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	Debates, discussions, lessons learned, opinions, reflections, and reviews about application of in vitro devices regulation
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	English language
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PARTICIPANT INFORMATION SHEET

WHAT IS THE PURPOSE OF THIS STUDY?
One of the high-profile, immediate healthcare opportunities afforded by the UK’s decision to leave the EU is reform of regulation around medical devices. Post-Brexit regulatory divergence creates opportunities for both health and economic benefits but also risks. There is an urgent need for robust, multi-stakeholder, cross-sector recommendations around future medical devices regulation that maximise opportunities and minimise risks. The purpose of this project is to produce such recommendations for the UK Government. 


WHO IS ORGANISING AND FUNDING THE RESEARCH?
The Regulatory Horizons Council - an independent committee that identifies the implications of technological innovation and provides the UK Government with impartial and expert advice on the regulatory reform required to support its rapid and safe introduction - has asked the University of Birmingham to lead this research. The project is funded by a Research England Quality-Related Research (QR) Strategic Priorities Fund. 


WHY ARE WE APPROACHING YOU?
We are inviting individuals who have expertise in medical devices and/or the regulation of medical devices. Your participation will help us to develop recommendations around future medical devices regulation for the UK Government.


WHAT WILL HAPPEN TO ME IF I TAKE PART?
Interview
You will be invited to take part in a semi-structured interview with a member of the research team. 

The aim of the interview is to identify and prioritise recommendations for future regulatory reform around medical devices. We are hoping to discuss the following items: (a) lessons learnt from Covid-19 regarding in-vitro medical devices regulations; (b) potential alternative routes to the UK market for medical devices; and (c) the implications of a potential hard stop of EU CE marked medical devices. We are happy to be guided by your knowledge/experience and focus the interview on the item(s) that you feel most comfortable/able to discuss.

The interview will be conducted online via video call or by phone. The interview will last approximately 40 minutes. The date and time of the interview will be agreed between you and the research team. All interviews will be conducted between 11 January 2021 – 02 February 2021, in advance of the consensus meeting on 09 February 2021. 


You can choose to answer the questions in as little or as much detail as you feel comfortable. Feel free to ask to skip questions or ask to return to questions later in the conversation. 

Please note that the interview will be recorded. The recording will be used to generate an anonymised transcript to facilitate subsequent analysis and then be destroyed. The anonymised transcripts will be securely stored on a password-protected encrypted University server and will not be shared outside the research team.

Consensus meeting
You will be invited to take part in a consensus meeting with members of the research team and other experts like yourself. 

The aim of the consensus meeting is to debate and reach consensus on a set of recommendations for future regulatory reform around medical devices. Areas of agreement and contentious issues identified after an analysis of interviews will be discussed. A voting system will be used and results will be stored in an anonymised format.

The consensus meeting will be conducted online via video call on 09 February 2021 (TBC). Ideally, you would attend both the interview and the consensus meeting. However, if you are unable to take part in an interview, that does not preclude you from taking part in the consensus meeting. 

Please note that the consensus meeting will be recorded. The recording will be used to generate an anonymised transcript to facilitate subsequent analysis and then be destroyed. The anonymised transcripts will be securely stored on a password-protected encrypted University server and will not be shared outside the research team.


WHAT WILL HAPPEN IF I DON’T WANT TO CARRY ON WITH THE STUDY?
Interview
You may withdraw permission for us to use your information without giving a reason up to 5 working days after the interview. This period is considered to be enough for you to decide whether you still want to be part of the study and for the research team to prepare the collected information for analysis. After this point, the information will be integrated into the analysis and it will not be possible to disaggregate it. You should email the study researchers Dr Hussein Ibrahim (hussein.ibrahim@doctors.org.uk) and/or Dr Diana Han (d.han@bham.ac.uk) if you wish to withdraw. Once the withdrawal email has been received all the data and information you provided will be deleted.

Consensus meeting
You can choose to not attend the consensus meeting but it will not be possible to disaggregate your data from the consensus process. If you decide to withdraw after the consensus meeting, the data will not be able to be disaggregated and removed from the meeting.


WHAT WILL HAPPEN TO THE RESULTS OF THE RESEARCH STUDY?
We aim to publish the results of this research in relevant scientific journals. You will not be identified in any publication(s). We can keep you informed on any publication(s) arising from this study if you wish. Simply complete the relevant section in the consent form.




WHAT IF THERE IS A PROBLEM?
This study has a low risk of physical or significant psychological harm. If you wish to complain or have any concerns about any aspect of the way you have been approached or are treated during this study, you can contact the principal investigator, Prof Melanie Calvert.
Phone: +44 (0) 1214 148 595
Email: m.calvert@bham.ac.uk 

WILL MY PARTICIPATION IN THIS STUDY BE KEPT CONFIDENTIAL?
Yes, all information that is collected about you during the course of the research will be anonymised and kept confidential. 


