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Introduction
The first year of our Wellcome Trust funded Everyday Cyborg 2.0 (EDC 2.0)
project coincided with the start of the global coronavirus pandemic. The
announcement of a UK lockdown on the 23rd of March 2020, just six months
into the project, forced us to adapt our working model. With the university
campus closed, as many people did, we moved to remote working. Although
this meant that some of our planned in-person activities had to be delayed,
the team transitioned to remote working admirably and progress on the EDC
2.0 project continues.
In this report we set out what we have achieved during the first year and a
half of our project, as well as outlining the research avenues and activities we
are planning over the coming year.
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Everyday Cyborgs and the Law
Everyday Cyborgs - or integrated
persons - are persons with attached
and implanted medical devices, such
as pacemakers, insulin pumps, and
limb prostheses. These devices have
the potential to improve people’s
lives by replacing or supporting
bodily functions. However, because
the law takes a bounded approach
to
persons
and
objects,
this
integration of the biological with the
technological generates a number of
unexpected practical, conceptual,
and normative challenges for the
law. Investigating these is at the
heart of this project.
Much of our time since we began
the
project
has
been
spent
conducting literature reviews aimed
at answering the question:

What does the (existence
of the) everyday cyborg tell
us about the limits and
opportunities (conceptual,
normative, and practical)
of law, regulation, and
policy with respect to
attached and implanted
medical devices?
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One of our main aims is to
investigate where boundaries occur
in law and why they do so. With this
in mind, over the first, and into the
second, year of the project, we have
been exploring and examining a
number of areas. These include
medical device regulation, citizen
science and DIY artificial pancreas
systems, embodiment, boundarywork and boundary objects, sociotechnical imaginaries, and how
persons, selves, and the body are
conceived in law.
Over the coming year we aim to
continue this work. We will be
expanding our analyses of medical
device
regulations
in
general.
Additionally, we will begin to think
specifically about aspects of our
research relating to software as
medical
devices,
as
well
as
examining some of the complex
issues relating to data protection,
intellectual
property
law,
and
cybersecurity in more depth.
In the next few months we hope to
complete a comprehensive mapping
of the project landscape, in order to
identify any key areas of law,
regulation, policy, and guidance
which we might have missed so far.

This mapping exercise includes taking
account of the historiography of
medical devices (regulation) courtesy of
the newest member of our research
team. This will not only ensure our
analysis
is
comprehensive
and
historically situated, but also help us to
highlight lesser considered aspects of
the development of)law and regulation
in this area.

Through the empirical components,
we aim to enrich our understanding
regarding the different visions that
particular groups and actors have of
(the relationship between) persons,
bodies, and attached and implanted
medical devices. We also want to
explore the imagined futures and
shared or divergent understandings
which they have of the technologies.

Building on this and other early project
work, we have been conducting a
documentary analysis of the cases,
statutes, legal instruments, regulatory
and policy documents, and non-legal
reports. We plan to draw on and utilise
critical discourse analysis to reveal the
relationships between different areas
identified during the mapping exercise,
including the different (socio-technical)
imaginaries relating to persons, bodies,
and medical devices at play in these
documents.

Our end-goal in doing this is to
explore how law and regulation with
regards to integrated persons and
medical
devices
could
be
repurposed or reconceptualised in
fruitful ways, and in ways which
might go beyond boundaries, be
they legal, moral, or ontological.

By the end of year 2 of the project our
goal is to have a more nuanced and
thorough understanding of the legal
and regulatory landscape, including its
historiography, with regards to attached
and implanted medical devices.
This research will provide a firm
foundation upon which to conduct
empirical research with different groups
of everyday cyborgs, as well as
regulators, policy-makers, and other
stakeholders. Planning for this work is
already underway.

Progress on the initial mapping and
analyses, as well as preparatory work
for the empirical phases of the
research, was somewhat delayed
due to the Covid-19 situation. Yet, at
the same time, opportunities arose
for the project team to pursue two
interesting avenues of research,
something which necessitated a rearrangement of our timeline and
priorities in order to do so.
These first of these was working on
aspects of the new Medicines and
Medical Devices Act 2021 during its
passage through Parliament. The
second was exploring the world of
DIY artificial pancreas systems.
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Medicines and Medical Devices Act

