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ASSESSING THEM ORALITY OF THE COMMERCIAL
EXPLOITATION OF INVENTIONS CONCERNING USES OF
HUMAN EMBRYOS AND THE RELEVANCE OF M ORAL
CoOMPLICITY : COMMENTS ON THE EPO’SWARF DECISION

Sigrid SterckXandJulian Cockbait
Abstract

In late 2008, the Enlarged Board of Appeal of thedpean Patent Office (EPO)
reached a decision supporting the rejection of enpaapplication on human

embryonic stem cells filed by the Wisconsin AlunResearch Foundation (WARF).
This article comments on some of the shortcomirfgh® decision. The key legal

provisions at issue in this case were Rule 28(aY,BMhich forbids the granting of

patents in respect of biotechnological inventionBiclw concern uses of human
embryos for industrial or commercial purposes, aniicle 53(a) EPC, the morality

provision of the European Patent Convention. Thar8aightly found the Rule to

exclude WARF's claims (but, we argue, left a “daptsophole”). However, one of

the issues the Board had to address was whethé&uleemight not apply because it
extended the scope of prohibited subject matteomeyhat prohibited by the Article.

We argue that, unless the Article had been foundexolude patentability, the

applicability of the Rule could not be determin&¥en though at the oral hearing
before the Board, both WARF and the EPO Presidtanritified the question whether
the Article (the morality provision) constitutedbarrier to patentability as the core
issue in this case, the Board astonishingly decithed this question did not need
answering (even though the Board did hint at thesbfar the answer). We argue that
this is a major shortcoming of the decision. Finalle comment on the relevance of
moral complicity to the question of patentability.
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1. Introduction

On 25 November 2008, the Enlarged Board of Appé#h@ European Patent Office
handed down its decision in relation to EuropeateriaApplication No 96903521.1
of Wisconsin Alumni Research Foundation, Decisio8/G6?

The Enlarged Board of Appeal, in our view correctlgcided that it was necessary to
reject the WARF claims to compositions containingmian embryonic stem cells
(hES cells). The reasoning underlying Decision @245 however insufficient. This
article comments on some of the shortcomings oDiesion and issues arising from
it.

2. Background

The WARF patent applicatidnrelated to an invention by James Thomson and
included claim® covering compositions containing pluripotent hEs At the time

the WARF application was filed in 1996, such conipass could only be made by a
process that involved the destruction of human gosrThe Examining Division of
the EPO argued that the rejection of the claims weiired by Rule 23d(c)
[meanwhile renumbered as Rule 28(c)] and Articl¢abdf the European Patent
Convention (EPC), the law governing the grant ofdpean Patents by the EPO. Rule
28(c) and Article 53(a) EPC (see below) will, foetsake of convenience, simply be
referred to as “the Rule” and “the Article” througtt much of this article.

Article 53(a) EPC reads as follows:
European patents shall not be granted in respectioientions the

commercial exploitation of which would be contraiy “ordre
public” or morality; such exploitation shall not beemed to be so

! European Patent Office, “G-2/06: Use of embryos/VFAR2009) Official Journal of the European
Patent Office306. A comment on this decision is made ByTreichel, "G2/06 and the verdict of
immorality" (2009) 40lIC 450-471. It is to be noted that, while Treichebtps extensively from
submissions made by the President of the EPO, ks dot draw attention to his involvement as a
member of the EPO legal team representing the d&neisiof the EPO at the oral hearing before the
Enlarged Board of Appeal in the WARF case.

2 J ThomsonPrimate Embryonic Stem Cellgternational Patent Application Publication Number
W096/22362 (Geneva: World Intellectual Property &vigation, 1996).

% Claim 1 of the WARF application, at the time oéthearing before the EPO Technical Board of
Appeal, read “[a] cell culture comprising embryostem cells which: (i) are capable of proliferation
vitro culture for over one year; (i) maintain a karymtyin which all chromosomes normally
characteristic of the primate species are preswhiage not noticeably altered through culture fogro
one year; (iii) maintain the potential to differt¢ to derivatives of endoderm, mesoderm, and
ectoderm tissues throughout the culture; and (e)paevented from differentiating when culturedaon
fibroblast feeder layer”: European Patent Offi@)Q9), see note 1 above, at 309.