WHO HAS REVIEWED THE STUDY?
The study was approved on 15 December 2020 by the University of Birmingham Ethics Review Committee, Ethical Review ERN_20-1852.

WHAT IF I HAVE ANY COMMENTS?
If you have a concern about any aspect of this study you should ask to speak to the study lead researchers Dr Hussein Ibrahim (hussein.ibrahim@doctors.org.uk) and/or Dr Diana Han (d.han@bham.ac.uk). Alternatively, the principal investigators, Prof Melanie Calvert (+44 (0) 1214 148 595 or m.calvert@bham.ac.uk) or Dr Eliot Marston (+44 (0) 1214 149 020 or e.d.marston@bham.ac.uk) will do their best to answer your questions. 
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CONSENT FORM

Please indicate whether you agree or not and initial each section
	1. I confirm that I have read and understood the participant information sheet for the above study and have been given the opportunity to ask questions and have these answered satisfactorily.
	Agree/do not agree

	2. PARTICIPATION
	

	2a.  I agree to take part in the individual online video or phone interview and consent to the meeting to be audio recorded.  I agree that any of the words I may use during the meeting can be used anonymously in the presentation of the research.
	Agree/do not agree

	2b. I agree to take part in the online consensus meeting (09 February 2021) and consent to the meeting to be audio recorded. I agree that any of the words I may use during the meeting can be used anonymously in the presentation of the research.
	Agree/do not agree

	3. RIGHT TO WITHDRAW
I understand that my participation is voluntary and that I am free to withdraw any time prior to the interview and/or consensus meeting without giving a reason. However, I understand that if I withdraw after the interview and/or consensus meeting has taken place my anonymised data may still be used. I am aware of who I contact should I wish to request a withdrawal.
	Agree/do not agree

	4. PRIVACY & CONFIDENTIALITY
	

	4a.  I understand that the audio recordings of the interview and/or consensus meeting will be destroyed immediately following transcription. I give my permission for other authenticated researchers to have access to the anonymised transcription.
	Agree/do not agree

	4b.  I understand that all personal information will remain confidential and that all efforts will be made to ensure I cannot be identified.
	Agree/do not agree

	4c.  I understand that my data gathered in this study will be stored securely, safely and in accordance with the Data Protection Act (2018).
	Agree/do not agree

	5. DISSEMINATION
	

	5a. I wish to be acknowledged as a contributor in any subsequent publication(s) or literature.
	Agree/do not agree

	5b.  I wish to receive a copy of any subsequent publication(s) or literature.
	Agree/do not agree

	6. I agree to my email being used in any circulation email discussions with other consensus panel members.
	Agree/do not agree



Name of participant (please print): ________________________________

Signature: ___________________________ Date: __________________
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Introduction:
· Introduce self to participant 
· Introduce name/job/role 
· Have you had a chance to read through the participant information sheet? 
· If YES → short summary 
· Background to study: The aim of this study is to provide robust, multi-stakeholder, cross-sector information that will be used to inform recommendations for the UK Government around possible medical devices regulatory reform that maximises opportunity and minimises risks. 
· Nature of interview: We are hoping to discuss the following items in this interview: (a) lessons learnt from Covid-19 regarding in-vitro medical devices regulations; (b) potential alternative routes to the UK market for medical devices; and (c) the transition to a UKCA mark from 1 July 2023. We are happy to be guided by your knowledge/experience and focus the interview on the item(s) that you feel most comfortable/able to discuss. Do you want to talk about any of the items in particular or are you happy to talk about all of them? 
· Anonymity/Confidentiality/Withdrawal: The interview will be recorded. All information that is collected about you during the course of the research will be anonymised and kept confidential.  You may withdraw permission for us to use your information without giving a reason up to 5 working days after the interview.  
· If NO → long summary 
· Background to study: One of the high-profile, immediate healthcare opportunities afforded by the UK’s decision to leave the EU is reform of regulation around medical devices. Post-Brexit regulatory divergence creates opportunities for both health and economic benefits and also risks. There is an urgent need for robust, multi-stakeholder, cross-sector recommendations around future medical devices regulatory reform that maximise opportunities and minimise risks. The overall purpose of this independent project is to produce such recommendations for the UK Government.  
· Nature of interview: We are hoping to discuss the following items in this interview: (a) lessons learnt from Covid-19 regarding in-vitro medical devices regulations; (b) potential alternative routes to the UK market for medical devices; and (c) the transition to a UKCA mark from 1 July 2023. We are happy to be guided by your knowledge/experience and focus the interview on the item(s) that you feel most comfortable/able to discuss. Do you want to talk about any of the items in particular or are you happy to talk about all of them? You can choose to answer the questions in as little or as much detail as you feel comfortable. Feel free to ask to skip questions or ask to return to questions later in the conversation. The interview will last approximately 1 hour.  
· Anonymity/Confidentiality/Withdrawal: Please note that the interview will be recorded using an encryption device. The recordings will be removed from the recording device as soon as they are uploaded to a secure, password-protected encrypted University server. The recording will be used to generate an anonymised transcript to facilitate subsequent analysis. All information that is collected about you during the course of the research will be anonymised and kept confidential. Data will be securely stored on the protected University of Birmingham server for 10 years as anonymised linked data but will not be shared outside the research team. All data will be destroyed at the end of 10 years. You may withdraw permission for us to use your information without giving a reason up to 5 working days after the interview.  
· Provide participant with opportunity to ask questions  
· Do you have any questions you would like to ask us about the background to the study, the nature of the interview, anonymity, confidentiality, or withdrawal? 
· Obtain and record informed consent from participant to proceed with interview 
· Are you happy for us to proceed with the interview? 

