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About the project

Critical Care Futures was a public
engagement project that creatively
involved a range of professional and
public ICU stakeholders in a dialogue
about the boundaries between
research and care. Its goal was to
influence our approach to critical care
research in the future and to create
evidence that supports the use of
creative methods of public
engagement in health research.
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Who was involved?

Core team:

Dr Annemarie Docherty (University of
Edinburgh and NHS Lothian), Dr
Catherine Montgomery (University of
Edinburgh), Dr Corrienne McCulloch
(NHS Lothian), Santini Basra (Andthen),
Lizzie Abernethy (Andthen), Freyja
Harris (Andthen)

Co-design support from:

Jean Antonelli (University of
Edinburgh), Dr Monika Beatty (NHS
Lothian), Joanne Mair (University of
Edinburgh), Goutam Das (PPI
Representative)
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Cultural Probes:
A creative approach to
engagement

Our project aimed to change the way
researchers and research participants
interact using a design research tool called
‘cultural probes.’ These probes were sent to
ICU survivors, relatives, clinicians,
researchers, and research governance staff
and contained tasks such as taking photos,
creating maps, writing creatively, and
making postcards. By completing these
tasks individually, they were encouraged to
observe, reflect, and share their
experiences, values, and beliefs, before
coming together and discussing their
results in a group setting. This allowed us to
explore alternative possibilities and
catalyse conversations to create space for
new thinking about critical care research.

What did we create?

The project surfaced different perspectives
and ideas from the groups involved. We
used these to create a set of principles for
research in critical care, based on the views
of those who participated in the project.
This focused on their thoughts about data,
consent, and putting the patient first. We
also produced a range of artefacts, printed
on which are some of the more provocative
questions or conversations that came out
of this work. These will be installed in
critical care units, with the intent that they
will trigger critical thought at key moments.
For example a researcher might find
themselves signing a form with a pen that
makes them think about what ‘informed’
consent really means. Or, a clinician might
sip their tea from a mug that suggests new
ways for patients and researchers to
exchange value.

Andthen.
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Overview of the
principles

These principles are one of the key
outcomes of the public engagement
activities involved in the Critical Care
Futures project. They were distilled
from the content shared in the cultural
probes and were shaped alongside all
those who participated in the project
during a collaborative and highly
interdisciplinary workshop.

In this report, we outline the
conversations and arguments made
throughout the engagement by
participants, which feed into these
principles.

Be clear about what's
meant when we say
‘data’

The word ‘data’ describes a vast array
of information, which can make
discussing it in general terms
challenging. This vague language can
make it difficult to achieve mutual
understanding and talk about
preferences for gathering, using,
accessing, and storing data. To support
meaningful conversations about the
treatment of data, particularly with
patients and their families, it is
important to create clear taxonomies
that classify different forms of data.

Be transparent about
how data are used

-
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We need mechanisms which support
both patients and clinicians to have
more transparent conversations about
how the patient's data are being used.
Transparency can be supported
through interventions both within and
outside an ICU setting; while we need to
further develop internal best practices
around how and when to share
information with patients and next of
kin, we also need to support
transparency by making broader efforts
to develop the public's basic level of
understanding of data practices and
infrastructures.
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Form an identity around
critical care research

There are relatively low levels of public
awareness around critical care research
as opposed to other forms of
healthcare research (such as cancer or
COVID-19 research). The public is
unclear on what is involved, and why or
how critical care research can deliver
improved outcomes for them. Critical
care research needs to develop a
distinct identity and clear messaging
around its purpose. One approach may
be to reframe critical care research as
an opportunity that enables a valuable
exchange—one where the healthcare
system can use patients’ data to
improve care, and the public can give
back to the system by sharing their
data.

Andthen.
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Explore models which
ask for consent at a
different time

Current consent models used in
critical care research are
uncomfortable. They require
practitioners to ask for consent at
inappropriate times, which puts an
unnecessary burden on patients or
their next of kin, who are asked to read
through lengthy forms and understand
complex concepts during a difficult
time when this is not their primary
concern. It is important to consider
alternative models of consent, such as
in stages or at different points in a
patient's journey.
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Place the patient at the
centre of the consent
process

The current model for consent tends
to focus more on the rules and ways of
our existing systems than on helping
patients understand what's happening.
Sometimes it's hard to tell whether
patients are truly ‘informed’ and really
understand what they're agreeing to.
We need to develop an approach to
consent that places the patient at its
heart. This approach should be able to
accommodate different individual
circumstances, and should sensitively
support patients and next of kin along
the various steps of the journey that
are required for them to become
‘informed.’

Create aresearch
environment which
cares for the patient

A research environment needs to care
for the patient. This means it needs to
be considerate of all other care and
support the patient may be receiving,
smoothly integrating with the clinical
team. A caring research environment
also pays close attention to
communication and maintaining a
sense of safety; it encourages anything
that helps a patient feel a sense of
familiarity, keeps their family up to
date, and ensures good visibility of
staff, and of the outcome of the study.

