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Brüstle and the Charter: A Cause of Europeanisation?
Calum Alasdair Young1

Around the beginning of the new millennium, the EU Charter of Fundamental Rights was solemnly
proclaimed as a new fundamental rights standard, and this new document became legally-binding as
a result of the Lisbon Treaty. Over a decade later, the European Court of Justice delivered a
judgment revolving around a longstanding ethical question – at what point does humanity begin?
With the biotechnology industry growing rapidly2, should limits be placed on its rise? In the late 90s,
the EU legislature chose to apply a uniform standard, bringing the EU rules more in line with the US
and Japan3 and preventing fragmentation within the internal market4. Concerns about the scope of
embryonic technology led to limits on its patentability5 and in Brüstle6 it fell to the Court to
determine the exact scope of these limits.

Law has long been studied as a driver of change within the EU7, famously credited with the
‘transformation of Europe’8. Following a well-documented turn towards evidential studies of the
EU’s effects on Member States’ laws, politics, and societies9, studies began to group changes in
these states together as ‘Europeanisation’ or ‘Europeanization’. Whilst it is now rare to see a study
of policy change in a Member State without the EU being discussed as a factor10, the effects of the
Charter within this framework remain mostly undocumented due to its novelty and unique legal
status. In a world where the proper role of EU law is subject to intense political scrutiny, it is useful
to understand the precise policy effects of the Charter, as this allows more nuanced debates on the
EU as a whole.

This paper will argue that the Charter has caused Europeanisation within the UK and Germany,
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focusing specifically on the Brüstle case as a mechanism of change. These two countries are
particularly worthy of study when looking at this specific mechanism – the referral for the case was
German, and the UK is the source of much scepticism directed towards the Charter and the Brüstle
judgment.

After this introduction, the paper will provide a theoretical overview and hypothesis, explaining how
the institutionalist nature of Europeanisation leads to an expectation for the Charter to drive policy
change. Section two will explain the research design. Section three will explain the Brüstle ruling and
how it was influenced by the Charter. Subsequently the paper will analyse how this led to
Europeanisation within Germany and the UK by comparing the situation in these Member States
before and after the ruling. The final section will consider the implications of the findings on
academia, as well as the broader political debate.

1. Theory and Hypothesis

‘Europeanisation’ has been quite variably defined. Taking the broadest possible definition,
Europeanisation is ‘a process of change affecting domestic institutions, politics, and public policy’ as
a result of membership of the EU11. Traditional theoretical debates around the EU focused on EU
integration12. However, studies shifted to analysing the EU as a political system as opposed to an
international organisation sui generis13. This was subsequently accompanied by an increase in
evidential studies on the effects of the EU on various aspects of Member States14. In the 1990s, a
series of articles combined these two shifts in discussion of the EU, forming some of the earliest
research on ‘Europeanisation’– studying how the unique nature of the EU was shaping changes in
Member States15. Early pioneers defined Europeanisation as ‘an incremental process reorienting the
direction and shape of politics to the degree that EC political and economic dynamics become part of
11

Radaelli, ‘Europeanization: The Challenge of Establishing Causality’, in Exadaktylos, Radaelli, Research Design in European

Studies. Establishing Causality in Europeanization, (Palgrave MacMillan, 2012), 1.
12

Ladrech, supra note 9, 8.

13

As stated in ibid, and exemplified by Hix, ‘The Study of the European Community: The challenge to comparative politics’,

17 West European Politics 1, (1994) and Bulmer, ‘Domestic Politics and European Policy-making’, JCMS 21, (1983).
14

Ladrech, supra note 9, 9-11.

15

Eg. Olsen, ‘European Challenges to the Nation State’, Working paper number 14, Oslo, (1995); Olsen, ‘Europeanization

and Nation State Dynamics’, working paper no. 9, Oslo (1995); Andersen, Eliasen, Making Policy in Europe: The
Europeification of National Policy-making, (Sage, 1993); Kohler Koch, Eising, The Transformation of Governance in the
European Union, (Routledge, 1999).

3
the organizational logic of national politics and policy-making’16. The basic idea of Europeanisation
emerges from this - that the EU shapes events in Member States.