"House of Lords Chamber" by UK Parliament is licensed under CC BY-NC-ND 2.0

In
February
2020,
somewhat
unexpectedly, the UK government
introduced
the
Medicines
and
Medical Devices Bill (MMD Bill).
Framed by the Government as a
post-Brexit Bill, it set out a suite of
provisions for the regulation of
medicines and medical devices in
the UK beyond the end of the EU
exit transition period.
The Bill as introduced contained
provisions granting the Secretary of
State extensive regulation-making
powers in relation to three major
policy areas: (1) medicines, (2)
veterinary
medicines,
and
(3)
medical devices.
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In addition to granting overly wide
powers
(something
which
was
roundly criticised in the House of
Lords by both the Delegated Powers
and Regulatory Reform Committee
and the Select Committee on the
Constitution), the Bill also had
inadequate regard to patient safety
and risked making the regulatory
framework
for
medicines
and
medical devices even more complex,
unwieldy, and difficult to navigate
than it already is.
Just as the Bill began, the pandemic
put it on the back burner. However,
it reappeared on the Parliamentary
agenda in June 2020.

Professor Muireann Quigley, Dr
Rachael Dickson, and Dr Laura
Downey from the EDC 2.0 team,
along with Birmingham Law School
colleague Professor Jean McHale,
submitted written evidence to the
House of Commons Public Bill
Committee. Following the passing of
the Bill in the House of Commons,
the team then submitted briefings
and memoranda to Members of the
House of Lords on the Delegated
Powers and Regulatory Reform
Committee.
They then had the opportunity to
work closely with some Peers to
help provide adequate scrutiny of
the Bill as it passed through the
House. Their work contributed to
changes made to the Bill in the
Lords and it made its way back to
the Commons in a substantially
amended and improved form.
Back in the Commons some of these
amendments (including those timelimiting regulation-making powers
and those requiring draft primary
consolidating legislation within 3
years) were removed. These were
replaced by a Government tabled
compromise. This is a provision
requiring a report five years after
Royal Assent on the effect of
regulations made using the powers
in
the
Act,
and
specifically
addressing questions about the
need for either consolidating or new
primary legislation.

Whilst the compromise rolls back
checks on the powers in the Bill
from those achieved in the Lords, it
is
nevertheless
a
concession
requiring reconsideration of these
issues at a later date. Although some
of the Lords' amendments were
subsequently
rejected
by
the
Commons, the debate in the House
of Lords provided a real depth to the
scrutiny which the Bill received.
In order to support the bursts of
intense engagement needed for
work relating to the Bill, the project
team managed to secure both an
ESRC Impact Acceleration Award
and Quality-related Research grant
from Research England. This enabled
us to draw on research assistance
from
Dr
Laura
Downey
(who
subsequently joined the main EDC
2.0 team in September 2020) and
Victoria
Moore
(University
of
Manchester) to help with our work in
this area.
Blogposts detailing the various
stages of, and debate on, the Bill can
be found on the project website. The
briefings and evidence submissions
which the team produced are also
available online. The Bill received
Royal Assent on the 11th February
2021.
The
team
published
a
Birmingham Perspective piece on
the now Medicines and Medical
Devices Act 2021 which is available
to read online.
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Do-It-Yourself ARtificial Pancreas
Systems
During early research for the EDC 2.0
project it became apparent that DIY
Artificial Pancreas Systems (DIY APS)
are a particularly innovative and
interesting set of technologies.
These
have
been,
designed,
developed, and adopted by persons
with type 1 diabetes (T1D) as a means
of better managing their blood
glucose levels.
Having become tired of waiting for
commercial
manufacturers
to
produce technological solutions that
meet their needs, some people with
T1D have created their own software
(installed on either a smartphone or
mini pocket-sized computer) which
enables their insulin pumps and
continuous glucose monitors to ‘talk’
to each other. The aim of these
systems is to enable automatic
insulin dosing with reduced user
input.
These systems are of interest to the
EDC 2.0 team for a number of
reasons. First, DIY APS are interesting
examples of citizen science and
patient-led research. They have not
been through the usual regulatory
approvals
procedures
which
commercial
systems
must
go
through.
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Second, as these systems are not
approved by regulators, their use
also raises interesting questions for
clinicians who care for persons with
T1D. For example:

How should healthcare
professionals support
people who use DIY APS?
Should clinicians be
allowed to initiate
discussions about DIY APS
with their patients?
Who would be held liable
if the system
malfunctions?

In the early stages of the project, we
met with a number of stakeholders
interested in DIY APS. These include
advocates
and
users
of
the
technology,
healthcare
providers
involved in the care of persons with
diabetes, regulators, and other legal
scholars interested in DIY APS.

We also attended conferences and
events organised by the DIY APS
community to meet participants and
better
understand
both
the
technology and the motivations of
those who use it.
In addition, we have presented our
preliminary research findings at
diabetes
conferences
and
workshops, and have conducted
literature reviews of the empirical
literature surrounding DIY APS.