“ By ‘pluripotent’ it is meant that the cells mayfdifentiate to form many different cell types, bot n
all possible cell types. Cells capable of differating to form all possible cell types, such agilised
egg cells, are referred to as ‘totipotent’. Plutgrd cells, such as those claimed by WARF, do avth
the potential to develop into a human being. Anysideration of the potentiality argument thus
resides in the potential of the starting matetiial. (human embryos) for obtaining the pluripotegitsc
(i.e. human embryos) rather than in the potenfighe pluripotent hES cells themselves.
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contrary merely because it is prohibited by lawregulation in
some or all of the Contracting Stafes.

Rule 28(c) EPC reads as follows: “[u]nder Artic&®&), European patents shall not be
granted in respect of biotechnological inventionsiol, in particular, concern the
following ... uses of human embryos for industdatommercial purposes.”

WARF appealed the rejection of their application #me Technical Board of Appeal
of the EPO hearing their appeal referred four qoest(see below) relating to the
interpretation of the Rule and the Article to theldged Board of Appedl.The
Enlarged Board of Appeal invited interested partescomment, and, after many
hundreds had done so, held a hearing in June 200Biech WARF and the President
of the EPO presented their arguments. Besides due dquestions referred by the
Technical Board of Appeal, the Enlarged Board opéal also had to respond to a
request by WARF that the interpretation of wordingthe Rule be referred to the
European Court of Justice.

We have discussed elsewhere the points at isstleeifWWARF case, as well as the
points raised at the oral hearing in June ZDUBis article is concerned primarily with

the approach of the Enlarged Board of Appeal tontloeeality question posed by the

Rule and the Article. We can therefore disposéhefduestion of the reference to the
European Court of Justice by simply mentioning that Enlarged Board of Appeal,

to our minds correctly, found no basis for complyimith WARF's request.

° European Patent OfficeConvention on the Grant of European Patents (Eumopé atent
Convention) 13" ed (Munich: European Patent Office, 2007), at 80.

% Ibid, at 256-258.

" European Patent Office, “T-1374/04: Stem cells/WFAR2007) Official Journal of the European
Patent Office313.

8 5 Sterckx, “The European Patent Convention andrtbe)patentability of Human Embryonic Stem
Cells: the WARF Case” (2008htellectual Property Quarterl#78-495; S Sterckx, “The WARF/Stem
Cells Case Before the EPO Enlarged Board of Appé&2008) 30European Intellectual Property

Reviewbs35-537.

® The reference to the European Court of JusticeJ(BEE dealt with in paragraphs 2 to 11 of the
Reasons of the Enlarged Board of Appeal (EBA) degitsee note 1 above, at 317-321). In paragraph
8, the EBA commented that it “had not been mader@awé any precedent for [the Board for] asking
the ECJ for a consultative opinion and it must besgionable whether the ECJ would entertain such a
request in a situation where it would be uncleaioasho would be entitled to make submissions & th
ECJ on any questions submitted”. Nonetheless,earedfto the ECJ in a similar matter has been made
by the Bundesgerichtshof (BGH) in the Brustle c@erman Patent No 19756864). Thus the BGH in
late 2009 asked the ECJ to interpret Article 6 bf Birective 98/44/EC, which corresponds to Rule
28(c) EPC, in three respects: firstly what is mdayt‘human embryos”; secondly whether “use of
embryos” is fulfilled if obtaining the stem cells be used according to an invention necessarily
involves the destruction of blastocysts (the medii-stage in the progression from a zygote toetu®

at which pluripotent hES cells are harvested); #micly whetherall exploitation, including for
research or therapeutic purposes, should be coadide be “commercial” use within the meaning of
Art 6 of the Directive. Unlike the EPO, the BGHeistitled to refer points to the ECJ for interprietiat
however, the answers given by the ECJ may not bBg felevant to the EPC, not least since the
German patent law expressly refers to the GermabrnProtection ActEmbryonenschutzgesgtz
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The foulroquestions put to the Enlarged Board of@gbpnay be paraphrased briefly as
follows:

1. Since the Rule was not enacted until after the WAaBBlication was filed, did
it apply to the application?

2. If the Rule did apply, did it deny patentability tompositions of pluripotent
hES cells, the production of which necessarily Imed destruction of a
human embryo?

