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0 Executive S ummary

Background

The response to the COVID-19 pandemic in 2020 and 2021 led to research ethics review
for treatments and vaccines taking place in record time without cutting corners. In the
wake of this experience, the Health Research Authority (HRA) set up Think Ethics to
explore what elements of ethics review in the pandemic could be kept and built on. The
aim of Think Ethics is to make ethics review of health and care research more innovative,
efficient and trusted.

Independent research ethics review ensures that the rights and wellbeing of people taking
part are at the heart of all research. It aims are to reassure the public that health and social
care research is designed and carried out in a way which responds to their needs, enables
them to make informed choices about whether to take

part and ensures they are treated fairly.

The HRA commissioned Hopkins Van Mil to design and deliver a rapid public dialogue to
inform the Think Ethics programme. The key questions discussed were:

What are the most important questions to ask to ensure that research is ethical?
What is the right process for ethical review?
Who should be involved in the ethics review process?

Methodology
Forty-six public participants from a wide UK demographic took part in the public dialogue
over two weeks in January 2022. The samples for ethnic minority and lower socio-

economic groups were boosted to ensure their perspectives were heard. A small number
of participants were recruited who had experience of healthcare research.

The dialogue took place online, using one 1 2 hr webinar, three 2 Y2 hr - 2 3 hr Zoom
workshops and online homework tasks.

FIGURE 1: DIALOGUE PROCESS

Monday Wednesday Movday Friday

12th January | 19th Janwary = 24th January . 28th January
6-7#:30pm 6-8:30pm 6-8:30pm 6-8:30pm
Webinar: Workshop 1: Workshop 2: Workshop 3:

Health research Research ethics Who is trusted What matters most

and approval

Reflection Reflection Reflection
task task task
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Key Findings
Paktfcipan t journey

Most participants began the dialogue process never having heard of the HRA and with

little or no awareness of the existence of the research ethics review service and research
ethics committees (committees). As they learnt about the HRA’s role and the purpose

of committees, there was a widespread sense of surprised relief that health and care
research is being assessed to ensure the interests of participants are designed into
studies. Surprised relief developed into strong praise for research ethics review. Particularly
praiseworthy in participants’ eyes is the independence of committees, in that they are

not part of the research study team, their combination of both professional and lay
perspectives and the thorough scrutiny that ethics committees focused on health and care
research provide.

Dialogue participants emphasise the value that committees bring to particularly complex
research, where study participants are putting their lives and wellbeing into the hands of
researchers. As this report shows, to ensure that committees have the capacity to focus
on this high stakes research, many think that some non-interventional research such as
patient surveys, could be ethically reviewed through other means.

Many participants said that before they took part in the dialogue they assumed that the
COVID-19 vaccines were developed so quickly that any sort of ethics review would have
been jettisoned in the interests of speed. Hearing that ethics review had in fact taken place
was a surprise. They think that if more people had known about the role that research
ethics review played, vaccine scepticism would have been lower.

Heodline findings

Headline findings from the dialogue show:

e There is widespread support for alternative ethics review methods: Participants
discussed alternative methods of ethics review, including researcher self-
assessment, expert staff review and review by accredited institutions. Diversifying
methods of review is important to participants to give committees more time to focus
on complex research studies and to ensure research is not held up unnecessarily.
Participants think that committees should review the most complex and challenging
health and care research, such as some interventional research where the risks and
benefits are high and research without precedent.

 Calls for more diverse committee membership and research participation:
It matters that ethics committees are diverse, inclusive and cover a wide range of
backgrounds and lived experience in order to make more informed decisions on
ethics. Compensating committee members, increasing the rotation of committee
members and a jury-style system of membership are seen as ways of achieving
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this. Furthermore, an ethical feature of research is that participants are drawn from
diverse backgrounds so that they can better reflect the whole population affected by
whatever is being researched.

» A desire for increased HRA visibility to build trust in health and care research:
There are universal calls to increase the visibility of the HRA and its equivalents in
the Devolved Administrations and the ethics review service. This is seen as building
public trust in research and advancements in health and care. Participants also
believe that this democratises ethics, by making it better known and understood and
so increasing the range of people involved in the ethics review service. It is possible
that had the research ethics service been better known across society before the
pandemic, there may have been less uncertainty about the safety and efficacy of
the COVID-19 vaccines. In light of this, the HRA may want to broaden their ambition
from ‘Think Ethics’ — which encourages the research community to think about
ethics at every stage of the study process - to also ‘See Ethics’ to ensure that ethical
consideration is visible to society to build trust in research.

« Ongoing monitoring of ethics, beyond approval is desirable: There is a need
provide reassurance to research participants and the wider public that once ethics
approval is received the ethical features of research are being adhered to through
the research study. This includes publishing results and beyond. Participants feel
that researchers should be held accountable in a meaningful way, independent of the
study, throughout each stage of the research. They believe that the ethical delivery
of research needs to be monitored and assessed, rather than just being ‘green Iit’
before the research begins.

Summary of conclugions

Drawing on our analysis of the public dialogue, our experience in public dialogue both
during and before the pandemic, and the context in which the dialogue took place, we
share here three main conclusions. These conclusions apply most particularly to ways in
which the ethical review of complex health and care research which carries some risk to
the participant should evolve in the future.

1. The trust expressed by participants in a research ethics committee with professional
and lay membership that is focused on health and care research and that is
independent of the research study. This trust stands in stark contrast to the distrust
and disappointment we have heard in other public dialogues about other sectors of
society, notably politicians and some sections of industry. It was striking to hear how
strongly participants value a system of ethical review that has the characteristics of
independence, dedicated focus and collective professional and public participation.
However, future trust is dependent on greater efforts to involve a more diverse range
of society in ethics review. This matters because research affects everyone in society
and it therefore needs to be informed by a diversity of thought and experience.
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There is a concern that as science and technology become ever more sophisticated
and pushes at the boundaries of what is possible and what is ethical, committees
should not be overburdened. They should be allowed to focus on complex and
unprecedented research and not have their attention diverted by more routine
research that does not need such comprehensive scrutiny.

HVM observed among participants an ambition for research and its ethical delivery

to be better understood and more widely embedded in society. This is expressed
through calls for a wider range of organisations to be involved in the ethical review of
research, particularly for research that may be more routine and less interventional.

It is also expressed through the desire for the ethics of research to be monitored and
assured over time, rather than just at the point research is about to start. Furthermore,
participants are keen for research priorities to be identified by public and patients
(rather than the preserve of government, industry and researchers) and to see
opportunities to take part in research and research results more widely publicised.




) Introduction

2.1 Context

The purpose of research ethics review is to ensure the safety, autonomy and dignity of
health and social care research participants is protected. In the last twenty years Research
Ethics Committees (committees) have moved from being hosted across the NHS, each
working to local processes and standards, to a UK-wide service co-ordinated by the Health
Research Authority. Committee members are a mix of professional and

lay members who bring a range of professional and lived experience and volunteer their
time.

During the COVID-19 pandemic, the Research Ethics Service' reviewed COVID-19 research
in a tenth of the time taken in normal times without comprising on ethical standards and
provided expert advice to researchers. The ambition is to learn from the pandemic and the
HRA set up the Think Ethics Review programme (Think Ethics) with this purpose.

The aim of Think Ethics is to maintain safety and quality whilst redesigning the research
ethics service to be more innovative, efficient and trusted:

clear and concise study information designed with and for patients and study
participants

fast, proportionate review focused on key ethical issues in a consistent way
a rewarding experience for diverse, skilled and committed members

a streamlined and user-friendly service, attracting world-leading health research
in the UK.

The dialogue took place almost two years in to the COVID-19 pandemic and in the wake of
the omicron variant, which made its presence felt in December 2021. At this time, 34million
people in the UK had received booster or third vaccines and pandemic measures such as
face-mask wearing and proof of vaccination status were still in place (mandatory masks in
England were dropped on 27th January, the day before our final workshop). As well as the
ongoing health, social and economic impact of the pandemic, the news headlines were
also dominated by reported parties in Downing Street during lockdown, which may have
broken social distancing laws in place at the time. This was the backdrop to the
discussions — a strong awareness of how quickly health treatments can be developed and
some distrust of a political system that didn’t seem to adhere to its own rules.

' https://www.hra.nhs.uk/about-us/committees-and-services/res-and-recs/
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2.2 Dialogue purpose

The HRA commissioned deliberative research specialists Hopkins Van Mil (HVM) to design
and deliver a public dialogue to gain understanding of what people know about research
ethics review and to discuss these key questions:

« What are the most important questions to ask to ensure that research is ethical?
» What is the right process for ethical review?
« Who should be involved in the ethics review process?

