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Molecular Sovereignties — Patients, genomes, and the enduring biocoloniality of
intellectual property

Eva Hilberg, Faculty of Sociological Studies, ICOSS, University of Sheffield, 219
Portabello, Sheffield, S1 4DP, UK

Monoclonal antibodies are revolutionizing cancer treatments, but come at an
increasingly problematic price for health services worldwide. This leads to pressing
demands for access, as in the case of Kadcyla. In 2015, patients in the United
Kingdom invoked the sovereign rights of the Crown in order to demand access to this
expensive yet potentially life-saving medicine that had prior been de-listed due to
price. This article interprets this campaign as an act of sovereign reassertion against a
fundamental exclusion, which however ultimately fails to challenge the concrete
mechanism enabling this exclusion — intellectual property (IP). By connecting this
example to other declarations of molecular sovereignty, the article argues that the use
of sovereignty can perpetuate further exclusion. Drawing on the notion of
biocoloniality (Schwartz-Marin and Restrepo 2013) it points out that the intellectual
property regime contains a deeply embedded fiction of the world as terra nullius, a
blank uninhabited canvas ripe for discovery and appropriation. This decontextualised
vision of life as property works to exclude populations and patients from playing a
significant role in determining the use of technologies and treatments. Instead of
countering this fundamental exclusion, the concept of sovereignty further entrenches
this assumption and merely contests the assignation of this property.

Keywords: Biocoloniality, Intellectual Property; Monoclonal Antibodies; Sovereignty,
Access and Benefit Sharing Agreements

Introduction

A new generation of extremely costly medicines poses a profound challenge to health
systems around the world, confronting national health systems with a powerful global
industry made up of a small number of influential players. As national systems seek to
determine what price they can afford, patients demand access to both these treatments
and to the debate on prices, using a variety of strategies ranging from signature
campaigns to specific legal challenges. In 2015, patients in the United Kingdom (UK)
and an international coalition of non-governmental organisations (NGOs) invoked the
rights of the sovereign in order to demand access to Kadcyla, an expensive yet
potentially life-saving medicine. In 2018, this strategy was used once again for access
to Orkambi, a cystic fibrosis treatment. These campaigns are only the most recent part
of a longer history pitting a globalised biotech industry against national governments,
national health services, patients and populations, such as for example indigenous

groups. This struggle often relies on claims to sovereignty, used to counter the power



of an industry that routinely operates across national boundaries. This article takes
these emancipatory claims seriously, understanding them as performances of
sovereignty rather than merely representing a strategic choice. But what do patients

and populations declare when they declare sovereignty?

This article sets out several examples of sovereignty campaigns in the field of
molecular medicine and technology, and analyses their effects. In the case of Kadcyla,
patients in the UK invoked Crown Use, the right of the sovereign monarch, in order to
demand access to expensive potentially life-saving medicines — Kadcyla (ado-
trastuzumab emtansine or T-DM1) — a monoclonal antibody treatment for human
epidermal growth factor receptor 2 (HER2)-positive metastatic breast cancer (The
Coalition for Affordable T-DM1 2015). This legal strategy demanding Crown Use
was repeated in the case of Orkambi, which treats cystic fibrosis “in patients from
two-year-olds to adults, who have a specific genetic mutation known as F508del”
(BBC News 2019). These very targeted sovereignty campaigns are then connected to
broader demands for genomic sovereignty in low- and middle-income countries such
as Mexico and Colombia, and especially within the debate about access and benefit

sharing around the Convention on Biodiversity (CBD).

By connecting these two different types of campaigns for access, this article draws
attention to continuities between these performances of molecular sovereignty,
placing them in a longer history of struggle against a globalised biotech industry.
Here, patients groups, indigenous populations, and other ‘affective communities’
(Hutchison 2016) have formed around experiences of exclusion by and from modern
biomedicine. In this reading, the Kadcyla case thus becomes part of a larger pattern of
challenges to the exclusionary practices at the foundation of the global biomedical
sector. Comparisons between different campaigns however can be used to draw
attention to the structural effects inherent in the notion of sovereignty, which on the
one hand seeks to establish an unfettered right, but on the other also imports a

position of exclusivity — based on the notion of property.

The otherwise often overlooked influence of intellectual property connects these
otherwise different cases, enabling the industry to set prices and thus determine access

to treatments. Drawing on the concept of biocoloniality (Schwartz-Marin and



Restrepo 2013), the article argues that intellectual property’s colonial era legacy
contains an understanding of biodiversity and life as a uninhabited blank canvas ready
for discovery and appropriation. In asserting authority over unique molecular
attributes or conditions, current struggles unwittingly (re)-inscribe this particular
version of sovereignty. This imports a vision of exclusive property rather than shared
or communal goods, and fails to engage with complex issues such as price. From this
perspective, the drawing of boundaries imposes new exclusions and further embeds
the intellectual property regime’s inbuilt exclusion of patients and peoples as the

disregarded inhabitants of the terra nullius of molecular life.