Interview:
· To begin the interview, it’s helpful for us to know a little bit about you. 
· Can you tell us about what you do? 
· Prompt - job(s), role(s)
· What is your knowledge and/or experience in medical devices? 
· Prompt - length of time, clinical area
· What is your knowledge and/or experience in regulation around medical devices? 
· Prompt - length of time, organisation

· One of the topics we are hoping to discuss with you in today’s interview is routes to (the ways in which they can be made available on) the UK market for medical devices.  
· Do you know of potential alternative routes to market for medical devices that are currently being used elsewhere/internationally (outside of the EU) that could be used in the UK at the end of its standstill period with the EU? 
· Prompt - await RHC, country/region

· What are the pros and cons of these alternative routes to market for medical devices compared to the routes that are currently being used in the UK? 
· Prompt - costs, timescales, do you perceive there to be any blockers/limitations to market currently within the UK market, registering devices, time
· Reflecting on your answer to the previous question, which of the potential alternative routes to market for medical devices do you think is the most appropriate for the UK and why? 

· Another topic we are hoping to discuss with you in today’s interview is the move to a UKCA mark from 1 July 2023.  
· What are your thoughts on the implications of an end to the use of EU CE marked medical devices in Great Britain on 1 July 2023? 
· Prompt - costs, timescales, supply continuity, change in safety standards, consumer confidence
· What mitigation work could take place to support industry in the change to the regulatory framework and move to the UKCA mark from 1 July 2023? 
· Why/how would [answer] do that? 

· In-vitro medical devices (IVDs) are devices intended for the laboratory testing of samples derived from the human body (IMDRF definition). We want to collate the lessons learned from COVID-19 in relation to the application of in-vitro medical devices regulations to provide recommendations for their improvements. 
· During the COVID-19 pandemic, have any challenges arisen around the application of IVD regulations or use of IVDs? 
· Prompt - regulatory approval, partnership with the NHS, UK government and other industry, development of assays
· Following on from that, are there any ways IVD regulations or approval processes could be changed to overcome these challenges? 
· Prompt - fast-track + flexible route to emergency use authorisation and CE marking, timely information and intelligence from the government/trade association
· In your opinion, what is the most important lesson you have learned regarding the application of IVD regulations during the COVID-19 pandemic? 

· As we explained at the start, the overall purpose of this project is to produce a set of recommendations around potential future medical devices regulatory reform that maximise opportunities and minimise risks. 
· What do you think are the potential opportunities around future UK regulatory reform around medical devices? 
· Prompt - health, economic, life sciences sector 
· What do you think are the potential risks around future UK regulatory reform around medical devices? 
· How would you overcome these risks? What do you think is the most appropriate way to overcome these risks? 
· Prompt - health, economic, life sciences sector

· The next 3 questions are about regulatory changes the UK could make to encourage international investment, innovation, and safety.  
· How can the UK encourage international investment in the medical devices area through regulatory changes? 
· Why/how would [answer] do that? 
· How can the UK encourage innovation in the medical devices area through regulatory changes? 
· Why/how would [answer] do that? 
· How can the UK improve safety in the medical devices area through regulatory changes? 
· Why/how would [answer] do that? - intentionally, meaningful, 
· The next 3 questions are about non-regulatory changes the UK could make to encourage international investment, innovation, and safety.  
· How can the UK encourage international investment in the medical devices area through non-regulatory changes? 
· Why/how would [answer] do that? 
· How can the UK encourage innovation in the medical devices area through non-regulatory changes? 
· Why/how would [answer] do that? 
· How can the UK improve safety in the medical devices area through non-regulatory changes? 
· Why/how would [answer] do that? 