The HRA will use the findings to inform:

« How different pathways of ethics review could be used to ensure that research
is reviewed in a more proportionate way

« How to improve the consistency of how committees review studies

» How to improve patient and public involvement in the develop of information
for study participants and focus ethics review on what matters most to those
participants.

2.3 Dialogue process

Forty-six participants recruited from across the UK took part in the dialogue process over
two weeks in January 2022. The samples for ethnic minority and lower socio-economic
groups were boosted to ensure their perspectives were heard. A small number of
participants were recruited who had experience of healthcare research, but most had not
participated in healthcare research.

The dialogue process included online tasks, a 1 2 hr webinar and three 2 %2-2 34 hour
online workshops. Before attending the introductory webinar, participants completed

a questionnaire asking them what they know about health and care research and
committees, and they watched videos about the dialogue purpose and format. Each
workshop was a mix of presentations, question and answer sessions and facilitated small
group discussions of seven or eight participants.

During the process a range of speakers, either live or on film, gave different perspectives
on health and care research, research ethics and the process of ethical review. The
specialist speakers included members of committees, clinical and pharmaceutical
researchers, public contributors, research participants and HRA staff who support
committees. Participants also reviewed different types of research, including clinical trials
for new drugs; genetic research; staff interviews; patient questionnaires; observational
research; consented tissue studies and emergency research.

Further information on how the public dialogue was designed and delivered is included

in Appendix 1. This includes the materials used, who the specialists were and what they
presented, as well as details of the public dialogue participants.
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2.4 About this report

The findings in this report are drawn from an analysis of workshop transcripts and
homework space (Recollective) responses. In our qualitative reporting terms such as

‘a few’, ‘several’, ‘'some’ or ‘many’ are used to reflect areas of agreement and difference.
These should be considered indicative rather than exact.

HVM builds theories from what we have heard rather than having a preconceived
hypothesis to test. Throughout the process the HVM coding, analysis and writing team has
maintained a rigorous approach and held frequent sense-checking sessions to mitigate
against researcher bias. Public dialogue is a qualitative methodology, findings do not
demonstrate statistically representative analysis. We present the subtleties and nuances

of participants’ views, concerns, hopes and aspirations so that they can inform the HRA’s
Think Ethics programme.

The transcriptions do not attribute comments to named individuals. Small group
discussions involved a mix of participant backgrounds: gender, ethnicity, age, socio-
economic group. This means that where our findings draw out differences by ethnicity,
they are based on Recollective responses.

It is important in any dialogue process that the report reflects the voices of participants.

As such we have used quotations taken from transcripts to emphasise main points. Some
quotes have been edited to remove repeat or filler words. We have made no other edits, so
as not to distort speakers’ meaning.




6 Public dialsgue findings

3.1 Awareness of the HRA, health and care research
and the role of ethics and ethics review

Few participants were aware of the HRA before the dialogue and many had not heard

of Research Ethics Committees when asked in the pre-webinar questionnaire. Whilst no
participants mentioned the HRA in response to the question ‘who is involved in health
and care research’, most identified a broad range of organisations and roles that include
the NHS, clinicians, universities, charities, pharmaceutical and other medical, health and
care companies, general public and patients and also government, with a few mentions
of politicians (likely related to the government involvement in COVID-19 vaccine and
treatment developments).

When participants think of types of health and care research, what comes to mind includes
new ways to diagnose and treat both physical and mental health conditions; improving
health and care services; understanding the prevalence of conditions; health trends and
dealing with big societal issues such as an aging society. Only a few mentioned COVID-19
in this context: one on COVID-19 and care homes, the other on how the health service
moves on after COVID-19. None mentioned the COVID-19 vaccine at this point.

As participants learnt about and discussed the existence and role of the HRA, there was
a clear sense of surprised relief that such a body exists and that it is seeking to evolve to
meet society’s expectations and to learn lessons from how research into COVID-19 was

accelerated.

1t seeme HRA approval i constantly evolving gefting better and continuously
striving to do better which makec me feel happy.

At the beginning of the dialogue, participants discussed what makes research ethical.
The role of ethics in its widest sense was explored. Ethics is seen as walking a tightrope:
keeping in step with social norms and attitudes and at the same time looking towards the
future such as the implications of scientific advances and their impact on humanity. As
will be seen, participants discussed keenly the importance of quality of life to the patient/
participant versus the perceived tendency for science to focus on life expectancy.

I would cay, in 2022, theres never been a more imporfant time for triale to
be ethical. When we were all young, we thought that there would be robots
g0ing about or we could live to 140. Ac science gets better and thinge progrese,
there are going to be things that people will come up with, We can help you live
to 190," but, at the end of the day, i¢ that ethical? Do we want robots?
Ethics will become more and more important as people get more advanced.
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In the early stages of the dialogue, some participants questioned why ethics reviews are
necessary when they see themselves living in a society that has developed more comprehensive
legal and regulatory safeguards to defend human rights, deter prejudice and protect the
vulnerable.

However, as participants developed their understanding of the wide range of types of research,
and that ethics in this context of research means a focus on participant interests, ethical review
is seen to have an essential role in ensuring that research that is trusted and beneficial to society.

3.2 Research ethics review: questions that matter

FIGURE 2: CATEGORIES ON THE LEAD REVIEWER FORM

(INHS |

Health Research
Authority

Ethics Review Form

Social or scientific value

Recruitment arrangements

Favourable risk / benefit ratio

Care and protection of research participants
Informed consent process

Suitability of the applicant (and supporting staff)
Independent review

Suitability of supporting information

Other general issues

The previous section explored participant views on the process of reviewing the ethics

of health and care research. This section focuses on the questions that participants think

are important to ask to help ensure that research studies have participants’ and the wider
public’s interests at heart. Dialogue discussions on this topic were prompted by questions
on what makes research ethical and on which of the categories on the lead reviewer form

(see fig2) mattered most.

Participants say that the type of research will determine which questions matter most.
For example, the risk/ benefit ratio will be highly important for interventional research e.g.
randomised controlled drug trials, but of lower importance for surveys. All questions are
seen to have merit. The questions in the section below are ordered in the importance
that participants identified and each section includes examples of specific questions that
participants expect the ethics review process to ask.
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Everything, again, ic important. Ite just in a different context icnt it?
Thats what e amazed me about what these Committees actually do ic all
points need to be considered but concidered in different balances depending
on what the research subject actually ic. So, becavse youre not looking at
maybe vecescarily rick rafio being ac high or people needing cpecific care and
profection ag much as you would a. ceriously il patient, but you ctifl have to
weigh those up to come up with your end ethical decicion.

3.2.1 Social and scientific value of research

Widespread agreement is expressed by participants that the first question asked of
research should be does this research have social or scientific value? If the answer is no -
then the research is not worthwhile. Proposals should clearly explain why the research is
necessary for the good of society and how it will add value.

Participants feel it is important for a research proposal to clearly outline the overall purpose
and the expected outcomes of the research. The intended outcomes should be realistic. To
this end the proposal should explain what the mechanisms for change could be. It should
be able to explain how the research findings will be used and by whom - and how this
could then reasonably lead to the expected outcomes or benefits. One participant gave an
example of a research study and how he would articulate its social and scientific value:

We are studying male deprecsion as suicide is a leading cause of death in men.
We hope that at the end of the ctudy we will underctand how to recognice,

diagnoce and treat deprecsion in men quicker, and cave liveg.

Participants also suggest that considering the moral, political and economic implications
of any research should be part of the ethical review process. The consequences of the
research could be damaging or negative - and it is felt necessary to ensure that a research
proposal has considered these.

Participants feel it is important to ask whether the research will be duplicating research
that already exists or add value. Participants argue that rather than carrying out additional
research on areas already heavily researched - it feels more ethical to focus resources

on research into areas that are less known about, or receive less attention (e.g. rare
conditions, mental health and male fertility).

A key ethical priority for participants is that the research proposal should outline the
expected benefits of the research findings to wider society. It is important for a research
proposal to be transparent about: what groups and individuals in society are most likely to
experience those benefits; how many people are likely to benefit; and when those benefits
are likely to transpire (e.g. short or long term benefits).
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Participants view the health and wellbeing of patients and public as the most important or
valuable type of benefit of any health and care research. This includes improving the quality
of care patients receive, improving the life expectancy and quality of life of patients, and
increasing knowledge around health conditions, treatments and research.

Some participants feel that it will be more ethical if patients and the public can input into
decision making about what research to carry out. Their assumption is that decisions

on what to research are based on government and organisational priorities. They are
particularly struck by the presentation that spoke about how patient involvement in
research flipped the focus from life expectancy to quality of life.

Ldeally, it [research] would all be patient led <o patients with conditions would
be saying, We want research in this area.’ And then people would fund that.
But in reality itc the other way round. It often qovernment priorities or o
research organication that might have thinge that they want research.