Whilst the term ‘Europeanisation’ has been subject to a number of competing definitions17,
concerning topics including the expansion of the EU’s geographic boundaries18, the formation of new
EU-level bodies19, or the exporting of EU institutions20, this paper chooses to focus on ‘top-down
Europeanisation’ – the process through which EU-level actions shape Member States. This
framework most clearly focuses on the main objects of study. The Charter is a relatively new EUlevel document, and the paper seeks to study its effects on Member States. Given this, it is illogical
to use other conceptualisations of Europeanisation, as these concern the interactions between the
EU and third countries as opposed to Member States. Furthermore, a framework designed to study
new EU-level bodies being created would not provide useful analysis of the top-down effects of the
Charter.

The following section will explain how law, and more specifically the Charter, fits within this model
of top-down Europeanisation. This will be pursued in several sections: firstly explaining why law has
been studied as a factor in Europeanisation; secondly, explaining the process by which law effects
change within Member States.

1.1 Law as an independent variable

ECJ judgments such as Ruiz Zambrano21, Centros22, and Rüffert23, have been subject to
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Europeanisation analysis24, and the effects of the ECJ have been widely noted25. Going beyond
previous pieces of individual research, which focused either too narrowly on the individual case in
question or too broadly on integration as a whole, the following sections will explain why the
institutionalist nature of Europeanisation as a theoretical framework means that law will have an
unavoidable role as it is itself an institution. This explanation will also be applied to the Charter, in
order to analyse if and why it would have a similar effects.

1.1.1 Law as an institution

Europeanisation originates from theories of institutionalism, and it is law’s role as an institution that
explains its effects within the Europeanisation model.

‘Institutionalism’ refers to a focus on formal structures and systems of governance as the
predominant factor in explanatory theories of politics26. Institutions are ‘multifaceted, durable social
structures, made up of symbolic elements, social activities, and material resources’27. They are thus
durable features of social life, providing ‘‘solidity’ across time and space’28.

Institutions are said to require a regulatory element, a normative element, and a cultural-cognitive
element29: the regulatory element provides coercive structures such as rules and sanctions; the
normative element creates binding social obligations; and the cultural-cognitive element creates
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shared understandings that surround the institutions30. Law itself is an institution, as seen in multiple
pieces of work31 and in ‘law and society scholarship’ as a whole32. Its durability over time, combined
with the regulatory, cognitive, and normative elements - seen in people’s belief in a binding legal
system - means that law fulfils the required elements for an institution.

Within this model, change is driven by institutions. Law’s institutional status provides a theoretical
grounding for why Europeanisation literature focuses on law– law forms one of the theory’s
eponymous drivers of change. Law is thus a sensible focus for Europeanisation, and particularly as an
independent variable.

Moving to a prediction, the Charter should have caused Europeanisation. As part of the institution of
law within an institutionalist model, it should have effects. Furthermore, certain elements of
institutions mean that there is potential for the Charter to have effects even beyond practical
doctrinal application. The normative element of an institution creates the perception that it should
be followed, and this has the potential to change the behaviour of actors, in a way that is discussed
below.

1.2 Law effecting change

The literature on top-down Europeanisation offers several different models to explain the effects the
EU has on its Member States, stemming from ‘new institutionalism’ or ‘neo-institutionalism’.
The three types of new institutionalism consist of historical institutionalism, rational-choice
institutionalism and sociological institutionalism33. Rational-choice institutionalism was prominently
described as a ‘logic of consequentialism’34. What this means is that actors seek to maximise their
resources in a rational manner, and the way they do this is shaped by institutions35. In contrast,
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sociological institutionalism is based on a ‘logic of appropriateness’36, in that actors’ responses are
shaped by what is expected of them37. Historical institutionalism focuses on the broad relationships
between institutions and individuals, and looks at the path these relationships take over time
through various power asymmetries38. This generally combines elements of both rational-choice and
sociological institutionalism without definitively falling within either model.

The way law effects change within the Europeanisation framework can be explained in several steps:
some sort of clash between EU and Member State level; explaining reactions to that clash; and
categorising the various outcomes. This section will detail these three areas, and then outline how
law fits within the explanatory models.