· Is there anything else you think is relevant to UK regulatory reform around medical devices that we haven’t spoken about yet? 

Conclusion:
· Inform participant that interview is over 
· The interview is now over. 
· Provide participant with opportunity to ask questions 
· Do you have any questions you would like to ask us at this point in time? 
· Remind participant about anonymity, confidentiality, and withdrawal 
· As we explained at the start, the interview was recorded. The recording will be used to generate an anonymised transcript to facilitate subsequent analysis and then be destroyed. All information that is collected about you during the course of the research will be anonymised and kept confidential. You may withdraw permission for us to use your information without giving a reason up to 5 working days after the interview.  
· Provide participant with information about next steps including consensus meeting 
· Moving forwards, we would like to invite you to take part in a consensus meeting with other members of our research team and the other experts we have interviewed. The aim of the consensus meeting is to reach consensus on a set of recommendations for future regulatory reform around medical devices. Any contentious issues identified after analysis of the interviews will be discussed and debated. The consensus meeting will be conducted online via video call on 09 February 2021. Ideally you would attend both the interview and the consensus meeting. If, however, for whatever reason, you are unable to take part in the consensus meeting, that is fine. Are you happy for us to send you an invite to participate in the consensus meeting? 
· Thank participant for taking part  
· Thank you for participating in this interview. 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Appendix 7. Post-survey Questionnaire Results 
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Intro.
We would like to thank you, a5 participants of the BHP CSRI-RHC Medical Devices Workshop, for bringing your expertise and
experience to the table and engaging in such fruiful debate throughout the day:

Reflecting on the high-quality, canstructive and open exchanges of attendees, we wish to deepen the dialogue by conducting a follow
up sunvey on some of the tapics The results of this survey will allow us o better identity and understand the opinions of key
stakeholders.

The survey should take around 5 minutes, and your responses are confidential and anonymous. You can orlly take the survey once:
It you have any questions about the sunvey, please email Diana (d.han@bham.ac.uk) o Hussein (ibrahimh @ad bham ac.uk)

W truly appreciate your input

Session.
Which session(s) did you attend?

ves No
Session L Mitigations for the move
1o UKCA mark ffom 1t Juy 2023 ® o
Session 2 Allematie routesto
market for medical deice ® o
Session 3 Covid-18 lessors
Teame for f-vito deice ® o
reguition

Q1

Session 1: Mitigations for the move to UKCA mark from 1st July 2023

L. With regard to the move to UKCA mark, do you think the medical devices industry is able to meet the requirements by the deadiine of 1st July 20237

Ves (Please give the reasoning behind your answer below) No (Please explain what s stopping the indusiry reaching this targst below)

Free-text input

4

Q2. 2. With regard to the UKCA deadline of 1st July 2023, do you think there are any key risks that should be considered?

Ves (Please give the reasoning behind your answer below) No (Please give the reasoning behind your answer beiowe)

Free-text input

4
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Q3. 3. The UKCA deadline of 1st July 2023...
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Q4. 4. Are there any other opportunities associated with the UKCA deadline that have not been listed
above?

Free-text input

Q5. 5. Are there any other risks associated with the UKCA deadline that have not been listed above?

Free-text input

Q6. 6. In terms of timing, the UKCA should be...

{Please drag and drop answer choices in order of preference, 1: being your preferred)

introduced as currently planned
required only for new devices applying for conformity assessment for the first time

required only for new devices and for existing devices when they are due for renewal of conformity assessment.

introduced in a stepped approach such that whilst the deadiine of 1st July 2023 will be required for some categories of device (either n
by sector or level of risk), there will be later deadlines for other categories

delayed for all devices B

Others - Please specify: [Free-text input n

Q7. 7. Working to the UKCA deadline of 1st July 2023, what support/structures/guidance would you find
necessary?

Free-text input

Q8. 8. Working to the UKCA deadline of 1st July 2023, what support/structure/guidance would you find
helpful?

Free-text input

0v. Session 2: Alternative routes to market for medical device
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1. The best way(s) for the UK Government to support efficient routes to market for medical devices would be
to:

Free-text input

Q10. 2. Regarding routes to market, the most important areas {standards, frameworks, regulations,
institutions) for UK regulation to align with are:

Free-text input

Q1I1.
Session 3: Covid-19 lessons learned for in-vitro device regulation

1. After the COVID-19 pandemic, which strategies should the UK Government prioritise to ensure that IVDs are available on the
market in an efficient and timely manner whilst maintaining or improving on high safety standards?

{Please drag the slider to the position in order of relative importance with 0 being the least important to 9 being the most important.)
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reporting guidelines)
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