR@warwick.ac.uk.

What are the benefits and risks of taking part?

You may find taking part in a group discussion interesting. We do not think that taking part is risky. Sometimes people can get upset during discussions. We are not expecting the discussion to cover topics people usually find upsetting.

As we are not meeting in person, it is not possible for us to provide drinks and snacks. To make up for this, we will send those who take part an Amazon voucher for £15. You can keep this voucher if you change your mind after taking part in the discussion group.

Other information about this research that may interest you.
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This research is being funded by Research England through UKSpine Knowledge Exchange  (https://www.kespine.org.uk/). 

It is being organised by: Professor Heather Draper (University of Warwick); Alexander Masters and Dominic Nutt (independent researchers) and, Dr Simon Bowman (University Hospitals Birmingham NHS Foundation Trust). 

The Rheumatology Research Patient Partnership helped us to design the discussion groups and write this information sheet. It was reviewed by the Biomedical & Scientific Research Ethics Committee of the University of Warwick [reference: BSREC 126/19-20].

	The University of Warwick takes complaints about its researchers very seriously. Complaints are investigated by a senior official in the University who has nothing to do with our research. Please address your complaint to: Jane Prewett, Head of Research Governance Research & Impact Services, University House, University of Warwick, Coventry, CV4 8UW. Or email: researchgovernance@warwick.ac.uk 
Or telephone 024 76 522746

If your complaint is about how we have handled your personal data, please contact our Data Protection Officer, Anjeli Bajaj, Information and Data Director: DPO@warwick.ac.uk If you are not satisfied with her 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.




Thank you for taking the time to read this information leaflet
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RECORDING VERBAL CONSENT

Donor-funded clinical research: what are the potential ethical challenges for UK Research Ethics Committees and can these be addressed?

If you are interested in taking part, we will contact you before the meeting to audio record your agreement (consent). This will be a private conversation between you and a researcher. You can ask any questions you have about the research and taking part in it. When you are happy that you understand what taking part involves, the researcher will tell you that they are going to turn on the recording. 

When the recording starts, the researcher will repeat the title of the study. They will repeat their name and state the date. They will then ask you to confirm your first name and surname.

Each of the following statements will then be read to you. You will be asked to say whether or not you agree to each statement.
	
1. I have read and understand the information sheet (version 1.4, 29/06/20) for this research. I have had enough time to think about taking part and ask questions. My questions have been answered to my satisfaction.	
2. I understand that taking part is my choice. I am free to stop taking part before, during or after the group discussion. I know what to do if I change my mind. I know I do not need to give a reason for changing my mind.
3. I understand that the discussion group I take part in will be audio recorded for use in this research project. I agree to being recorded
 
4. I agree that what I say during the discussion can be used in this research project.

5. I understand that some of what I say may be quoted word for word when the findings from this project are written up and published. I understand that every effort will be made to ensure that I will not be recognised if anything I say is quoted word for word.

6. OPTIONAL I would like to be part of the user group for this study.

7. OPTIONAL I would like to receive a summary of the findings of this study. 

8. I agree to take part in this research.
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