Examples of specific questions that participants expect the ethics review process
to ask:

Objectives and outcome questions for the ethics review to consider:

» Have the overall purpose and expected outcomes been clearly outlined?
- Are the stated outcomes of the research realistic?

» Has the proposal explained how the findings will be used and what the mechanisms
for change will be?

« Have the possible political, moral and economic implications of the research findings
been considered?

» Does the research duplicate other research or add value?

Benefit questions:

« Has the research proposal outlined the expected benefits of the research findings to
wider society and been transparent about who may benefit, how many may benefit,
and when?

« Have the public and patients had the opportunity to feed into decision making about
the research question and objectives?

3.2.2 Benefits and risks for participants

Following on from demonstrating the social and scientific value of research, participants
feel that a clear understanding of the risk benefit ratio is the next most important ethical
issue for a research study to consider, and for the ethics committee to review.
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For me, one of the things maybe ic that I would want to know for sure that
the benefits outweigh the rick or the harm. That it'c open and transparent of
what the balance ic there.

Most participants understand that risk cannot be completely eliminated. In fact some
mentioned that they would not trust research that implied that all risks had been
eliminated. Instead what is important is to ensure that all potential risks and harms have
been identified, including providing evidence that lessons learnt from previous research
have been taken on board. Types of risk include physical and mental health and wellbeing
for the research participant and family, financial benefits and risks, as well as the benefits
and risks to wider society. Research proposals must then demonstrate they have done
everything possible to minimise any risks.

Participants feel that a research proposal has to provide evidence that it will lay out the
risks and benefits clearly for potential participants in an accessible manner. Transparency
about the risks and benefits is of utmost importance in order to ensure potential research
participants understand what the possible

implications are.

Understanding the risks and benefits includes having a clear understanding of the short,
medium and long term risks and benefits. A risk that participants often highlight as being
particularly important to spell out to research participants is the long term side effects. This
includes the physical, mental, wellbeing side effects of any research - particularly in relation
to drug trials. They feel it is also essential to have mechanisms in place to monitor the long
term side effects that might materialise for research participants.

A significant question for an ethics committee is whether the benefits of the research
taking place outweigh the risks to participants. This has to include the benefits to wider
society, the benefits to research participants, but also the risks involved if the research
does not take place. The COVID-19 vaccine studies were highlighted as an example.
When calculating the risk benefit ratio — the risks of not developing a vaccine had to be
considered.

Participants ask what risk probability is acceptable and if acceptable levels of risk can
change depending on the context. For example — participants wonder whether the
acceptable level of risk could be substantially higher if the potential benefits are really high,
or if the risks of doing nothing are particularly high - for example with COVID-19 vaccine
studies.

With COVID we had to get it [the vaccine] out as quick as possible becavse
thic infectiovs pandemic dicease was killing people. IF it was a 35% chance it
wouldnt work, would they have still done it or would they have just carried on
for years and years until they basically got it down to 5%7”
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Another question is whether the acceptable level of risk should be lower in relation to
research studies involving children or other vulnerable groups. Throughout, participants
recognised that the context of the health condition or setting is essential to determine an
ethical risk/benefit ratio.

Participants emphasise the importance of ensuring that a research study has clear
protocols in place that explain what will happen if harm does come to a research
participant as a result of taking part in the research. It is seen as necessary that if harms
or risks come to pass - that support and aftercare is provided — and in some cases further
compensation. Participants think it is unethical if when a research participant consents to
taking part in research and has acknowledged the potential risks - that this then means
they are not supported, cared for or compensated if they came to pass. Some participants
are concerned about whether accepting payment of any sort for taking part in research
could prevent a research participant from holding a research study responsible if any
harms happened.

T would just be worried, if youre getting paid for it and something [bad]
happened, theyd turn rovad and 9o, Well, we paid you money. Thate a chame.
gorry to hear that

Examples of specific questions that participants expect the ethics review
process to ask:

Risk benefit ratio questions:
« Are the risks and benefits clearly laid out for potential participants in an accessible
manner?
« Are the short, medium and long term risks and benefits understood?

» Does the design demonstrate that risks have been minimised and that the research
is safe? Have research studies used learning from past studies?

» What is the risk benefit ratio? Do the benefits significantly outweigh the risks?

» What risk probability is acceptable? Does the acceptable level of risk change
depending on the context?

« What systems and protocols are in place for when a potential risk materialises and
a research participant suffers harm? Will research participants receive support and
aftercare if they are harmed in any way due to taking part in the research?
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3.2.3 Informed consent

Following the social and scientific value and risk/benefit ratio, assessing the consent
process is seen as seen as a particularly important element of any ethics review process.
Some see the ethical review of risks and benefits and informed consent as inextricably
linked. Participants emphasise the need to ensure that research studies obtain informed
consent. In order for research participants to meaningfully consent - they have to be
provided with enough information to fully understand all aspects of the research study
relevant to them. This requires open and honest communication between the researcher
and the study participant.

Ite really important that the patient totally understonde the process, what's
involved, and the benefite and the riske. So, actually, risk and benefits and
informed consent I would say are equal.

Not only should the information be communicated clearly and in an accessible format - but
participants feel that a research study is responsible for checking that research participants
fully understand the information that they are provided with. This should include providing
some participants with extra support if needed - for example with a translator if English is
not their first language.

Participants say that research studies should always make it clear that consent can be
withdrawn at any time (both during and even after the research is complete). Research
studies should have a clear opt out process in place. Research participants should be able
to withdraw for any reason — and without having to give that reason. Research studies
should ensure research participants do not feel pressured or coerced to remain within the
study if they no longer feel happy or comfortable about their participation.

There chould be an exit strateqy. Bacfca//y if you feel that youre being
mistreated or anything that you can always leave, that youre not going to be
held against your will or legally bound to anything.

Participants are interested in how a research study finds out whether potential research
participants have the capacity to consent (for example participants referred to vulnerable

people, children or individuals with severe mental health issues). They argue that research
involving these groups requires extra scrutiny around the consent process.
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Examples of specific questions that participants expect the ethics review
process to ask:

Informed consent questions:

» Does the research study fully explain to research participants what the process of
taking part will involve, including all the possible risks and benefits?

« Is this information communicated in an accessible way that can be easily understood
by all research participants?

« Is consent an ongoing process? Can participants withdraw consent at any time?

» How will the research study assess capacity to consent?

3.2.5 Supporting information: communication and transparency

Honest and transparent communication with research participants has already been noted
as a key prerequisite for obtaining informed consent. Participants raise a number of points
about what honest and transparent communication should look like throughout the life of
the research study and beyond. These are summarised here.

Participants refer to the importance of supplying research participants with all the
necessary information - and not holding anything back. One participant phrased it as
ensuring information included ‘the good and the bad’.

I did a medical trial for whooping cough... What waent told to ve in the
[information] pack about whats going to happen, was that every vicit, the
person who got the whooping cough up their nose had to give [cignificant
amounte of] blood. Tim sure it probably was in the information comewhere, but
it wasnt nececsarily in loypeoplec terms... Becavse I believed them to be ethical
T was like, Wow, you can really sneak something by comebody if you wanted.”

The amount of time that research participants or potential participants are given to take

in all the information is seen as important. Research participants need to have time to
process the information in order to make meaningful decisions about whether to participate
or not - to consider how it might affect them, as well as having time to ask questions.

The importance of active, two-way communication rather than passive information giving

is emphasised.

Dialogue participants feel strongly that any form of communication with research
participants must be clear and accessible. This means using plain English language and
laypeople’s terms that are easy to understand. It is important to avoid using technical
language or sector specific jargon. Information should be available in a variety of forms
that meet different communication needs (e.g. via email, in the post, braille, large print,
translated)
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Participants expect a research study to communicate with research participants on an
ongoing basis - not just beforehand when they want to persuade them to participate, but
throughout the study and even once it is completed. This includes providing participants
with updates about what is happening during periods of the research where the research
participants might not be directly involved.

Research studies should check in and ask research participants how they are finding the
experience and if anything could be done to improve it. Researchers should also ask for
feedback from research participants once the study is complete — to gather learning and
improve future studies from an ethical point of view.

A common theme is the need to share research findings with both research participants
and the wider public. Findings should be written up in an accessible format so that they
can be easily understood by participants and members of the public. Participants suggest
using a user-friendly website and publicising the existence of any publicly available
information about the research.

Participants argue that publishing the findings of research helps to ensure that it is

more accountable and easier for other members of the public, including professionals,
academics, and relevant organisations, to scrutinise the research process - including the
ethics. It will also provide learning around ethical research for others considering doing
research in similar areas.

Examples of specific questions that participants expect the ethics review
process to ask:

Questions that matter about communication:

» Will the information communicated to research participants be complete?

« Are participants given enough time to absorb and reflect on the information?
« Will all communication use plain English?

« Will communication be available in a range of languages?