1.2.1 Clash between EU and Member State level

Europeanisation focuses on reactions of Member States to differing events taking place at an EU
level39.The first step is a clash between the EU and Member State level, described as ‘goodness of
fit’40, ‘misfit’41, or ‘mismatch’42. The lower the compatibility between the EU and Member State
level, the bigger the misfit and higher the pressure to adapt43. Misfit is regularly further broken
down – institutional misfit and policy misfit. Institutional misfit represents a clash of ‘administrative
structures and procedures that are embedded in the member state’s respective state, legal and
political traditions’44. Policy misfit involves clashes between different policies at an EU and Member
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State level. It has been said that policy misfits essentially equal ‘compliance problems’45, as Member
States face pressure to comply with EU level policies.
Law and the Charter cause and influence both of these misfits. Differing legal norms, including
differing fundamental rights norms potentially caused by the Charter, cause institutional misfit and
lead to adaptational pressure for the Member State to change. Policy misfit can also be created by
law and the Charter, to the extent to which policy is determined by law. Where policy is
implemented by law or altered through a court case, the results could differ from Member State
policy, thus creating adaptational pressure to implement the EU-level policy. This policy misfit could
be created by a case involving the Charter or any other legal instrument.

While misfit is the beginning of the top-down Europeanisation process, it is merely a ‘necessary, but
not sufficient46’ condition. In order for Europeanisation to take place, there needs to be a specific
national reaction to the misfit. This is explained differently in rational-choice and sociological
institutionalism.

1.2.2 National Reactions to misfit

Within rational-choice institutionalism, misfit creates ‘an emerging political opportunity structure
which offers some actors additional resources to exert influence, while severely constraining the
ability of others to pursue their goals’47. Actors base their response to the misfit on new
opportunities or constraints, and the result of this process is conceptualised as a redistribution of
resources between different actors.

Sociological institutionalism relies on actors’ responses to what is expected of them in certain
circumstances. In this model, misfit creates new expectations and norms surrounding how
institutions and actors ‘should’ behave – what is expected of them. If this changes because of misfit
(representing a change in what is expected of them), then actors adapt through the process of
‘arguing, persuasion, and social learning’, meaning discourse leads them to change their actions to
better meet expectations, and to remain ‘in good standing’48. The more European norms fit with
domestic-level norms, the less likely the domestic change.
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How does these models explain the effects of law? Explaining law’s impacts using rational-choice
institutionalism, the risk of legal sanctions alters the cost-benefit calculations of states. The Charter
could cause Europeanisation through this same mechanism, for example by providing applicants
new ways to challenge certain laws. In Brüstle, the Charter could have created a new mechanism for
applicants to challenge policies using fundamental rights law. Subsequently, states are incentivised
to change, as not doing so risks sanctions.

Within sociological institutionalism, compliance with law is a norm expected for many actors49,
therefore a change in the law brings about a change in expectations. They will want to remain ‘in
good standing’, which creates a likelihood of behavioural change. The Charter could cause change by
altering what is expected from actors by providing a new fundamental rights standard that they are
expected to follow. Given the Charter’s stronger normative element as an institution, this seems a
more plausible explanation for any Charter-driven change.

1.3 Hypothesis

Looking at the theory described above, it seems possible that the Charter has caused
Europeanisation through the mechanism of the Brüstle judgment.

The Charter, as part of law as a whole, is likely to have institutional influence on the Europeanisation
process due to the institutionalist nature of Europeanisation as a research framework. This paper
hypothesises that the Brüstle judgment will have functioned as the specific mechanism through
which Europeanisation change took place. Normative institutional elements, combined with the
Charter, mean it is likely to be used in a judgment concerening fundamental rights, leading to a
substantive change in the outcome and subsequently a misfit between EU level policy and Member
State policy – creating the adaptational pressure that caused change. The final outcome will be
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transformation in the position of patents and human embryonic technology in Member States.

2. Research Design

The paper will analyse national responses to Brüstle to look for any evidence for the hypothesis. The
independent variable will be the Charter of Fundamental Rights. For a dependent variable, the paper
will analyse the effects the Charter has had on a specific part of health law - the position of patents
and human embryonic technology within Member States. The judgment itself represents the
mechanism of change through which the independent variable affects the dependent variable.

Fig 1: The research design

Source: Author

There are multiple outcomes within Europeanisation literature. The most common50 are: absorption
– Member States adopt European-level policies with minimal domestic change; accommodation –
some domestic change in order to accommodate changes at a European level; transformation –
‘Member States completely replace existing policies, processes, and institutions by substantially
different ones’; inertia - lack of action from the Member State. These can be divided fairly simply
into those that represent change and outcomes that do not represent change. Another outcome has
been added51. This outcome is known as ‘retrenchment’, and represents active resistance to the
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Europeanisation process, the result of which is the policy is less Europeanised. This leaves a total of
five commonly used outcomes, and it is these outcomes against which change will be measured in
this paper.