1. Sovereign Patients — A performative reading
On 1% October 2015, the ‘Coalition for Affordable T-DM1” (hereafter: ‘the
Coalition’) issued a letter to the then Secretary of State for Health Jeremy Hunt,
demanding that the UK government issued a compulsory license on a life-extending
cancer medicine trastuzumab emtansine, trade name: Kadcyla (The Coalition for
Affordable T-DM1 2015). The Coalition’s challenge addressed the problem of the
prohibitive cost of Kadcyla by seeking to override the industry’s unfettered
monopolistic prerogative — relying primarily on the instrument of Crown Use
provisions of Section 55 of the UK Patents Act 1977. The UK National Institute for
Health and Care Excellence (NICE) and the UK Cancer Drug Fund had previously
declared this treatment unaffordable at £5908 for a 3-week cycle, or £90,000 for a
standard 14 months cycle of treatment (Triggle 2014).! Kadcyla is “a next generation
breast cancer drug”, combining a cancer-killing cytotoxic agent with a monoclonal
antibody, trastuzumab (Staines 2017). This treatment has given hope to many, but in

2016 it was also “the most expensive breast cancer drug ever sold” (Boseley 2016).

This somewhat paradoxical situation, potentially pitting the sovereign of the UK
against British health agencies, raises the question of the implications of this action
beyond the immediate legal context: why did patients invoke this particular passage

of law? Was this only an opportune strategic choice? This article provides a

!'Roche disputed this figure but did not disclose financial details. A newspaper article at the time
reports: “The original price, however, was £5,900 a month and patients tended to be on it for an
average of 9.6 months, it said, bringing the real cost to the NHS down to about £60,000” (Boseley
2015b).



performative reading of rights activism, which foregrounds patients’ desire to be
recognised as subjects that count in the delivery of healthcare, and are using this
particular method to wield power in a process that usually excludes them entirely. The
rights of the crown are here effectively turned into somatic rights, which are claimed
by ‘active’ patients — or biological citizens (Heath, Rapp, and Taussig 2004; Rose
2007). Furthermore, the choice of this particular legal strategy highlights the absence
of any other avenues of challenge to the monopolistic position of the pharmaceutical
industry created by the IP regime. In this context, the Coalition’s demand represents a
clear declaration of sovereignty in the face of exclusion, re-asserting power in a field
in which patients are usually entirely absent. It mobilises the conceptually unfettered
rights of a sovereign, utilizing a very specific limited exception to the IP rights
regime. This strategy provides a glimpse of the potential power of patients’ demands,
but its necessarily limited remit does not seek to address the inbuilt absence of
patients within deliberations of price. Their absence in the IP regime however has a

deeper historic background and fundamental conceptual roots, as shown below.

The exclusion of patients from decisions affecting their lives and health is profound.
The Coalition pointed out that de-listing Kadcyla would effectively make this
medicine unavailable for patients in England, which would result in patients with
HER2-positive, metastatic breast cancer dying earlier than necessary. In particular
cases this could lead to quite a significantly lessened life span, on average however
amount to approximately six months of life (Boseley 2015a). In the face of these
devastating consequences, the Coalition’s demand relied on a particular passage in
British Patent Law: the Rights of the Crown. The Crown, as the sovereign ruler of
Great Britain, retains power to override existing patents and intellectual property
rights (IPRs) in cases of pressing need, such as for example “foreign defence
purposes”, medicines and research (Yang 2015, 416).2 These rights apply especially
to any areas of the state that are part of the “services of the crown”, which originally
covered “the civil and armed services and the Post Office” (Boehm and Silberston

1967, 120). In 1965, a landmark case on access to the antibiotic tetracycline

2 These rights under section 55 of the UK Patents Act are geared at “(a) the supply of anything for
foreign defence purposes, (b) the production or supply of specified drugs and medicines, and (c) such
purposes relating to the production or use of atomic energy or research into matters connected
therewith” (Yang 2015, 406).



confirmed “the treatment of patients in hospitals” as falling within the remit “of the
functions of government”, but also pointed out that it only applied to patients as long
as they were supplied by the hospital, not while they are receiving medication through
a general practitioner or pharmacist (Ibid.; “Pfizer Corporation v. Ministry of Health”
1965). From its inception, crown use thus referred to the needs of services provided
by the Crown, not the needs of patients as recipients of this service. Since then,
resorting to crown use has been invoked in a very small number of cases. The
Coalition argued that de-registering Kadcyla constituted a need for such a declaration
— despite this emergency being co-produced by the British health agencies

themselves.

