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Abstract

In various (binding and non-binding) legal documents, the European Un-
ion (EU) refers to “ethics” and “morality”, without providing a definition
or even referring to a common understanding. However, if a certain activity
is qualified as “unethical”, there can be important consequences, such as
stringent ethics reviews in case of the use of human stem cells under the
“Horizon 2020” program, or, under the same program, the exclusion from
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funding, or, under the “EU Patient Mobility Directive”, no right to cross-
border healthcare, to name but a few. This article focuses both on EU Pri-
mary and Secondary law, with a special emphasis on the latter. I will argue
that in a lot of cases, ethics is (only) used in order to avoid interference of
the EU in Member States’ competences, especially in sensitive fields, like
abortion. However, there are also examples where the relevant content is
determined, either by Ethics Committees and/or Code of Conducts, either
at EU or at national level. Nevertheless, other situations remain undeter-
mined. I will further argue that the determination of ethics should be car-
ried out by referring to the EU’s values and fundamental rights, especially
the “corner stone” of human dignity.

I. Introduction

At first sight, the EU’s approach to ethics can best be described by its
motto “United in diversity”.! On the one side, the Treaty on European Un-
ion (TEU)” draws inspiration “from the cultural, religious and humanist
inheritance of Europe” and the EU Charter of Fundamental Rights (CFR)*
which refers to the Union’s “common values” and “spiritual and moral
heritage”.® On the other side, the CFR requires the EU to respect “the di-
versity of the cultures and traditions of the peoples of Europe as well as the
national identities of the Member States™.”

The current EU’s framework program for research and innovation
(Horizon 2020) provides, for example, that “[t]he use, if any, of human stem
cells, be they adult or embryonic [...] is subject to stringent [sic/] ethics re-

T Art. I-8, para. 3 (and 4™ recital) Treaty Establishing a Constitution for Europe (not en-
tered into force), Official Journal (O.].) 2004, C 310/11. Although the symbols have been
removed and not transferred into the Treaty of Lisbon, O.]. 2007, C 306/1, 16 Member States
have declared their commitment to the motto (and the other symbols) in a joint declaration;
0.J. 2007, C 306/267.

2 Consolidated Version of the Treaty on European Union, O.J. 2012, C 326/13.

8 21 recital TEU.

4 Consolidated Version of the Charter of Fundamental Rights of the European Union,
0.J. 2012, C 326/391.

5 1% recital CFR.

6 2 recital CFR.

7 3 recital CFR. See also 6™ recital, Art. 3, para. 3 subpara. 4 and Art. 4, para. 2 TEU. In
the context of stem cell research, the Commission has concluded from this provision that
“each Member State retains its full prerogative to legislate on ethical matters”; European
Commission, Report on Human Embryonic Stem Cell Research, SEC (2003) 441 final
3.4.2003, 12.
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view”.? In the same context, a corresponding regulation provides that “[a]
proposal which contravenes ethical principles or any applicable legislation
[...] may be excluded from the evaluation, selection and award procedures
at any time”.? In the context of the EU Patient Mobility Directive (PMD),
this form of cross-border healthcare is limited by the fact that the PMD
may not “undermine the fundamental ethical choices of Member States”."
These are only some examples'' that raise a number of important questions:
Is there a definition or at least a certain form of understanding as to what
has to be understood by “ethical”?

The already mentioned EU’s common values'” also entail “the rule of
law”." According to the European Commission’s recent Communication',
one (formal)'® element of the rule of law is legal certainty, which, according
to the European Court of Justice (ECJ])'®, requires amongst other things
that “legislation must be clear and predictable for those who are subject to
it”."” Hence, one might wonder, if EU legislation is “clear and predictable”
enough to refer to undetermined concepts.

8 31 recital Regulation 1291/2013/EU Establishing Horizon 2020 - the Framework Pro-
gramme for Research and Innovation (2014-2020), O.]J. 2013, L 347/104 (Regulation Estab-
lishment Horizon 2020). See also the Declaration of the Commission, O.]. 2013, C 373/12
(Framework Programme), according to which the “Commission proposes to continue with
the same ethical framework for deciding on the EU funding of human embryonic stem cell
research as in the 7" Framework Programme” (emphases added).

9 Art. 13, para. 3 Regulation 1290/2013/EU Laying Down the Rules for Participation and
Dissemination in “Horizon 2020 - the Framework Programme for Research and Innovation
(2014-2020)” (Regulation Horizon 2020 Rules for Participation), O.]. 2013, L 347/81. Also
according to Annex 4.1.15 Commission Recommendation 2008/345/EC on a Code of Con-
duct for Responsible Nanosciences and Nanotechnologies Research, O.]. 2008, L 116/46,
“N&N research funding bodies should not fund research in areas which could involve the
violation of fundamental rights or fundamental ethical principles” (emphases added).

107t recital Directive 2011/24/EU on the Application of Patients’ Rights in Cross-border
Healthcare, O.]. 2011, L 88/45.

11 See V, 1.

2 Art. 2 TEU.

18 Cf. A. v. Bogdandy/M. Ioannidis, Systemic Deficiency in the Rule of Law: What It Is,
What Has Been Done, What Can Be Done, CML Rev. 51 (2014), 59, 62 et seq.

14 European Commission, A New EU Framework to Strengthen the Rule of Law, COM
(2014) 158 final 11.3.2014, 4 and Annex 1.

5 P Craig, Formal and Substantive Conceptions of the Rule of Law: An Analytical
Framework, P.L. 55 (1997), 467, 467 “the clarity of the ensuing norm (was it sufficiently clear
to guide an individual’s conduct so as to enable a person to plan his or her life, etc.)”.

16 In this article I will use the abbreviation “ECJ” only for the Court of Justice in the
sense of Art. 19, para. 1 TEU.

17 ECJ Case 212 to 217/80 EU:C:1981:270 margin number 10 — Meridionale Industria
Salumi and Others. See also Venice Commission, Report on the Rule of Law, CDL-
AD(2011)003rev, 10 et seq.; and ECtHR, L.H. v. Latvia, 52019/07, para. 47 (“the rule of law,
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However, the objective of this paper is not to assess the concept of ethics
in EU law against this principle of the rule of law."® The objective of this
article is rather to depict and analyse the status guo of ethics and morality in
EU law.” Is there a common understanding of ethics, based on a certain
philosophical approach, and how does EU law relate to ethics?

Thus, while it is clear that the EU has developed from an economic vehi-
cle (initially coal and steel) to a political Union (also safeguarding funda-
mental rights), the question remains, as to whether the Union is also based
on a principle of “the rule of ethics”.

Therefore, this article focuses on EU Primary and Secondary law, where
those terms occur in different binding and non-binding documents. As the
research wants to find out about the status quo of ethics and morality in EU
law, it follows an inductive approach and portrays those documents where
the relevant legislator explicitly® referred to those concepts, and, last but
not least, clusters and analyses them in order to answer the following ques-
tions.

e How and at which level is this concept determined? Even below the
threshold of a possible theoretical conflict with the rule of law, is the
legal situation “formulated with sufficient precision to enable the indi-
vidual to regulate his or her conduct”,”" or does it remain undeter-

mined in the end?

e Do ethics occur in EU law in a uniform or, rather, a sector specific
way?

e Although it is not the main objective, the question is whether there is a
common understanding of ethics based on a certain philosophical ap-
proach.

Where appropriate, this article also takes into account relevant ECJ case-
law and opinions of the European Group on Ethics in Science and New
Technologies (EGE).”

After a general introduction (IL), I will first focus on EU institutions™

(II1.), followed by Member States (IV.), and finally individuals (V.) as ad-

which [...] means that the domestic law must be formulated with sufficient precision and
must afford adequate legal protection against arbitrariness™).

18 Such a research question would face different challenges and require a separate paper.

19 The article will mainly focus on ethics, as this term is used more often; See V.

20 For an analysis of implicit traces of ethics in EU law see 1. Manners, The Normative
Ethics of the European Union, Int’l Aff. 84 (2008), 45.

21 Venice Commission (note 17), 10.

22 Those opinions are accessible at the following (meanwhile archived) webpage: EGE,
Opinions, Studies and General Activity Reports, <http://ec.europa.eu> (accessed 31.3.2015).

ZadRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://ec.europa.eu
http://www.zaoerv.de

“EU?”: Short for “Ethical” Union? The Role of Ethics in European Union Law 535

dressees of ethical requirements. Especially in the latter category, I will ana-
lyse those approximate 75 (binding and non-binding) documents of Sec-
ondary” law that contain the term of ethics / ethical, and/or morality /
moral.”®

The research mainly focused on documents that are still in force and ex-
cluded those, for example, in the field of research programs, which have
been replaced by others.”

The EU with its 28 Member States comprises 24°" official languages.”®
The factual working languages of the EU institutions are mainly English,
French (especially at the ECJ) and German, with a dominance of English in
recent years.” However, it is important to keep in mind that according to
settled case-law “the different language versions are all equally authentic”
and that an interpretation of EU law “thus involves a comparison of the dif-
ferent language versions”.*’

That is why the research consisted in a database search using the terms
“ethic*” and “mora*”, focusing mainly on English (as the most important
factual working language). However, also the German and French language
versions were taken into account. Where language versions differed, the re-
search also envisaged the other languages spoken (Spanish) — or at least pas-
sively understood (Italian) — by the author.

23 This term is used in a broad sense, so surpassing the enumeration of Art. 13, para. 1
TFEU.

24 Amongst the documents examined, there have also been some implementing Secondary
EU law (i.e. Tertiary EU law), see V., 3., (1a) and (3).

25 See 1.

26 Hence, this disclaimer mainly applies to Secondary law.

27 Including Croatian, since 1.7.2013; O.]. 2012, L 112/1, 25.

28 According to Art. 55, para. 1 TEU and Art. 358 TFEU the Treaties (Primary law) are
“equally authentic” in each of these 24 languages; the same is true for Secondary law, compris-
ing 24 “official languages and the working languages of the institutions of the Union”; Coun-
cil Regulation No 1 Determining the Languages to be Used by the European Economic
Community, O.]. 1958, P 17/385, as amended by O.]. 2013, L 158/1, 71. According to Art. 4
leg. cit. “[r]egulations and other documents of general application shall be drafted in the offi-
cial languages”.

29 Therefore, the aforementioned 24 working languages do not correspond with Brussels’
(or Strasbourg’s) reality.

30 ECJ Case 283/81 EU:C:1982:335 margin number 18 — CILFIT v. Ministero della Sani-
ta.

ZabRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://www.zaoerv.de

536 Frischhut

II. Ethics and Morality — Lost in Translation?

In the context of legal protection of biotechnological inventions, the rele-
vant EU directive refers to “ethical or moral principles supplement[ing] the
standard legal examinations under patent law”.®" As both terms are used at
the same time,” it seems that they have a different meaning; however, it is
unclear how they relate to each other.

Lawyers are used to working with definitions. When stepping into the
world of philosophy, one has to accept that there are no official definitions.
It is not primarily for lawyers to define the terms of ethics and morality.
However, at the interface of these two disciplines, there is a need to shed
some light on these terms by referring to reliable understandings.

Ethics is essentially seen as a “branch of philosophy dealing with what is

morally right or wrong”,* or as “the philosophical study of the moral value

of human conduct and of the rules and principles that ought to govern it”.**
Morality, on the other hand, is described by Beauchamp and Childress in

the following way:*

“In its most familiar sense, the word morality [...] refers to norms about right
and wrong human conduct that are so widely shared that they form a stable so-
cial compact. [...] We learn about morality as we grow up, and we learn to distin-
guish the part of morality that holds for everyone from moral norms that bind
only members of specific communities or special groups [...]”.

Hence, in a very simplified way, one can say that ethics is the theoretical /
philosophical approach (Thomas von Aquin’s “scientia ethica, quam nos
morale dicimus”* or Cicero’s “philosophia moralis”®’) to morality, and the
latter referring to factual®® rules (“mores”) and codes of conduct in a specif-

81 39t recital Directive 98/44/EC on the Legal Protection of Biotechnological Inventions,
0O.J. 1998, L 213/13.

82 ECtHR, S.H. and others v. Austria, 57813/00, para. 94 (“sensitive moral or ethical is-
sues”) and 97 (“sensitive moral and ethical issues”); emphases added. In 38" (etc.) and 39*
recitals Directive 2010/63/EU on the Protection of Animals Used for Scientific Purposes, O.].
2010, L 276/33, the terms ethical and moral are used in “neighboring recitals”.

33 Merriam-Webster, Ethics, <http://www.merriam-webster.com> (accessed 31.3.2015).

34 Collins, Ethics, <http://www.collinsdictionary.com> (accessed 31.3.2015).

85 T. Beauchamp/]. Childress, Principles of Biomedical Ethics, 2013, 2 et seq.; no empha-
ses added.

36 H. Reiner, Ethisch, in: J. Ritter/K. Griinder/G. Gabriel, Historisches Worterbuch der
Philosophie, 2007, Vol. 2, 809, 809.

S7 J. Ritter, Ethik, in: ]. Ritter/K. Griinder/G. Gabriel, Historisches Worterbuch der Phi-
losophie, 2007, Vol. 2, 759, 760.

38 H. Reiner (note 36), 809.
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ic (cultural, territorial and temporal) social system (“morem esse communem
consensum omnium simul habitantium, qui inveteratus consuetudinem
facit”).*

In the context of a Union with 24 different languages®, it is important to
follow a linguistically"" holistic approach. As we have just seen, ethics and
morality, in theory, have a different meaning and therefore it is astonishing
if they are used differently in different language versions. What reads
“[c]onsumers in the Community would, in addition, find it morally unac-
ceptable that their increased use of biofuels could have the effect of destroy-
ing biodiverse lands” in the English* version, refers to ethics (“ethisch inak-
zeptabel”) in the German version.” However, as those terms are generally
distinguished, we can assume that this wording is based on imprecise trans-
lation and without further significance. The same might hold true for the
case of the already mentioned Directive 98/44/EC*, which refers to the
“ethical or moral principles recognised in a [sic/] Member State”,”® whereas
the German version uses the plural (“in den Mitgliedstaaten”).*® Thus fol-
lowing the principle of equally authentic language versions, in the end one
will have to follow a “majority rule”. Although this will be the compelling
solution, it might sound funny if only the English version of a code of con-
duct (relating to transactions in transferable securities) declares the code’s
objective as “to establish standards of ethical behaviour on a Community-
wide basis”, whereas the other language version examined only refer to loy-
al behaviour (for example, FR: “comportement loyal”).*’

39 G. Jiissen, Moral, moralisch, Moralphilosophie, in: J. Ritter/K. Griinder/G. Gabriel,
Historisches Worterbuch der Philosophie, 2007, Vol. 6, 146, 149.