3. Empirical Analysis of Europeanisation
The following sections will analyse whether the Charter, through its influence on Brüstle, has caused
Europeanisation in the UK and Germany. Section 3.1 will discuss the judgment and the Charter, with
section 3.1.1 explaining the ruling and section 3.1.2 arguing that this was influenced by the Charter.
Section 3.2 will explain Europeanisation within Germany, and section 3.3 will explain
Europeanisation within the UK.

3.1 Brüstle
The Biotechnology Directive, passed on 6 July 199852, constituted a substantial development in EU
health law53. As mentioned in the introduction, the Directive is designed to harmonise
biotechnological patents in Europe, applying general principles of patent law to biotechnological
inventions54. ‘Biotechnological inventions’ in the Directive refer to inventions involving biological
material which includes: material that contains genetic information; and material capable of
replicating itself as part of a reproductive function ‘Biotechnological inventions’ also includes the
processes by which these materials are obtained.55 Given the ethical sensitivity of some related
topics such as stem cells and embryonic technology and disagreements between Member States,
certain areas of health law and health-related research were considered to be beyond the pale when
drafting the Directive, and so were excluded from patentability.

Certain inventions were unpatentable due to contravening ‘ordre public or morality’56. This phrase

Radaelli, supra note 25; Kostera, ‘Europeanizing Healthcare: Cross-border Patient Mobility and Its Consequences for the
German and Danish Healthcare Systems’, Bruges Political Research Paper No. 7, (2008).
52

Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of

biotechnological inventions, Official Journal L 213 , 30/07/1998 P. 0013 - 0021
53

See ‘The Regulation of Clinical Research’, in Hervey, McHale, Health Law and the European Union, (Cambridge, 2004).

54

Plomer, Torremans, supra note, 2.

55

Biotech Directive, supra note 52, Art. 2

56

Article 6(1), ibid.

11
originates from a prohibition on patents that might reflect poorly on the British crown57, and
similarly -phrased prohibitions proliferate in national and international patent law58 representing
rejection of things considered morally ‘unacceptable’ by society. Within the Biotechology Directive,
and within health law in general, it represents an embodiment of the aforementioned ethical
concerns as well as wider morality questions59. The Directive gives examples of exclusions from
patentability on grounds of public morality, and specifically mentions ‘uses of human embryos for
industrial or commercial purposes’60.

The German scientist Brüstle obtained a patent covering neural precursor cells, and the process
through which they were obtained. The patent was challenged in front of the German Federal Patent
Court, and was held invalid so far as it covered neural precursor cells obtained from human
embryonic stem cells61. The Federal Patent Court felt that obtaining these precursor cells from
human embryonic stem cells constituted ‘use of a human embryo for industrial or commercial
purposes’, contrary to the German law transposing the directive62. Following an appeal to the
Federal Supreme Court, a referral was made under Article 267 TFEU in order to clarify several issues.

3.1.1 The ECJ decision.

The ECJ was called upon to determine: firstly, the precise meaning of ‘human embryo’ for the
purposes of the directive, whether it included neural precursor cells as used by Brüstle; secondly, the
precise meaning of the phrase ‘industrial or commercial purposes’; thirdly, the status of patents that
do not mention human embryos, but where destruction of human embryonic stem cells are involved
in the process63. If the Court held that the Brüstle patent cells were human embryos for the purposes
of the directive and were being used for industrial or commercial purposes, the invention would be
unpatentable. The ECJ held64:
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‘any human ovum must, as soon as fertilised, be regarded as a ‘human embryo’ within the meaning and for the
purposes of the application of Article 6(2)(c) of the Directive, since that fertilisation is such as to commence
the process of development of a human being.
That classification must also apply to a non-fertilised human ovum into which the cell nucleus from a mature
human cell has been transplanted and a non-fertilised human ovum whose division and further development
have been stimulated by parthenogenesis. Although those organisms have not, strictly speaking, been the
object of fertilisation, due to the effect of the technique used to obtain them they are, as is apparent from the
written observations presented to the Court, capable of commencing the process of development of a human
being just as an embryo created by fertilisation of an ovum can do so.’