Learn more about E
the project at «

icuheart.org

Andthen.
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What we did / cultural probes

To stimulate discussion amongst
survivors, relatives, clinicians, and
research governance staff about
the future of critical care, we
used a design research method
known as ‘cultural probes.’

What are cultural probes?

Cultural probes are a design research
method which typically consists of
sending small packages that include a
series of artefacts which are a vehicle for
evocative tasks.

For example, they can take the form of a
map, postcard, camera or diary, each
consisting of prompts, questions and
instructions which encourage participants
to record their thoughts and feelings on a
specific topic.

Key characteristics of cultural probes

By nature, they can take many forms, but they
do share some key characteristics. They are:

Self reported

Flexible

Open to interpretation

Encourage imaginative and playful
participation

Cultural probes invite participants to reflect on
their own experiences in their own way, with
the goal of eliciting values, preferences, beliefs
and desires. They can catalyse discussion and
debate, inspire ideas for future design and
allow new ways of looking at an issue.

Take a look at our ‘Introduction
to Cultural Probes’ presentation

Why did we use cultural probes?

Cultural probes help to disrupt the power
imbalance between a researcher and a
participant. Giving participants the ability to
complete activities in their own time, in their
own space and in their own way allows
uncertainty and interpretation to reveal insights
that may have otherwise been missed by more
traditional forms of research.

Probes are also a useful tool within a co-design
approach. They help researchers to understand
and overcome cultural boundaries and bring
diverse perspectives into a design process, in
our case for co-producing principles for the
future of the critical care research.

Read our blog on ‘Cultural
probes for public engagement’

Andthen.
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What we did / who

This project engaged 19
participants who represented 5
key groups connected with
critical care research.

The key groups were:

ICU survivors

ICU patients' relatives

ICU clinicians

ICU researchers

Ethics committee members and
governance staff

Several of our participants sat across
multiple categories.

we engaged

Participant groups

Survivors . ‘ ‘ ‘ ‘ ‘ ‘ ‘
Relatives ‘ . . ’

Clinicians 00000
Researchers ‘ . . .

Ethics committee members /
Governance staff

This visualisation shows the groups that participants identified with. Participants were

able to identify as part of multiple groups.

Andthen.
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What we did / Project

Co-designing cultural probes

Throughout this process, we
collaborated with a group of
‘co-designers’, who
represented the project’s
aforementioned key groups.

These co-designers worked
alongside the core project
team to generate initial ideas,
test and refine the cultural
probes.

Subsequently, this group
helped the core project team
to interpret insights and
stimulate conversations in the
workshop debrief sessions,
where principles for the future
of critical care research were
co-produced.

Read our blog on

Co-designing cultural
probes.’

1

process

1

2 3 4
Probe co-design Probes pilot Probes study Debrief workshop

session

This involved 4
co-designers and 5
members of the
research team over
a 2 hour creative
workshop.

Our 4 co-designers
piloted the probes to
ensure they were
effective and easy to
understand.

The refined probes
were sent to 20
participants to be
completed over a 4
week period.

13 participants, and 3
of the co-designers
joined us to discuss
key themes and
create 6 principles.
Other participants
were debriefed

5

Refined principles, and

public facing outputs
The 6 principles for the

future of research in critical
care were further refined,
alongside a series of
artefacts aimed at
engaging the public further

The cultural probe package contained:

Instructions:
Information
on how to
complete the
tasks, how
long they
would take
and a return
envelope.

Warm Up ICU Photo study:
Activity: Guestbook: A challenge
Participants A writing task to take
imagined the asking photos of

ICUas a participants things people
famous to leave would like to
character, to fictional take with
getinto a reviews of them into
creative good and ICU.
headspace. bad ICU

experiences.

individually. in key project themes.
Ballot Slip: Consent Data Island:
A task to Postcard: An activity to
vote for A challenge draw an
different to produce a island that
candidates postcard represents
who have about an how you
varying ideal consent would like
points of process in medical data
view around critical care. to be
sharing data handled.
and consent.
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What we did

Cultural probe package

‘ Instructions

’ Warm up activity

' Ballot Slip

‘ Consent Postcard

Oraw and annotate your imaginary island here.

‘ Photo activity s %‘/“‘D - .

THE YEAR 2032
‘ ICU Guestbook =

Download PDF copies of the cultural probes here
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Principles and Provocations / Introduction

This section of the report is divided into 6
principles. For each principle, we outline the
key discussions, themes, and provocations
which emerged from the cultural probes and
debrief workshop.

There are a few important points to consider
when reading this section of the report. Firstly,
the responses to the cultural probes and the
subsequent debrief discussions were dynamic
and non-linear, so ideas and opinions may
conflict with one another.

Secondly, some of the cultural probe
responses may be more reflective of the
current systems in place, rather than
aspirational responses of what could exist. For
example, many of the consent postcards are
tied to existing ways of thinking about
consent, and do not explore consent beyond
its current regulatory framing. These instances
can in themselves be considered as starting
points for reflection.