A separate signature campaign for access to Kadcyla conducted by another group of
breast cancer campaigners heightened public pressure further, delivering 42,000
signatures to Roche Pharmaceuticals on 28™ October 2015 (Breast Cancer Now
2015). In response to these challenges, Roche decided to drop Kadcyla’s price to an
undisclosed amount, in order to make it more affordable for the UK Cancer Drugs
Fund (Boseley 2015b). While this made the drug available in England at least for the
moment, even Roche’s offered discount “was not enough to bring the price within the
NICE upper threshold of £50,000” thus causing a “post-code lottery” of access
(Boseley 2015¢). The Cancer Drugs Fund was subsequently restructured due to
significant overspending, which triggered another reassessment of affordability of
medicines. After another de-listing and another signature campaign — this time
delivering 115,000 signatures — Roche and NICE once again agreed on an undisclosed
price for Kadcyla, thus taking it out of the Cancer Drugs Fund and making it once
again available as a routine treatment within the NHS. The decision acknowledged
“the comments received from patients” and the signature campaigns, and argued that
this experience showed that companies “can offer good deals when it comes to

pricing” (NICE 2017).

This struggle over access to medicines is not confined to the UK context alone — it
rather reflects a global problem that plays out slightly differently in different local
(legal) contexts. Next-generation molecular medicines have become notoriously
expensive, triggering discussions about drug pricing for cancer treatments on the

global level (WHO 2018), within the US government (Azar 2019) and in US



Congress (Facher 2019). Other cases challenging the price of medicines include for
example a March-in request for the prostate cancer drug enzalutamide, brand name
Xtandi (Love 2016; Knowledge Ecology International and Union for Affordable
Cancer Treatment 2016; Andrew Goldman 2017), backed up by demands for a public
hearing on this issue (Silverman 2016); the price of the antibody Keytruda that “was
an accidental acquisition, initially ignored by Merck and almost discarded but now its
main blockbuster” (Gapper 2019); and the current debate of the use of crown use
provisions for the drug Orkambi for cystic fibrosis (BBC News 2019; Cystic Fibrosis
Trust 2018). Price hikes of other medicines, such as Martin Shkreli’s notorious
5000% price increase on Turing Pharmaceuticals’ Pyrimethamine (trade name:
Daraprim) (Beck 2015), or the near doubling of the price of Insulin between 2012 and
2016 in the US (Respaut and Terhune 2019), further highlighted the exclusionary
power of intellectual property rights at the heart of this issue. This global problem is
met by an increasingly global response. In the case of the Coalition, some of the main
actors were charities and international non-governmental organisations (NGOs),
which were also involved in bringing similar proceedings in the USA and in Scotland
(Knowledge Ecology International and Union for Affordable Cancer Treatment
2016).

These campaigns problematise the price of medicines set by the pharmaceutical
industry. Molecular biomedical research has given rise to a vast new industry,
undertaking exploratory research and developing new technologies and medicines that
promise personalised treatment. This industry regularly transcends national
boundaries. Kadcyla was developed and is owned by Genentech (a member of the
Roche Group) - an international biotech company, which manufactures a number of
high profile antibodies and antivirals and considers itself “the founder of the industry”
(Genentech 2019). The antibody-drug conjugate used in Kadcyla is produced by
Lonza’s pharma and biotech unit, a Swiss multinational “speciality chemicals maker
and life sciences group” (Reuters 2014). Lonza began working on mammalian cell
cultures and monoclonal antibodies in 1996 after taking over Celltech Biologics (UK
and USA), and in 2004 invested heavily in “three 20,000-liter mammalian cell culture
fermentation reactors in Portsmouth, NH (USA), the biggest single investment in its
history” (Lonza 2019). The production of Kadcyla is located in this complicated

geographical, legal, and institutional set up, showing the level of complexity involved



in the organisation of the international biomedicine sector. This global distribution of
production and an increasingly complex drug development pipeline add to high prices
of final products, often including the purchase fees for start-up companies, which
develop the actual treatment (Gapper 2019). This global complexity was one of the
objects of challenge, as the Coalition pointed out in an online explanatory video: “at
least one company has offered to manufacture a generic version of T-DM1 in England
and there are at least four companies that have the capacity to make the drug for the

NHS” (Love 2015).

The exclusionary power of intellectual property rights enables these production and
pricing strategies to continue. They bestow a monopoly that effectively disallows
other voices to influence the debate around price. The UK’s Crown Use overrides this
exclusion, as it does not require any type of license: “[t]he Crown or the government
has the power to use the patent without obtaining a licence from the patentee” (Yang
2015, 418). In this way the Crown Use provisions are more reminiscent of the original
sovereign power of the executive or monarch, which can override any other
determinations, including international standards or human rights. However, in many
ways the Crown Use section is usually effectively equated with a compulsory license
(Ibid., 416). These are relatively rare, and also likely to anger the international
pharmaceutical industry, as for instance in cases of previous campaigns for
compulsory licenses for HIV/AIDS treatments in South Africa and Brazil (see for

example Rosenberg 2014).