40 See I

41 According to the limitation mentioned above, this will be English (EN), German (DE),
French (FR), Spanish (ES) and Italian (IT).

42 Emphasis added. Similar in FR, ES, IT.

43 11" recital Directive 2009/30/EC Amending Directive 98/70/EC As Regards the Speci-
fication of Petrol, Diesel and Gas-oil and Introducing a Mechanism to Monitor and Reduce
Greenhouse Gas Emissions [etc.], O.J. 2009, L 140/88. For a similar example see also ECJ
Case C-267/95 EU:C:1996:468 margin number 53 — Merck, (“ethical obligations” vs. “mora-
lische Verpflichtungen”).

44 See note 31, 39" recital.

45 Similar in FR, ES, IT.

46 According to E de Witte, Sex, Drugs & EU Law: The Recognition of Moral and Ethical
Diversity in EU Law, CML Rev. 50 (2013), 1545, 1558, “the preamble to Directive 98/44
speaks of the respect for the ethical or moral principles recognized in @ Member State,[...] and
the European Parliament long halted the decision-making process by referring to the irrecon-
cilable differences of opinion between the Member States, highlighting that it should be for
States and their citizens to make their own assessments of these divisive moral questions”.

47 Annex Commission Recommendation 77/534/EEC Concerning a European Code of
Conduct Relating to Transactions in Transferable Securities, O.]. 1977, L 212/37.
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There are other examples of differences in translation which can be clus-
tered into a (less problematic) category, where the term “ethical” is just ex-
plicitly missing — but to some degree implicitly included — in another lan-
guage version.

A first example refers to the degree to which substances can be tested on
animals, where only the German version refers to ethics*®, whereas a similar
idea is worded in different ways in English (*can humanely be allowed”;*
similarly in ES), and the French (and IT) version referring to the degree of
pain suffered by the animal (FR: “sans que cela fasse trop souffrir
’animal”).*® A second example refers to doping, where the use of drugs in
sport is denounced as “unsporting behaviour” in the English version,
whereas all the other examined versions refer to the ethics of the sport (for
example, ES: “contrario a la ética deportiva”).”’ Therefore, in both cases, the
result might be the same, but the wording is different. The same is true, if
the term code of conduct (“Verhaltenskodex”) is used in one version (DE),
whereas the other languages examined use the term code of ethics, and so
on.”” In another case, a systematic way of interpretation can help, if only
one language version refers to a “culture of ethics”*’, however, according to
the heading™, it is clear, that also the other language versions (only referring
to the “culture for the organization”) have the same meaning.

Concerning ethical rules of a professional nature, one has to be aware of
the fact that professional rules in one language version (DE: “standesrecht-
lichen Regeln”) can clearly refer to “rules of professional ethics” in other
versions.”> Again, the impression of inconsistent translation arises, if else-
where in the very same directive (on recognition of professional qualifica-
tions) the word ethics is then used in all the language versions examined,
without obvious reason.”® If this inconsistency of the German version is

48 DE: “ethisch verantwortbar”.

49 On humanism, see VL., 2.

50" Annex, Part B.4, 1.4.2.3 Regulation 440/2008/EC Laying Down Test Methods Pursuant
to Regulation 1907/2006/EC on the Registration, Evaluation, Authorisation and Restriction
of Chemicals (REACH), O.]. 2008, L 142/1, as amended by O.]. 2014, L 247/1.

51 Annex I Resolution of the Council [etc.] on Community Action to Combat the Use of
Drugs, Including the Abuse of Medicinal Products, Particularly in Sport, O.]. 1990, C 329/4.

52 FR: “code de déontologie”, ES: “el cédigo deontolégico”, IT: “codice ético”; Annex,
3.1 Council Decision 2008/210/EC on the Principles, Priorities and Conditions Contained in
the European Partnership with Albania and Repealing Decision 2006/54/EC, O.]. 2008, L
80/1.

53 DE: “Kultur der Ethik”.

54 “Ethics and integrity policies”.

55 EN, FR, ES, IT. 11* recital, Art. 36, para. 3 Directive 2005/36/EC on the Recognition
of Professional Qualifications, O.]. 2005, L 255/22; as amended by O.]. 2013, L 354/132.

56 Art. 31, para. 6 (b), Art. 40, para. 2 (b), Art. 57 (a) Directive 2005/36/EC (note 55).
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later avoided (in a directive amending the aforementioned one)*” (DE:
“Standesregeln und berufsethische Regeln”), then this can be seen as an ar-
gument in favour of a mere translation error.”® No difference in translation
can be analysed, if ethics and ethos are used in different languages, where
the latter term refers to the firm tenor of any profession.*

To summarize, we can say that the general rule to take into account not
only one language version of course also helps in case of the language in-
consistencies in this context. However, in case of fundamental concepts like
ethics, more clarity and coherence would be desirable.* Still, it can also rest
unclear if these language versions that are “united in diversity” are due to
imprecise translations (for example, somewhere in a very comprehensive
annex), or are the result of debates on principles.

III. EU Institutions’ Attitude Towards Ethics

First of all, we have to shed some light on the role of ethics in the EU’s
institutions. In this context, one finding can be anticipated: none of the
three main institutions (Commission, Parliament and Council) themselves
have explicitly incorporated ethics or morality into their Rules of Procedure
(ROP), and the same is true for the Court of Justice.

57 Art. 57b, para. 1 Directive 2013/55/EU Amending Directive 2005/36/EC on the
Recognition of Professional Qualifications [etc.], O.]. 2013, L 354/132.

58 Also in this context of professional rules there is another example, where a systematic
interpretation has to be applied, in order to get around language inconsistencies; 9™ recital
Directive 2006/43/EC on Statutory Audits of Annual Accounts and Consolidated Accounts
[etc.], O.J. 2006, L 157/87, as amended by O.]. 2014, L 158/196. For another example with
divergent German terminology see 99, 113" and 114" recitals, Art. 25 Directive
2006/123/EC on Services in the Internal Market, O.]. 2006, L 376/36.

59 J. Ritter (note 37), 813 (“feste Grundhaltung irgendeines Berufsstandes”). EN: “gene-
rally accepted principles of medical ethics” (also FR, ES, IT); DE: “allgemein anerkannten
Grundsitze des arztlichen Berufsethos”; Annex I, Part I1.6 Directive 2006/43/EC (note 58).

60 In that context, according to point 31 of the Interinstitutional [EP, Council and Com-
mission] Agreement on Better Law-making, O.]J. 2003, C 321/1, the “European Parliament
and the Council will make all appropriate arrangements for improving the scrutiny carried
out by their respective departments of the wording of texts adopted under the codecision
procedure, with a view to avoiding any inaccuracies or inconsistencies”; and according to the
Joint Declaration [of the same three institutions] on Practical Arrangements for the Codeci-
sion Procedure, O.]. 2007, C 145/5, “[n]o changes shall be made to any agreed texts without
the explicit agreement, at the appropriate level, of both the European Parliament and the
Council” (point 41), after “the agreed text [has been] finalised by the legal-linguistic services
of the European Parliament and of the Council acting in close cooperation and by mutual
agreement” (point 40).

ZabRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://www.zaoerv.de

540 Frischhut

Only the Parliament’s ROP®" mention ethics twice; but, first, merely
mentioning “ethical questions related to new technologies” as one of the
competences of the Committee on Legal Affairs,” and, second, concerning
the Commission’s obligation to seek Parliament’s opinion when revising the
“Code of Conduct for Commissioners”.*® Thus, with regard to the Com-
mission, ethics cannot be found in the ROP, but at least in this latter distinct
document,* not only regulating ethical issues with regard to independence
and dignity, but also providing an ad hoc ethical committee, which can be
requested by the president “to deliver opinions on any general ethical ques-
tion concerning the interpretation”® of this code.®®

The question remains, as to whether “good behaviour”, if not guaranteed
on an ethical or moral basis, is “at least” stipulated (to whatever degree) on
a legal basis. This can be answered in the affirmative for the Parliament,®” (in
addition to the above mentioned code also) for the Commission® and the
Court of Justice.”” No such legal provision can be found in the Council’s"
and in the European Council’s”’ ROP.”

Nevertheless, there are institutions that do mention “ethics” in their re-
spective rules. The European Investment Bank follows a combined institu-

61 European Parliament’s Rules of Procedure, 8" parliamentary term (January 2015).

62 Annex VI, XVI, European Parliament’s Rules of Procedure (note 61).

63 Annex XIII (also published in O.]. 2010, L 304/47), 11, European Parliament’s Rules of
Procedure (note 61).

64 European Commission, Code of Conduct for Commissioners, <http://ec.europa.eu>
(accessed 31.3.2015).

65 European Commission, Code of Conduct for Commissioners (note 64), para. 2.3.

66 For the new Juncker Commission, the so called “Mission letters” of the President to the
single Commissioners (e.g. <http://ec.europa.eu>, accessed 31.3.2015) address ethics (under
the heading “Our Principles: Ethics and Transparency”) in the following way: “We must
abide by the highest possible professional and ethical standards at all times. [...] I expect all of
us to honour both the word and the spirit of the Code”. J. Dratwa, How Values Come to
Matter at the European Commission, Politique Européenne 45 (2014), 86.

67 Rule 11 and Annex I European Parliament’s Rules of Procedure (note 61), (“Code of
Conduct for Members of the European Parliament with Respect to Financial Interests and
Conflicts of Interest™).

68 Rules of Procedure of the Commission, Annex “Code of Good Administrative Behav-
iour for Staff of the European Commission in their Relations with the Public”, O.J. 2000, L
308/26, as amended by O.]. 2011, L 296/58.

69 Art. 4 Rules of Procedure of the Court of Justice of 25.9.2012, <http://curia.europa.eu>
(accessed 31.3.2015): “I swear that I will perform my duties impartially and conscientiously; I
swear that I will preserve the secrecy of the deliberations of the Court”.

70 Rules of Procedure of the Council, O.]. 2009, L 325/36, as amended by O.]. 2014, L
358/25.

71 Rules of Procedure of the European Council, O.J. 2009, L 315/51.

72 Of course, one has to keep in mind that both of those institutions are most likely
bound by their respective national standards.
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tional and substantive approach, by having established an “Ethics and
Compliance Committee”, which “shall rule on any potential conflict of in-
terest” based on legal — not ethical — provisions.”® Also the European Cen-
tral Bank (ECB) follows a combined approach for the TARGET2-Securities
Board, consisting of a code of conduct and an Ethics Officer.”* The code of
conduct contains well known principles such as avoidance of conflicts of
interest (plus an obligation of notification in such situations), confidentiali-
ty, transparency and openness, an obligation of information and sanctions
in the case of non-compliance. The Ethics Officer can be contacted by
members in order to seek advice on an ad hoc basis.”” The ECB itself has
just recently established an Ethics Committee which shall provide advice on
questions of ethics on the basis of individual requests.”® Likewise, the Euro-
pean Anti-Fraud Office (OLAF) follows a substantive only approach for
their Supervisory Committee, requiring the members to act independently,
neither seeking nor taking instructions from others, not to deal with matters
where they have a personal interest, to demonstrate confidentiality, and to
adhere to an obligation of notification if any such situation occurs.”’

IV. Member States’ “Umbrella Philosophy”

In the context of the Internal Market, Member States are on an excep-
tional basis, allowed to restrict the free movement of goods based on
grounds of “public morality, public policy [and so forth]” (Art. 36 Treaty
on the Functioning of the EU, TFEU).”® However, the Treaties do not pro-
vide a legal definition of this concept of “public morality”.

In the Conegate case, the ECJ had to deal with this “reason of justifica-
tion” in a case of import of “inflatable dolls which were clearly of a sexual

73 Art. 11, para. 4 Decision of the Board of Governors on the Amendment of the Rules of
Procedure of the European Investment Bank to Reflect the Entry Into Force of the Treaty of
Lisbon and of the New Statute of the Bank, O.]. 2011, L 266/1. See also European Investment
Bank, Integrity Policy and Compliance Charter, <http://www.eib.org> (accessed 31.3.2015).

74 Annex III, Decision 2012/235/EU of the European Central Bank on the Establishment
of the TARGET2-Securities Board [etc.], O.]. 2012, L 117/13.

75 Annex II1, 5 Decision 2012/235/EU (note 74).

76 Art. 4, para. 1 Decision 2015/433/EU of the European Central Bank Concerning the
Establishment of an Ethics Committee and its Rules of Procedure, O.]. 2015, L 70/58 (refer-
ring to O.]. 2002, C 123/9 and O.]. 2010, C 104/8).

7T Art. 4 OLAF Rules of Procedure of the OLAF Supervisory Committee, O.J. 2011, L
308/114.

78 Consolidated Version of the Treaty on the Functioning of the European Union, O.].
2012, C 326/47.
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nature and other erotic articles” from Germany.” The relevant UK authori-
ty ordered the forfeiture of these goods and the national court referred the
case to the EC]J, asking what is to be understood by public morality within
the free movement of goods. The EC]J left it to the Member States to apply
their understanding of public morality, as long as they do not follow a prin-
ciple of public double morality.*

Consequently, what we can learn from this case is the fact that the EC],
other than in the case of (almost)®' all other reasons of justification, abstains
from providing an EU wide definition of public morality. Therefore, “in
principle it is for each Member State to determine in accordance with its
own scale of values and in the form selected by it the requirements of public
morality in its territory”.*” In a manner of “judicial self-restraint”® the def-
inition was therefore left to the Member States, as the EC]J did not want to
enter this “slippery path”,* as long as their law is not discriminating or in-
coherent.®®

With the expanding case-law of the ECJ, some Member States sought to
protect their nationally determined understanding of morality. A look at the
timeline exhibits the contemporaneity of a famous Irish abortion case®
(4.10.1991) and the Maastricht Treaty (signed on 7.2.1992), where one of the
protocols to this Treaty provides an umbrella, protecting “Article 40.3.3
[right to life of the unborn] of the Constitution of Ireland”.®” When Malta
acceded to the EU in 2004, a similar protocol was annexed to the Accession
Treaty, stating that “[n]othing [...] shall affect the application in the territo-
ry of Malta of national legislation relating to abortion”.*® In the very same

79 ECJ Case 121/85 EU:C:1986:114 margin number 2 — Conegate v. HM Customs & Ex-
cise.

80 ECJ Case Conegate (note 79), margin number 20.

81 Only the “health and life of humans rank foremost among the assets and interests pro-
tected by the Treaty and that it is for the Member States to determine the level of protection
which they wish to afford to public health”; ECJ Case C-171/07 EU:C:2009:316 margin
number 19 — Apothekerkammer des Saarlandes and Others.