Thirdly, the tone of the cultural probe
responses vary depending on the activity.
Some activities explicitly pushed participants
towards using metaphor and analogies to
capture their thoughts (e.g. Warm Up activity

HeLeS PEOF

Example cultural probe responses

MU HANY

LE L\KE ME |

and Data Island), while others, which were left
more open (e.g. the Consent Postcard and ICU
Guestbook), typically elicited more literal
responses, tied to the current realities and
experiences in critical care.

Andthen.
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who would they be?”
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Principle #1

Be clear about what's
meant when we say
‘data’

The word ‘data’ describes a vast array of
information, which can make discussing it
in general terms challenging. This vague
language can make it difficult to achieve
mutual understanding and talk about
preferences for gathering, using, accessing,
and storing data. To support meaningful
conversations about the treatment of data,
particularly with patients and their families,
it is important to create clear taxonomies
that classify different forms of data.

Andthen.
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Provocation

Does everyone mean the
same thing when they
say ‘data’?

Different groups and individuals had different
interpretations of what was being referred to
when the term ‘data’ was used. This rift was
particularly apparent between survivors and
clinicians, where different language was being
used. For instance, survivors and family
members didn't typically use specific language
around data in their probes, while clinicians
and other healthcare practitioners used
distinct classifications: ‘personal data’, ‘routine
data,’ ‘identifiable data’ and so on. However,
even across medical practitioners there
weren’t clear terms that were consistently
used, beyond ‘sensitive data’ and ‘anonymised
data,’ perhaps pointing towards an opportunity
to explore how to clarify data-related
terminology to improve shared understanding.

Debrief Discussion Summaries

One clinician shared a story
about a patient who asked to
withdraw their consent, and in
the conversations that
occurred as part of the
process of withdrawal revealed
much more information than was
initially collected. The
clinician saw this as evidence
of a misunderstanding on the
patient’s part of what ‘data’
actually is.

In instances during probe
debriefs, it was clear that
the term data was being
interpreted differently by
different individuals — for
instance in one conversation,
a clinician was using the term
‘data’ to refer to ‘routine
data,’ but a patient was
mis-understanding the
conversation and felt they
were referring to ‘personal
data’, while another patient
couldn’t understand what was
meant by data at all.

Andthen.
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Draw and annotate your imaginary island here:
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Provocation

What should constitute
‘green light data'?

Some participants explored ways of
segmenting data in their data island. In the
same way that there are different models of
consent for different types of data, or data with
different risk profiles, they suggested different
methods of accessing these forms of data, with
simpler mechanisms for accessing ‘low risk
data’ and higher protections for 'special data’ or
'sensitive data'. Both in the probes and in
debrief conversations afterwards, ‘low’ and
‘high’ risk data were discussed in metaphorical
terms. There was no clear consensus on which
specific forms of data would fall into these
categories, but there was an acknowledgement
across the group that it made sense to explore
how such segmentation might happen, for
instance by exploring what might constitute
‘red light’, ‘orange light’, or ‘green light’ forms of
data.

e ————
—

Left: A data island
illustrating different
zones for types of data
— special, identifiable
data is treated
differently to other
data.

Clinician, Extract from
Data Island

Left: A data island
with a traffic light
system which labels
different datasets
based on sensitivity
and corresponding
access requirements.
Clinician, Extract
from Data Island

Andthen.
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Provocation

What if accessing
patient data was like
going to the library?

Several data islands depict various routes or
options for accessing patient data — for
instance suggesting that open, or rapid forms
of access could be available for ‘low risk’ data,
while more extensive processes could be in
place for ‘high risk’ data. Across ethics
committee members, researchers and
clinicians’ data islands, there were several
depictions of mechanisms which could grant
individuals access to data based on
pre-agreed permissions. This was further
discussed in the debrief workshop, where
participants described something like a ‘data
passport’ for healthcare practitioners, which
would allow access to patient data without

repeatedly asking for clearance. At the heart of
these conversations was a desire to have a way

of making better use of and extracting more
value from patient data.
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A data island which includes a station that can issue
‘rapid access passes’ to a data library which contains
anonymised data. Researcher, Data Island

Andthen.
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Principle 2

Be transparent about
how data are used

We need mechanisms which support both
patients and clinicians to have more
transparent conversations about how the
patient's data are being used.
Transparency can be supported through
interventions both within and outside an
ICU setting; while we need to further
develop internal best practices around
how and when to share information with
patients and next of kin, we also need to
support transparency by making broader
efforts to develop the public's basic level
of understanding of data practices and
infrastructures.