Having thus defined ‘human embryos’ for the purposes of the directive, the Court held that
inventions involving the destruction of such cells were unpatentable under the Article six provision
excluding ‘uses of human embryos for industrial and commercial purposes’65, and that the research
in Brüstle constituted such an industrial or commercial purpose66. Several questions were referred
back to the German court, specifically whether blastocysts fitted the above definition of human
embryo67. The overall conclusion of the judgment is the specific given definition of human embryo
given, and its application to the sort of scientific research at stake in the case. Finally, destruction of
the embryos at any stage renders the invention unpatentable68.

3.1.2 Influence of the Charter

The Court’s renewed focus on human dignity as a fundamental right inspired the specific definition
of a human embryo. The Court isolates the fact that human dignity needs to be fully considered
when analysing patentability, and it is this importance of dignity that leads to the above wide
definition of human embryo69.

The Charter was not explicitly cited in the judgment, but several authors think that despite its
absence, the Charter had noticeable effects. Aidan O’Neill noted that the Charter was ‘conspicuous
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in its absence’70, indicating that it was odd that the effects of the Charter went unmentioned, and
Fontanelli has also described this as an intentional omission – the judgment being motivated by the
Charter, but the judges having chosen to avoid explicit mentions of the Charter to avoid polarising
public opinion against the document in a controversial decision71. Both of these academics believe
that despite its omission, the Charter influenced the judgment, and McCrudden describes dignity in
the context of the Charter as being ‘the subject of considerable debate and litigation’, citing Brüstle
as an example72.

Furthermore, the European Commission also acknowledged the Charter’s effect on the case in their
report on the impacts of the Charter73. Wider reports on the case acknowledged the Charter’s role in
the decision of both the Court and the Advocate General74, an opinion supported elsewhere75. Den
Exter and Földes described the court as pointing out that the ‘Charter emphasises that patent law
must be applied so as to respect fundamental principles safeguarding the dignity and integrity of the
person’, a sign of the Charter’s influence on the decision76.
Most importantly, Gärditz contrasts the Court’s approach to dignity in this case with cases that took
place before the Charter became legally binding. He argues that in previous dignity cases such as
Omega Spielhallen, the Court was ‘reluctant to develop and autonomous concept of dignity’, which
resulted in a ‘decentralized’ concept of dignity specific to each individual Member State77. He argues
that the court subsequently had the ‘resolution’ to develop an autonomous conception of human
dignity as they implicitly accepted the duty to protect human dignity created by Article 1 of the
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Charter78. This argument illustrates how the existence of the Charter as a document led to the
judgment in Brüstle, as opposed to merely the pre-existing general principle of human dignity within
EU law.

This logic can be seen when looking at other pre-Charter cases involving human dignity. In the
challenge to the Biotechnology Directive brought by the Netherlands79, the Court acknowledges that
is its duty to safeguard the fundamental right to human dignity80. However, it does not establish an
EU-level definition of what this means in the context of EU law, which would have made clear the
substantive standard to be applied in the future. Similarly in even earlier cases on dignity81, the
Court declined to lay out a centralised meaning, restricting the application to the case at hand. These
cases provide further evidence for Gärditz’s argument, by showing the Court’s non-centralised
practice preceded Omega, and that the Charter brought an end to a well-established practice in
Brüstle.

It is an unsurprising outcome for several reasons that many academics82 will, focusing more carefully
on the strict doctrinal application of the law, have neglected the influence of the Charter noted by
this paper. Firstly, given the lack of existing literature on the Charter in its new form, it is easier and
simpler within academia to rely on existing explanations as opposed to relying on new theories.
Secondly, the case was frequently analysed through a doctrinal lens, which would tend towards only
analysing the exact arguments laid out by the Court as opposed to the Courts role within a wider
institutionalist system. The interdisciplinary approach of this paper allows wider analysis of the
Court’s actions, highlighting the influence of the Charter as part of the institutionalist framework of
Europeanisation.

It is a widely acknowledged view that the Charter directly contributed to the judgment. Should this
ruling subsequently be a cause of Europeanisation, the overall outcome will be one of
Europeanisation caused by the Charter through the mechanism of the Brüstle judgment.
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3.2 Europeanisation in Germany

In order to fully understand any change following the Brüstle ruling, it is first important to
understand the existing state of German law preceding the ruling.