The grant enabled us to work with a
number of research assistants (Dr
Laura Downey before she joined our
EDC 2.0 team full-time, Dr Jessica
Bell, Ms Victoria Moore, and Ms Amy
Walker) in order to extend the policy
and impact-related aspects of our
work on DIY APS.
We intend to further this research
into DIY APS over the next year. Our
briefing
documents
and
other
resources relating to this will be
available online in the near future.

We managed to secure a Qualityrelated
Research
grant
from
Research England to extend the
scope of the research and to draft
briefing documents relating to these
technologies.

"2013/365/326 Life on 3.4 Day Cycles" by cogdogblog is licensed under CC BY 2.0
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Dissemination and Engagement
The EDC 2.0 team attended a number events both in person and online to
present and disseminate our research so far.
In February 2020 prior to the UK lockdown, Dr Rachael Dickson and
Professor Muireann Quigley presented a paper entitled ‘Citizen Science
and DIY Diabetes – Ethical and Regulatory Challenges of Patient-led
Innovation’ at both the Centre for Health Law, Science, and Policy at the
University of Birmingham and the School of Law at Queens University
Belfast. They will be presenting an updated, re-worked, and (we hope)
more in-depth and analytical version of this at the upcoming Socio-Legal
Studies Association Annual Conference in March-April 2021: ‘Regulating
DIY Artificial Pancreas Systems? On Citizen Science and Patient-led
Innovation’.
Later in February 2020, Dr Joseph Roberts was invited to talk at a panel on
DIY APS at Advanced Technologies and Treatments for Diabetes (ATTD) in
Madrid and spoke about ‘DIY Artificial Pancreas Systems: Ethical Issues'.
In December 2020, Dr Rachael Dickson presented a paper entitled ‘DIY
APS: The Future and the Law’ at a webinar about DIY APS hosted by the
Danish Diabetes Academy.
In February 2021, Dr Joseph Roberts and Professor Muireann Quigley
presented a paper entitled 'Being Novel? Regulating Emerging
Technologies Under Conditions of Uncertainty' at a scientific roundtable
hosted by the Max Planck Institute for Social Law and Social Policy.
In addition to presenting our research at academic conferences, the EDC 2.0
team has set up a project website and blog to share our work with a wider
audience. As well as hosting our own blog, we have disseminated our research
findings through other platforms including Scientia and Reformer Thoughts
(the publication of the Westminster think-tank Reform).
Regrettably, due to the global coronavirus pandemic, there were some
planned in-person research and engagement activities that had to be
postponed. We had organised a research meeting on DIY APS and Patient-led
Innovation, as well as a concurrent workshop on wider project themes. We
hope to reschedule these, most likely as online events, later this year.
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Outputs
In addition to disseminating our research findings
through our blog and at research events, we have
been busy writing, with several articles and chapters
at various stages of development:

Published/Forthcoming
Shepard, J; Breton, M; Nimri, R; Roberts, JTF; Street,
T; Klonoff, D; and Barnard-Kelly, K. (2020) ‘Users
and Healthcare Professional Perspectives on Do-ItYourself Artificial Pancreas Systems: A Need for
Guidelines’ Journal of Diabetes Science and
Technology. Doi: 10.1177/1932296820957728
Roberts, Joseph T F; Moore, Victoria; and Quigley,
Muireann. (2021) ‘Prescribing Unapproved Medical
Devices: The Case of DIY APS’ Medical Law
International .

In Progress
Berry, Dominic J. 'Historicizing the Medical Device
Marketplace in the UK and Ireland: A View from
Below'
Dickson,
Rachael
and
Quigley,
Muireann.
‘Regulating DIY Artificial Pancreas Systems? On
Citizen Science and Patient-led Innovation’
Downey, Laura and Quigley, Muireann ‘Integrating
the Biological and the Technological: Time to Move
Beyond Law’s Binaries?’
Roberts, Joseph and Quigley, Muireann. ‘Being
Novel? Regulating Emerging Technologies Under
Conditions of Uncertainty’
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Blogposts and Opinion Pieces
Quigley, Muireann; McHale, Jean; Dickson, Rachael; and Downey, Laura.
(2020) ‘Medicines and Medical Devices Bill 2019-2020: Patient safety
must be the priority’, Birmingham Law School News, 9th June 2020.
Downey, Laura; Dickson, Rachael; Quigley, Muireann; and McHale, Jean
(2020) ‘Attracting investment and protecting patients with smart
regulation’ Reformer Thoughts, 2nd September 2020.
We published posts on our blog reporting on the progress of the
Medicines and Medical Devices Bill as it made its way through
Parliament, This collection of thirteen posts about the Bill is available
here,
We have a series of posts exploring some of the issues and
disseminating our research findings about DIY APS. These are available
here.
We are just beginning a series of posts setting out the new strands of
historical research the project is developing. These can be found here.