,~

-’

Andthen.
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Provocation =
o / _//‘\L ) (Z ﬁf Top Left: A data island
. J A f | { e 7 Am\m where data is stored in
Should patient data be : | , - AN a castle’s ‘deep
. AT r ;. 71/ [/ vault.’ Survivor,
stored in a fortress? o 2l e
ALJ\’L WV f /\ Island
1) 1% LIGH {HOUSE % 7
When exploring the various data islands, many ‘ e hgh seaulliy Top Right: A data
used metaphors to describe locking patient |/ . gt island where ‘sensitive
P ’ Ik 2 | 1 g ] PP T o perticte {e0ct data’ is kept in a
data away in a ‘safe place.” Some islands 4,8 A ercito + Tecked sime mihdn
depicted high walls, razor wire ferjces, or / ‘high security
complex vaults to represent this idea. However W TEY 7 A perimeter fence.’ Trial
during debrief sessions (especially with vl T B AT < l manager, Extract from
survivors), we learned that many didn't actually ®, "l kAl
gave s;:chlztlgong pre;ererlmces abgut hOV\’I such Bottom Left: A data
ata should be stored as long as it wasn’t - | Sellang whewe deta de
falling into the ‘wrong hands’. This could imply = | stored in a safe.
that: Shre ] | —— I Survivor, Extract from
) / T ‘P \ Data Island
. o | D N o
e  they had multiple possibilities for data \ % \m (& w\D\W‘\
. . 1 | deod o difloron Bottom Right: A data
storage in mind, o) sl ol ke island where data is
° were uncertain about the specifics of ﬁ\“k:# - —] kept in different silos
the issue, i \ and each person who
e felt ambivalent about data and its use, %f@,v/\ Ny \AYJ/ - wants access needs a
e  or simply were defaulting to tropes | f g%ag % | :zyeﬁgg a unique code
. . . . .3 — — I.
around data security in their drawings. — | > o ‘ Clinician, Extract from
I 7 | ‘ Data Island
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Provocation

Should patient data be
planted and nurtured?

Another set of metaphors that emerged from
the islands were ones that described lively,
active places, aiming to nourish, respect and
create value from the data they were
collecting. For instance, this might be a ‘data
garden’ where data is planted and nourished so
it can create value, or a library that organises
data in a way that makes it easy to work with
and navigate. In these depictions, the public
typically play much more of a role and the
islands represent more collaborative
environments. These islands aren’t devoid of
security, but place the emphasis on the use of
patient data, as opposed to the means by
which it is stored and protected.
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Researcher, Data Island
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Provocation | i |\
What does the breadth 3 - ] | | \ T o A A
:s!\ | ;;00\“0&\ = = B === 2
of metaphors about | | ke Wn/( / aaps smgpre |00 ™ el
security tell us? | s 2 / e e S SRS
The visions for a data island proposed various W {EE«W 1

approaches to ensure the security of patient
data. Some drawings depicted aforementioned
intimidating security measures, such as high
walls, razor or electric fences, or deep
underground vaults. Other depictions, as we
see here, showed more supportive and friendly
forms of security aimed at aiding research,
such as the 'Robocustodian’ (an unarmed data
custodian that is part librarian and part
machine), or patrol boats that educate users
on correct access procedures. These
depictions reveal different value systems
around data, and reflect the struggle to
represent both the importance of data security
and the goal of generating value from it in the
same image.
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Above (both): An island with security mechanisms
including a patrol boat which provides education on
correct procedures and a ‘Robocustodian’ stationed
on the island to protect, but also help people use
data. Clinician, Extract from Data Island

Top Left: A co-ordinator stationed at the island
entrance to let people in or guide them to further
checks. Clinician, Extract from Data Island

Bottom Left: A high-security island, with personnel
conducting random checks, a constantly changing
entry code, and an ‘impenetrable wall.’ Clinician,
Extract from Data Island
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Provocation _ _ P o
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’ clinician), Extract
from Data Island
A
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Provocation

What is transparency
here? Is it about
visibility, or is it about
ease of influence?

Although most conversations about
transparency emphasised the importance of
visibility (being able to see what's happening
with patient data), some suggested that a
crucial part of transparency involves creating
simple mechanisms for patients or their next of
kin to withdraw consent. These themes were
explored in data island drawings, where
participants included elements that made it
easier to revoke consent or control data —
lighthouses that help family members veto
certain activities, a detonator that could
destroy data at any time, or just a simple way
of communicating when and how consent can
be withdrawn.
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Top Left: A lighthouse on the edge of a
data island giving next of kin the ability
to see what’s happening to data and ‘veto’
patient data usage.

Clinician, Extract from Data Island

Bottom Left: A plunger that patients or
next of kin can use at any time to ‘opt
out’ and destroy their data.
Researcher, Extract from Data Island

Top Right: In the map key, R symbolises a
right to withdraw data. This symbol is
shown multiple times around the island,
suggesting clear signposting of patients’
rights to withdraw consent.

Survivor, Extract from Data Island
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Principle #3

Form an identity
around critical care
research

There are relatively low levels of public
awareness around critical care research as
opposed to other forms of healthcare
research (such as cancer or COVID-19
research). The public is unclear on what is
involved, and why or how critical care
research can deliver improved outcomes
for them. Critical care research needs to
develop a distinct identity and clear
messaging around its purpose. One
approach may be to reframe critical care
research as an opportunity that enables a
valuable exchange—one where the
healthcare system can use patients’ data
to improve care, and the public can give
back to the system by sharing their data.

,erT T TS
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Provocation

Does the public know
what critical care
research is?