82 ECJ Case Conegate (note 79), margin number 14, emphasis added; see also: ECJ Case
34/79 EU:C:1979:295 margin numbers 15, 22 — Henn and Darby.

83 See e.g. Advocate General Bot Case C-34/10 EU:C:2011:669 margin number 45 —
Briistle; EC] Case C-506/06 EU:C:2008:119 margin number 38 — Mayr. The German Consti-
tutional High Court, for example, referred to this concept as “abstinence of ‘doing politics™
(“Verzicht ‘Politik zu treiben’”); BVerfGE 36, 1, 14.

84 V. Hatzopoulos, Regulating Services in the European Union, 2012, 160.

85 In this context the ECJ applies a “reduced proportionality test”, which has also been
described as only being “procedural”; see £ de Witte (note 46), 1570 et seq.

86 ECJ Case C-159/90 EU:C:1991:378 — Society for the Protection of Unborn Children
Ireland v. Grogan and Others [SPUC].

87 0].1992, C 191/1, 94.

88 (0.]. 2003, L 236/1, 947.
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round of accessions, Poland opted for a similar, yet different approach,
which can be qualified as “less” in terms of legal significance, as Poland’s
concerns were only taken into account in terms of a Declaration of that ac-
ceding state; however, at the same time, it can be seen as “broader”, in the
sense that the wording states that “nothing [...] prevents the Polish State in
regulating guestions of moral significance, as well as those related to the pro-
tection of human life”.*

With the entering into force of the Lisbon Treaty™ (1.12.2009), the previ-
ously only solemnly proclaimed” CFR became legally binding.” In this
context, Poland seemed to fear that the CFR* “might be used to challenge
its freedom to regulate the availability of abortions, euthanasia and same-sex
marriage”.*

Therefore, the final act of the 13.12.2007 signed Lisbon Treaty contained
a declaration by Poland on the CFR, whereby “[t]he Charter does not affect
in any way the right of Member States to legislate in the sphere of public
morality, family law, as well as the protection of human dignity and respect
for human physical and moral integrity”.*> Some Member States, those pre-
sent at the time of accession, were united in a position diverse to the Polish
one, by underlying in a joint declaration “that the Declarations attached to
this Final Act cannot be interpreted or applied in a way contrary to the ob-
ligations of the Member States arising from the Treaty and Act of Acces-
sion”.%

As we have seen, EU Primary law addressing Member States does not
comprise the term ethics. Still, there are a few cases” where it refers to

(public) morality.

89 See note 88, 983; emphasis added; see also 978.

90 Treaty of Lisbon (note 1).

°1 (0]. 2000, C 364/1 (Nice, 7.12.2000) and O.] 2007 C 303/1 (Strasbourg, 12.12.2007).

92 Art. 6, para. 1 TEU.

98 For the application of the CFR on Poland and the United Kingdom see Protocol 30,
O.]. 2007, C 306/156 et seq.; see also EC]J Cases C-411/10 and C-493/10 EU:C:2011:865 mar-
gin numbers 116 et seq. — N. S. and Others; A. Arnull, Protocol (30) on the Application of the
Charter of Fundamental Rights of the European Union to Poland and the United Kingdom,
in: S. Peers/T. Hervey/]. Kenner/A. Ward, The EU Charter of Fundamental Rights: A Com-
mentary, 2014, 1595 et seq.

94 A. Arnull (note 93), 1601.

95 (.. 2007, C 306/1, 270, emphases added.

96 See note 88, 983; and noting “that the Commission subscribes fully to the above”.

97 The “spiritual and moral heritage” (2™ recital CFR) has already been mentioned. The
CFR further mentions the “physical, mental, moral or social development” in the context of
the prohibition of child labor and protection of young people at work (Art. 32, para. 2); in the
German version “moral” is translated with “sittliche”, whereas the French, Spanish and Ital-
ian correspond with the English one. Last but not least, Art. 165, para. 2 TFEU refers to the

ZabRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://www.zaoerv.de

544 Frischhut

According to the ECJ, morality has a cultural, a regional and a temporal
component. While morality changes over the years (evolutionary charac-
ter),”® it is different from country to country (“in its territory”) and is based
on certain values (“in accordance with its own scale of values”). That is why
the ECJ, in a way of judicial self-restraint, has accepted the Member State’s
competence in determining their understanding of morality. This morality
(as mentioned in Art. 36 TFEU), is a public one, so in a way collective and
in this context defined by public authorities, not by individuals.

Member States” competence to determine their understanding of public
morality is only limited, yet not actively determined. First, it is limited, if it
proves to be a form of double moral or discrimination®; or, second, if the
national law (or administrative practice) is incoherent. The ECJ’s approach
in this context can be qualified as balanced, or as achieving an Aristotelian
golden mean.'®

The reaction of some Member States in the wake of this generally ex-
panding — but still balanced — approach of the ECJ can be qualified as an
“umbrella philosophy”, trying to establish a “principle of non-interference”
of EU law with their nationally determined morality. In this field of nega-
tive integration'®" (application of EU fundamental freedoms by the EC]J),
only a negative (defending) way of dealing with morality (not even with
ethics) can be observed.

Accordingly, the next chapter will focus on positive integration (harmo-
nization of national law by means of EU legislation) mainly addressing in-
dividuals. I will analyse, in which context (sectors) and in which directives
and regulations the terms of ethics and morality occur. Furthermore, I will
focus on the question if at all, and to what degree, the content of the rele-
vant concept of ethics or morality can be determined in a “clear and pre-

“physical and moral integrity of sportsmen and sportswomen”; in the German version “mor-
al” is translated with “seelisch” (so rather referring to the soul), whereas the French, Spanish
and Italian, again, correspond with the English one. In the latter situation, the EU can take
action against doping; see e.g. ECJ Case C-519/04 P EU:C:2006:492 margin number 43 — Me-
ca-Medina and Majcen v. Commission, referring to “ethical values in sport”.

98 See VI.4.

99 ECJ Case C-542/09 EU:C:2012:346 margin number 41 — Commission v. Netherlands,
(“according to settled case-law, discrimination can arise only through the application of dif-
ferent rules to comparable situations or the application of the same rule to different situa-
tions”).

100 Ch. Megone, Aristotelian Ethics, in: R. Chadwick, The Encyclopedia of Applied Eth-
ics, 2012, 189 et seq., 197 (“The virtuous state of character lies in a mean relative to us”).

101 According to C. Baudenbacher/F. Bremer, European State Aid and Merger Control in
the Financial Crisis, Journal of European Competition Law & Practice 1 (2010), 267, “[t]his
distinction was first made by the Dutch economist Jan Tinbergen”.
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dictable” manner, so providing a positive and not only a negative (non-
interference) understanding.

V. Individuals as Addressees

Other than in the examples identified so far, where we have seen that on-
ly the term (public) moral(ity) has been exerted, in the following chapter it
is mainly the term ethic(al) that occurs.

1. The Consequences of Unethical Practice and Behaviour
(Continued)

In the introduction we have already seen some examples of those practi-
cal consequences (no funding, stringent ethics review, no patient mobility),
arising in cases of unethical practice and behaviour.

One very important ethical obligation arising in the field of bioethics is
the issue of good clinical practice, which is defined as “a set of international-
ly recognised ethical and scientific quality requirements which must be ob-
served for designing, conducting, recording and reporting clinical trials that
involve the participation of human subjects”.'® Clinical trials have to be
“scientifically sound and guided by ethical principles in all their aspects”.'®
Furthermore in the field of medical devices, a favourable opinion of the rel-
evant ethics committee can be required.'

102 Art. 1, para. 2 Directive 2001/20/EC on the Approximation of the Laws, Regulations
and Administrative Provisions of the Member States Relating to the Implementation of Good
Clinical Practice in the Conduct of Clinical Trials on Medicinal Products for Human Use,
O.]. 2001, L 121/34; will be repealed by Regulation 536/2014/EU on Clinical Trials on Medic-
inal Products for Human Use [etc.], Art. 4 (et passim), O.]. 2014, L 158/1 (the new definition
of “good clinical practice” can be found in Art. 2, para. 2 subpara. 30).

103 Art. 2, para. 3 Commission Directive 2005/28/EC Laying Down Principles and De-
tailed Guidelines for Good Clinical Practice as Regards Investigational Medicinal Products
for Human Use, as well as the Requirements for Authorization of the Manufacturing or Im-
portation of Such Products, O.]. 2005, L 91/13. See also V. Stihlinger/M. Hackl, Research
Ethics Committees in the Field of Health-Related Human Research, European Journal of
Health Law 21 (2014), 387.

104 Art. 15 (et passim) Directive 93/42/EEC Concerning Medical Devices, O.]. 1993, L
169/1, as amended by O.]. 2007, L 247/21. See also Art. 10, para. 2 subpara. 2 Council Di-
rective 90/385/EEC on the Approximation of the Laws of the Member States Relating to Ac-
tive Implantable Medical Devices, O.J. 1990, L 189/17; as amended by O.]. 2007, L 247/21;
repeal proposed by COM (2012) 542 final 26.9.2012.
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Not only in the strict medical field, but also in a broader health related
field, ethics can create obligations, so for example in case of food labelling,
where labelling requirements can refer to situations “where a food may give
rise to ethical or religious concerns”.'®

In the context of the already mentioned Horizon 2020 program, we find
an interesting consequence which, first, does not result in an obligation, but
a kind of veto right for the Commission, and which, second, has an exter-

1 . . . .. 107
nal'® perspective; according to this provision:'°

“The grant agreement may provide that the Commission or the relevant fund-
ing body may object to transfers of ownership or to grants of an exclusive licence
to third parties established in a third country not associated with Horizon 2020, if
it considers that the grant or transfer is not in accordance with the interests of
developing the competitiveness of the Union economy, or is inconsistent with
ethical principles or security considerations”.

Although legally not binding, according to the European Charter for Re-
searchers, researchers should not only “adhere to the recognised ethical
practices and fundamental ethical principles”, but also “need to be aware
that they are accountable [on] ethical grounds, towards society as a

Whole” 108

105 Art. 13, para. 2 (b) Regulation 1829/2003/EC on Genetically Modified Food and Feed,
O.]. 2003, L 268/1; as amended by O.]. 2008, L 97/64; amendment proposed by COM (2013)
265 final 6.5.2013.

106 Art. 4, para. 3, Art. 8, para. 4, 22" recital Council Directive 2009/50/EC on the Condi-

tions of Entry and Residence of Third-country Nationals for the Purposes of Highly Quali-
fied Employment, O.]. 2009, L 155/17, entails an external paternalistic perspective, as in order
to guarantee ethical recruitment policies, Member States should not issue “blue cards” in or-
der to avoid a brain-drain in developing countries, especially in the health sector.
107 Art. 44, para. 3 Regulation 1290/2013/EU (note 9) (emphases added). For a similar provi-
sion see also Art. 7, para. 2 Regulation No 1314/2013/Euratom on the Research and Training
Programme of the European Atomic Energy Community (2014-2018) Complementing the
Horizon 2020 Framework Programme for Research and Innovation, O.]. 2013, L 347/948.
Other examples make sure that research carried out outside the Union is equally ethical: Art.
14, para. 1 Regulation 1290/2013/EU (note 9); Art. 8, para. 3 (ib) and Annex I, 8* recital Di-
rective 2001/83/EC on the Community Code Relating to Medicinal Products for Human
Use, O.]. 2001, L 311/67, as amended by O.]. 2012, L 299/1; Annex I, 2b (et passim) Decision
556/2014/EU on the Participation of the Union in a Second European and Developing Coun-
tries Clinical Trials Partnership Programme (EDCTP2) Jointly Undertaken by Several Mem-
ber States, O.]. 2014, L 169/38.

108 Annex Commission Recommendation 2005/251/EC on the European Charter for Re-
searchers and on a Code of Conduct for the Recruitment of Researchers, O.]. 2005, L 75/67
(emphases added).
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At last, although stepping into a very specific field (fisheries),'™ so called

end-users'' are “responsible for correct and appropriate use of the data
with regard to scientific ethics”.""

Thus, as we can see, unethical practice or behaviour can have important
consequences and this raises the question: What has to be understood by
ethics? Before we proceed to this question and how the content of this term
is determined, we can also identify, similarly to what we have seen above,'"
a category where ethics is primarily used to serve as a national protection

shield of non-interference.

2. Category of Non-Interference

One noteworthy example of such a protection shield can be found in
Horizon 2020 concerning embryonic stem cells. As we have seen in the in-
troduction, the use of human stem cells is “subject to stringent ethics re-
view”; this provision continues by stating that “[n]o project involving the
use of human embryonic stem cells should be funded that does not obtain
the necessary approvals from the Member States”.'"® Also in the context of
Horizon 2020, ethics is attributed to the national level, when participants
have to “comply with national legislation, regulations and ethical rules in
the countries where the action will be carried out™."™*

A similar provision can be found in the directive on in vitro diagnostic
medical devices, which — apart from referring to the Biomedicine Conven-

109 Council Regulation 199/2008/EU Concerning the Establishment of a Community
Framework for the Collection, Management and Use of Data in the Fisheries Sector and Sup-
port for Scientific Advice Regarding the Common Fisheries Policy, O.J. 2008, L 60/1.

110 Art. 2 (i) Council Regulation 199/2008/EU (note 109), “means bodies with a research
or management interest in the scientific analysis of data in the fisheries sector”.

111 Art. 22, para. 1 (c) Council Regulation 199/2008/EU (note 109).

112 See IV.

113 31+ recital (see also Art. 19, para. 4) Regulation 1291/2013/EU (note 8).

114 Art. 23, para. 9 Regulation 1290/2013/EU, (note 9). See also Declaration No 34 on
Art. 163 TFEU, O.]. 2007, C 306/261: “The Conference agrees that the Union’s action in the
area of research and technological development will pay due respect to the fundamental orien-
tations and choices of the research policies of the Member States”.
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tion'"® — emphasizes that “national regulations relating to ethics continue to
» 116

apply”.

The wording is even stronger in case of genetically modified food and or-
ganisms, where reference is made to “the competence [sic/] of Member
States as regards ethical issues”.""”