« Is participant communication ongoing?

« Will the study seek feedback from participants about their experience?

Questions on transparency:

» Will the research findings be shared with research participants?
 Will the research findings be shared with the public?

[trancparency and communication] ic about building trust. I think it alco
means it doesnt give anybody any surprises, therec a greater understanding
if something goes wrong, <o you Il get more cupport, becavse youve all been on
that journey all the way throvgh and therec been no secrecy, or theree been
nothing hidden.
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3.2.6 Care and protection of research participants

Participants strongly agree that the care and protection of research participants is highly
important and a cornerstone of research ethics. They feel it is important for a research
study to indicate how they will safeguard research participants and protect them from
harm. A research study should also identify the needs and rights of research participants
and explain how it intends to meet those needs and respect their rights. This means
ensuring research participants are treated fairly, with dignity and respect.

In order to ensure that all participants can take part in research meaningfully - a research
study must ensure it removes any potential barriers and is able to support a wide range
of needs. This includes making sure that those with physical or learning disabilities can
take part and ensuring the study can provide support to any participants who have any
mental or physical health needs. Participants also spoke about how anxiety and stress
can prevent research participants from taking part in research or can impede their level of
engagement. Ensuring that participants feel comfortable and at ease when taking part in
research is seen as essential.

Participants care about the confidentiality process. Participants think that a research

study should clearly outline how it will ensure no one taking part can be identified by
external parties. They also feel that if a study is able to provide research participants with
assurances about confidentiality and the anonymisation of data — that this will lead to more
open, comfortable and meaningful input or engagement.

Participants believe that an ethical research study should consider the possible impact

of taking part on research participants, not just during the study but in the longer term
once a study has finished. There should be a process in place for checking in on research
participants after the study has finished - and for providing any after care to meet any
longer term needs.

A strong theme to emerge from the discussions is the need for an independent body or
forum that research participants can take any ethical concerns or questions to during the
study. A key suggestion made was that research participants are provided with the direct
contact details for someone that is independent from the research team - who they can
easily reach out to in order to voice concerns or make a complaint. Several reasons for this
were given, including that research participants might not feel comfortable voicing their
concerns to the researchers themselves and may fear that doing so could jeopardise their
place on the study.
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The participant may not want to upset the researcher, or rick their place on
the study by voicing their concerns to the percon running it. The researcher
might be blinded by the reculfc they are frying to achieve and therefore be
incapable of acseccing the feedback given to them...Becavse of these reasons
and more, there chould be a éody dedicated to the hearing ouvt, evalvating and
profecting participants. A body which ic independent and separate from those
involved in the actual recearch project.

Examples of specific questions that participants expect the ethics review
process to ask:

Key questions that matter about the care and protection of research participants:

» Does the research proposal include a safeguarding policy?

» How will the researchers make participants feel comfortable?

« How will the study support any additional needs that some research participants may
have?

» How will the study ensure that confidentiality is maintained?

« Has the study considered the longer term impacts of taking part in the study, and will
it provide longer term support and after-care?

» Do research participants have access to an independent body that can address any
ongoing concerns or questions for the duration of the study?

3.2.7 Recruitment arrangements and research participant
diversity

Participants believe that if research findings are intended to benefit all of society, then it is
necessary to recruit a sample of research participants that is representative of the whole
population who experience the condition/care process that is being researched. This
means the sample must include participants from every demographic group in society.

They often referred to examples that they had heard or read about, or had seen within

one of the homework videos, where research samples do not include sufficient numbers
of participants from ethnic minority groups. Participants emphasise that the resultant lack
of data around ethnic minority groups means that research findings often do not consider
the particular needs, backgrounds or context of these groups. This consequently can lead
to certain groups in society not trusting research findings or believing that the findings are
relevant to them. COVID-19 vaccine and maternal health research were both mentioned as
key examples.
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Participants argue that research ethics review should assess that the recruitment strategy
is designed in such a way that it can reasonably be expected to recruit the intended
sample. Participants want to know that research studies will commit to recruiting a
representative sample rather than settling for a convenient one.

Recruiting research participants from black and minority ethnic groups is noted as being
particularly challenging — especially due to there being a lot of justified distrust amongst
these communities around health research (several participants cited the Tuskegee Syphilis
study? and the homework video around research from ethnic minority perspectives).

As such, participants emphasise the importance of including strategies within the
recruitment process aimed at building trust amongst distrustful or seldom heard groups

in society and encouraging them to take up opportunities to get involved in research. It is
important for the ethics review to assess whether the recruitment strategies are appropriate
and will not exclude certain groups. Participants suggest that ethics committees look out
for certain strategies like:

« being transparent about who the intended beneficiaries of the research findings
are; and (where true) providing reassurances that the intended beneficiaries of the
research will include all groups represented by the research sample (including ethnic
minority groups);

« working with trusted gatekeepers who are better placed to explain, answer questions
and reassure potential participants;

- offering compensation (thank you payments) to research participants - in order to
encourage participation and make it more feasible for a representative group in
society to give up their time to take part in the study;

« and following up with research participants on a regular basis before, during and after
a study - to ask for feedback about their experiences and for suggestions on how to
improve the process.

The role of gatekeepers (for example, clinicians, parents and carers) in recruitment was
discussed. This is deemed as particularly important when recruiting children and young
people — who are seen as a group completely reliant upon gatekeepers to take part in
research because they are least likely to find out about opportunities on their own. It

is important to participants that research studies ensure a fair and robust approach to
recruitment, for example making sure that the professionals they work with to recruit
children and young people do not simply pick the children they prefer.

Participants are interested in how a research study makes sure it doesn’t just recruit
participants who really want to take part or often tend to take part in research. Participants
also argue for the importance of informing participants who do not qualify to take part in
research about the reasons why they weren’t chosen. This is to avoid resentment and an
unwillingness to engage in future research studies.

2 https://www.cdc.gov/tuskegee/timeline.htm
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Come back to them and explain to them why they werent selected, co theree
an understanding. Maybe their dicease ic too far gone or its not the cpecific
one that theyre treating or therec something different but not to just cay,
No,” and thate it. To come back and inform them, This is why we made the
decicion,’ and then they can be informed of what the reason for it.

Examples of specific questions that participants expect the ethics review
process to ask:

Key questions that matter about recruitment:
« Is the recruitment strategy designed in such a way that it can reasonably be expected
to recruit the intended sample?

» Does the recruitment process include targeted strategies to help encourage potential
participants from groups most likely to distrust the research process to take part?
Strategies to look out for could include being transparent; offering compensation;
working with trusted gatekeepers; and asking for feedback on an ongoing basis.

« How are gatekeepers used to recruit research participants?
« How does the study ensure that their biases do not affect the recruitment process?

It would also be about making sure that you werent excluding people by the way
that you recruited, co if you 9o to a particular hospital that has, for example,

a very white, middle clags cohort of patiente then youke exclvding a large
proportion of the population if you only use those hocpitals.

Underlying many questions on the recruitment process is the principle of transparency.
Participants feel it is important for a research study to be clear and upfront about its
recruitment approach. Participants say that the answers to these questions will help
ascertain whether a recruitment approach is fair, robust, appropriate and representative.
They should therefore be considered by ethics review. The questions participants want to
see considered in the ethics review process are:

» What is the rationale behind the sample? Is it random or targeted and why?

» How large is the sample size and will it be statistically robust?

« How have decisions been made about the eligibility criteria for each quota?

« Is the recruitment process able to address issues around selection bias?

» How does the study ensure a fair selection process when too many people apply?

« Is there a process in place to provide feedback to individuals who apply but aren’t
selected?




3.2.8 Suitability of the applicant (researcher) and participant

Whilst the categories for ethical review include the suitability of the applicant, participants
think it is important to consider the suitability of the research participant too. Participants
raise a number of key considerations for assessing the suitability of both research
participants and researchers.

From an ethical standpoint, participants feel it is important to ensure that research
participants are well prepared, know what to expect and are emotionally equipped to
take part in the study. This is particularly the case if the research involves people from
vulnerable groups or involves activities or any engagement that could be distressing or
painful.

I know obviously we can t speak for every eventuality, but just making cure that
the person ic as stable enough as they can be for that cort of recearch.

Some participants argue that research studies should have a process in place to verify that
research participants are eligible to take part and definitely meet the necessary sample
criteria. Participants do not feel it is ethical to simply take a potential participant’s word for
it, particularly if the research sample is focused on individuals with a specific condition.

Participants refer to the need for a process to ensure participants are taking part for the
right reasons. This is seen as particularly important when research participants are being
financially compensated for their time and participation. The concern isn’t so much that
people might just take part for the money - but more that the financial reward might
convince people to take part even when they might not be able to honour the necessary
commitments or might not be aware of what is actually being asked of them.