Discussions during the debrief sessions
exposed that many outside the healthcare
system aren’t fully aware of what critical care
research is. For instance, some were unclear on
whether entering into a research study would
impact standard care. Others demonstrated
this confusion through conversations about
data, with survivors and family members
struggling to conceptualise how patient data
might be used within research. Clinicians and
researchers echoed this, emphasising that
some areas of research (e.g. cancer research or
COVID-19 research) are very well known and
play a prominent role in public discourse, but
that this isn’t the case for critical care
research. Some described this low level of
public awareness around critical care research
as a significant barrier to effective consent and
data collection.

Andthen.
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Provocation

How do we create
engaged publics for
critical care research?

One person suggested that for someone to
provide informed consent in a critical care
setting, the level of public awareness around
critical care research needs to be so high that
people are discussing consent ‘around their
kitchen table well before it becomes an issue.’
Several of the visions of a data island
suggested mechanisms to support this, raising
public awareness through journalism,
campaigns, or dissemination of research
results. In conversations during the debrief,
others started exploring what a PR campaign
for critical care research might look like, arguing
that elevating patients’ stories would be an
effective way to engage the public.
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Above: A TV station reporting on
critical care research activity that is
using patient data.

Clinician, Extract from Data Island
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Above: A patient’s data island which
suggests research results should be

made available to the public.
Survivor, Extract from Data Island
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Provocation

Is there a role for the
public or survivors in
influencing research?

Through our probe debriefs, survivors
demonstrated an appetite to engage much
more deeply with the topics being addressed
in critical care research. They gave several
examples of specific issues (usually
experienced during or after their time in ICU)
that they felt should be researched further and
demonstrated an interest in influencing the
research that happens in critical care. Such a
response was unprompted, and raises
questions about how participation and
engagement in shaping research might impact
the public profile and awareness of critical care
research.

Andthen.
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Provocation

What if sharing data was
a way to support the
NHS?

During debrief conversations and across
cultural probes, the NHS was mentioned in
several different contexts. Survivors were keen
for data to be easier to access by the NHS than
other parties; there were even some
contentious suggestions by a couple of
individuals that the NHS should profit from
patient data by selling it on to private entities -
although this was also explicitly mentioned by
other survivors as a red line they would not like
to see crossed. In all cases, survivors were keen
to find ways to ‘pay it forward’ and support the
institution, and the idea of being able to use
data to do so was particularly energising for
some.
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Above: A data island which has
different means of access for NHS
staff. Researcher, Extract from
Data Island

Right: A haiku about consent
written on a consent postcazrd.
Researcher, Consent Postcard

CONSENT HALkY

PLeASE HAVE MY DATA
|6 77 HELPS PEOPLE LIKE ME

| HAE No ProbleM

J\/u\nﬂ

,\___m_.r
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Principle #4

Explore models which
ask for consent at a
different time

Current consent models used in critical
care research are uncomfortable. They
require practitioners to ask for consent at
inappropriate times, which puts an
unnecessary burden on patients or their
next of kin, who are asked to read through
lengthy forms and understand complex
concepts during a difficult time when this
is not their primary concern. It is important
to consider alternative models of consent,
such as in stages or at different points in a
patient's journey.
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Provocation

How can a consent
model make it easier for
data to be shared and
used?

In the voting activity, candidates who
supported agendas that promoted sharing and
using patient data received the most support.
Nobody’s first choice was to support an
agenda that was opposed to sharing patient
data, and most support was given to
arguments that a) maximised the usability of
shared data and b) proposed an opt-in by
default consent system. This activity mirrored
the sentiment across the group that it is
important to share and generate value from
patient data, and started conversations around
the role that the consent model plays in
framing the purpose and value of patient data.

Huw Heiman - The freedom party

People may argue you should share your data,
but it's not your responsibility. If you don’t want
to, you shouldn’t have to. Vote for me to say NO
to sharing data.

Fasi Fosse - Pay-it-forward party

Sharing your health data with our health service
is the right thing to do. It might not directly
benefit you, but it might help you in the future.
That's why | back opt-in by default. Vote for me
to join the ‘pay-it-forward’ movement.

Ben Borbington - The access party

| believe if we all contribute to research, we all
benefit from research. Access to research data
is for the greater good. Vote for me to give
access to our data and create an accessible
data bank, all for one and one for all.

Sally Sledgefield - The choice party

Many are losing sight of the real issue here.
Medical research might be very sensitive, it is
important for everyone to choose themselves
whether they share data or not. Vote for me to
protect our right to choose.

Results based on
participants’ first
and second choice
votes

0/
/0

34%

469

20%
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Candidates w

Your vote

@ Huw Heiman
The freedom party
People may argue you should share your
data, but it's not your responsibility. If

you don’t want to, you shouldn’t have to.
Vote for me to say NO to sharing data.

@ Fasi Fosse
Pay-it-forward party

Sharing your health data with our health
service is the right thing to do. It might
not directly benefit you, but it might
help you in the future. That's why | back
opt-in by default. Vote for me to join the
‘pay-it-forward’ movement.