Another recent example is the already mentioned case of patient mobility.
After a long series of cases decided by the ECJ based on the freedom of ser-
vices, the European legislators finally decided to take control. However, as
the definition of a service follows a very broad concept, some Member
States feared the application of this directive to sensitive issues “like eutha-
nasia, DNA-testing or IVF”.""® It had not been the Council of Ministers,
but the European Parliament, that, at a very early stage of the legislative
procedure, proposed amendments making clear that “[n]o provision of this
Directive should be interpreted in such a way as to undermine the funda-
mental ethical choices of Member States”.'"® This was strengthened by em-
phasizing that “[n]otwithstanding those common values it is accepted that
Member States take different decisions on ethical grounds as regards the
availability of certain treatments and the concrete access conditions [and
that this] Directive is without prejudice to ethical diversity”.'*® The text of
the finally adopted directive states that “[n]o provision of this Directive
should be interpreted in such a way as to undermine the fundamental ethical
choices of Member States”."”" The question remains, as to whether this
principle of non-interference has to be interpreted in a narrow sense, as it
requires “fundamental” ethical choices.

115 Council of Europe, Convention for the Protection of Human Rights and Dignity of
the Human Being with Regard to the Application of Biology and Medicine: Convention on
Human Rights and Biomedicine, C.E.T.S. No. 164.

116 331 recital (see also Art. 1, para. 4 and Art. 9, para. 4 subpara. 2) Directive 98/79/EC
on In Vitro Diagnostic Medical Devices, O.]. 1998, L 331/1, as amended by O.J. 2011, L
341/50.

117 420 recital Regulation 1829/2003/EC (note 105); 57 recital (see also Art. 29, para. 1)
Directive 2001/18/EC on the Deliberate Release into the Environment of Genetically Modi-
fied Organisms [etc.], O.]. 2001, L 106/1, as amended by O.]. 2015, L 68/1.

118 W. v. Hoof/G. Pennings, Extraterritorial Laws for Cross-Border Reproductive Care:
The Issue of Legal Diversity, European Journal of Health Law 19 (2012), 187, 194.

119 6% recital European Parliament Legislative Resolution on the Proposal for a Directive
of the European Parliament and of the Council on the Application of Patients’ Rights in
Cross-border Healthcare, O.]. 2010, C 184 E/368.

120 14% recital European Parliament Legislative Resolution, (note 119); for those values
mentioned, see O.]. 2006, C 146/1.

121 7% recital Directive 2011/24/EU, (note 10). 53" recital (see also Art. 11, para. 1 subpa-
ra. 3) leg. cit., also states that the principle of “recognition of prescriptions from other Mem-
ber States should nor affect any professional or ethical dutry that would require pharmacists to
refuse to dispense the prescription” (emphasis added).
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In the context of the legal protection of biotechnological inventions the
TRIPs Agreement foresees the possibility to exclude from patentability in-
ventions, if it is against ordre public or morality.' When making use of this
possibility, the directive makes clear that “ordre public and morality corre-
spond in particular to ethical or moral principles recognised in a Member
State”.'”®

Again, before drawing our attention to the question of what are funda-
mental ethical choices, we have to take one step back and have to see, how

(and by whom) the content of those terms of ethics is determined.

3. Determination of Content

An analysis of the examined documents displays that the content can ei-
ther be determined, by (1.) ethics committees or (2.) codes of conduct, in
both cases either at (a.) EU or (b.) national level."* Determination can also
take place by (3.) references to other (international) documents. We will
then see (4.) a category, where some hints are provided regarding the con-
tent or understanding of ethics, and, finally, (5.) a category, where ethics re-
mains undetermined.

(1a.) Starting from a vertical perspective at the EU level, it is also possible
to identify from a horizontal perspective the relevant institution in charge of
determining the understanding of ethics. It is neither the Council of Minis-
ters, nor the European Parliament, which is in charge of this task.'” In
Horizon 2020 it is the Commission'®® that “shall systematically carry out
ethics reviews for proposals raising ethical issues” by verifying “the respect
of ethical principles and legislation”."”” From a procedural perspective, this
“process of the ethics review [has to be] as transparent as possible”.'*® Fur-

122 36 recital Directive 98/44/EC , (note 31).

128 39t recital Directive 98/44/EC, (note 31). The linguistic ambiguities in this context
(singular vs. plural) have already been mentioned (note 45). 9" recital Directive 2001/18/EC
(note 117), also refers to “ethical principles recognised in a Member State”.

124 Of course, further determination of ethics can also take place throughout ordinary
implementation of directives: e.g. Art. 21, para. 1 Directive 2006/43/EC (note 58).

125 Of course, both institutions together (based on a proposal of the Commission) can is-
sue EU Secondary law referring to ethics, as we have already seen. See also VL., 3.

126 T will not further elaborate on examples of Comitology, where the Commission takes
implementing measures on professional ethics, as for example, in 9% recital, Art. 21, para. 2
Directive 2006/43/EC (note 58), except for referring to international documents; see V., 3., (3).

127 Art. 14, para. 1 Regulation 1290/2013/EU (note 9).

128 Art. 14, para. 2 Regulation 1290/2013/EU (note 9). See also Art. 18, para. 6 according
to which “[tlhe grant agreement shall, where appropriate, contain provisions ensuring the
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ther details implementing this legal requirement can be found on the Com-
mission’s webpage, describing the different steps (ethics self-assessment by
the applicant, followed by an ethics screening and an ethics assessment by
ethics experts).”” An institution not mentioned in this “Regulation Hori-
zon 2020 Rules for Participation”, is the already mentioned European
Group on Ethics in Science and New Technologies (EGE). Also according
to the “Regulation Establishment Horizon 2020”, the EGE opinions
“should [only] be taken into account”.'®

Following the Group of Advisers on the Ethical Implications of Biotech-
nology (GAEIB) which was created in November 1991, the EGE was estab-
lished in December 1997."°" According to its current mandate, EGE is an
“independent, pluralist and multidisciplinary” body of 15 members ap-
pointed ad personam who’s task is to “advise the Commission on ethical
questions relating to sciences and new technologies, either at the request of
the Commission or on its own initiative”."® So far,'*®* EGE has issued 28
(legally non-binding) opinions which, amongst other documents and rele-
vant information, are accessible on its webpage.' Several of these opinions
have been taken into account in the EU’s legislative process,'® although
EGE’s role has been seen very critically,*® also as regards its composition.
EGE’s 15 members are appointed not by the college of 28 Commissioners,

respect of ethical principles, including the establishment of an independent ethics board and
the right of the Commission to carry out an ethics audit by independent experts” (emphases
added).

129 For more details see European Commission, Horizon 2020 Online Manual Ethics,
<http:// http://ec.europa.eu> (accessed 31.3.2015).

130 29% recital Regulation 1291/2013/EU (note 8). Similar in 18" recital Regulation
1314/2013/Euratom (note 107).

131 For EGE’s history and additional details see A. Plomer, The European Group on Eth-
ics: Law, Politics and the Limits of Moral Integration in Europe, E.L.J. 14 (2008), 839, 841; M.
Tallacchini, Governing by Values. EU Ethics: Soft Tool, Hard Effects, Minerva 47 (2009), 281,
287 et seq.

132 Art. 2 and Art. 3, para. 2 Commission Decision 2010/1/EU on the Renewal of the
Mandate of the European Group on Ethics in Science and New Technologies, O.]. 2010, L
1/8.

133 Valid as of March 2015.

134 See note 22.

135 E.g. 19" recital Directive 98/44/EC (note 31); 6™ recital Commission Recommendation
2008/345/EC (note 9); 28" recital Regulation 1394/2007/EC on Advanced Therapy Medicinal
Products [etc.], O.]. 2007, L 324/121, as amended by O.]. 2010, L 348/1; 33 recital Directive
2004/23/EC on Setting Standards of Quality and Safety for the Donation, Procurement, Test-
ing, Processing, Preservation, Storage and Distribution of Human Tissues and Cells, O.].
2004, L 102/48, as amended by O.]. 2009, L 188/14.

136 A, Plomer (note 131).

ZadRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://ec.europa.eu
http://www.zaoerv.de

“EU?”: Short for “Ethical” Union? The Role of Ethics in European Union Law 551

but by the president of the Commission only."®” Based on this mandate'®®
and the current decision of appointment'® the present 15 members will
serve until January 2016.

Notwithstanding this criticism, there are several legislative documents re-
ferring to EGE in different ways. One year after its establishment in 1997,
Directive 98/44/EC on biotechnological inventions, provided that EGE
“evaluates all [sic/] ethical aspects of biotechnology”.'*

In the field of Genetically Modified Organisms (GMOs), Directive
2001/18/EC on the deliberate release into the environment of GMOs ruled
that “the Commission shall, on its own initiative or at the request of the Eu-
ropean Parliament or the Council, consult any commiattee it has created with
a view to obtaining its advice on the ethical implications of biotechnology,
such as [EGE]”."" Such consultation has to be “conducted under clear rules
of openness, transparency and public accessibility”'** and “with a view to
obtaining advice on ethical issues of a general nature regarding the deliber-
ate release or placing on the market of GMOs”.'* Always keeping in mind
the fact that EGEs opinions are not legally binding, the wording in Regula-
tion 1829/2003/EC on genetically modified food and feed is alleviated, as
the “Commission, on its own initiative or at the request of a Member State,
may consult [EGE] or any other appropriate body”."* Not as regards to
the procedure (consultation), but to the output, it was provided that the
opinions have to be made “available to the public”.'*

(1b.) Continuing this vertical perspective, we can also find references to
ethics committees referring to the national level. As mentioned above, sev-
eral documents emphasize the “competence of Member States as regards
ethical issues”,'*® so it is not surprising that after referring to EGE, Di-
rective 2001/18/EC (deliberate release of GMO) emphasizes that “Member
States should [also] be able to consult any committee they have established
with a view to obtaining advice on the ethical implications of biotechnolo-

187 Art. 3, para. 1 Commission Decision 2010/1/EU (note 132).

138 Art. 6 and Art. 1 Commission Decision 2010/1/EU (note 132).

139 Decision 2011/115/EU of the President of the European Commission on the Ap-
pointment of the Members of the European Group on Ethics in Science and New Technolo-
gies for its Fourth Mandate, O.]. 2011, C 12/9.

140 44t recital and Art. 7 Directive 98/44/EC (note 31).

141 Art. 29, para. 1 Directive 2001/18/EC (note 117) (emphases added).

142 Art. 29, para. 2 Directive 2001/18/EC (note 117).

143 57 recital Directive 2001/18/EC (note 117).

144 Art. 33, para. 1 Regulation 1829/2003/EC (note 105).

145 Art. 33, para. 2 Regulation 1829/2003/EC (note 105).

146 57 recital Directive 2001/18/EC (note 117).
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gy”.'""" The same is true for clinical trials, where Regulation 536/2014/EU
emphasizes that “[i]t should be left to the Member State concerned to de-
termine the appropriate body or bodies to be involved in the assessment of
the application to conduct a clinical trial and ro organise the involvement of
ethics committees within the timelines for the authorisation of that clinical
trial”.'*®

The term ethics committee is defined as “an independent body estab-
lished in a Member State in accordance with the law of that Member State
and empowered to give opinions for the purposes of this Regulation, taking
into account the views of laypersons, in particular patients or patients’ or-
ganisations”.'*? As Regulation 536/2014/EU is going to replace Directive
2001/20/EC,™ it is interesting to see the changes with regard to ethics
committees, one difference being the definition of an ethics committee. The
new definition is more general, that is less detailed, (“give opinions for the
purposes of this Regulation”), and does not provide requirements for the
members, as the directive'' did previously (“consisting of healthcare pro-
fessionals and non-medical members”). At least the new regulation provides
that “the views of laypersons, in particular patients or patients’ organisa-
tions”"* have to be taken into account.

As already mentioned, a favourable opinion of the relevant ethics com-
mittee can also be required in the field of medical devices, before manufac-
turers are allowed to commence certain clinical investigations.'*® Evaluation
by and consultation with national or local ethics committees is also foreseen
for nanosciences and nanotechnologies research,'™ or in the case of ionizing
radiation.'®

So far, we have seen examples of specific ethics committees. In the field of
advanced therapy medicinal products, the relevant regulation does not pro-

147 58t recital Directive 2001/18/EC (note 117) emphases added).

148 18 recital (emphases added).

149 Art. 2, para. 2 subpara. 11 Regulation 536/2014/EU (note 102); see also Art. 4, Art. 44,
para. 3, et passim.

150 Art. 2 (k) Directive 2001/20/EC (note 102), “responsibility [...] to protect the rights,
safety and wellbeing of human subjects involved in a trial and to provide public assurance of
that protection, by, among other things, expressing an opinion”.

151 For further details see also 6™ recital and Art. 6 Commission Directive 2005/28/EC
(note 103).

152 See also 18 recital Regulation 536/2014/EU (note 102), for further details.

153 Directive 93/42/EEC (note 104); Council Directive 90/385/EEC (note 104).

154 Annex, 4.1.7 and 4.1.9 Commission Recommendation 2008/345/EC (note 9).

155 Art. 55, para. 2 (e) Council Directive 2013/59/Euratom Laying Down Basic Safety
Standards for Protection against the Dangers Arising from Exposure to Ionising Radiation
[etc.], O.]. 2014, L 13/1.
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vide for a specific ethics committee. Nonetheless, ethics is (only) one of the
competences to be covered in the composition of the “Committee for Ad-
vanced Therapies”.'*®

A combined approach of both EU (the role of the European Commission
has already been described) and national ethical scrutiny can be found in
Horizon 2020, where participants are not only obliged to “comply with na-
tional legislation, regulations and ethical rules in the countries where the
action will be carried out”, but also “[w]here appropriate, [to] seek the ap-
proval of the relevant national or local ethics committees prior to the start of
the action”."’

Hence, as we have seen, ethics committees can not only issue opinions on
request or on their own initiative (for example, EGE), but can also play a
decisive role in authorization procedures, not only for research grants, but
also for manufacturing processes.

One task of ethics committees can also be to issue codes of conduct.
Codes of conduct have the clear advantage that they are more detailed than
just a general reference to ethical standards.

(2a.) At EU level®® we find the already mentioned “Code of Conduct for
responsible nanosciences and nanotechnologies research” which, however,
is not exclusively'® on ethics. “This Recommendation provides Member
States with an instrument to undertake further initiatives to ensure safe, eth-
ical and sustainable nanosciences and nanotechnologies research in the Eu-
ropean Union”."® So, ethics is only part of the general principles mentioned
therein.

Again at EU level, we find another (non-binding) recommendation, the
already mentioned European Charter for Researchers, which, apart from
referring to recognized ethical principles and so forth, also requires re-
searchers to “adhere to [...] ethical standards as documented in the different
national, sectoral or institutional codes of ethics”®'. Tt therefore does not
create a code of conduct, but just refers to existing ones, also at national lev-

el.

156 11t recital and Art. 21, para. 2 Regulation 1394/2007/EC (note 135).