Determining the suitability of the research team is seen as important for to assessing
their competency and trustworthiness to carry out the research ethically. Establishing the
incentives or motives of any organisation or company carrying out research is seen as
important from an ethical point of view. Participants want to know what any organisation
or company is going to get out of the research. The motives behind why any research is
taking place should be completely transparent. This enables any conflict of interest to be
assessed and any improper influence monitored.

Knowing that the experts or the scienticts or whoever is condueting thic
research hag a background of underctanding the topic, understanding what
theyre recearching, that would give me confidence, as to comeone who doesnt
understand the topic, doesnt have an inferest in the topic. It would be lecs
likely that they would be able to conduct it ethically.
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Some participants suggest that any research being carried out with the primary purpose

of increasing profits, rather than helping improve people’s lives, does not feel ethical.
Connected to this, participants also think that the review process should look at the
funding sources for a research study in case there is a conflict of interest there. Participants
argue that considering who is funding the research should be reviewed because the funder
can impact many aspects of the study: the objectives; its transparency; the decisions
made about who will ultimately benefit from the research; and how research findings might
be used/disseminated.

Examples of specific questions that participants expect the ethics review
process to ask:

Questions that matter about participant suitability:
« How does the study ensure research participants are well prepared, know what to
expect and are emotionally equipped to take part in the study?
« Is there a process in place to verify that research participants are eligible to take
part?
« Is there a process in place to ensure participants are taking part for the right
reasons?

Questions that matter about researcher suitability:

« What are the qualifications and experience of the research team?

» What is the research team’s track record with research and what is their reputation
in the field?

« What are the motives of the researchers/ research organisation for carrying out this
research?

» What are funding sources? Is there a conflict of interest?

The category of ‘Other general issues’ was not discussed in detail during the dialogue.

3.3 Process and methods of ethics review: appropriate
diversification and the need for ongoing review

In the webinar and first two workshops, the dialogue focused on committees: who should
sit on them and the most important questions to ask. In the final workshop, participants
considered alternatives to committees for some types of research studies. These
alternative methods of review are:

» Researcher self-assessment: a researcher could use a self-assessment and
triaging tool developed by the HRA. If the tool indicates that the study can go
through a self-assessment route, they would conduct the review themselves and if
the study meets the approval criteria, they would be considered to have an approved
study. Alternatively, the HRA could specify that self-assessment approval would
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only be allowed for certain types of studies that are carried out by ‘delegated’
researchers. This means that researchers have undergone pre-specified training or
can show significant experience in research ethics.

« Expert staff: HRA staff with the appropriate training and expertise could review
studies against an agreed set of criteria or an agree code, and those that are classed
as needing a committee review will be passed onto Research Ethics Committees.

« Accredited or approved institutions: the HRA would delegate approval for certain
types of study to institutions who satisfy a pre-specified set of standards. Institutions
could review studies where there is no material ethical concerns based on an
agreed set of criteria. They could also review sub-studies of clearly defined umbrella
programmes which have gone through ethics review. If this type of review were to be
set up, the HRA would establish an audit process to check compliance.

At first, some participants shared concerns about the prospect of moving some studies
out of committees to other methods of review. But towards the conclusion of the dialogue
there was widespread support for appropriate diversification. Benefits include giving
committees more time to focus on complex studies and speeding up the delivery of
research by channelling some non-interventional and common methodology studies to
alternative routes. Participants want to know the ‘who and how’ for deciding the ethical
review route and ensuring a more diverse system isn’t ‘gamed’ by researchers and doesn’t
lead to greater bureaucracy. If alternative methods are used, participants expect clear and
robust training, guidance and ongoing monitoring of reviewers as self-assessors, expert
staff or accredited/approved research institutions. They want assurance that oversight of
research ethics won’t be lost if a wider range of ethical review routes are used.

Learning from the speed of ethical review of COVID-19 vaccines and treatments is highly
valued by participants. They see opportunities for non-interventional research and research
with precedent to be reviewed by alternative methods. They also see that the need for
speed has to be balanced with maintaining thorough reviews of more ground-breaking,
interventional research. Speed of review in this latter case could undermine trust in the
research.

Some fear that a non-committee process may miss things and therefore be less trusted
by the public. Fears are also expressed that alternative methods would lack a diversity
of perspectives. A diversity of methods may also make it harder to have comprehensive
oversight of research studies, lead to greater bureaucracy and cause inconsistencies in
ethical review.

IF we now moved them out of that realm and put it into others, itc the
requlation of that and whether we then need to have four different bodiec
that regulate each one of those bodies.
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Most participants support diversification and the HRA is seen as a trusted arbiter of which
method of review is appropriate for a study.

I would be comfortable with someone like the HRA being the judge who decides
thic research meets this precedent, therefore it doesnt need to go to a REC
review or thic case doesnt meet any other precedent that hac been cet and
therefore it does need to 90 to an ethics committee review.

The follow sections look at each method of review, current and proposed, and the
perceived strengths and weaknesses of each.

3.2.1 Committees

Most participants had not heard of research ethics committees before the dialogue, but
felt surprised relief that they exist. Many said they and people they know assume that

the COVID-19 vaccine must have skipped this and other review/testing processes to be
approved and available so swiftly. When they heard about the fast track approach to ethics
approval, some doubted the sustainability of this speed and intensity of COVID-19 reviews.

Committees are seen as the gold standard as a method for thorough ethics review, but,
unprompted, participants stress the importance of diversity (see section 3.4) and question
the achievability of this given the amount of detailed work and time involved and lack of
compensation.

The features and benefits of the committee method of review are seen to be its:

« range of professional and lay perspectives and expertise, less likelihood of bias
« focus on health and care research

« recruited to be independent

» public trust: seen as a rigorous gate keeper, not likely to miss anything,

- essential for new, challenging research.

A school Board of Governors was a wide, diverce group who came fogether
for the benefit of the cchool, co youre looking at a group who for the benefit
of the health of the nation, for the benefit of developing research, itc developed

in a timely manner, and in. a cafe manner.




The weaknesses of committee reviews are seen to be:

« Lack of membership diversity means some perspectives are not being heard.

« Are they overburdened? Is too much being asked of committees? Could mistakes
in judgement happen as a result, or loss of membership?

A risk of groupthink if members stay on committees for too long.

Feel free to spend lecs time/mental energy on things for which there are
existing precedents! Committees should focus on the new, the challenging
and the controversial.

Participants see committees as the central pillar of an ethical review process. This belief
is founded on their characteristics of independence from the research study, diversity of
thought and focus. Participants want to see committees focusing on the most challenging
research, where patient risk or societal expectations are uppermost.

3.2.2 Researcher self-assessment

Researcher self-assessment is seen as suitable for non-interventional research, such as
interviews and some observational research. Researchers would need guidance from the
HRA, and their study should be reviewed internally by senior, appropriately experienced
colleagues.

The weaknesses of researcher self-assessment are seen as:

» a system that may be open to abuse, as researchers may game the system and
design studies to enable self-assessment.

« potentially open for researchers to focus only on the science and neglect the
participant
« lacking a diversity of perspectives and not being independent

IF you move some of the ctudies to celf-ascsescment, then people might have
a vested interest. Even if thate unconscious in the result.

The strengths of researcher self-assessment of research ethics are seen as:

« allowing committees to focus on more complex studies

« increasing the number of people involved in and knowledgeable about ethics review,
making it part of the culture of research

» speeding up research and increasing the number of studies overall
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IF youve g5t people <igning off their own work, youre upskilling them potentially
and raicing compliance on a wider scale, becavse the more people have to do it

the more they have to be frained and generally then that chould raice the level
of compliance around ethics more widely.

3.2.3 Expert staff and accredited institutions

Expert staff and accredited institutions tend to be favoured as methods of ethics review.
This is particularly the case when the research has some element of complexity or
specialism, but has precedents and the expert/institution has expertise in that field of
research.

The strength of expert staff review is seen as the expert having specialist knowledge of the
field of research, patient interests and/or the healthcare area. Participants think it may be
a weakness that, unlike a REC whose sole focus is on research ethics review, would this
be the sole focus on the expert staff? If not, could that slow the process and reduce the
quality and thoroughness of the review?

Accredited institutions are often spoken of in similar terms and considered suitable for
similar types of study as ‘Expert staff’ review. Their strengths are seen as expertise in the
field of research, patient interests and/or the healthcare area, diversifying the range of
those qualified to review ethics and help the review system be more efficient.

IF the institutions can be trained up to apply the HRA rules and ethics
ctandards within their organication, then they can effectively perform the
came function but with less people involved.

The weakness of accredited institutions is that they are seen as unlikely to have the
diversity and lay membership of a REC.