The Directive, following initial resistance and infringement proceedings83, was eventually
implemented in Germany84. The provisions of the Directive excluding ‘uses of human embryos for
industrial and commercial purposes’ was directly transposed into German law, which inserted the
German-language version of that provision into Article 2(2)(3) of the German patent law85.The
transposition of this provision led to the judgment that is the focus of this paper. This initial
transposition could be considered a case of Europeanisation – the Directive created a misfit between
the EU-level policy and the German-level policy, and enforcement proceedings and the threat of
sanctions created adaptational pressure to change. However, the adaptation being studied in this
paper constitutes a separate change beyond the initial implementation of the Directive, which itself
is worthy of study.

The decision of the German Federal Patent court, mentioned at the beginning of section 3, indicates
that German law prior to the Brüstle cases included the obtaining and usage of neural precursor cells
within the definition of ‘uses of human embryos for industrial or commercial purposes’. It is also
important to note that this remained true regardless of whether destruction of embryos took place.

Following an appeal, the case was subsequently referred to the ECJ for an authoritative
interpretation. The details of this ruling are discussed in section 3.1.1. To establish the effects this
ruling had in German law, the first source is naturally the ruling of the Federal Supreme Court
applying the ECJ decision86. This judgment allows us to see the full effects of the ECJ ruling on the
German legal position and analyse any change that took place.

Brüstle’s patent was partially upheld by the German Supreme Court. Where the patent did not
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involve the destruction of human embryos, this fell outside of the ECJ’s interpretation of the
directive87. Human embryonic cells taken without destroying the embryo itself were patentable, as
they did not fall within the specific definition of embryo.
Where previously the German legal position was that the inventions using the precursors to human
embryonic stem cells constituted a prohibited ‘use’ of human embryos for industrial and commercial
purposes, following the application of the Brüstle case, inventions were (in this context) only
excluded from patentability if they involved the destruction of human embryos. Even if they used
the same type of cells as in the original patent, they were now patentable so long as it did not
involve the destruction of the human embryo – something which the German Supreme Court was
satisfied was now technologically possible88. This involved changing the definition of human embryo
that previously existed in the German interpretation of the Directive, i.e. in the relevant provisions
of the Patent Law.

This change represents a liberalisation in that it ‘opens up the prospect of patents on embryonic
stem cell technology that did not involve destruction of an embryo’89. The eventual outcome was a
judgment from the German Federal Supreme Court which allows the patent at stake in Brüstle. In
addition to this, it opens up the possibility for other similar cells and processes to be patented,
provided they did not involve destruction of the embryo. This latter development could be
significant, depending on future scientific innovations, but was met with muted reaction from within
Germany, as it was perceived as merely representing a small change90. These facts in combination
demonstrate that a liberalisation took place, but merely a small one, as a more substantial
liberalisation would likely have been met with a broader reaction.

Looking at the framework laid out in the research design, the changes in German law would most
likely be described as absorption. There is no concrete change to statute, but definitional change has
taken place and is noticeable. As a result of a Charter-inspired decision, a definition developed at an
EU level (by a supranational body as opposed to one more heavily influenced by Member States),
has been applied to national law, changing it in a noticeable way. The consequences of this is a
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change to when patents will or will not be granted for inventions coming from certain types of cells.
This change is evidence of the Charter causing Europeanisation in the way hypothesised earlier in
the paper.

The mechanism through which the Charter has caused change matches the hypothesis of this paper.
Law caused policy misfit, which leads to adaptational pressure. In this case, the Charter resulted in
Article 6(2)(c) of the Directive being defined in a way that clashed with the German policy, as
expressed by the initial ruling of the German patent court. This misfit created pressure for the
German Court to apply the ECJ’s definition, leading to change in German policies in the extent to
which they are regulated by law. In this case, the policy is determined by the interpretation of the
German Federal Supreme Court, so the Charter causing policy misfit leads to change. The fact that
this Europeanisation took place despite the Charter not being explicitly cited in the ECJ judgment
illustrates that normative elements of institutions can also contribute to this change, as discussed in
the theoretical section of the paper.

3.3 Europeanisation in the UK

When looking at the UK, it is again logical to start with the legal position pre-dating the Brüstle
judgment and compare it to the subsequent legal position, to establish if change has taken place.