@ Ben Borbington

The access party

I believe if we all contribute to research,
we all benefit from research. Access to
research data is for the greater good.
Vote for me to give access to our data
and create an accessible data bank,

all for one and one for all.

@ Sally Sledgefield
The choice party

Many are losing sight of the real issue
here. Medical research might be very
sensitive, it is important for everyone to
choose themselves whether they share
data or not. Vote for me to protect our
right to choose.

Point of view: >
S

v /k%?}@uV’Oo¢ﬂ
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Candidates

Your vote

Huw Heiman
The freedom party

People may argue you should share your
data, but it's not your responsibility. If

you don't want to, you shouldn’t have to.
Vote for me to say NO to sharing data.

Fasi Fosse
Pay-it-forward party

Sharjng your health data with our health
service is the right thing to do. It might
not directly benefit you, but it might
help_you in the future. That's why | back
f)pt—nj by default. Vote for me to join the
Pay-it-forward’ movement.

@ Ben Borbington
The access party

I believe if we all contribute to research,
we all benefit from research. Access to
research data is for the greater good.
Vote for me to give access to our data
and create an accessible data bank,

all for one and one for all.

@ Sally Sledgefield
The choice party

Many are losing sight of the real issue
here: Medical research might be very
sensitive, it is important for everyone to
choose themselves whether they share
qata or not. Vote for me to protect our
right to choose.

No

Point of view:

Candidates Your vote

Huw Heiman
The freedom party

People may argue you should share your
data, but it's not your responsibility. If

you don't want to, you shouldn’t have to.
Vote for me to say NO to sharing data.

Fasi Fosse
Pay-it-forward party

Sharing your health data with our hgalth
service is the right thing to do. It might
not directly benefit you, but it might
help you in the future. That's why_l pack
opt-in by default. Vote for me to join the
‘pay-it-forward’ movement.

Ben Borbington
The access party

| believe if we all contribute to research,
we all benefit from research. Access to
research data is for the greater good.
Vote for me to give access to our data
and create an accessible data bank,

all for one and one for all.

Sally Sledgefield
@ The choice party

Many are losing sight of the real issue
here. Medical research might be very
sensitive, it is important for everyone to
choose themselves whether they share
data or not. Vote for me to protect our
right to choose.

Point of view:

1. Researcher, Ballot Paper
2. Survivor, Ballot Paper
3 3. Clinician, Ballot Paper
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Provocation

Is the research system , e
robust enough to get rid | —
of consent? o |

Within probes, and then expanded on through ) [ ‘J
debrief conversations, there was an argument ( / \

that research governance itself (the robustness | / "

of the research system — getting through the ( —— ‘_,.( 4

grant committee, getting research funded, and T HI1S

going through ethics processes) is far more _

robust than the clinical decisions made every | O

day that clinicians typically aren’t questioned , !

on. Some say that having a conversation with Do ES g |

patient/next of kin is enough of a consent [ G , \

process, others argue that there isn't even a ) [\E:JEP(‘«-H \

need for a conversation and imagine an ICU ‘ ‘

that has an opt-in by default model. & \
Consent postcard advocating
for an opt-in by default

consent model.

Researcher, Extract from
Consent Postcard
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Provocation

Could consent be
obtained at a different
time?

Several argued that the current model of
obtaining consent for interventional studies
forces a conversation at the wrong time. The
model isn't sensitive to the unique challenges
of conducting research in the ICU, for example
failing to take into account the fluctuating
capacities of patients. Some suggested that
deferred consent is a good option, while others
went further to propose that in an ideal world,
consent would be collected before a patient
even reaches the ICU, with comparisons made
here to the model of opting-in to organ
donation when registering for a driving license.
Survivors enthusiastically conceptualised a
sort of ‘preferences passport’ which could
collect consent before entering the ICU, for
instance through a conversation with a GP.
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Principle #5

Place the patient at
the centre of the
consent process

The current model for consent tends to
focus more on the rules and ways of our
existing systems than on helping patients
understand what's happening. Sometimes
it's hard to tell whether patients are truly
‘informed’ and really understand what
they're agreeing to. We need to develop an
approach to consent that places the
patient at its heart. This approach should
be able to accommodate different
individual circumstances, and should
sensitively support patients and next of kin
along the various steps of the journey that
are required for them to become
‘informed.’

Andthen.
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Provocation

Does consent influence
patients’ sense of being
in control?

While survivors didn't directly speak to wanting
more ‘patient-centered’ approaches, at least
not in those terms, this was raised often by
healthcare professionals.

Several described consent as a ‘gift,’ and in
conversation elaborated that interactions
around consent should nurture the relationship
between the patient and researcher, and
should help both understand the significance
of these interactions. Notably, some of the
same participants who placed value on the act
of giving consent also argued that consent may
not be required, or that we should transition to
an opt-in by default model. How might these
two seemingly opposing visions come
together?

“Consent 1s respectfulness.”

Survivor, Extract from Consent Postcard

“Consent is a gift from a patient
to the medical professional.”

Clinician, Extract from Consent Postcard

“Consent i1is not taken, it is
given."”