Policy Briefings and Evidence Submissions

Quigley, Muireann; McHale, Jean; Dickson, Rachael; and Downey,
Laura. (2020) ‘Medicines and Medical Devices Bill 2019-2020
Briefing Note’. February 2020. Also available here.
Quigley, Muireann; McHale, Jean; Dickson, Rachael; and Downey,
Laura (2020) ‘Written evidence submitted to the Medicines and
Medical Devices Public Bill Committee’, 6th June 2020.
Quigley, Muireann; McHale, Jean; Dickson, Rachael; and Downey,
Laura. (2020) ‘Medicines and Medical Devices Bill 2019-2020
Briefing Note (July Update)’, 28th July 2020
Quigley, Muireann; McHale, Jean; Dickson, Rachael; and Downey,
Laura. (2020) ‘Memorandum submitted to Members of the House
of Lords Delegated Powers and Regulatory Reform Committee’
15th July 2020.
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The Rest of this Year...
Although predicting the future is harder this year, as restrictions are lifted,
we hope to begin our empirical research and look forward to (eventually)
being able to resume in-person events.

We are particularly looking forward to:
Expanding literature reviews and furthering our understanding
of the many challenges regarding integrated persons and
medical devices.
More deeply exploring key concepts of interest, including
boundaries and boundary-work, socio-technical imaginaries,
and embodiment.
Uncovering and contextualising the historiography of medical
devices (regulation) and the everyday cyborg.
Finalising our plans for empirical research, including recruiting
participants to do oral histories, interviews (narrative and
semi-structured), and focus groups.
Recruiting a PhD student to join the team.
Holding our first (delayed) project
arranging an Advisory Board meeting.

workshop,

as

well

as
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the Team
We we re deli ghte d to we lcom e Drs Lau ra Dow ney and Dom inic J Berry
to the EDC 2.0 tea m thi s aca dem ic yea r. Drs Dow ney and Berry jo in
our othe r Res earc h Fel lows Dr Ra chael Dic kson, and Dr Jos eph
Rob erts.

Principal Investigator
Professor Quigley is Professor of Law,
Medicine, and Technology at Birmingham
Law
School.
She
is
the
Principal
Investigator on the EDC 2.0 project. Her
interdisciplinary research focuses on the
philosophical analysis of law and policy
in medicine and the biosciences. She is
particularly
interested
in
boundarymaking in law and how socio-technical
imaginaries impact on and shape law and
regulation
regarding
persons
and
medical devices.

Postdoctoral Fellows
Dr Berry joined the EDC 2.0 team in
January 2021. He brings a background in
the history and philosophy of biological
sciences and technologies. His focus on
the
project
is
on
historicising
the
Everyday Cyborg. He will be examining
the history of attached and implanted
medical devices as objects of research,
industry, medicine, and regulation. Prior
to joining us, he was a postdoctoral
research fellow at the LSE working on the
Narrative Science project.
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Dr Dicks on spe cialises in the gov erna nce
and regu lation of leg al sub jects, and
exp lores how the la w imp acts our ide as of
per sonality and bo dily auto nomy. She is
inter ested in th e soc io-leg al as pects of
me dical dev ices, incl udin g the imp act of
the law on the div erse rang e of peo ple
invo lved in the ir use. Th is includ es pati ents,
fam ily me mber s, he alth care profes siona ls,
and ma nufactu rers, as well as reg ulators
and poli cy-ma kers.

Dr Dow ney's aca dem ic bac kgro und is in
Law. Her doc toral res earc h at the Univ ersity
of Edin burgh dre w on bo th law and sci ence
and tech nolog y stu dies to exa min e the
reg ulation
of
new
and
em ergin g
biot echnol ogies. She join ed the EDC 2.0
tea m full-time in Sep tem ber 202 0, hav ing
wor ked with Pro fesso r Qu igley and Dr
Dick son scru tinisin g th e Me dicine s and
Med ical Dev ices Bil l sinc e Jan uary 202 0.

Dr Rob erts' rese arch on the EDC 2.0 pr oj ect
focu ses on a num ber of conce ptual and
norm ative cha lleng es po sed by the joinin g
of per sons wit h att ache d and im planted
me dical dev ices. Pri or to joinin g the
Univ ersity of Birm ing ham, he com pleted a
PhD in Pol it ical Th eory at the Univ ersity of
Man cheste r. His the sis exa min ed the mo ral
per missibi lity
of
bo dy
mod ification
pra ctices.
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