157 Art. 23, para. 9 Regulation 1290/2013/EU (note 9) (emphases added).

158 For some examples of institutional codes of conduct at EU level see II1.

159 In Annex, 3.1 Council Decision 2008/210/EC (note 52), we find reference to a “code
of ethics for the prisons system”.

160 13t recital Commission Recommendation 2008/345/EC (note 9).

161 Annex section 1 Commission Recommendation 2005/251/EC (note 108) (emphases
added). Cf. also Annex Commission Recommendation 77/534/EEC (note 47), “The code’s
objective is to establish standards of ethical behaviour on a Community-wide basis [...].”
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(2b.) After those two examples of non-binding recommendations, we also
find an obligation for the Member States regarding the transposition of EU
directive against child pornography, according to which Member States
have to undertake preventive action “such as the drawing up and reinforce-
ment of a code of conduct and self-regulatory mechanisms in the tourism
industry, the setting-up of a code of ethics” and so forth."” Although the
transposition of the directive into national law is binding in itself, the Mem-
ber States enjoy thus some flexibility as regards the form and methods of
achieving this goal.

In the case of the EU services directive, we find a provision which en-
courages “the setting up of codes of conduct, in particular, by professional
bodies, organisations and associations at Community level”. Similar to the
case of the example of nanosciences, this code of conduct is also not only
about (professional) ethics.'®

(3.) Accordingly, after ethics committees and codes of conduct, determin-
ing the content of ethics, we proceed to another category, which comprises
references to other international documents.

In the field of good clinical practice and medical devices, reference is
made to the “Declaration of Helsinki on Ethical Principles for Medical Re-
search Involving Human Subjects”, adopted by the World Medical Associa-
tion."® Although the references vary in wording (“as for instance reflected
in [...]7;'®® “[c]linical trials shall be conducted in accordance with [...]7;'®®
“[c]linical investigations shall be made in accordance with [...]” and it is
“mandatory that all measures relating to the protection of human subjects
are carried out in the spirit of [...]”;'®” “in accordance with the ethical prin-
ciples that are reflected, for example, in [...]”),'® this Helsinki Declaration
has the advantage not only of having been elaborated at a “worldwide” ba-
sis, but also of providing relatively detailed rules as regards to ethical behav-
iour. Of course it has to be acknowledged that EU law can only refer to

162 33rd recital Directive 2011/92/EU on Combating the Sexual Abuse and Sexual Exploi-
tation of Children and Child Pornography [etc.], O.J. 2011, L 335/1 (emphases added).

163 114t recital Directive 2006/123/EC (note 58). The 113™ recital is also about ethics,
however in this case those codes of conduct (drawn up by “interested parties” at EU level) are
only mentioned insofar as they have to be “compatible with legally binding rules governing
professional ethics and conduct in the Member States”.

164 World Medical Association, WMA Declaration of Helsinki - Ethical Principles for
Medical Research Involving Human Subjects, <http://www.wma.net> (accessed 31.3.2015).

165 20d recital Directive 2001/20/EC (note 102).

166 Art. 3, para. 2 Commission Directive 2005/28/EC (note 103).

167 Annex 7, 2.2 Council Directive 90/385/EEC (note 104); also Annex X, 2.2 Directive
93/42/EEC (note 104).

168 Annex I, 8% recital Directive 2001/83/EC (note 107).
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such detailed guidelines if they exist and have been elaborated by an
acknowledged body in the relevant field.

One example already mentioned also falls into this category, namely, the
directive on in vitro diagnostic medical devices, which for ethical issues with
regard to “the removal, collection and use of tissues, cells and substances of
human origin”, refers to the Council of Europe’s Biomedicine Conven-
tion.'®

It is also worth mentioning the example of the directive on statutory au-
dits, which requires adherence to “highest ethical standards”."® In this con-
text, it’s the Commission’s task to “adopt implementing measures on pro-
fessional ethics as minimum standards [and when] doing so, it might consid-
er the principles contained in the International Federation of Accountants
(IFAC) Code of Ethics”.""" So, the Commission is invited to take this inter-
national code into account.

Last but not least, there is also one example, where in the context of bio-
cidal products reference is made to “internationally accepted ethical stand-
ards”, without further guidance of how these standards are defined.”

(4.) Apart from ethics committees, codes of conduct and references to in-
ternational documents, we can also cluster one category, where EU law'"®
itself provides some information ex ante as to what is seen as ethical.'”

In the context of placing of proprietary medicinal products on the mar-
ket, we find an example of a clear statement as to what is seen as unethical
and what should be the consequences: “[S]ince a full placebo comparison
will not often be feasible or ethically acceptable in convulsive epilepsy, it is
important in the later phases of evaluation to carry out controlled (random-
ized) clinical trials [...]”."" Also in the field of medicinal products for hu-
man use we find some thoughts on the treatment of control groups against
the background of ethical considerations: “Thus it may, in some instances,
be more pertinent to compare the efficacy of a new medicinal product with

169 See note 115. Art. 1, para. 4 Directive 98/79/EC (note 116).

170 9t recital Directive 2006/43/EC (note 58).

171 9t recital Directive 2006/43/EC (note 58).

172 Annex 1V, 1.1.3 Regulation 528/2012/EU Concerning the Making Available on the
Market and Use of Biocidal Products, O.]. 2012, L 167/1, as amended by O.]. 2014, L 103/22.

173 There are also examples, where EU Secondary law just refers to another of its kind,
mainly to Directive 2001/20/EC (note 102); that is the case for the following examples: Art. 8,
para. 3 (ib) and Annex I, 8" recital Directive 2001/83/EC (note 107); 16" recital Regulation
1394/2007/EC (note 135).

174 For one example (Regulation 440/2008/EC) already described in respect of language
ambiguity (note 50).

175 Annex IX, 6 Council Recommendation 87/176/EEC Concerning Tests Relating to the
Placing on the Market of Proprietary Medicinal Products, O.]. 1987, L 73/1.
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that of an established medicinal product of proven therapeutic value rather
than with the effect of a placebo”.'”® The same directive also exempts appli-
cants from certain documentation if “it would be contrary to generally ac-
cepted principles of medical ethics to collect such information”.'”’

In Horizon 2020 actions falling within the scope of “Regulation Horizon
2020 Rules for Participation” should “be in conformity [...] with ethical
principles, which include avoiding any breach of research integrity”.'”® In
addition, Art. 19 (entitled “Ethical principles”) of “Regulation Establish-
ment Horizon 20207, after stipulating that “[a]ll the research and innova-
tion activities carried out under Horizon 2020 shall comply with ethical
principles [and human rights]”, excludes the following fields of research
from funding: Human cloning for reproductive purposes, modification of
the genetic heritage of human beings and “research activities intended to
create human embryos solely for the purpose of research or for the purpose
of stem cell procurement, including by means of somatic cell nuclear trans-
fer”.'”® This can be seen as a European consensus with regard to bioethics,
although one could argue that this provision is “only” about funding and
not about the legality of these activities.

Although this paper is based on a broad understanding of bioethics, the
examples mentioned so far always referred to humans. Nonetheless, there
are also examples where the beneficiaries of ethical or moral principles are
not humans, but animals, plants or the environment.'® Especially animals
are protected by ethical principles in different fields.

Bearing some resemblance to human dignity,'' the directive on the pro-
tection of animals used for scientific purposes asserts that animals “have an
intrinsic value which must be respected”.'® As a practical consequence aris-
ing from this approach, “animals should always be treated as sentient crea-
tures and their use in procedures should be restricted to areas which may
ultimately benefit human or animal health, or the environment”, and their
use “for scientific or educational purposes should therefore only be consid-
ered where a non-animal alternative is unavailable”."® This directive pro-

176 Annex I, Part I, 5.2.5.1 Directive 2001/83/EC (note 107).

177 Annex I, Part I, 6 Directive 2001/83/EC (note 107).

178 9th recital Regulation 1290/2013/EU (note 9).

179 Art. 19, para. 3 Regulation 1291/2013/EU (note 8).

180 Annex, 3.2 Commission Recommendation 2008/345/EC (note 9) (“not harm or create
a biological, physical or moral threat to people, animals, plants or the environment, at present
or in the future”).

181 See VI, 2.

182 12t recital Directive 2010/63/EU (note 32) (emphasis added); and further refers to
“the ethical concerns of the general public as regards the use of animals in procedures”.

183 12t recital Directive 2010/63/EU (note 32).
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vides even more detailed statements with respect to the practical conse-
quences of the intrinsic value of animals, as there are restrictions for the use
of non-human primates.'® Due to ethical considerations the directive also
sets a maximum threshold of permissible pain and therefore prohibits “the
performance of procedures that result in severe pain, suffering or distress,
which is likely to be long-lasting and cannot be ameliorated”.®

Apart from this directive, ethical considerations concerning animals are
also the reason why mass slaughtering has been declared as being, amongst

other things, “ethically questionable”,"®® or, why in certain circumstances

there can even be an “ethical duty to kill productive animals”."®’

After a mere declaration annexed to the Maastricht Treaty'®® and a proto-
col annexed to the Amsterdam Treaty,'® Art. 13 TFEU now entails a hori-
zontal clause according to which both the EU and the Member States shall
“pay full regard to the welfare requirements of animals”, because animals
are “sentient beings”.'® In Horizon 2020, this Art. 13 TFEU is addressed in
the context of respect for “fundamental ethical principles” with the practical
consequence that “the use of animals in research and testing should be re-
duced, with a view ultimately to replacing their use”.'"

Leaving the field of bioethics, the already mentioned directive on statuto-
ry audits provides another example pertaining to this category where some
understandings of the practical consequences of ethics are provided. After

stating that statutory auditors should adhere to “the highest ethical stand-

184 17 recital Directive 2010/63/EU (note 32): “Due to their genetic proximity to human
beings and to their highly developed social skills, the use of non-human primates in scientific
procedures raises specific ethical and practical problems in terms of meeting their behavioural,
environmental and social needs in a laboratory environment”. (emphases added).

185 23+ recital Directive 2010/63/EU (note 32). All those ethical considerations have to be
taken into account for project evaluation (38" recital; Art. 38, para. 2 [d]).

186 Para. 18 Court of Auditors, Special Report No 1/2000 on Classical Swine Fever, To-
gether With the Commission’s Replies, O.]. 2000, C 85/1: “mass slaughtering is expensive,
ethically questionable, wasteful of food resources and may destroy genetically valuable ani-
mals”.

187 12 recital Council Regulation 1099/2009/EC on the Protection of Animals at the
Time of Killing, O.J. 2009, L 303/1, amendment proposed by COM (2013) 265 final 6.5.2013.

188 0 J. 1992, C 191/103.

189 O . 1997, C 340/110.

190 As protocols also pertain to EU Primary law, the transfer from protocol to Treaty
provision had more of a symbolic than a legal significance. Neither the declaration nor the
protocol had entailed this rationale that animals are sentient beings.

191 29% recital Regulation 1291/2013/EU (note 8). Similar in 18% recital Regulation
1314/2013/Euratom (note 107). Animal welfare “and other ethical issues” are also addressed
in Annex I, Part III, 2.2.3 Council Decision 2013/743/EU Establishing the Specific Pro-
gramme Implementing Horizon 2020 - the Framework Programme for Research and Innova-
tion (2014-2020) [etc.], O.]. 2013, L 347/965.
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ards”, provides that they should be “subject to professional ethics, covering
at least their public-interest function, their integrity and objectivity and
their professional competence and due care”;'® further details have to be
implemented by the Member States.'**

Last but not least, it is worth mentioning one example, where ethics is
not determined by the EU, Member States and so forth on a collective basis,
but by a single business entity. According to the Regulation on European
social entrepreneurship funds, so called “[q]ualifying social entrepreneur-
ship funds should invest in a manner consistent with their ethical invest-
ment strategy, for instance they should not undertake investments that fi-
nance the weapons industry, that risk breaches of human rights or that en-
tail electronic waste-dumping”.""

(5.) After having seen determination by ethics committees, codes of con-
duct, references to international documents and further information provid-
ed by EU law itself, we finally arrive at the last category, that is, EU law,
where ethics remains undetermined.

Although this example has already been mentioned in the category of
non-interference, if patients do not have a right to cross-border healthcare
because the directive (codifying ECJ case-law on that issue) shall not “un-
dermine the fundamental ethical choices of Member States”,'®® we could be
satisfied because it is up to the Member States to determine their under-
standing of fundamentally unethical forms of treatment. However, this un-
determined provision can have a significant impact on patients seeking
cross-border healthcare.

Having mentioned this impact related argument, some of the following
examples could be seen as being less of a problem. However, contrary to the
previous example referring to the relevant entity to determine ethics in this
regard (that is the Member States), the following examples provide no in-
formation whatsoever'® on the understanding behind the term of ethics
used in those documents, of both a binding and non-binding nature.

One example of a binding nature is about food law, where it has been
acknowledged that scientific risk assessment alone might not provide all

192 9th recital Directive 2006/43/EC (note 58).

193 See note 124.

194 21+ recital Regulation 346/2013/EU on European Social Entrepreneurship Funds, O.].
2013, L 115/18.

195 7t recital Directive 2011/24/EU (note 10).

196 For another recent example see: Annex IV, Commission Regulation (EU) 2015/445
Amending Regulation (EU) No 1178/2011 as regards Technical Requirements and Adminis-
trative Procedures Related to Civil Aviation Aircrew, O.J. 2015, L 74/1, just referring to “rel-
evant ethical principles”.

ZadRV 75 (2015)

http://www.zaoerv.de
© 2015, Max-Planck-Institut fiir auslandisches offentliches Recht und Volkerrecht


http://www.zaoerv.de

“EU?”: Short for “Ethical” Union? The Role of Ethics in European Union Law 559

necessary information for, but where also “societal, economic, traditional,
ethical and environmental factors” have to be considered."” The reference
to ethics might be very general (one factor amongst others to be taken into
account), but does not mitigate the fact that the concept of ethics remains
undetermined.

Another example refers to the European Council,'*® which expressed in
its Stockholm presidency conclusions from 2001 the need to “strengthen the
European biotechnology sector’s competitiveness”, while ensuring that this
is “consistent with common fundamental values and ethical principles”."
Some could take the view that there is no need for a (purely) political doc-
ument to provide detailed statements, nonetheless also in this case we lack
further guidance as to the understanding of ethics.

The Council (of Ministers) resolution concerning fundamental health-
policy choices is another example of a non-binding document, taking “on-
ly” note of some topics, “which warrant joint consideration”, such as “revi-
sion of medical studies syllabuses in order to incorporate the relevant eco-
nomic, legal, ethical and social aspects necessary to ensure that practitioners
dispense adequate health care”.?” Although there is no further information
on what constitutes an ethical syllabus, the Member States’ competence®’
for both education and health might be the legally-based reason why this
philosophical term should be defined by the Member States.