Ethics Committee Member, Extract from Consent Postcard
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Provocation

How do we make sure
patients feel valued in
such a challenging
environment?

Clinicians expressed concerns about patients
feeling dehumanised within critical care
research, or only feeling that they were treated
with care because of their potential value to
research. Some felt that the current consent
model doesn’t support the right outcomes
here, that the model isn’t designed around the
needs of a patient, and is instead designed
around the needs of a governance process — it
sacrifices patient wellbeing and understanding
for the sake of a consent process that is
administratively simpler. What might a consent
model, that puts the patient’s needs, feelings,
and emotional journey at its heart, look like?
And is this even realistic in an environment that
must be so focused on patient outcomes?

“The doctors never explained to
me how I was doing, and the only
time anyone showed any interest
1in me was when they wanted me
for research.”

Clinician, Extract from ‘one star’ ICU guestbook entry.

“People called me by a number, not
my name. I was referred to as ‘Bed
16I.II

Clinician, Extract from ‘one star’ ICU guestbook entry.
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Provocation

Can an ill-fitting consent
model cause harm?

Asking for consent in the midst of the chaos of
a patient or next of kin's experience — the
emotional pressure associated with a critical
illness, and the small time window afforded to
get a patient into research — is a well
documented challenge. This was emphasised
in the probes and discussions, with shared
stories and depictions of the emotional
context in which consent is requested. Building
on the challenges of asking for consent in
critical care, some explored the possibility that
a consent model which isn't sensitive to this
context, and which is unable to be responsive
to a fast changing situation, could actually be
an instrument that can cause harm.

Clinician,

Consent Postcard
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Provocation

How might a more
responsive consent
model help people feel
genuinely ‘informed’?

When discussing their probes, some
participants suggested that the consent
process is often satisfied with patients or next
of kin being ‘theoretically informed’ as opposed
to genuinely informed. They explored ideas
around a model more suited to the unique
context of the ICU, one that can adapt to the
situation, varying the level of consent attained,
or the amount of information shared based on
the complexity or time-criticality of the
situation. Some conversations moved beyond
this altogether, exploring how patients and next
of kin might be taken on a journey of
understanding, noting that a consent model
may support this in some way.

“It is not
appropriate to
ask for
consent when
the consultee
1s distracted,
and feels
compelled to
agree to
research.”

Researcher, Extract from
Consent Postcard

“The process
should be
proportionately
simple to
minimise stress
and anxiety,
especially when
time critical.”
Ethics committee member,

Extract from Consent
Postcard

“The consent
process 1is
nonsense. It
1s rarely
informed —
relatives are
distressed and
confused, or
just want to
sign the form
to ‘help’ in
whatever way
possible.”

Researcher, Extract from
Consent Postcard
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Provocation

Is requesting consent
patient-centred?

Some reflected on the trade-off between the
‘burden of consent’ and the sensitivity or risks
of the research, concluding that in some
situations there is no need to ask for consent
at all, for instance when what's being
consented to is low risk — as is already the
case with the use of pseudonymised routine
data. Others suggest that consent shouldn’t
play a role in life-threatening emergencies —
that there isn't room for a conversation about
consent in such emotionally charged,
time-critical situations. Perhaps thinking that
we need a patient-centered consent model is
a blinkered way of looking at the challenge, and
what we really need is to consider whether
consent as a mechanism is patient-centered in
the first place?

"It is not necessary to ask for next of kin
consent when data are fully anonymised."

Ethics committee member, Extract from Consent Postcard

"It is not necessary to ask for next of kin
consent when you are not giving any specific
treatment, just using data like observations
etc.”

Clinician, Extract from Consent Postcard

"Consent 1s not necessary."

Survivor, Extract from Consent Postcard
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Provocation

What is patient-centered
consent?

In the consent postcard activity we asked
people to explore what an ideal consent model
might look like in the future, yet many struggled
to move beyond existing tropes of consent. All
participants did, however, outline a consent
model that was more centered around the
patient’s needs, which:

° Clearly explains risks and benefits

° Fosters an environment that encourages
questions

° Influences the way patients or next of kin
feel

° Makes it easy to say 'no’

° Is sensitive to language

° Gives time to make a decision

Responses here beg the question, how do we
move beyond current regulatory framings of
consent and reimagine a radically different
model?

JC‘\e CUJ e when Fef@énfs/
next of kin acw(

f oodt ex{ye,r(em% ozp aohseh?

Survivor, Consent Postcard
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Principle #6

Create aresearch
environment which
cares for the patient

A research environment needs to care for
the patient. This means it needs to be
considerate of all other care and support
the patient may be receiving, smoothly
integrating with the clinical team. A caring
research environment also pays close
attention to communication and
maintaining a sense of safety; it
encourages anything that helps a patient
feel a sense of familiarity, keeps their
family up to date, and ensures good
visibility of staff, and of the outcome of the
study.

Andthen.
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Provocation

How can research
nurture a journey of
understanding?