3.2.4 Alternative methods of review: participant ideas

As well as discussing the current and potential methods of ethical review, participants
spontaneously put forward other methods. Some suggested a jury-style system, where
it is a civic duty to serve on an ethics committee. This is seen as having the benefits
diversifying REC membership and increasing public awareness and interest in health
and care research. This suggestion is indicative of the high value that participants put on
the research ethics review process, giving it equal status with the importance of the jury
process in our criminal justice system.
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Youd be invited to join, youd then be given information abovt what goes

on. Youd be told youd be compencated for fime off work and you are part of
comething thate very important. You have to really think about it ...you've got
comeone? life in your hande.

Other participants thought about alternative methods to take away the more routine or
administrative aspects of a committee’s workload. They think that artificial intelligence
could be used to streamline the more administrative aspects of ethics review. Whilst they

do not want Al to replace human deliberation, they think it could ease the burden from
committees by checking the more straightforward aspects of research applications.

Therec a place for the artificial intelligence in this ccenario but in a limited
capacity, chould I say, wot all the way throvgh.

3.2.5 Ongoing ethical review

Participants look beyond the decision of the REC, to the research being carried out. They
express strong opinions about the need to monitor research studies on an ongoing basis to
ensure they continue to adhere to the ethical practices set out in their proposal. They feel
that researchers should be held accountable in a meaningful way throughout each stage of
the research.

Once a recearch project has been approved then weke all really tructing that
the recearcher amnd teame in charge will uphold the ethice they put forward in
their propocal and T dont think thatt good enough. No one can predict the
challenges that might crop up of cource but we cant just leave it to good faith.
It is important to participants that there is a specific auditing process in place to monitor
adherence to ethical practices whilst a research study is being carried out. They feel

uncomfortable with an approach that relies on trusting researchers to maintain high ethical
standards after they have received ethics approval from the REC.

Participants like the idea of an ongoing ethical review body that could step in and intervene
and even shut down research studies if they are made aware of any unethical practices.
They argue that an audit process of this nature would also build public trust in research.

Participants do not specify who should be responsible for this ongoing oversight role, but

the general consensus is that it should be an independent body that is completely separate
from the research team and any organisation directly associated with the research.




Participants understand that an ongoing review process would require a lot of resources.
Suggestions for less resource intensive alternatives include a system of random spot
checks. Participants think that if all researchers know their study could be randomly
reviewed, they would be more motived to carry out their research in an ethical way
throughout the whole study.

IF there were avdits that were made public, then that would give everybody
more confidence in the way research wag being conducted.

3.4 REC membership — an inclusive approach

The questions that matter to participants have been explored in the previous section.
In this section we focus on what participants feel is important about the membership
of committees and why.

3.4.1 Inclusive and diverse membership

First and foremost it is important to share the widespread agreement participants
express on the need for REC members to represent society, to be diverse and to cover
a wide range of backgrounds and lived experience. Participants feel this is essential in
any consideration of the ethics of research. It matters to participants because they feel
that ethics is never entirely clearly defined, a yes or no answer. It requires thought and
consideration from a range of perspectives and if committees can achieve this it will
improve the decisions involved in ethical review and help to build trust in the process.

Hawfny people of different cexualities, gender identities, ethnicities, éacégrauudr,
disabilities and <o on involved in analysing the ethice would probably give me

more Trust into considering if research ic ethical or not.

Across the dialogue groups, participants emphasise that ensuring REC membership is
inclusive and diverse will be a visible demonstration that that health and care research, and
researchers, consider this to be important. It is a strongly held belief amongst participants
that actively broadening REC membership will underscore the fact that health research
covers a very wide range of subjects, something they feel needs to be well understood by
society. As such participants want to know that people from across society, with a diversity
of thought, a broad range of experience, and from diverse backgrounds are bringing their
views of the ethical dimensions of the research to bear.

Participants set out a number of proposals for improving the diversity of committee
membership. Spontaneously participants include in this compensating REC members

for their time. In their view this will ensure people are able to be involved whatever their
financial position. A perception was expressed by many that the current REC membership
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is likely to comprise people who are affluent and have available time and resources.
They worry this might restrict membership to a few relatively privileged people.

I imagine it all retived people that are quite wealthy, theyre the only ones that
can afford to do thic for free. I might be wrong, but I would imagine that it
doesunt meet divercity quidelines and that a number of cocial clasces or ethnic
groupe arent properly represented as a result.

This reflects participants concern that those in lower paid jobs, or who have limited
resources due to household commitments would be unable to contribute as a REC
member.

We can all keep talking about diversity, but if youke working a minimum wage
Job, 7 to 5, you probably cant really afford to do that much voluntary work,
and therefore you dont get the representation that you might want.

Payment for people’s contribution is also seen as important in recognising the
responsibility members have and demonstrate that REC members’ time is valuable and
valued. However, some participants want to ensure that the term ‘compensation’ rather
than ‘payment’ is used. For these participants there is a distinction to be made, that
being a REC member is not a job, but it is an important societal role which needs to be
recognised.

Paid or compensated perhaps, maybe. That'e a term you couvld use perhaps, ac
opposed to being paid like a job. It not a job is it, ite something else, ite time
out. It quite a responsible position to have for however long it would take. You
need people from all backgrounds, all cocio-economic backgrounds and maybe
that would be a way of having those people on board.

A few participants do not agree with either payment or compensation. They express
concern that some might only do it for the money and this would be unethical in and of
itself. But many more feel that it is essential step in making committees inclusive.

Participants also propose that the HRA should establish recruitment criteria for committees
to actively look for a diverse membership. This would set out that committees are looking
for people who have been underrepresented to date and why it is important to gain a
diversity of views on what is ethical and what is not in health research. Linked to the criteria
set, participants also want the benefits of REC membership to be promoted in ways which
are tailored to appeal to specific groups. This might include showing to those who are
under represented currently that this is an important way of giving back to the community
you live in. Equally they see it as a benefit that REC members have the prestige of doing

an important job for society.




I guess itd be very prestigious to be on the committee. That kind of thing would
look qood on your CV. I would cay that being on the committee itcelf would be
rewarding, becavse it is quite a prectigious position o be in.

3.4.2 The skills and experience required of a REC member

Whilst diversity and lived experience are essential, participants are also concerned that
REC members can understand the material that is shared with them. For many across all
groups this means that REC members might need to have higher levels of educational
attainment; for some it means that the material provided by research teams is in language
that can be clearly understood, whatever the technical background or

knowledge of the members.

T would like to know that (REC members) have been given the bect
information and are the best pocsible people to make those decicions.
When weke talking about cerious subjects, we perhaps need a bit more
in-depth knowledge and ctudy.

A concern emerges here that REC members might not understand what they are reviewing
and therefore not propose ethical approval. This, they feel, is an important risk, which
could mean that a research study which could bring important opportunities for society is
not taken further.

Do we run the rick of a ctudy not being passed that could have had magsive
benefit to society as a whole because we have people on a committee that dont
have the depth of vnderctanding of what'e submitted to them?

Equally, participants say that they want new perspectives brought into ethical review — a
diversity of thought as well as experience. This includes ensuring that REC members don’t
all think in the same way and committees include, for example, people who think laterally,
visually, imaginatively and/ or critically. Participants want to avoid ethical reviews becoming
a rubber stamp because everyone in the committee has the same way of thinking, one
that only matches the established views of the health research community. Such an
approach would draw people who bring their specialist knowledge, common sense,

moral judgements and lived experience. Such experience could include having:

» Good analytical skills
 Suitable experience and intelligence
» The ability to digest a lot of information

» The strength of character to stand up for what they believe is ethical, defend their
own positions in discussion, and not be led by the ‘clever’ people in the room.
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Participants stress that lay experience is necessary but that committees must also
include those with professional expertise for example: researchers; health and social

care professionals; ethicists and faith leaders; philosophers; human rights professionals;
lawyers. Including a range of expertise gives reassurance to dialogue participants that the
ethical review process is robust and effective and can, therefore, be trusted.

Lm going to trust the people who (becavse of their) formal education, lay
people with a good standard of underctanding, ctreet smart, whatever that i,
L going to trust them to say, thic recearch ic valid, it is ethical.

3.4.3 Expectations of REC membership

It is essential to participants that REC members demonstrate independence from the
research being conducted. It matters to participants to minimise bias and ensure people
don’t have vested, including financial, interests when considering the ethics of any
research programme.

T would cay the people who had & financial interect in it. IF you owned a
company or you had any financial interect in the product or the outcome
of the research you chouldnt be on the commdittee.

Participants want to ensure that REC members are people who will act with integrity and in
the interests of society. They contrast this with people who might hold extreme or harmful
views and would not bring independent thought to the process.

This leads many participants to the idea that a vetting process should be in place to
exclude people from Committees who might act against society’s interests, including those
with a criminal record. Background checks, DBS checks and psychometric testing are
suggested as possible methods for checking people’s suitability for REC membership.
This comes with a recognition that this isn’t necessarily easy to achieve.