British patent law is laid down in the Patent Act 1977. This was amended in the year 2000 in order to
implement the directive, and the statutory instrument91 doing so added a schedule to the Patents
Act92 explaining what may or may not be patented in the area of ‘biotechnological inventions’.

This schedule included the provision from the Directive relative to Brüstle. Article 3 of Schedule A2
states that ‘the following are not patentable inventions’, and Article 3(d) applies this to ‘uses of
human embryos for industrial or commercial purposes’. This latter phrase reflects word for word the
prohibition in the Directive93.

There was no judgment or case law directly applying this provision, so we do not have a clear judicial
statement of the law in this case. However, the exact nature of the patent law can be clarified by
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looking at the actions of the patent-granting body. This will establish the practical application of the
law preceding the Brüstle ruling, and how Article 3 of Schedule A2 was defined at that point.

The relevant body is the Intellectual property office (IPO). Pre-Brüstle, the practice notice issued by
the IPO stated their position by assessing three categories: human embryos; human totipotent cells;
and human embryonic pluripotent stem cells94. Totipotent cells can form any cells, both embryonic
and extra-embryonic, and are developed in the first few cell divisions following fertilisation95,
whereas human embryonic pluripotent stem cells will develop into a specific aspect of the human
body96.

Processes for obtaining stem cells from human embryos were not patentable due to breach of
paragraph 3(d) of Schedule A2 of the Patents Act 1977 – the provision directly transcribing the
contested provision in Brüstle. Human totipotent cells were unpatentable due to their potential to
develop into the human body, as prohibited by a provision unrelated to the Brüstle. Embryonic
pluripotent stem cells, cells which do not have the potential to develop into a whole human body,
were patentable, as on balance they were not deemed contrary to public policy or morality in the
United Kingdom, despite widespread opposition.

In order to establish the scope of any changes, it is necessary to compare the previous practice note
issued by the IPO to the corresponding note97 issued after the Brüstle decision. In this newer note,
the guidance on human embryos is more detailed, and includes several changes.

Firstly, a more specific definition of embryo is provided for the purpose of patents. In the Pre-Brüstle
guidance, no specific definition is given of embryo, and the guidance merely states that ‘the Office
will not grant patents for processes of obtaining stem cells from human embryos’. Following Brüstle,
an ‘embryo’ is defined in three different ways with regards to patents.


A human ovum as soon as fertilised, if that fertilisation is such as to commence the process of
development of a human being;
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A non-fertilised human ovum into which the cell nucleus from a mature human cell has been
transplanted, insofar as it is capable of commencing the process of development of a human being;



A non-fertilised human ovum whose division and further development have been stimulated by
parthenogenesis, insofar as it is capable of commencing the process of development of a human
being.98

This is a far more specific definition than previously existed, and constitutes a noticeable change.

Secondly, the IPO will now not patent an invention if at any stage it involves the destruction of a
human embryo. In the previous statutory guidance, the prohibition dealt specifically with ‘processes
of obtaining stem cells from human embryos’. Now however, even if the invention does not involve
an embryo itself, it is prohibited if the destruction of human embryo is involved anywhere in the
process. This definition is not only more specific, but excludes a greater number of inventions from
patentability.

There are several indications that this change is a result of the Brüstle judgment. Firstly, the
definition above now reflects almost word for word the definition given by the ECJ in Brüstle, which
gives a reasonable indication as to the definition’s source. It would seem an implausibly unlikely
coincidence for the IPO to have adopted such a similar definition without at least some ECJ
influence. Secondly, the case itself is mentioned in the practice note, which would indicate the IPO
wish the changes to be read in the light of the judgment. This inclusion would subsequently
indicated the change itself was influenced by the ruling. Thirdly, both academics and lawyers
practicing in the field have noted that the judgment caused changes in the actions of the IPO99.

Looking back at the hypothesis, Europeanisation has taken place similarly between the two cases.
The Charter, in influencing the result of the Brüstle case, created a policy misfit between EU-level
definitions and the definition at a Member State level. This created adapatational pressure to
change, backed up with the implicit threat of sanctions for non-compliance, which led to change
being transferred down to the British level – to the point where a term that was not previously
defined is given a specific definition.

98

Ibid.