3. If the answer to Question (1) or (2) was no, diel Article deny patentability
to compositions of hES cells?

4. Would the answer to Question (2) or (3) have be#ferdnt if, after the
WARF application was filed, it had become posstiolgoroduce the claimed
hES cell compositions without having to destroy aanembryos?

Again, given the focus of this article, we can dsp of Question (4) by simply
confirming that the Enlarged Board of Appeal's agswightly in our view, was “no”.
So in the remainder of this article we will commentthe treatment by the Enlarged
Board of Appeal of Questions (1), (2) and (3).

3. Does the Rule Apply?

Since the WARF patent application predated the temat of the Rule, it was
necessary to address the question as to wheth&uileeapplied to this application at
all. Not surprisingly, the Enlarged Board of Appealkwered “yes” to this question,
commenting that “[a]s the Appellant [WARF] itselfre@es with this answer, as does
the President of the EPO and the vast majorityhefainicus curiaebriefs, nothing
more need be said™,

This disposal of Question (1) is not however a®aamt as it seems. Had the answer
been “no”, it would have been a direct criticismthg Enlarged Board of Appeal of
the actions of the President of the EPO in enactimg Rule'? Thus, it was

°The four questions set to the EBA read as follqsDoes Rule [28(c)] EPC apply to an application
filed before the entry into force of the rule? (R}he answer to question 1 is yes, does Rule [28(c

EPC forbid the patenting of claims directed to p@d (here: human embryonic stem cell cultures)
which - as described in the application - at thiedidate could be prepared exclusively by a method
which necessarily involved the destruction of thenan embryos from which the said products are
derived, if the said method is not part of theras® (3) If the answer to question 1 or 2 is no,sdoe
Article 53(a) EPC forbid patenting such claims? [d)the context of questions 2 and 3, is it of

relevance that after the filing date the same prtedaould be obtained without having to recur to a
method necessarily involving the destruction of hanembryos (here: e.g. derivation from available
human embryonic cell lines)?

1 European Patent Office (2009), see note 1 ab®\322a

2 Rule 28 EPC lists instances of inventions conttargrt 53(a) EPC. However, at the time the Rule
was introduced at the behest of the EPO PresiateSgptember 1999, Art 53(a) EPC excluded
inventions “the exploitation [i.e. not limited t@immercial exploitation] of which would be contraoy
‘ordre public’ or morality” and it is arguable thah invention whose commercial exploitation was so
contrary might not, if it had non-commercial apptions which were not so contrary, have been
excluded under that wording of the Article. If tivegre to be the case then the Rule would have
excluded more than the Article, so limiting the pe®f inventions patentable under the EPC without
the approval of all EPC member states. Nonetheile3s315/03, the EPO Technical Board of Appeal
had commented in relation to the Rule that “sinég inimaginable that cases within those four
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foreseeable that the President would take theipogitat a “yes” answer was correct.
Likewise, since the Rul@rima facie provides a clearer basis than the Article for
rejecting the claims of WARF, the vast majority tbé amicus curiaebriefs which
were opposed to the patenting of hES cells obwoalslo supported a “yes” answer.
WARF's support for a “yes” answer to Question (Bswnherently qualified by its
allegation that the Rule did not in fact requireegection of its claims - i.e. that the
answer to Question (2) should be “no”.

One must therefore turn to the Enlarged Board gbegb's justification for its “yes”
answer to Question (1). This is set out in the Bleai as follows:

The introduction of this new chapter [i.e. of thal®& without any
transitional provisions, can only be taken as mmearthat this
detailed guidance [i.e. that provided by the Rube] what was
patentable and un-patentable was to be appliedvd®ke to all then
pending application¥’

This seems indisputable - the Rwlasintended to apply. However, it is a separate
guestion as to whether it mdggitimatelyapply since Article 164(2) EPC provides
that where a Rule and an Article conflict, the élgimust prevail, i.e. that if the Rule
excludes something from patentability that is notleded by the Article then the
Rule cannot be applied.

The Enlarged Board of Appeal continued: “[i]t has been argued that Rule 28 ...
EPC took away the possibility to patent anythingolhhad previously been regarded
as patentable under Article 53(a) EP¢.”

This position was supported by the Enlarged Boaippeal's statement that:

Already by 1984see Dolder}? instrumentalization of the human
body (as opposed to parts of it), thus degrading ian object of
technology, had been considered as a barrier enfaddility. There
is no indication that the commercial exploitatidrhaman embryos
was ever regarded as patentdble.