Ite a very difficult subject isut it. How do you know that comeone has
cociety’c best intereste at heart? Do you do a tect for that? A lot of people
thought the GP Harold Shipman was doing the best for his community and
that didnt turn out fo be the case.

Other expectations include ensuring that REC members have the time available and won’t
be overwhelmed by what is required. Participants want those who become involved as
REC members to be clear about their responsibilities and be prepared to be the ‘eyes and
ears’ of all of those who might be affected by a research programme and protect their
interests.
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The fact that participants place a great deal of importance on who is a REC member
demonstrates the value they place on ethical review as a whole. Participants stress the
essential requirements of ensuring a diversity of thought, background and experience;
and that people have, or are given, the skills necessary to approach their task with the
seriousness it deserves. This all contributes to their view that ethical review is important
and will be trusted by a society if it is shown to have taken in to account different opinions
from people appropriately selected from across society.




o Consideratione for the
[hink Ethice Programme

This section draws together the strongest recommendations put forward by participants,
both at the conclusion of the dialogue and themes that emerged during the process.

4.1 Increase visibility to build trust

During the dialogue, participants’ awareness and appreciation of the HRA and ethics review
process transformed from almost zero to high praise. The praise grew from hearing about the
committees, that they include lay as well as professionals, their independence, the time they
spend on scrutiny and the work that researchers do to prepare for ethics review — including early
public/patient involvement.

At the end of the dialogue, making the HRA’'s work better known was the most frequent
recommendation. Suggestions to increase visibility include a portal to access research
summaries and REC decisions. On the basis of the dialogue discussions, it is reasonable to
suggest that had the HRA and the REC process been better known across society, there may
have been less uncertainty about the safety and efficacy of the COVID-19 vaccines. In light of
this, the HRA may want to broaden their ambition from ‘Think Ethics’ — which encourages the
research community to think about ethics at every stage of the study process —to also ‘See
Ethics’ to ensure that ethical consideration is visible to society to build trust in research.

T never heard of the HRA until we started this, co maybe to come out of the
chadows comewhat and let people know they exict and the work that theyre
doing in protection of participants, and alco to maybe have a new idea, have a
public portal or a portal whereby a cnapchot of reviews and studies are posted,
and feedback on the decicions that were made, and feedback on the results of
the study, co thoce inferested parties have a place to g0 to.

Chare what you do, across a wider spectrum of media, o that everyone has a
better vnderstanding abovt research.

4.2 The questions that matter most for research to be ethical

Drawing on their own knowledge of research and reviewing the examples shared in the dialogue,
participants say that context matters when deciding which are the most important questions

for ethical review. Having looked across the categories of questions asked, all are seen to be
relevant and important. Some are of greater importance in terms of determining the merits of
the research objective itself, before more practical considerations are developed and reviewed:
notably: Does the research have social and scientific value and what is the risk/benefit ratio?
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4.3 Expert channelling of research to appropriate ethics
review methods

There is widespread support among participants for the HRA to direct different types
of research to different methods of review.

The committee method is seen as the gold standard for review, but participants want
committees to focus their time and energy on research with little or no precedent and research
where the risks to the research participant need careful consideration.

Research with a consistent track record and non-interventional research are examples of
candidates for other review methods. Participants want the HRA to build and administer a
process to ensure that studies are reviewed appropriately and that researchers don’t ‘game’
the system by designing studies to go down the least scrutinised route.

Participants also expect the HRA to provide training, guidance and oversight for the alternative
methods of researcher self-assessment, accredited institutions or expert staff review. There are
also expectations that any risk of loss of oversight through using diverse methods of review is
mitigated.

We talked about a cystem of precedents, much like a court cace might often
be decided against o precedent that has been previously set by another judge
and in that case T would be comfortable with someone like the FIRA being the
Judge who decides thic research meets this precedent, therefore it doesnt need
to g0 fo a REC review or thic case doesnt meet any other precedent that

has been set and therefore it doec need to go fo an ethics committee review.

4.4 Research and ethics review that is diverse and inclusive

Participants talk about the HRA and ethics review coming out of the shadows. Coming into
the light means looking at how to ensure that a breadth of backgrounds and life experience are
included in the ethics review process to build trust in it and the way health and care research is
conducted.

A diverse and inclusive REC membership recognises that research covers a very wide range
of subjects and with people that bring a diversity of thought, a broad range of experience

and come from diverse backgrounds, are bringing their perspectives to bear. Some dialogue
participants believe that many research samples are not representative. They express the hope
that a more representative committee may increase scrutiny of this aspect of the research
design and lead to greater public confidence in the representativeness of research.
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The idea of compensation for REC members emerged spontaneously in several groups. It

is supported as a way of achieving diversity and ensuring that membership is not just the
preserve of those who have the financial means to take part. Other suggestions include less
time intensive time commitment such as being involved with sub-committees that review less
complex research and increasing membership rotation (i.e. serving less than four years to ensure
a wider range of perspectives). If the HRA and research ethics committees become better
known in society, it is likely that who they do and don’t involve will be more widely scrutinised.

Pay people for the work they do, and you will have a more diverse qroup
a¢ a result of it

Diversity diversity diversity! Everyone included race sex differently abled
everyonelll

4.5 Ongoing monitoring of research ethics

Participants feel strongly that there is a need to provide reassurance that once ethics approval is
received, the ethical features of research are being adhered to. Participants say that researchers
should be held accountable in a meaningful way, independent of the study, throughout each
stage of the research. This is particularly for research where the risk/benefit ratio for the
participant is an important factor.

So whilst there is high praise for the role that committees play at the start of the research
process, there are equally high expectations for the ongoing review of ethics and an expectation
that the HRA lead the development of this in the future.

L was thinking that if they were able to get more power¢ to juct encure that
the quaranteec that were given by the recearchers are being followed up,
rather than waiting for something to g0 wrong on an annual report coming ovt
caying, This ic where it s gone wrong.” An awful lot can happen inside a year.

So ite just that they would have powers to, not do it on them ol but if the
researchers know that there could be more follow-ups, they may be more likely
to ensure that the quarantees that theyve given to the committee are going to

continve.
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e Summary of conclucions

Drawing on our analysis of the public dialogue, our experience in public dialogue both during
and before the pandemic, and the context in which the dialogue took place, we share here three
main conclusions. These conclusions apply most particularly to ways in which the ethical review
of complex health and care research which carries some risk to the participant should evolve in
the future.

The trust expressed by participants in an independent and dedicated research ethics
committee with professional and lay membership. This trust stands in stark contrast
to the distrust and disappointment we have heard in other public dialogues about
other sectors of society, notably politicians and some sections of industry. It was
striking to hear how strongly participants valued a system of ethical review that had
the characteristics of independence, dedicated focus and collective professional and
public participation. However future trust is dependent on greater efforts to involve a
more diverse range of society in ethics review. This matters because research affects
everyone in society, and it therefore needs to be informed by a diversity of thought
and experience.

The concern that as science and technology become ever more sophisticated
and pushes at the boundaries of what is possible and what is ethical, committees
should not be overburdened. They should be allowed to focus on complex and
unprecedented research and not have their attention diverted by more routine
research that does not need such comprehensive scrutiny.

HVM observed among participants an ambition for research and its ethical delivery
to be better understood and more widely embedded in society. This is expressed
through calls for a wider range of organisations to be involved in the ethical review of
research, particularly for research that may be more routine and less interventional.

It is also expressed through the desire for the ethics of research to be monitored and
assured overtime, rather than just at the point research is about to start. Furthermore,
participants are keen for research priorities to be identified by public and patients
(rather than the preserve of government and researchers) and to see opportunities to
take part in research and research results more widely publicised.
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Appendix 1 Methodology and procece

The HRA and HVM project team worked collaboratively with the Dialogue Advisory Group
to design the dialogue process.

A1 A deliberative process

To introduce the methodology, it is worth setting out why the public dialogue approach
was chosen for this project. Public dialogue is not a ‘we tell you this and you tell us what
you think about it’ information exchange. Dialogue works when participants interact on a
level playing field with specialists in this case REC members and those with experience
of public involvement in research, researchers, academics and HRA staff. Speakers gave
presentations and answered questions from participants. In addition, observers from

the Dialogue and Think Ethics advisory groups attended sessions, some of whom also
responded to participants’ ad-hoc queries during small group discussions.

This specialist evidence is then viewed through the lens of participants’ own lived
experience, leading to rich and powerful insights.

In a public dialogue citizens come together, with sufficient time to reflect, to:

» Learn about the issue

« Talk with, not past, each other

» Consider diverse points of view

« Discover key tensions and values
» Spark new ideas

This leads to an understanding of what people value, what they see as benefits and harms,
their trade-offs and redlines and, in this case, the areas they consider important when
reviewing the ethics of health and care research.