99

Bently, Sherman, Intellectual Property Law, (Oxford, 2014), 524; Scott York< http://www.scott-

york.com/index.php?action=content&content_id=309>, first accessed 09/07/2015; < Fazal, Ingram, <
https://www.ashurst.com/publication-item.aspx?id_Content=8309>, first accessed 09/07/2015

20
Looking at the changes in the UK and looking at the framework laid out in the research design, these
changes would initially be described as absorption. There is no concrete change to statute, but a
new definition of ‘embryo’ has been passed down from the EU-level, changing the actions and
practice of the patent-granting body within the UK.

However, whilst the legal change initially seems to only constitute absorption in the Europeanisation
framework, the consequences of this definitional change lead to a much larger level of change.
Given such research was permitted under previous practice, scientists within Britain spoke out in
concern at the extent of the change and the harms it would pose for future research and research
funding, given it would no longer be patentable100. So whilst under the traditional Europeanisation
framework, the change seems to only represent absorption, the practical effects of the change
indicate it would be better classified as ‘transformation’.

4. Conclusions
The Charter represents a new era in fundamental rights protection within EU law. Analysis of the
impact of the Brüstle case provides evidence for this paper’s hypothesis as to the practical impact of
the Charter. Despite not being explicitly cited in the judgment, the presence of the Charter is
acknowledged by both academics and the Commission as having had an impact on the judges’
decision-making process. The Charter’s existence and normative weight led to it having an impact on
the Court’s decision-making in the case of Brüstle, as its existence altered fundamental rights norms.

The change and Europeanisation combined this normative element and the mechanism of change
outlined in section 1.2. The Charter led to an EU-level definition (and policy, in that a specific
definition of ‘human embryo’ constitutes a policy) which caused policy misfit due to different
policies within the Member States. This policy misfit subsequently generated the adaptational
pressure that leads to change within the Europeanisation framework. The Charter caused
Europeanisation by causing the creation of these policy misfits. Therefore, looking at the overall
picture, the existence of the Charter influenced a decision in a specific way, which subsequently led
to Europeanisation. Therefore it can be said that the Charter caused Europeanisation in this specific
area.
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These findings carry great significance, given the EU and the Charter are frequently discussed. Within
the UK, there is significant debate as to the exact effects of the Charter, and it is widely believed that
the UK enjoys an ‘opt-out’ from the Charter101. This paper has demonstrated that in spite of this, the
mere existence of the Charter has led to substantive policy change within the UK, on an issue that
raised substantial objections102. This finding is a significant contribution to debate around the impact
of the Charter on the UK, in that it contradicts the existing political wisdom on the matter.

The findings of this paper carry different, if not unrelated, significance within Germany. For a legal
system traditionally very attached to its own interpretation of fundamental rights, and the
implementation of fundamental rights policy, it is significant that the Charter led to a more
‘centralised’ fundamental rights conception, leading to Europeanisation. It is another significant
contribution to the debate when the Charter is leading to a more EU-level conception of dignity
influencing policy, something seemingly anathema to the German legal community, as evidenced by
repeated challenges to EU treaties on German fundamental rights grounds.

In finding that the existence of the Charter has led to Europeanisation of an area of health law, this
paper has made a significant contribution beyond the above-mentioned discursive impacts in the UK
and Germany. With health and health law remaining a deeply significant issue within states as well
as of increasing importance in academia, this paper has demonstrated that there is a new factor to
be considered when studying the development of health law – the Charter. This paper renders the
Charter an ongoing concern within the field of health law backing up previous claims of its influence
with empirical findings.

Furthermore, this paper has provided a theoretical analysis of the role of law within
Europeanisation, backed up with some empirical evidence. Specifically it has analysed the role of the
Charter within this framework. This finding brings the Charter within Europeanisation literature in a
novel way. Whilst this paper is limited to a narrow assessment of the Charter’s Europeanising effects
in some areas, the finding that the Charter causes Europeanisation at all is noteworthy, and opens
up the prospect for future research on the Charter using this framework.

101

<http://www.theguardian.com/politics/2013/nov/19/chris-grayling-clarification-eu-charter-rights>, first accessed

16/06/2015.
102

Supra note 100.

22
This paper has demonstrated that the Charter has caused Europeanisation within the UK and
Germany, in a way that is notable for political and legal discussion in both countries. It remains to be
seen whether these effects extend beyond the area of biotechnology and patents to wider areas of
health law and policy, but this paper has certainly demonstrated this possibility. Given the political
significance of both health and the Charter, it is an important area for future investigation.
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