The sovereignty claimed on behalf of patients in England thus invokes the potential
boundlessness of sovereign rights, and makes a powerful demand for inclusion in
deliberations on price and access to treatments. It also needs to be understood as a
global response to a global problem involving global actors. However, conceptually
the rights of the sovereign work through the power of exclusion. They represent
particularist rights that can override emerging democratic initiatives in the interest of
national power and executive privilege. The specific legal remedy used by the
Coalition thus limits the effects of the declaration to a particular local context and has
to be replicated within each legal system — making even Scotland a different locality
with different effects. This draws attention to the limitations of sovereignty as a

challenge to a global issue. Claims to ‘genomic sovereignty’ can in fact add further



layers of exclusion, as shown in other declarations of sovereignty that set out to

challenge the globally operating biomedical sector.

2. Sovereign Genomes
The exclusion of any voices other than those of producers of molecular biomedicine
becomes even more apparent in claims to genomic sovereignty. While the case of
Kadcyla highlights the exclusionary power of drug pricing within a health system
located in the global north, this challenge does not recognise the very particular
context in which these cases play out. Questions of access become yet more
overwhelming in context of low- and middle-income countries, but these two
different socio-economic contexts are rarely directly connected in analyses of either
‘access to medicines’ (Godoy 2013; t"Hoen 2009; Cassier and Correa 2014) or ‘active
patienthood’ (Rose 2007; Heath, Rapp, and Taussig 2004; Wehling 2011). Some
exceptions note the economic entanglement between these issues (Waldby and
Mitchell 2006) and highlight systemic exclusions in a globally operating
pharmaceutical industry (Sunder Rajan 2006).

Interpreting the Kadcyla case as a performance of molecular sovereignty connects this
particular example to other sovereignty claims in the value chain of new molecular
treatments. This allows comparisons between patients groups and other affective
communities (Hutchison 2016) formed around experiences of exclusion by and from
modern biomedicine. The Kadcyla case thus becomes part of a larger pattern of
challenges to the exclusionary practices at the foundation of the global biomedical
sector. But these challenges can also perpetuate exclusionary and discriminatory
preconceptions, as the concept of biocoloniality (Schwartz-Marin and Restrepo 2013)
shows. This article sets out how declarations of molecular sovereignties overall fail to
address exclusion as a historically inscribed precondition of the intellectual property
regime. Instead of counteracting the acquisitive spread of the IP system, affective
communities work to further embed the notion of property over molecular life — albeit

seeking to make it their own, rather than someone else’s.

Claims to genomic sovereignty have emerged as one of the central responses to
decades of controversial bioprospecting missions, which often resulted in accusations

of biopiracy (Shiva 1998; Robinson 2010) as genetic resources were gathered in



LMICs and then used as the basis for pharmaceutical ‘inventions’ in the Global
North. In order to counter this unrecompensed transfer of material, the notion of some
form of national sovereignty over ‘indigenous’ genetic resources became central to
the Convention on Biological Diversity and the subsequent Nagoya Protocol, and also
the centrepiece of several national legislations, for example in Mexico and Colombia
(Schwartz-Marin and Restrepo 2013). The CBD’s supplementary Nagoya Protocol on
Access to Genetic Resources and the Fair and Equitable Sharing of Benefits Arising
from their Utilization (ABS) to the Convention on Biological Diversity (‘Nagoya
Protocol’) sought to operationalise this form of sovereignty as the basis of a new

Access and Benefit Sharing (ABS) mechanism regarding non-human materials.

Genomic sovereignty thus can be a very effective device to interrupt unrecompensed
transfers of materials and introduce new regulatory requirements. A 2013 report by a
trilateral cooperation between WHO, WTO and WIPO on access to technologies
states that “[t]he essential effect of the CBD and the Nagoya Protocol is to confirm
national sovereignty over [genetic resources] and to establish a right of prior informed
consent (PIC), approval and involvement, over the access to, and use of, associated
[traditional knowledge]” (WHO, WIPO, and WTO 2013, 91). This challenge works in
the following way: “the genetic sovereignty enacted with the CBD re-articulated
national boundaries to the circulation of nonhuman life, thus demobilising them and
banning international genetic transfer without due material transfer agreements”
(Tamminen, Webster, and Vermeulen 2013, 213). However, Oberthiir & Rosendal
underline a significant disparity between intellectual property rights as part of the
WTO, and the CBD’s and Nagoya Protocol’s status as an international agreement that
is not endorsed by a number of important industrialised states: “[intellectual property
rights] IPRs are guaranteed by governments and not touched under ABS, while ABS
is trying to correct the consequences by delegating to decentralized negotiations

between private/public actors” (Oberthiir and Rosendal 2014, 8).