The disorientation, confusion and sudden
change in context for patients and next of kin
as they arrive in critical care was detailed by
participants, who pointed out the importance
of good communication in mitigating a sense of
fear and confusion. Communication here was
seen as part of care, and the potential for
research to help to ground a patient and
support them and their next of kin in
understanding what's happening was noted.
Some also discussed how a journey of
understanding extends well beyond the end
point of research, and how communication (as
a form of care) should also do so. They
suggested that closing the loop with research
participants, sharing findings and research
outcomes could also be seen as an important
element of care.

TFloml QUESTIONS < @NFUYON] - - . -

Researcher,

Consent Postcard

T UADERSTANDING <+ Pace
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Provocation

What small gestures
might help a patient feel
a sense of agency?

Through the ICU Guestbook activity,
participants talked at length about the
experience of moving into a space where
suddenly patients lose all control of what is
happening to them. They described

positive experiences as those where patients
feel a sense of involvement in decisions, and
therefore a sense of control, yet also
acknowledged the tension between this and
the pragmatism required in the ICU. Research,
and particularly questions around preferences
and consent, were noted as opportunities and
moments for patients to feel some sense of
control; a decision about consent may be the
only thing they can control. What small
mechanisms and moments within critical care
research, like handing a patient a pen, might
help them feel some sense of agency?

The patient who submitted this photo shared the story behind
the image. When they were in ICU, a research nurse came to
speak to them about a study, and gave them a pen. In that
moment, they described the simple gesture of being given a
pen as one that made them feel ‘seen as a human with
opinions.’

Survivor, Photography submission
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Provocation

How can we help next of
kin support and care for
patients?

ICU guestbook responses suggested that
positive experiences of research care were
envisaged as ‘holistic’ in terms of human
relations. Survivors described the importance
and impact of their friends, particularly through
photography activities, where they placed
value on connections with loved ones by
photographing familiar people, or objects
signifying personal connection. Family and
friends were imagined as a part of a holistic,
supportive ICU research environment. Others
noted the importance of supporting family,
friends and/or next of kin in addition to the
patient. In thinking about care in this holistic
way, one might ask how caring for next of kin in
the context of research is also a way of caring
for the patient?

"Staff were brilliant
at looking after my
loved ones - staff know
how crucial that is
too. The ‘holistic’
approach is excellent
and key."

Patient , Extract ‘5
star’ from ICU Guestbook

Left: Ethics committee
member, Photography
submission
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committee member
4. Clinician

Provocation
1 Photography submissions:
In the |CU, does a % glgnigi_a}n' '
. . inician (also
mundane home Comfort Researcher and Ethics

have special significance?

When asked what they would take with them
into critical care, participants shared
photographs of mundane, homely objects
(toothbrushes, teabags, glasses), or even just
photos of their home — things that would help
them feel a sense of familiarity and home
comfort. Many also shared photographs
relating to technology such as laptops, wifi
icons, charging cables, headphones and radios.
Such responses hint at a desire for familiarity
and some way to ease into an alien, high

g 9 o g o | = L {1 Y -,
functioning environment full of medical devices e lELd';S .
and unfamiliar technology. Not to be Plaving:

interpreted too literally, these images don’t
necessarily suggest that teabags or
headphones are the answer, but rather
highlight the significance of small, mundane
pleasures in a place where they are so rare.

Andthen. 53



Critical Care Futures

March 2023

Provocation

How does aresearch
environment provide
sensory forms of care?

While critical care research deals in absolutes,
hard truths, and quantitative data, patients’
experiences are affective, sensory and
constantly in flux as their physical capacities
change over time. Submissions through the
photography activity shared the importance
placed on the senses, and survivors recounted
how intense and distorted their experiences
were when slipping in and out of delirium.

The ICU is a very particular form of sensory
space, and several noted the importance of
considering sensory experiences as part of
care. How can a world of research which deals
in data and speaks a different language
contribute to the sensory, tactile dimensions of
a caring environment?

o

Photography submissions

1. Patient
2. Patient

3. Clinician

Andthen.
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What's next / our hopes for the future

Conversations

There is a live debate around consent
in ICU research to which this project
has added additional voices.

We are looking forward to seeing what
happens when we introduce the mugs
and pens into ICUs and other places.
What will the quality of those
conversations be like, and will they
make people look at these questions
in a fresh light?

We must continue to involve a range of
stakeholders in these discussions, and
develop new conversations out in the
world.

Questions

How can this project help change
consent in ICU research whilst
maintaining patient and public trust
and safety?

How can we create communication
pathways so that there is a better
understanding between stakeholders
around what constitutes “patient
data”, and the risks and benefits of its
use for research?

How do we address the needs,
concerns and desires of different
stakeholders?

What can we learn from this work
about how to create a research
environment that cares?

Methods

Building on the insights gained in this
work, we now want to think about how
to involve wider publics in these
discussions. Possible methods include
citizens' juries and other forms of
deliberative engagement.

Design and arts-based methods help
to create a space for different voices
in debates around consent in
healthcare. They also change the
texture of those debates and
encourage people to think outside the
box. Going forwards, we hope to
develop these methods in innovative
ways to help address a range of
healthcare-related questions.

Andthen.
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Thanks!
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