The same thought can hold true for other health related (non-binding)
documents in the context of cancer screening”” and hereditary illnesses®”
on the one side, and for lifelong learning®® on the other.

Within the shared competence of the internal market,”” we find one ex-
ample of a task in the public interest, which is about “doctors or veterinary

197 19t recital Regulation 178/2002/EC Laying Down the General Principles and Re-
quirements of Food Law, Establishing the European Food Safety Authority and Laying
Down Procedures in Matters of Food Safety, O.]. 2002, L 31/1, as amended by O.]. 2014, L
189/1.

198 Art. 15 TEU.

199 Part I, V1., 44 Presidency Conclusions, Stockholm European Council (23./24.3.2001).

200 Resolution of the Council [etc.] Concerning Fundamental Health-Policy Choices, O.].
1991, C 304/5 (emphasis added).

201 Art. 6 (a) and (¢) TFEU.

202 10 and 23" recitals Council Recommendation on Cancer Screening, O.J. 2003, L
327/34.

203 5t recital Conclusions of the Council [etc.] on Hereditary Illnesses, O.]. 1992, C
148/3.

204 Annex (passim) Recommendation of the European Parliament and of the Council
2006/962/EC on Key Competences for Lifelong Learning, O.]. 2006, L 394/10.

205 Art. 4, para. 2 (a) TFEU.
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bodies ensuring that their members conform to ethical or sanitary rules”.®

This example adds up to our list of undetermined references to ethics,
where a possible solution could be to see those bodies in charge of defining
those ethical rules.

Another (last) economic example derives from the financial crisis, where
the Commission’s banking communication refers several times to “moral
hazard”.*" Moral hazard is addressed in the context of burden-sharing in
the following way:**

“The Crisis Communications clearly spell out that even during the crisis the
general principles of State aid control remain applicable. In particular, in order to
limit distortions of competition between banks and across Member States in the
single market and address moral hazard, aid should be limited to the minimum
necessary [...]. State support should be granted on terms which represent an ade-
quate burden-sharing by those who invested in the bank.”

This last example of an undetermined reference is different. First, it is not
about ethical principles, neither is it about public morality nor morality
alone, but it is about moral hazard. Moral hazard in this context is further-
more not used in a way to attach concrete consequences to a certain behav-
iour; it can rather be seen as the “moral” justification why burden-sharing is
a key concept in this reaction to supporting banks in the wake of the finan-
cial crisis. Most likely this undetermined term does not refer to EU, nation-
al, international or business determined understanding, but most likely to
microeconomics, where moral hazard is defined by Pindyck and Rubinfeld
in the following way: “[I]n general, moral hazard occurs when a party
whose actions are unobserved affects the probability or magnitude of a
payment.”%

They refer to moral hazard in situations of insurances (undue behaviour
of the insured leading to a financial disadvantage for the insurance), or “job
shirking”, both in situations where the (immoral) behaviour cannot be
monitored.”"

206 Annex, 6 II, Commission Recommendation on Data Protection Guidelines for the In-
ternal Market Information System (IMI), O.]. 2009, L 100/12.

207 Paras. 15, 40, 77 and 84 Communication from the Commission on the Application of
State Aid Rules to Support Measures in Favour of Banks in the Context of the Financial Cri-
sis (“Banking Communication”), O.]. 2013, C 216/1. In this context, see e.g. O.J. 2015, L 80, 1
and 49.

208 Para. 15 Communication from the Commission on the Application of State Aid Rules
(note 207), (emphases added).

209 R. Pindyck/D. Rubinfeld, Microeconomics, 2013, 643.

210 R. Pindyck/D. Rubinfeld (note 209), 628 et seq.
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This concept could also be explained by referring to a situation caused by
the immoral behaviour of a single body that is dangerous for a bigger group
(society). Although there is a (micro)economic definition, it describes the
situation but does not shed much light on which behaviour would be seen
as moral or not. Whilst most people would agree to qualify the risky behav-
iour of certain banks to the detriment of taxpayers (whereas bonuses would
still be paid, maybe also with the help of those taxpayers’ subsidies) as im-
moral,”"" we still lack further clarity as to morality as such.

4. Analysis

Summing up the relationship of law and ethics can take place in different
constellations.

It causes no major challenges if, firstly, a legal provision “only” refers to
ethical (or moral) considerations as a supporting argument, why a certain
legal solution has been chosen.”’” In the context of language ambiguities
(ethical vs. moral), we have already seen the example of Directive
2009/30/EC on gas emission which states that consumers “find it morally
unacceptable that their increased use of biofuels could have the effect of de-
stroying biodiverse lands”.”'® There are also examples that refer to ethical or
moral concerns not of a specific group (for example, consumers), but in a
broader way to concerns of the “general public”,"* and other examples®'
that just refer to ethics without mentioning a certain group.

In a second category in this relationship we can identify coexistence of
law and ethics (that is a parallel system), with Directive 98/44/EC on bio-
technological inventions stating that “substantive patent law cannort serve ro
replace or render superfluous [...] compliance with certain ethical stand-
ards”?'® and that “ethical or moral principles supplement the standard legal
examinations under patent law”.?"" Also the already mentioned Stockholm

211 For a good description see M. Sandel, Justice. What’s The Right Thing To Do?, 2010,
12 et seq.

212 Cf. also M. Tallacchini (note 131), 296 et seq.

213 11 recital Directive 2009/30/EC (note 43).

214 See note 182.

215 See note 51.

216 14 recital Directive 98/44/EC (note 31) (emphases added).

217 39" recital Directive 98/44/EC (note 31) (emphasis added). See also: EC] Case C-
377/98 EU:C:2001:523 margin number 80 — Netherlands v. Parliament and Council; Art. 2 (g)
Commission Decision 2014/792/EU on the Early Warning System to be used by Authorizing
Officers of the Commission and by the Executive Agencies, O.]. 2014, L 329/68.
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Presidency Conclusions from 2001 in the context of the general wish of
strengthening the European biotechnology sector’s competitiveness empha-
sized the need to ensure “that those developments occur in a manner which
is healthy and safe for consumers and the environment, and consistent with
common fundamental values and ethical principles and in full compliance
with the existing legislative framework”.”'® Hence, also in this political doc-
ument we can find a coexistence of law and ethics. In the field of transfera-
ble securities we find a noteworthy statement of the European Commission
concerning the relationship of EU harmonization and ethics:*'"

“In parallel with the work of harmonization by Directives, and without preju-
dice to this method which is the only one capable of attaining the objective of
true European integration, the Commission is of the opinion that it could rec-
ommend to the Member States [...] that they should ensure the observation of
certain basic principles [...] are already widely recognized in all the countries of
Europe, but restating and applying them will help to create a common set of pro-
fessional ethics in an ever-changing field”.

Although the Commission acting as the main institution in charge of ini-
tiating new EU legislation (the so called “motor of integration”) cannot
weaken its competence in this field, it has opted for a parallel approach.

Closely linked to the previous category is a third one of so called opening
clanses where legal texts refer to ethics or morality and therefore open the
legal sphere for the philosophical one.

Theoretically, there would also be a fourth category, namely a clash of
ethics and law which could lead to a discussion as it took place between law
and justice. According to the Radbruch formula, for the sake of legal cer-
tainty, in principle “positive law, secured by legislation and power, takes
precedence even when its content is unjust and fails to benefit the people,
unless the conflict between statute and justice reaches such an intolerable
degree that the statute, as ‘flawed law’, must yield to justice”.**° Radbruch’s
formula was an attempt to challenge intolerable unjust law (for example, of
the Nazi regime) by the principle of justice. Radbruch’s approach has to be
seen against the background of legal positivism, whereby law and morality
have been strictly separated.””’ However, as the objective of this paper is to

218 See note 199.

219 Point 4 Commission Recommendation 77/534/EEC (note 47).

220 G. Radbruch, Statutory Lawlessness and Supra-Statutory Law (1946). Translated by
Bonnie Litschewski Paulson and Stanley L. Paulson, Oxford J. Legal Stud. 26 (2006), 7.

221 H. Hart, The Concept of Law, 1994, 268 put it this way “I argue in this book that
though there are many different contingent connections between law and morality there are
no necessary conceptual connections between the content of law and morality: and hence
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depict and analyse the status quo of ethics and morality in EU law, this
challenging task can be left aside.

Coming back to the third category, in EU law we do not have a strict
separation between law on the one side and ethics and morality on the oth-
er, as we have seen many “opening clauses”. Those references in different
legal documents to ethics and morality have been filled with life by ethics
committees, codes of conduct, references to international documents and
further information provided by EU law itself, or rest undetermined. For all
of them but especially for the latter one, the question remains as to which
understanding of ethics should be applied within the EU and how possible
gaps have to be filled.

VI. Not Only Filling a Gap

As a preliminary remark we can identify different beneficiaries of the dif-
ferent references to ethics in EU law. The already mentioned Commission’s
recommendation on responsible nanosciences and nanotechnologies re-
search states that research activities have to be safe, ethical and sustainable
and “should not harm or create a biological, physical or moral threat to
people, animals, plants or the environment, at present or in the future”.”””
Thus, in this case we have multiple beneficiaries. We have also already seen
examples of references to ethics emphasizing the “intrinsic value” of animals
as beneficiaries.””® Concerning humans, special groups that have not been
mentioned so far, are incapacitated subjects” in respect of clinical trials on
medicinal products for human use, and children,” where specific ethical
concerns might arise and should be addressed.

morally iniquitous provisions may be valid as legal rules or principles. One aspect of this sep-
aration of law from morality is that there can be legal rights and duties which have no moral
justification of force whatever”.

222 Annex, 3.2 Commission Recommendation 2008/345/EC (note 9).

223 See note 182.

224 Art. 10, para. 2 Regulation 536/2014/EU (note 102).

225 Annex XIV, 3.2.2 b Council Recommendation 87/176/EEC (note 175); 7" and 9* re-
citals Council Resolution on Paediatric Medicinal Products, O.]. 2001, C 17/1; Art. 10, para. 1
Regulation 536/2014/EU (note 102).
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1. EU Methodology

What do parody and ethics have in common? Well, in both cases EU law
uses those terms without providing a definition. Recently, the Court (Grand
Chamber) ruled in this case on parody as follows:**°

“It should be noted that, since Directive 2001/29 gives no definition at all of
the concept of parody, the meaning and scope of that term must, as the Court has
consistently held, be determined [1.] by considering its usual meaning in every-
day langnage, while also taking into account [2.] the context in which it occurs
and [3.] the purposes of the rules of which it is part [...]”.

Although the EU legislator could have determined ethics, it has implicitly
delegated®” this task to the ECJ, which has to apply a literal interpretation,
a systematic and a teleological one.””® In addition, those terms used in EU
Secondary law have to be interpreted in line with EU Primary law,”* espe-
cially with the EU fundamental rights,” while of course respecting the
equally authentic status of all language versions.”’

Which implications does this involve for ethics? As a preliminary ques-
tion we have to ask if this term is national or EU wide. In general, the ECJ
favours an autonomous interpretation.”*

The variety of documents entailing the term ethics does not allow for a
uniform answer as to whether this term always has to be seen as an auton-
omous concept of EU law. Although we can also find autonomous and uni-
form concepts in those fields which can be attributed to the competence of
the Member States,” it has already been mentioned that the EC]J applies a
judicial self-restraint in such sensitive issues of ethics.”** For a horizontal,
that is cross-sector approach, a systematic and teleological interpretation

226 EC] Case C-201/13 EU:C:2014:2132 margin number 19 - Deckmyn and
Vrijheidsfonds (emphases added).

227 Of course the Member States are essentially free to correct ECJ case-law by changing
Primary law; however, this is not possible for the EU institutions adopting EU Secondary
law.

228 Tt would go beyond the scope of this paper to provide a comprehensive overview on
the issue of interpretation in EU law; for a more detailed overview see: J. Anweiler, Die
Auslegungsmethoden des Gerichtshofs der Europdischen Gemeinschaften, 1997.

229 ECJ Case C-137/11 EU:C:2012:593 margin number 46 — Partena.

230 ECJ Case C-305/05 EU:C:2007:383 margin number 28 — Ordre des barreanx franco-
phones and germanophone; Advocate General Trstenjak Case C-40/11 EU:C:2012:296 margin
number 53 - [ida.

231 See note 30.

282 ECJ Case C-287/98 EU:C:2000:468 margin number 43 — Linster.

283 ECJ Case C-173/09 EU:C:2010:581 margin number 40 — Elchinov.

234 See note 83.
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will not be very helpful, as, first, those two ways of interpretation only ap-
ply in a sectoral way (that is in the context of the specific relevant legal doc-
ument). Second, a teleological interpretation will most likely just lead us to
the realization, that “good” behaviour should be promoted.”® In case of
very broad terms such as ethics, also the usual meaning in everyday lan-
guage (that is literal) will not be too useful. What remains is therefore the
requirement to interpret Secondary EU law in a manner consistent with
primary law, especially with the EU’s fundamental rights.**®

2. Human Rights and Values, Not Religion

There are several documents, especially recent ones in the context of
Horizon 2020 and nanotechnologies research that refer both to (fundamen-
tal) ethical principles and human rights®*” (and here especially the CFR**®).
However, this in itself can only be seen as an indication but not a reason, as
to why human rights and the CFR should play a key role in the following
argumentation.

In a report on the CFR, requested by former Commission president Ro-
mano Prodi, EGE has put it this way: “[T]he respect of the dignity of the
human person is at the root of the ethics of science and new technologies as
well as of human rights”.*** Although this document is not binding, this
quotation reflects a key link between these two spheres, the ethical and the
legal one. The thesis of this paper, on how to determine ethics, is based on
this idea. I therefore argue that in those cases where EU law refers to ethics,
the latter has to be understood based on the EU’s values®® and fundamental
rights.”"’

235 For most of the examined documents, a systematic interpretation will not provide
enough clarity on the understanding of ethics.

236 For the issue of different language version, see IL.

237 Annex, 4.1.15 Commission Recommendation 2008/345/EC (note 9); Annex 1, Part I11,
7.3 and 7.6 Council Decision 2013/743/EU (note 191).

238 9t recital Regulation 1290/2013/EU (note 9); Art. 19, para. 1 Regulation
1291/2013/EU (note 8); Art. 10, para. 1 Regulation 1314/2013/Euratom (note 107).