The status and effects of intellectual property rights are thus at the centre of this
debate over access and benefit sharing. The most ambitious part of negotiations
leading up to the Nagoya Protocol sought to introduce a mandatory disclosure

requirement into IP law, containing “the origin of genetic material as well as



information to confirm that it has been acquired in accordance with [prior informed
consent] and [mutually agreed terms] requirements” (Ibid., 7). This requirement
sought to establish a direct link between patents and the origin of genetic material
from which information has been derived — and could have fundamentally altered the
minimum requirements for patentability of information derived from genetic
materials. This undertaking proved too ambitious, and was not included in the final
text of the Nagoya Protocol. Genetic sovereignty thus still remains an external
mechanism trying to fix some of the excesses of the IP system. It has not been
inscribed into the WTO’s IPR system, and its relation to the WTO and the Agreement
on Trade-Related Aspects of Intellectual Property Rights (TRIPS) continues to be

unresolved.

The example of the WHO’s Pandemic Influenza Preparedness (PIP) framework
shows that a more widely recognised version of molecular sovereignty can prove a
real challenge to existing international arrangements. In these cases, demands for vira/
sovereignty (Hinterberger and Porter 2015; Elbe 2010; Fidler 2008) brought about
fundamental changes in the WHO global influenza surveillance and response system
for the sharing of virus samples. At the height of the bird flu pandemic in 2006, the
Indonesian government decided to withhold further samples of the HSN1 strain of the
virus. This was done in order to protest what the Indonesian government perceived to
be “neocolonialism in global health” (Hinterberger and Porter 2015, 365). Indonesia’s
Health Minister, Siti Fadilah Supari, argued at the time:

“Samples shared become the property of the WHO collaborating
centres in rich countries, where they are used to generate research
papers, patents and to commercialize vaccines. But the developing
countries that supply the samples do not share in these benefits. In the
event of a pandemic, we also risk having no access to vaccines, or
having to buy them at prices we cannot afford, despite the fact that the

vaccines were developed using our samples.” (Butler 2007)

This move was emulated by a range of other governments and finally resulted in a

renegotiating of the WHO framework regarding the sharing of virus samples, giving

10



rise to a new WHO framework on Pandemic Influenza Preparedness (PIP) (WHO
2011).

This new framework directly “recognize([s] the sovereign right of States over their
biological resources and the importance of collective action to mitigate public health
risks” (Ibid., 4). It provides for an ABS mechanism, and its Standard Material
Transfer Agreement also “prohibits those providing or receiving the virus to seek any
intellectual property rights on human clinical specimens, virus isolates of pandemic
potential, and modified viruses prepared from influenza viruses” (Hinterberger and
Porter 2015, 373; see also WHO 2011, 31). This marked a major departure from
previous arrangement and highlighted the disruptive potential of claims to molecular
sovereignty. The sharing mechanism has thus far been judged to work well, yet its
relationship with other instruments such as the Nagoya protocol remains unclear. The
2016 review of PIP went so far as to argue that such ABS agreements could prove
“bad” for public health, as “numerous bilateral transactions could be required to be

negotiated, which could delay the access to viruses” (WHO 2016, 22).

These claims to viral and genomic sovereignty clearly draw on a history of colonial
exploitation, accusing the biotech sector and international organisations such as the
WTO and the WHO as being complicit in neocolonialist practices. This invokes an
emotional legacy of injustice, radical discrimination, and trauma, powerfully invoking
affective communities (Hutchison 2016) of post-colonial nation states and indigenous
peoples. In this context exclusion has profound racialised overtones, which for
example also discredited previous bioprospecting projects such as the Stanford’s
Human Genome Diversity Project (HGDP) gathering human genetic materials from
‘remote’ tribes in the quest for the discovery of different genetic markers. Indigenous
peoples referred to it as the “Vampire Project” and strongly criticised the range of
chosen donor populations and the patents eventually derived from the samples (see
Thacker 2005, 134). Similar affective communities are involved in ongoing struggles
for access, as the case of the Nagoya protocol shows. But Hutchison’s theorization of
affect in this context also highlights the potential exclusionary effects of political
communities “that are centred around the source of pain” (Hutchison 2013, 128). As

campaigns seek to address a position of exclusion from the machinations of the

11



globalised biotechnological and biomedical industry, they are in turn re-inscribing

exclusion into their response.

3. The biocoloniality of intellectual property
The Coalition’s legal campaign and the separate signature campaign conducted by
patients seeking access to Kadcyla represent two different avenues of challenge to
Roche’s and NICE’s decisions, showing what could be done on behalf of patients. In
terms of patients’ exclusion from the price setting process it is quite telling that the
only thing that could be done amounted to an invocation of the rights of the crown.
Similarly, the only things that could be done in the case of genomic sovereignty were
several measures outside of the WTO’s TRIPS agreement. Interestingly, more was
done in the case of viral sovereignty, when demands were backed up with threats to
withhold cooperation with virus sharing mechanisms. In spite of different outcomes,
in each of these campaigns the aim was the facilitation of access to treatments for a

greater number of people.