This quote in effect contains tleatire reasoning of the Enlarged Board of Appeal in
relation to the morality aspect of this case. Wik @ame back to it, and to the Dolder

article, but it is worth first identifying four pois the Enlarged Board of Appeal is

relying on here:

categories [i.e. of Rule 28 EPC] would not alwagwgénbeen considered under Article 53(a) EPC, it
would be incorrect to say that the new Rule broadke law as regards the exclusion of such cases”
European Patent Office, “T-315/03: Transgenic affRBARVARD” (2006) Official Journal of the
European Patent Officg5, at 42-43.

13 European Patent Office (2009), see note 1 ab®\B21a322.
14 1A
Ibid.

5 F Dolder, “Schranken der Patentierbarkeit biotedbgischer Erfindungen nach dem Europaischen
Patentiibereinkommen” 198Mlitteilungen der deutschen Patentanwdl7. The title translates as
“Barriers to patentability of biotechnological imteons under the EPC”.

16 European Patent Office (2009), see note 1 ab®\B22a(emphasis added).
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i) That instrumentalisation of the human body is sidfitly wrong as to
constitute a bar to patentability;

i) That commercial exploitation of human embryos hegen been regarded as
patentable;

i) That Article 53(a) of the EPC, which dates from 3918 adequately explained
by an article from 1984 which focuses on law angalewritings, in
particular relating to the position in Germany &wlitzerland, rather than
on thetravaux préparatoireselating to the EPC; and

iv) That the state of European legal opiniam 1984 is relevant to the
interpretation of a law dating from 1973.

The question as to whether the Rule could not abpbause it extended the scope of
prohibited subject matter beyond that prohibitedh®y Article was reverted to by the
Enlarged Board of Appeal when it stated that:

Addressing the relationship of Rule 28(c) ... EPCAtticle 53(a)
EPC, the Appellant [WARF] argues that, if the Riudgeread to
exclude inventions such as the one underlying ¢hse, the Rule
would go beyond Article 53(a) EPC and thusuittea vires (Article
164(2) EPC)....The Enlarged Board of Appeal doesshatre the
opinion that such a reading makes Rule 28(c) ... HR@ vires ...
[1]t is important to point out that it is not thadt of the patenting
itself that is considered to be againstire publicor morality, but it
is the performing of the invention, which includasstep (the use
involving its destruction of a human embryo) thashto be
considered to contravene these conc&pts.

It will be appreciated that such comments add ngtlho any analysis as to whether or
not the Rule extends beyond the Article, as thatordy be determined by separate
analysis as to whether the Rule and the Articlepeetively, each constitutes a barrier
to patentability of the subject matter claimed byARF. Unless such an analysis is
done and the Article is found to exclude patentigbhithe applicability of the Rule
quite simplycannotbe determined, for, as noted above, Article 16ERYL states that
where Rules and Atrticles conflict the Articles pagvTo decide whether Rule 28(c)
conflicts with Article 53(a) by excluding more thame Article, the WARF subject
matter must be assessed under the Article. Moreover, thistipasivas indirectly
acknowledged at the hearing in June 2008, when\W#ARF and the President of the
EPO identified Question (3) (i.e. Does the Articlenstitute a barrier?) as the core
issue in this case.

Thus, to summarise this section, the Enlarged Bo&rdppeal concluded that the
Rule did apply to the WARF application but it did without a full analysis and

comparison of the scope of the Rule and of theckxtiWhether the Rule excludes the
WARF claims will be addressed in the next sectibhe topic of the subsequent
section is whether the Article precludes patenitgbil

7 Ibid, at 328-329.
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4. Does the Rule Preclude Patentability?

Given that the WARF claims were not directed to phecess of producing the cells,
the next question for the Enlarged Board of Appsak whether the Rule denied
patentability to compositions of pluripotent hESlIg;ethe production of which
necessarily involved destruction of a human embilloe Rule reads as follows:
“[ulnder Article 53(a), European patents shall no¢ granted in respect of
biotechnological inventions which, in particulagncern ... uses of human embryos
for industrial or commercial purpose®.”

This Rule corresponds to former Rule 23d(c) EPCctviwas introduced into the EPC
in September 1999 by a decision of the Administea€ouncil of the EPO and which
corresponds with Article 6(2)(c) of the EDirective on the legal protection of
biotechnological invention§l998).