We used a consistent group of HVM facilitators in all dialogue workshops. Each small
group comprised no more than seven participants working with one facilitator. Facilitators
followed workshop process plans designed in discussion with the Project Team.

A2 Recruiting the public dialogue participants

A total of 46 participants were recruited and retained to the dialogue. HVM worked in
collaboration with the specialist recruitment company, Roots Research, using a recruitment
screener to ensure dialogue participants broadly reflected the demographics the UK
population. Sampling was done for age, ethnicity, gender, life stage, disabilities and socio-
economic group. The sample was boosted for minority ethnic groups and those at lower
ends the of socio-economic scale to ensure voices that may be less frequently heard were
well represented in the dialogue.
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We excluded those who had taken part in qualitative research in the previous twelve
months. Participants were given a cash honorarium/shopping voucher (according to
preference) to recognise the time committed. This is standard in public dialogues and
means people are not excluded because of their financial circumstances.

The recruitment process ensured that of the 46 participants, a maximum of 8 had taken
part in health research previously or knew someone who had. We excluded people who
are/have been Research Ethics Committee members or support staff; people who work
in frontline NHS roles (e.g. doctors, nurses, allied health professionals); Health Research
Authority staff and family members and researchers (academic and industry) who have
applied for research ethics approval.

Table 1 Demographice of dialsgue participante

46 Participants
Gender
Male? 19
Female 27
Non-Binary 0
Age
18-30 7
31-40 12
41-50 10
51-60 7
61-70 7
71+ 3
Ethunic Minority
Yes 12
No 34
Dicability / Chronic Condition
Yes 23
No 23
(GBTQ+
Yes 11
No 35
Children
Yes 23
No 23

3 4 of the 5 recruited participants who dropped out were male.
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Emp/o_ymeut ctatus

Full Time

Part Time
Self-Employed
Homemaker
Retired
Student
Unemployed

Social Economic Grade

A/B 8
C1-C2 25
D/E 13

Health/Social Care research

Yes, | have taken part 3
Yes, Someone | know has taken part 5
No 38

N = = Ao

{ocation

London
Northern East/West
Yorkshire

East Midlands
West Midlands
South East
East of England
South West
Scotland

Wales

Northern Ireland

NN WNDNOOOAEANNDDNW

Digital inclusion is an essential part of recruitment for an online dialogue. No one who wished

to participate in the dialogues was excluded because they did not have the hardware, software
or technical knowledge to attend an online workshop. Before the dialogue process began,

HVM ran a ‘tech support’ session in which people could run through, in an informal way, how

to use the key elements of Zoom, Recollective and the online voting tool Menti. We opened the
workshop 15 minutes before each session so that participants could check their technology was
working. Each workshop also had a dedicated tech support team member to get people back
online if they lost their connection and find solutions for loss of sound or visuals.

It has been key to HVM’s process during the pandemic to ensure everyone in the dialogue feels
safe and able to discuss matters of emotional and ethical significance in the online space. To
enable this the ‘Welcome pack’ and introductory videos distributed in advance of the dialogue to
all participants included guidance on who to contact if they wanted to ask any questions about
the research process.
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A3 Designing the dialogue

The questions we asked, the speakers we invited and the stimulus materials we shared
were identified and developed with the guidance and insight of the eight stakeholders we
interviewed, the Dialogue Advisory Group and the HRA project team.

A4 What did participants do?

For all participants the dialogue involved four main elements:

« An emailed welcome pack & introductory videos and pre-webinar questionnaire
» Four online events: an introductory webinar and three workshops

« An online space to view new materials such as videos and review the presentations
and summaries of other groups’ discussions from the workshops, ask further
questions and add additional comments in participants’ own time;

« Online polling during the workshops (Menti) to ask for quick reactions and/ or to sum
up how participants feel about an issue.

Process summary

Webinar:

Welcome and purpose of dialogue

Dialogue process overview

Speaker: What is Health and Care research
Speaker: Approving research and ethics committees
Q&A

Homework 1:

Watch short animation on HRA approval process

Read responses to questions answered after the webinar

Respond: If you are taking part in a health or care study, what would you want to know
before taking part?

Watch short animation on taking part in research & answer this question: One thing you’d
like to research in health/care?

Workshop 1:

Welcome back

Small group discussion 1: Put yourself in the shoes of people/organisations involved in
research: What do they get out of research?

Speaker: What is ‘research ethics’?

Speaker: Patient involvement in research design

Speaker: REC member perspective

Q&A

Small group discussion 2: What would give you confidence that research is ethical?
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Homework 2:

Read other groups 2 key points & comment on similarities/differences
Responses to unanswered questions

Watch video on minority ethnic research perspectives

Watch video on REC member perspective (Sue Harrison)

Workshop 2:

Welcome back

Speakers: Research applicant perspectives: commercial & clinical

Q&A

Small group discussion: Q1: Thinking of research ethics committees: create your ideal
committee. Q2: Thinking about the other stages of research (visual in Jamboard) e.g.
designing research, research in action, reporting on research: what’s important to consider
at these stages to ensure that research is ethical?

Homework 3:

Read summaries from other groups

Talk to two friends/family members: If they were taking part in a health research study:
what would they want to know?

Review research study snapshots we’ll be discussing in Workshop 3

Workshop 3:

Welcome back

Speaker: Categories to review ethics of research

Speaker: Alternatives to review by committee e.g. self assessment etc

Small group discussion 1: which of the categories presented are most important / least
important/or unnecessary/ anything missing? Which method of ethics review would be
proportionate/ sensible for the types of research we have been discussing. What are the
implications of moving some studies out of committee review?

Small group discussion 2: Thinking about all we’ve discussed today and during the
dialogue, what recommendations do you want to make to the HRA to help them make
health and care research more ethical and to improve ethics review.

Interaction with specialists is an essential element in public dialogue, providing participants
with insight into the different perspectives on a topic. In this dialogue we worked with a
range of specialists who contributed to the dialogue in the following ways:

« Presenting live during workshops;

 Filmed interview watched as an activity between workshops
» Answering participants’ questions;

» Explaining key concepts and terms.

This interaction meant a lot to participants who told the dialogue team that they had learnt
a great deal from this process of presentation and discussion.
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The small group discussions of seven or eight participants were facilitated by the HVYM
team who recorded the sessions with participant permission and took visible notes using
Jamboards. Following workshop 1, small groups were mixed to ensure a diversity of views
were heard.

A4 Analysis and reporting

The Zoom dialogue workshops generated over 30 hours of audio recordings. These were
transcribed and analysed by the HVM team using NVivo software together with:

« Visible notes captured by facilitators on Jamboards

« Data from the online space reflective tasks that participants completed in between
each workshop

» Results of the online Menti polling questions used live during workshops.

HVM applies grounded theory to our analysis of public dialogue deliberations. We build
theories from what we have heard rather than having a preconceived hypothesis to test.
Throughout the process the HVM coding, analysis and writing team have maintained

a rigorous approach and held frequent sense-checking sessions to mitigate against
researcher bias. Public dialogue is a qualitative methodology, findings do not demonstrate
statistically representative analysis. For this reason and because the transcriptions are
anonymised, our analysis does not draw out if some perspectives were more prevalent by
age, gender, socio-economic group, location, ethnicity etc. We present the subtleties and
nuances of participants’ views, concerns, hopes and aspirations so that they can inform
the next steps in the consideration of UK land use.

4 A full list of speakers can be found in the acknowledgements section on page 34
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Appendix 2 Participant feedback on taking
,barf in the ,baé/fc dialogue

| L

Very interesting couple of weeks. I .\;er.y much enjoyed
discugsing the topice raiced and being able to
contribute to the diccucsion and voice my opinions

T

I have aé(’o/afe/y loved foking part m .t/u';', ite been
mind blowing and very informative. You chould be
co provd of yourselves and what you do, mare people

. Should hear about you. Thank you for giving me the
;.o,bpa'rtwr‘;?‘ iy to be a part of it!

T was so nervous about taking poart as I know Iim not a person who

acks a lot of questions and can be quite reserved and most is the people

in my teams were <o clever and chatty and asked amazing questions but

ite good to have a diverse range of people on these typec of recearch

ond I did ask come quections and tried my hardest to fake part in
discucsione when L Felt it wag out my comfort zone. I feel proud of
 myzelf for taking ,&ékt as it was a thought provoking exercice with tough
- questions but as [they] caid there were no right or wrong answers.

Thank you so much for allswing Thank you and your Team for

me to participate in this project. the opportunity you gave us

I have thoroughly enjoyed it to take part. It was a great

and fearned o lot. It was a joy experience, and I learnt co much.
; -ff?_g-’.’f,‘?ef s"gch_a. i&vers'e group

- of peaple and to shave our
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