239 EGE Report on the CFR related to technological innovation, CHARTE 4370/00, 11
(emphases added).

240 Tn this paper it is not possible to explain all values in depth, so I will concentrate on
the key concepts.

241 Trrespective of the well-known differences, for this paper, the terms human rights and
fundamental rights can be treated synonymously. In some earlier cases (i.e. before Art. 2
TEU), the ECJ had referred to the Member States” values (note 82). Nevertheless, nowadays
and in this context, we need to refer to the EU’s values.
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The EU’s values are enshrined in Art. 2 TEU:**?

“The Union is founded on the values of respect for human digniry, freedom,
democracy, equality, the rule of law and respect for human rights, including the
rights of persons belonging to minorities. These values are common to the Mem-
ber States in a society in which pluralism, non-discrimination, tolerance, justice,
solidarity and equality between women and men prevail”.

The EU’s fundamental rights, on the other hand, have been shaped by
various documents, the ECJ case-law (also taking into account the jurispru-
dence of the Strasbourg court), and have finally been codified in the CFR.**

In the argumentation of this paper, human dignity plays a key role. Ac-
cording to the explanations relating to the CFR, human dignity*** is “not
only a fundamental right in itself but constitutes the real basis of fundamen-
tal rights” and “is part of the substance of the rights laid down in this Char-
ter”.”*® Apart from being mentioned as one of the EU’s values, human dig-
nity plays a key role in the CFR within Title I (Dignity) as the Charter’s
first article.”*®

This approach of filling the gaps of a philosophical term (ethics) used in
legal texts from a legal perspective could be criticized by arguing that philo-
sophical terms (ethics) should be defined by philosophers, according to
philosophical methods. Nevertheless, I am convinced that references in legal
texts to ethics and morality have to be seen within the limitation that those
philosophical concepts necessarily have to be reflected within the legal or-
der itself;*"” in other words, concepts that cannot, in one or another way be
traced in the legal order itself (and which therefore are alien to this legal or-
der), consequently cannot come into consideration.

Still, the outcome of both approaches (legal vs. philosophical standpoint)
might not be too different, as in literature the understanding of human dig-
nity itself has been traced back to Kant and the idea that humans should be

242 Emphases added.

243 For the current legal situation see: ECJ Opinion 1/13 EU:C:2014:2454 — accession of
the EU to the ECHR; Editorial comments, The EU’s Accession to the ECHR —a “NO” from
the ECJI, CML Rev. 52 (2015), 1.

244 For both a historic overview and good analyses see R. Andorno, Human Dignity and
Human Rights, in: H. t. Have/B. Gordijn, Handbook of Global Bioethics, 2014, 45-57; see
also the different contributions in: C. McCrudden, Understanding Human Dignity, Proceed-
ings of the British Academy Vol. 192, 2014.

245 (.. 2007, C 303/17 (emphases added).

246 “Human dignity is inviolable. It must be respected and protected”; Art. 1 CFR.

247 In this sense e.g. the Austrian Supreme Court (Oberster Gerichtshof) Case No. 3 Ob
45/12g, para. 4.6.1 (available at: <http://www.ris.bka.gv.at>).
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treated as subjects and not as mere objects;** although it is not the aim of

this paper to trace all possible philosophers in EU integration, Kant is also
associated with other aspects®® of EU integration (for example, promoting
peace”™).

In the previously mentioned report, EGE had also proposed that “the
Charter should highlight the two basic ideas, which are hallmarks of Euro-
pean society: dignity and freedom”.?" This idea has been rejected in the
Convention drafting the CFR.** Notwithstanding the fact that freedom is
also mentioned in Art. 2 TEU amongst the other EU values, my argumenta-
tion will primarily focus on human dignity.

The argumentation will not focus on religion, at least not in a direct way.
In EU Secondary law on genetically modified food we do find some refer-
ences to religion (“the labelling should give information about [...] any
characteristic or property which gives rise to ethical or religious con-
cerns”**%), but not in terms of defining ethics. Although the 2"¢ recital TEU
refers to “the cultural, religious and humanist inheritance of Europe”, this
reference might be misleading; not taking into account the controversial
discussions at the time the European Convention drafted the CFR. Those
disputes™* concerning the way of referring to religion have been finally
solved by deviating language versions referring to the “spiritual and moral
heritage”, whereas only the German version refers to religion,””® and none
of them to “God”.

Therefore, on the one side, the reference to the spiritual and moral herit-
age can neither be seen as a commitment to a single religion (for example,
Christianity), nor to several religions (such as, Christianity, Judaism, while
excluding Islam), and, on the other side, also atheists and agnostics should
be seen as bearers of this heritage.”*® Therefore, due to a lack of consensus,
ethics in EU law cannot be filled with religion, but human dignity instead.
Nonetheless it has to be mentioned that, apart from Kant, also “religious

248 M. Borowsky, Wiirde des Menschen, in: ]. Meyer, Charta der Grundrechte der Euro-
paischen Union, 2014, 96. Although it has been criticized that this in itself does not answer all
possible questions, the approach should be welcomed.

249 M. Borowsky (note 248), 96.

250 J. Meyer, Priambel, in: . Meyer, Charta der Grundrechte der Europiischen Union,
2014, 68.

251 EGE (note 239), 8 (and 11).

252 M. Borowsky (note 248), 119.

253 22 recital (et passim) Regulation 1829/2003/EC (note 105).

254 . Meyer (note 250), 58 et seq., 70.

255 2nd recital CFR (“In dem Bewusstsein ihres geistig-religidsen und sittlichen Erbes”).

256 J. Meyer (note 250), 71.
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constitutionalism” had some influence and inspired the concept of digni-
257

ty.

The approach of applying the EU’s values and human rights, but not reli-
gion, is somehow also confirmed by some Eurobarometer surveys. During
the last years, peace, respect for human life and human rights have constant-
ly been ranked top in terms of personal values of Europeans, and peace,
human rights and democracy in terms of values representing the EU, while
religion has been constantly ranked very low in both categories.”*®

Reference has already been made to the Kantian idea that humans should
be treated as subjects but not as objects. This understanding of human dig-
nity forbids making someone who is of basic human traits the object of EU
or national legislative-action.”® Therefore, humans shall never be consid-
ered as only a means to an end.”® This can be seen as a rejection of utilitari-
anism (“the greatest good for the greatest number”), where one human
could be deemed to serve a purpose for the greatest good.”®' For all those
reasons, human dignity has been proposed as a regulatory principle espe-
cially in the field of bioethics.”®® If we can agree to resort to human dignity
(also, but not only, in order to fill those gaps that result due to undeter-
mined references to ethics in legal texts), we still have to be aware of and
accept that this will not answer all possible questions.

Title I CFR does not only entail human dignity (Art. 1), the right to life
(Art. 2), prohibition of torture and inhuman or degrading treatment or pun-

257 For further details see: S. Moyn, The Secret History of Constitutional Dignity, availa-
ble at SSRN: <http://ssrn.com>; S. Moyn, The Secret History of Constitutional Dignity, in:
C. McCrudden, Understanding Human Dignity, Proceedings of the British Academy Vol.
192, 2014, 95. Also EGE (note 239), 4 mentions that the European multiculturalism is “mod-
erated by the Graeco-Latin and Judeo-Christian traditions”. On Jewish law and human digni-
ty see D. Sinclair, Feticide, Cannibalism, Nudity and Extra-Legal Sanctions, in: L. Moscovitz,
The Manchester 2008 Conference Volume, 2010, 262, 285, 294.

258 Eurobarometer 77 (2012), 9 and 12; Eurobarometer 74 (2010), 32 and 33; Eurobarome-
ter 72 (2009), Vol. 2, 148 and 152; Eurobarometer 69 (2008), 1. Values of Europeans, 15 and
22; Eurobarometer 66 (2007), 28.

259 M. Borowsky (note 248), 96; L. Nordenfelt, Dignity, in: R. Chadwick, The Encyclope-
dia of Applied Ethics, 2012, 800 et seq., 800: “All people have this dignity to the same degree,
that is, people are equal with respect to this kind of dignity. It is significant that human digni-
ty cannot be taken from the human being as long as he or she is alive”.

260 M. Borowsky (note 248), 96; L. Nordenfelt (note 259), 802.

261 B. Eggleston, Utilitarianism, in: R. Chadwick, The Encyclopedia of Applied Ethics,
2012, 452 et seq.; M. Sandel (note 211), 31 et seq.; 110.

262 M. Borowsky (note 248), 96. This goes hand in hand with the reference to the humanist
inheritance (note 3), as humanism is defined as “any philosophical perspective that assigns
preeminent value to human beings, their experiences, their interests, and their rights”; E.
Steelwater, Humanism, in: R. Chadwick, The Encyclopedia of Applied Ethics, 2012, 674 et
seq., 674.
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ishment (Art. 4) and prohibition of slavery and forced labour (Art. 5), but
also the right to integrity of the person (Art. 3):**°

“1. Everyone has the right to respect for his or her physical and mental integri-
ty.

2. In the fields of medicine and biology, the following must be respected i
particular:

(a) the free and informed consent of the person concerned, according to the
procedures laid down by law;

(b) the prohibition of exgenic practices, in particular those aiming at the selec-
tion of persons;

(c) the prohibition on making the human body and its parts as such a source of
financial gain,

(d) the prohibition of the reproductive cloning of human beings”.

This provision has the advantage of not only providing quite detailed in-
structions as to what would be seen as being against integrity, but also for
allowing for future developments to be taken into account in the interpreta-
tion of those four examples (“argumentum” : “in particular”).

Last but not least, two comments: Although this approach refers to the
EU’s values and the fundamental rights (with human dignity as a key ele-
ment), this approach cannot only be used in the case of humans as benefi-
ciaries of ethics, but also for animals,®* plants and the environment, if we
take a broad understanding of environmental protection (Art. 37 CFR*®). If
this understanding should exclude animals, they would at least be protected
by those examples of EU law mentioned so far. Second, if this thesis applies
for those situations where EU legal provisions refer to ethics, the question
remains as to whether this concept would not have to be seen in a broader
sense, that is, where there are no references of EU law to ethics.”®®

263 Emphases added.

264 Unlike the previous statement that Utilitarianism is not really in line with the princi-
ples as they are reflected in EU law, referring to animals as “sentient” creatures (note 190) has
some similarities with Utilitarianism (“all sentient creatures are objects of moral concern”; B.
Eggleston [note 261], 455).

265 According to B. Rudolf, Artikel 37, in: J. Meyer, Charta der Grundrechte der Eu-
ropiischen Union, 2014, 558 et seq., 562, the notion of environment comprises air, soil, water,
flora and fauna, humans and the environment created and shaped by humans and animals (but
no pets).

266 However, what is clear from the legal perspective is the fact that the EU’s values (Art.
2 TEU) are not restricted to the scope of EU law as in the case of the CFR. For the expansion
beyond the wording of Art. 51, para. 1 CFR (i.e. that the CFR is binding for the Member
States “only when they are implementing Union law”; emphasis added) see EC] Case C-
617/10 EU:C:2013:105 margin number 21 — Akerberg Fransson, (“The applicability of Euro-
pean Union law entails applicability of the fundamental rights guaranteed by the Charter”).
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3. And the Task of Determining Ethics Goes to ...

Based on the idea to shape the understanding of ethics (and morality) by
referring to the EU’s values and fundamental rights (with special emphasis
on human dignity), the question remains, as to who should be in charge of
this task.

Also here I argue that this question has to be answered by taking into ac-
count the legal framework. From a vertical perspective, as already suggested
earlier, the vertical distribution of competences (Art. 2-6 TFEU) between
the EU and its Member States has to play a decisive role. If sectoral policies,
like public health or education, fall within the Member State’s competence
(and the EU is therefore only allowed to “support, coordinate or supple-
ment the actions of the Member States”), then it will mainly be the Member
States to fill the terms of ethics with life. In doing so, the Member States of
course have to take into account the EU’s values, fundamental rights and
especially human dignity. Apart from that it can of course not be excluded
that in an “ever closer union”*®’ ethics is not going to become an increasing-
ly European issue.

If, from a vertical perspective, the EU shall have this task, then the ques-
tion remains as to which institutions shall be responsible. As we have seen,
EGE’s task is to advise the Commission®®® and its 15 members are appoint-
ed by the president of the Commission, not even the college of 28 Commis-
sioners. According to the current mandate, “Parliament and the Council
may [only] draw the Commission’s attention to questions which they con-
sider to be of major ethical importance”.”®® This interinstitutional relation-
ship®” at a horizontal level can also be found in the context of the deliberate
release of GMO, where the “Commission shall send to the European Par-
liament and the Council every year, a report on the ethical issues referred to
in Article 29(1)*"1” 2”2 In another context we have also seen the Commis-
sion’s obligation to seek Parliament’s opinion when revising the “Code of
Conduct for Commissioners”.”"®

Consequently, based on this fact the question can be raised, if it would be
better to install an advisory ethics body that supports all three major EU

267 Art. 1, para. 2 and 13% recital TEU; 1% recital TFEU; 1* recital CFR.

268 Commission Decision 2010/1/EU (note 132).

269 Art. 2 Commission Decision 2010/1/EU (note 132).

270 For a good overview on those tensions see A. Plomer (note 131), 842 et seq.
271 T.e. consultation of EGE etc.; mentioned in note 141.

272 Art. 31, para. 8 Directive 2001/18/EC (note 117).

273 See note 63.
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institutions involved in the decision-making process.”’* As the current 15
EGE members are going to serve until January 2016, we will see how the
new Commission’s president (Jean-Claude Juncker) is going to deal with
this question. Will he initiate an advisory body for all three institutions
mentioned, is the number of members going to be increased, how is this
body going to be composed, and so forth?*"®

Last but not least, one should not disregard the EC].”® As we have seen
earlier, there is definitely a need to provide clarifications, as such general
terms seem to provide a common basis, which nevertheless can lead to dia-
metrically opposed solutions in concrete situations.””” Asking a legal court
to provide clarification regarding a philosophical term can seem strange, but
it is necessary to find clarification regarding references to ethics contained
in legal texts. Also, we can observe a tendency of judicial self-restraint (not
concerning political questions but) concerning ethics, where courts try to
find well-balanced solutions in such sensitive issues.

All these ways of determining ethics mentioned so far are top-down. In a
Union based on the rule of law and following the democratic principle,
those ethical standards cannot be disconnected from law and of course also
cannot circumvent the principle of democracy. In other words, determining
the content of legal texts by transferring competences to committees of a
very small number of people can be problematic in terms of lacking demo-
cratic legitimacy.”’® In addition to those top-down elements, there will also
be a need to address this issue from bottom-up, as it has been emphasized in
many of the documents scrutinized herein.

274 On the one side this could enhance legitimacy, but on the other, some diversity in re-
spect of three advisory bodies could also be fruitful.