Accounts of rights claiming practices often emphasise their inclusionary effects, such
as Zivi’s interpretation of rights claiming as “an essential component of a robust
democratic politics” (Zivi 2012, 14). Isin & Nielsen (2008) and Madison (2010) also
make similar arguments about the co-constitutive relation between rights claiming,
rights activism, and citizenship. Zivi describes claims made by HIV/AIDS patients as
demands for inclusion into the circle of those that are deemed to belong to a political
community. This has a profound inclusive effect, giving rise to new political
subjectivities that “[challenge] our understandings of who is a member of the general
rights-bearing public” (Zivi 2012, 92). A performative perspective can thus interpret
the Coalition’s and excluded communities’ demands as claims of belonging,
reminding governments and international organisations of patient’s and research

subject’s important constitutive position in the delivery of healthcare.

However, as different groups invoke this form of molecular sovereignty, they are also
re-asserting national boundaries in an otherwise globalised sector, with significant
exclusionary effects of their own. While this may reflect the reality of national health

systems that have to decide access to treatments one country at a time, the arguments

12



used in this case not only further entrench this division, they also restate the demand
for access as one of property. The exclusionary content of these interventions is
somewhat reminiscent of the case of affective communities reacting to violent conflict
and trauma, when “[cJommunities become closed off, their boundaries in turn
reconstituting the very disingenuous inside/outside dichotomies that help to fuel

conflict in the first place” (Hutchison 2013, 128).

Conceptually, the use of the sovereign exception (Agamben 2005) invokes a
particularist sovereign power, which does not contain unifying ambitions included for
example in claims to universal human rights. The sovereign exception is inherently
anti-democratic, counteracting the potential transformative power of emergent
somatic rights demanding access in the name of health. In the Kadcyla case, specific
challenges only applied to either England and Wales, or Scotland. Claims to genomic
sovereignty also reintroduced a fractured terrain of national legislations, which then
triggered complaints in the name of health, as for example critiques of the new virus
sharing mechanism showed. Access to medicines and treatments are once again cast
as a matter of locality, a geographical and socio-economical post-code lottery
(Boseley 2015c), instead of challenging the global parameters of the price-setting and

aCCeCSS Process.

Patterns of exclusion are deeply inscribed within the historic colonial roots of the
biomedical sector. Relying on the notion of biocoloniality, Schwartz-Marin and
Restrepo expose an undercurrent of essentialised genetic conceptions of nationality
and indigeneity contained in national legislations on genomic sovereignty (Schwartz-
Marin and Restrepo 2013; for a similar critique of these essentialising effects see also
Tamminen and Brown 2011). By making claims to genomic sovereignty, Mexico and
Colombia ended up invoking notions of genetic uniqueness that genomic research
simply does not bear out (Schwartz-Marin and Restrepo 2013). As genomic concepts
travel from the laboratory to the political arena, these often become rearticulated in
terms of nationality or race, further reinforcing patterns of exclusion of those that do
not fit these essentialised categories. On the basis of this, Schwartz-Marin and
Restrepo argue that challenges to neocolonial practices of bioprospecting
paradoxically reimport racial categories that were originally created as part of a

colonial view of the world.
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In a similar vein, claims to sovereignty potentially pose a fundamental challenge to
the IP system, but in practice further entrench the right to property over life and
biodiversity — only disputing the appropriate ownership of these rights. This
perpetuates the notion of individual ownership over life: the ability to isolate,
describe, and then assign a monopoly over a particular molecular conception of
biodiversity. The intellectual property system’s view of nature has historically been
one of terra nullius, or nobody’s land, which marks out territories and biodiversity as

available for conquest:

“Western patent systems were designed for import monopolies, not for
screening all knowledge systems to exclude existing innovations and
establish prior art in other cultures. [...] Terra nullius has its
contemporary equivalent in ‘Bio-Nullius’ — treating biodiversity
knowledge as empty of prior creativity and prior rights, and hence
available for ‘ownership’ through the claim of ‘invention’.” (Shiva

2001, 49; emphasis in original)

Usually transferred in letters patent issued by a monarch or ruler, these privileges
designated ownership over entities that were determined to be without owner. Other
models of ownership, such as community ownership or traditional modes of relating
to territory and nature were thus set aside and declared illegitimate. These steps can
be seen as “mechanisms of appropriation” which conceptually exclude pre-existing
forms of knowledge, characterizing “certain natural materials that indigenous and
local communities have cared for, preserved, improved, and developed as mere ‘wild’
species” and “while the products of formal knowledge systems [...][are being]
protected as ‘property’, those of informal, traditional systems have been tagged the
freely available ‘common heritage of humanity’” (Roht-Arriaza 1995, 292). On top of
this fundamental dismissal of pre-existing forms of knowledge, the exclusionary
appartus of the IP system also “works against indigenous groups primarily due to
various procedural qualifications, such as the requirement of written documentation of
knowledge or invention under US patent laws” (Sarma 1999, 116). The result is that

“[t]he intellectual contribution of societies and communities which have not been
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motivated by the objective of profit is thus exploited, but not recognized” (Shiva

1998, 55).