275 A similar discussion took place concerning the Commission’s “chief scientific adviser”;
see D. Keating, Should the EU Scrap Scientific Advice?, European Voice 17.8.2014 (online);
D. Keating, Juncker Scraps Chief Scientific Adviser Post, European Voice 13.11.2014 (online);
Charlemagne, The Battle of the Scientists, The Economist 20.12.2014, 37.

276 P Grossi, Europe’s Message about Law and Its Vitality, European Business Law Re-
view 25 (2014), 349, 356 refers to the ECJ as “an industrious workshop in which prestigious
jurists are in the search for values on which to build principles, capable of providing sound
foundations for legal situations which are vital for European citizens’ lives”.

277 E.g., while some could use human dignity in order to oppose euthanasia, others could
argue in favor of “dying in dignity”. See also G. Pennings, Legal Harmonization and Repro-
ductive Tourism in Europe, Reproductive Health Matters 13 (2005), 1, 5; Ch. Megone (note
100), 203 (“Rarely will these general considerations determine precisely what must be done in
particular circumstances™).

278 Cf. also M. Tallacchini (note 131), 284, 290, 296.
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4. Talk, Then Walk the Talk (Importance of Dialogue and
Openness)

In the context of nanotechnologies research, the relevant Commission’s
recommendation states that it should “also be used as an instrument to en-
courage dialogue at all governance levels among policy makers, researchers,
industry, ethics committees, civil society organisations and society at large
with a view to increasing understanding and involvement by the general
public in the development of new technologies”.?” A similar invitation ad-
dressed to the Member States and the Commission “to pursue activities
aimed at initiating a dialogue on ethical issues in relation to science and
technologies at the European, national, regional and local levels” can be
found in the Council Resolution on women in science.”®” Comparable ex-
amples can also be traced in Horizon 2020.7*'

However, stimulating dialogue is not enough. Closely related to this,
some documents demand for ethics as a minimum requirement with regard
to education and training (for example, concerning the protection of ani-
mals,”® professional ethics®®® and so forth®), while certain documents
promote ethics in terms of lifelong learning.”®® In some fields we can also
find an institutionalized exchange of information on ethics by contact
points, assistance centres and so forth.”®® In a more general way, raising

279 Point 8 Commission Recommendation 2008/345/EC (note 9).

280 18" recital (see also 19% recital) Council Resolution on Science and Society and on
Women in Science, O.]. 2001, C 199/1 (emphases added).

281 Annex I, Part V., 2 Regulation 1291/2013/EU (note 8); Annex I, Part V, f Council De-
cision 2013/743/EU (note 191).

282 Art. 23, para. 3 i.c.w. Annex V, Directive 2010/63/EU (note 32); Art. 95, para. 3 (b) Eu-
ropean Commission, COM (2013) 265 final 6.5.2013.

283 Art. 31, para. 6 (b), 36, para. 3 and 40, para. 3 (b) Directive 2005/36/EC (note 55); re-
spectively Directive 2013/55/EU (note 57); see also Art. 8, para. 1 (j) Directive 2006/43/EC
(note 58).

284 Annex, 3.2 Council Decision 2008/210/EC (note 52). Commission Implementing
Regulation 1244/2014/EU laying down rules for the implementation of Regulation
375/2014/EU establishing the European Voluntary Humanitarian Aid Corps: Art. 13, para. 1,
Art. 9, para. 7 i.c.w. Annex II, point 8.

285 Directive 2013/55/EU (note 57): 15® recital and Art. 3 (1); Annex I, Part I, 3.1 Council
Decision 2013/743/EU (note 191); Resolution of the Council [etc.] (note 200); Annex, 3.B
Recommendation 2006/962/EC (note 204).

286 For exchange of information on ethics between contact points see Art. 57a Directive
2005/36/EC (note 55); respectively now Art. 57b, para. 1 Directive 2013/55/EU (note 57); see
also 60 recital Directive 2001/18/EC (note 117).
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awareness™’ and understanding®®® of ethics is also an issue. Also the availa-
bility of EGE’s opinions and public accessibility has been stressed.”*

Summarizing, we have availability and exchange of information, dialogue
both at and also between different levels, between different stakeholders,?*
in order to increase understanding and involvement. These measures will be
important to enhance bottom-up dialogue, which is of utmost importance
in the field of ethics.”’

Other than what has been mentioned so far, what are the additional
tools? Within Title II TEU (provisions on democratic principles) we find,
inter alia, an “open, transparent and regular dialogue” between EU institu-
tions on the one side and representative associations and civil society at the
other (Art. 11, para. 2 TEU), broad consultations to be carried out by the
Commission with parties concerned (Art. 11, para. 3 TEU), and the new
EU citizen’s initiative (Art. 11, para. 4 TEU;** Art 24, para. 1 TFEU). The
latter could be used for agenda setting in this context, unless the proposed
citizens’ initiative falls manifestly outside the framework of the Commis-
sion’s powers to submit a legislative proposal, or if it is manifestly abusive,
frivolous or vexatious, or if it is manifestly contrary to the EU’s values.”*®

In addition to this active involvement, the already mentioned Euroba-
rometer””* surveys could be used as a way of monitoring (passive) citizens’
attitudes in a certain field in the future:**

287 Recommendation 2006/962/EC (note 204): Annex, 4 and 7; Annex, 4.3.2 Commission
Recommendation 2008/345/EC (note 9).

288 Annex I, Part 111, 7.3 Regulation 1291/2013/EU (note 8).

289 Art. 33, para. 2 Regulation 1829/2003/EC (note 105), (“The Commission shall make
these opinions [of EGE etc.] available to the public”); Art. 29, para. 2 Directive 2001/18/EC
(note 117), (“[The outcome of the consultation of EGE etc.] shall be accessible to the public”).

290 Art. 17 TFEU also mentions an “open, transparent and regular dialogue” with church-
es, religious associations or communities and philosophical and non-confessional organiza-
tions; see also O.]. 1997 C 340/133.

291 EGE (note 239), 4 (“Pluralism, tolerance, and open dialogue about cultural and moral
differences constitute therefore a distinctive sign of the European idea”).

292 “Not less than one million citizens who are nationals of a significant number [7 out of
28] of Member States may take the initiative of inviting the European Commission, within the
framework of its powers, to submit any appropriate proposal [i.e. to change Secondary, not
Primary law] on matters where citizens consider that a legal act of the Union is required for
the purpose of implementing the Treaties” (emphasis added). See also Regulation
211/2011/EU on the Citizens’ Initiative, O.J. 2011, L 65/1, as amended by O.]. 2014, L
148/52.

293 Art. 4, para. 2 Regulation 211/2011/EU (note 292) (situations, where registration will
be refused by the Commission).

294 See note 258.

295 Advocate General Bot, Case C-34/10 EU:C:2011:669 margin number 48 — Briistle; see
also Advocate General Cruz Villalon, Case C-364/13 EU:C:2014:2104 margin number 25 —
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“Consequently, in my view, the solution which I propose or the solution
adopted by the Court will apply only at the time it is established. Advances in
knowledge may lead to it being modified in future”.

In the same way that Advocate General Bot has formulated it in the con-
text of biotechnological inventions concerning the legal perspective (that he
has separated from the ethical one),” also in the field of ethics, not only
dialogue, but a constant dialogue is of utmost importance. This is especially
due to the evolutionary character in ethics which has been underlined by
many documents.””” One example is research that is seen as unethical and
which therefore shall not be financed under Horizon 2020, as aforemen-
tioned.” The same Art. 19 on “ethical principles” also refers to a review of
unethical research activities “in the light of scientific advances”.”*

In summary, dealing with ethics is not only important at EU level, but
involving citizens and other stakeholders is essential for a holistic approach
in this field. However, if citizens are engaged and “have a talk”, then this
input should also be taken into account as far as possible (“walk the talk™).

5. Limitations

The suggested idea of filling the identified gaps with the EU’s values and
human rights, especially human dignity and the right to integrity, can how-
ever not provide detailed information as regards the gaps identified earlier
in this paper. In other words, it can only lead the way, but not predict the
final outcome on a specific ethical question.*”

International Stem Cell Corporation; ECtHR, S.H. and others v. Austria (note 32), para. 97
(“sensitive moral and ethical issues against a background of fast-moving medical and scientific
developments”).

296 Advocate General Bot, Case Briistle (note 295) margin number 45.

297 Annex I, Part VI, 3.3 (f) Regulation 1291/2013/EU (note 8); Council Decision
2013/743/EU (note 191): Annex I, Part V (“Rapid advances in contemporary scientific re-
search and innovation have led to a rise of important ethical, legal and social issues that affect
the relationship between science and society”) and Annex I, Part III, 1.5.2 (“need to support
the development of relevant methods for assisting the assessment of ethical aspects”); Annex
XIII, 3 (e) Council Recommendation 87/176/EEC (note 175); 33" recital Directive
2004/23/EC (note 135) (the opinions of EGE “will be sought in the future whenever neces-
sary”); 19% recital Council Resolution (note 280); Annex, 4.2.7 Commission Recommendation
2008/345/EC (note 9).

298 See V., 3., (4).

299 Art. 19, para. 5 Regulation 1291/2013/EU (note 8).

300 Similar R. Andorno (note 244), 53 (“Human dignity is not a magic word that, when ut-
tered, will immediately solve all the complex dilemmas posed by medical technology.”).
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As already mentioned, we can identify a process where ethical issues play
an ever increasing role, yet where this process will lead to is unknown. This
contribution focused on the role of ethics (and morality) in Primary and
Secondary EU law and is therefore no more than one jigsaw piece of the
greater puzzle.

What still waits for exploration would be the role of ethics in agreements
concluded by the EU and/or the Member States with third countries and/or
international organizations, as well as a detailed analysis of ethics in ECJ
case-law. It would also be worth comparing the role of ethics from the
Commission’s proposals throughout the legislative procedure until the fi-
nally adopted legal acts by the Council and European Parliament.**" Closely
related to the EU, it would also be worth focusing on EFTA and EEA doc-
uments and the case law of the EFTA Court, in order to get a more holistic
European picture. Once this would be achieved, it would also be worth
stepping one level down to the 28 Member States plus the three®” EEA-
states (Norway, Iceland and Liechtenstein) national legal orders and not on-
ly focus on their self-contained understanding of ethics, but also the way
they deal with ethical questions of European provenance.

VII. Conclusion

“Ethics” and “morality” occur in a variety of different documents, both
of EU Primary and Secondary law, in the latter category pertaining to dif-
ferent sectors. Although a good majority of them are related to bioethics,
the question as to whether there is a common understanding of ethics is dif-
ficult to answer due to a lack of a recognizable coherent concept, especially
in EU Secondary law. Ought there to be a coherent concept? Yes, if we take
the stipulations in EU Primary law (values, fundamental rights, the “spiritu-
al and moral heritage”, “the cultural, religious and humanist inheritance”)
seriously, then such a coherent concept should be developed, at least since
those provisions came into force. What we have clearly seen is a non-
coherent usage of “ethics” and “morality”, not only based on the common
theoretical understanding of those two terms, but also in comparison be-
tween different language versions.

301 A propos European Parliament, it would also be worth exploring the role of ethics in
Parliamentary questions in the EU.

302 Plus one, if also including Switzerland (linked to the EU by means of several bilateral
agreements).
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As we have seen, ethics has been determined by ethics committees, codes
of conduct, references to international documents, further information pro-
vided by EU Secondary law itself, and was left undetermined in other cases.

As mentioned earlier, the objective of this paper was not to assess the
concept of ethics in EU law against this principle of the rule of law; the ob-
jective was rather to crystallize the status quo. Even below that threshold of
getting into contflict with the rule of law, a certain degree of legal uncertain-
ty can pose different problems. Nevertheless, in those cases of missing de-
termination, possible ways of closing the gaps could be identified, for ex-
ample, by referring to the vertical distribution of competences (EU vs.
Member States).

Can we conclude that the EU is based on a “rule of ethics”? This ques-
tion is very difficult to answer, but there is a tendency to attach more and
more importance to ethics in EU law. Even if the concept gets more united,
it still has to be qualified as equally diverse, especially taking into account
different approaches in the 28 Member States. Nevertheless, this ethical di-
versity can be seen as a chance, if it is respected and used in an ethical dia-
logue®® while shaping a European understanding of ethics. In other words,
the spiritual and moral heritage and the cultural, religious and humanist in-
heritance (to some extent Aristotelian and Kantian) can be used for the fu-
ture process of shaping a more coherent concept of ethics in the EU.

If some examples of EU Secondary law referred to the “competence” of
the Member States in terms of ethics, this has to be seen in the light of the
EU’s values and fundamental rights. As mentioned earlier,® the fundamen-
tal rights are binding within the scope of EU law, whereas the EU’s values
are binding only based on the mere fact of EU membership. In some cases
reference was made to “fundamental” ethical choices of Member States,
which can be seen as a narrow interpretation of Member State’s discretion in
this field. However, we have also seen some examples, both in Primary and
Secondary law, of less ambitious “umbrella clauses”. Ethics should definite-
ly be more than a mere substitute for a kind of subsidiarity principle.

The ECJ submits itself to a judicial self-restraint in sensitive fields like
ethics and tries to solve the different tasks at the interface of law and ethics

303 EGE (note 239), (confirmed) at 13 (“The respect for different philosophical, moral or
legal approaches and for diverse national cultures is essential to the building of Europe”); see
also G. Pennings, Reproductive Tourism as Moral Pluralism in Motion, Journal of Medical
Ethics 28 (2002), 337, 340; G. Pennings (note 277), 7.

304 See note 266.
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by concentrating on the legal perspective.’” This self-restraint does not ap-
ply to the legislators in the EU, the Commission, the Parliament or the
Council. Those institutions can help shape ethics in the EU under the um-
brella of EU values and fundamental rights, based on advice from ethics
bodies, different forms of dialogue and other bottom-up initiatives; espe-
cially, but not only, in the field of bioethics.

While this paper could hopefully depict the status quo, as a first step, and
answer some questions in this context, we have seen a lot of questions that
remain unanswered. Consequently, this contribution can be seen as one
piece of the puzzle, in essence, a research agenda where I hope that others
will contribute to this process.’®

305 E.g. Advocate General Cruz Villalon, Case International Stem Cell Corporation (note
295) margin numbers 28, 38 et seq. did refer to ethics, but not the Court (ECJ Case C-364/13
EU:C:2014:2451 — International Stem Cell Corporation).

306 Inspired by G. Coben, Medical Tourism: The View from Ten Thousand Feet, Hastings
Center Report (March-April 2010) 11, 11.
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