Re-drawing national boundaries through declarations of sovereignty thus mainly
results in the re-distribution of these rights, and does not address the actual creation of
them. This issue will only become more complicated with the greater availability of
sophisticated innovations such as monoclonal antibodies and other treatments derived
from different genetic materials. Already, as Pottage notes, biotechnology contains
too many accounts of innovation and provenance, giving rise to “too much
ownership” in a manner reminiscent of the “tragedy of the anticommons” (Pottage
2006, 155). In response to claims to viral sovereignty, the PIP framework emphasizes
access in its distribution mechanism. It stresses the need for access to virus samples in
order to facilitate fast responses to potential pandemics — something that a
proliferation of different ABS mechanisms could potentially prevent in a similar way
to patent ‘thickets’. Both the Global Initiative on Sharing All Influenza Data
(GISAID) and GenBank are possible repositories of samples, which use different
access procedures ensuring openness and (in GISAID’s case) an identity verification
process (Elbe and Buckland-Merrett 2017, 39). This process amounts to the granting
of a license to the user, albeit an open one. While this is one of the accepted ways of
ensuring access and transparency, the mechanism only deals with the question of
property, and does not address the exclusion of those not deemed to be stakeholders in
the PIP framework, which include “...[a]ll players —- WHO, Member States, industry,
civil society and other stakeholders” (WHO 2016, 5). Open licenses and the
vernacular of property are not able to address pricing issues and the position of

patients in this debate.

Importantly, this struggle over property between nations and industries does not
address the perspectives of donors and patients, and avoids questions of price for
medicines. Instead, challenges and agreements are made in the register of property —
debating the definition of the “‘proper’ bounds of property” (Pottage 1998, 745). The
Kadcyla case and ABS negotiations around the Nagoya protocol thus share (tacit)
endorsement of the intellectual property regime as it stands — and work to reinforce
the exclusionary system rather than to challenge it. By invoking crown use usually

granted in national emergencies, and by agreeing an arrangement that works outside
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of TRIPS adjusting the effects of the IP system, these challenges risk getting caught
up in a process of accommodation that defuses an otherwise potentially radical
contestation of the system (see also Hilberg 2015). The PIP framework’s mechanism
presents a different option in this regard, as it “prohibits [...] any intellectual property
rights on human clinical specimens, virus isolates of pandemic potential, and
modified viruses prepared from influenza viruses” (Hinterberger and Porter 2015,
373; see also WHO 2011, 31). The successful negotiation of this very specific
mechanism is however already being watered down in a new global alliance for
financing and coordinating the development of vaccines, the Coalition for Epidemic
Preparedness Innovation (CEPI), which in December 2018 replaced a detailed equal
access policy containing defined structures for [P management with a general
statement about ‘equitable access’. The review process moved away from a vision
“reflective of the idealism that inspired the creation of CEPI” because it was found
“not to be pragmatic or reflect the business realities confronted by vaccine
developers” — especially where it came to limitations to the exploitation of IP rights
(Huneycutt et al. 2020, 2145). Amongst others, Médecins Sans Frontierés (MSF) have
raised concerns about this turn towards “a vague, toothless and weak new policy”
with “more detailed, but secret, implementation guidance”, which threatens not to
“live up to its promises to break new ground in vaccine R&D and do things
differently” (Médecins Sans Frontiéres 2019, 2). Their demand for “an unapologetic
commitment to affordable access and transparency” (Ibid.) serves as a reminder of the
stakes in these debates, and of the issues that claims to sovereignty simply do not

address.

The coronavirus pandemic and the subsequent scramble for vaccines has once again
thrown the stakes of access into stark relief, giving rise on the one hand to
declarations of global solidarity as part of the WHO’s COVAX facility (GAVI 2020),
and on the other also to a resurgence of vaccine nationalism (Eaton 2021). In the case
of vaccine nationalism, the notion of sovereignty is once again used to assert national
interest and to exclude competitors in a struggle over vaccine doses between
industrialised countries in the global North. In response to this, countries in the global
South have been pushing for a TRIPS Waiver programme that would temporarily
remove [P monopolies and thus expand opportunities for access amongst less wealthy

nations (Berger 2021). The TRIPS waiver proposal has thus far however been largely
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resisted by industrialised countries, as once again the IP system appears untouched by
crisis. Furthermore, the proposed temporary suspension of IP rights would not prevent
their re-emergence in future, as noted for example by Lezaun and Montgomery (2015,
8), and even at this pressing stage of pandemic response, patent applications of course
continue being made (Kang 2021). The question of IP rights and access thus will
likely only gain in importance over the course of the pandemic, despite ongoing

protestations to the contrary.

Conclusion

Claims to sovereignty can draw attention to the way in which patients, in a manner
evocative of the inhabitants of terra nullius, do not get recognized as significant parts
of the debate over access to expensive medicines. This article took seriously different
performances of patients’ sovereignty and thus was able to view them as similar
instantiations of a situation in which a globalised pharmaceutical industry operates in
relative isolation from patients’ concerns. Relying on the examples of the struggle
over access to Kadcyla and the demands for recognition surrounding virus sharing
mechanisms and the collection of genetic materials, the article showed how the
intellectual property rights regime facilitates this division of interests, and the lengths
to which patients’ organisations must go in order to challenge their exclusion from
questions such as price setting and access to treatments in each national context.
Connecting access campaigns to other claims of molecular sovereignty, such as viral
and genomic sovereignty, this then allowed comparisons between groups claiming
sovereignty as ‘affective communities’ (Hutchison 2016) formed around experiences
of exclusion by and from modern biomedicine. These comparisons however also
exposed the unwitting perpetuation of patterns of exclusions that are engrained in

arguments of sovereignty.

Claims to molecular sovereignty do not address the continuing fiction of unclaimed
biodiversity and uninhabited spaces at the heart of the intellectual property system.
This biocolonial fiction diverts debate from notions of shared goods towards a
struggle over assignations of property, and ends up having an anticommons effect
rather than challenging the global parameters of price-setting and access to medicines.
As aresult, price and access continue to be the sole discretion of the global

biotechnology and pharmaceutical industry, and national health services are at best in
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a position of making undisclosed one-off deals. National governments are caught
between the double imperatives of enabling access to medicines at reasonable costs
and attracting pharmaceutical companies for instance with advantageous tax
arrangements. Patients continue to be unrepresented within these settlements, and are
left to contest the resulting settlements by means of signature campaigns or similar

activities.

This article pointed to fundamental mechanisms of exclusion contained in both the
pharmaceutical industry’s price setting process, and in patients’ (and populations’)
response to them. Its aim is to contribute to a discussion about establishing a more
inclusive position on questions of price and access. A strong global response to the
industry’s global monopoly position could result in heightened pressure for genuine
alternatives, such as prize funds and development challenges (see overview in CEWG
2012). Not that long ago, examples such as the Ebola crisis and the industry’s
pervasive failure to develop new antibiotics gave rise to renewed discussion about a
global research and development fund. In order to overcome “the political constraints
of individual national or regional sources of funding”, a group of experts called for
the establishment of “an umbrella framework for specifically funding and
coordinating R&D that not only emphasizes innovation but also secures access”

(Balasegaram et al. 2015, 2).

The coronavirus pandemic has once again brought these divisions to the fore,
recharging debates about prize funds, alternative models for funding and distribution
(the COVAX facility representing for instance an attempt at ensuring a more
equitable solution to this issue), and also confronting instances of vaccine nationalism
with rights-based demands for access to vaccines. A rights-based vision of healthcare
can present a fundamental challenge to a sovereignty- and property-based system,
confronting price-setting mechanisms with a demand to access, which often results in
a process of negotiation and compromise. This incremental ratchet-effect is part of the
logic of positive human rights such as the right to health, which aims at “the highest
attainable standard” of physical and mental health for example in Article 12 of the
United Nation’s 1966 International Covenant on Economic, Social and Cultural
Rights (Hilberg 2015). The resulting process of accommodation, however, has

significant governmental effects of its own, capturing more far-reaching and
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potentially disruptive arguments within a process of incremental adjustment. While a
universalist rights-based approach thus has the power to unsettle exclusionary claims
to property, it is limited in other ways — however, it can bring about openings for new
settlements that for example include new ways of “tethering” (Hinterberger and Porter
2015) sources of information to entities later registered as intellectual property, as in
the example of the WHO’s Pandemic Influenza Preparedness (PIP) framework (set
out above). These connections constitute an essential disruption to the relative

isolation and abstraction of the otherwise sovereign system of property.

Previous experience from campaigns for compulsory licenses and pressure resulting
in the Doha Declaration on TRIPS and Public Health (WTO 2001) show that different
settlements are possible — within limits. This contribution seeks to challenge existing
boundaries by discussing the issue of high prices for treatments in the global North in
conjunction with ‘access to medicines’ issues usually seen as confined to the global
South. This does not mean to dismiss or neglect the vast variety of lived experiences
across these different localities and within them, but it rather seeks to connect
different campaigns that are effectively resisting the same monopoly power exercised
by a global industry. In this respect, sovereignty appears as the wrong answer to the
right problem, and is shown to contribute to a further segmentation of patient

demands.
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