The Enlarged Board of Appeal looked to tinevaux préparatoiregelating to the
abovementioned EU Directive and concluded that:

On its face, the provision of Article 6(2)(c) oktiDirective and thus
also of Rule 28(c) ... EPC is straightforward andhgrds the

patenting if a human embryo is used for industoialcommercial
purposes. Such a reading is also in line with tbecern of the
legislator to prevent a misuse in the sense of-madification of

human embryos ... and with one of the essentiaabives of the
whole Directive to protect human dignity.

Here it must be emphasised that it is the legisdatesponsible for the EU Directive
who are being referred to, and not those respansibl Article 53(a) EPC. The EU
Directive essentially represented a compromisehat it confirmed as patentable
certain subject matter that had been recognisetthdo PO to be patentable (despite
the concerns of many that it was excluded fromrgat@lity by Articles 52 and 53
EPC). Other subject matter was specifically deetmgdhe EU (the membership of
which is not coextensive with the set of countnesty to the EPC), to be un-
patentable. The provisions of the EU Directive ateptability and un-patentability
were incorporated into the EPC Rules — the implémgmegulations of the EPC - by
action of the EPO President in 1999 without radificn by EPO Member States. Any
effect that they may have on the scope of the stubatter that may be legitimately
patented under the Articles of the EPC is therefmenforceablé’

WARF argued that its invention would only fall umdde Rule’s prohibition on
patentability if a use of human embryos wésmed,and that the claims in its patent
application did not recite any such use. In refiig, Enlarged Board of Appeal stated
that:

What needs to be looked at is not just the expli@tding of the
claims but the technical teaching of the applicats a whole as to

'8 European Patent Office (2007), see note 5 abd\&57258.
9 European Patent Office (2009), see note 1 abo\324

20 Amendments to the Articles of the EPC requireficatiion by all the member states of the EPC -
amendments to the Rules do not.
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how the invention is to be performed. ... Sincéh@a [WARF] case
... the only teaching of how to perform the inventto make human
embryonic stem cell cultures is the use (involvihgir destruction)
of human embryos, this invention clearly falls unttee prohibition
of Rule 28(c) ... EPG!

In its welcome acknowledgement that tient of the law should be taken into
account when law is interpreted, the Enlarged Bo&aijppeal went on to state that:

To restrict the application of Rule 28(c) ... EPC wdat an
applicant chooses explicitly to put in his claim vk have the
undesirable consequence of making avoidance of ptitenting
prohibition merely a matter of clever and skilfulatting of such
claim?

As an aside, however, we might draw the readet&ntain in this regard to two
earlier decisions of the Enlarged Board of Appeai5/83 Eisa?> and G-1/04
Diagnostic method%" which suggest that a more standard response @&mR@ might
be to look favourably on the avoidance of patenpnghibitions by clever and skilful
claim drafting. These two cases demonstrate thatptiohibitions on patenting of
methods of therapy and diagnosis set out in Aré@éc) EPC may be evaded: in the
first case, by claiming the use of a known drug #oe manufacture of a known
composition for use in the new method of therapyd,ain the second case, by
claiming all steps in a diagnostic procedure exdbptstep of diagnosis itself. The
possibility that the intent of the legislators niagy circumvented by clever and skilful
actions is currently the subject of another caseling before the Enlarged Board of
Appeal, case G-3/08omputer program& in which the President of the EPO has
referred questions relating to the exclusion fraseptability of computer programs
under Article 52(2)(c) EPE>

In order to answer Question (2), the Enlarged Ba#rd\ppeal had to investigate
whether the WARF invention concerned a use of huerabryos for industrial or
commercial purposes. Even though at the time aidfibf the WARF application
Thomson had not yet prepared any hES cell cultofethe type claimed, it was
apparent to the reader of the application - becausatent application is required to

2L European Patent Office (2009), see note 1 ab®\326
22 bid. See also F Dolder, see note 15 above, at 3.

% European Patent Office, “G-5/83: Second medicdication/EISAI” (1985)Official Journal of the
European Patent Officé4.

2 European Patent Office, “G-1/84: Diagnostic me#io(2006) Official Journal of the European
Patent Office334.

% European Patent Office, “G-3/08: Letter of 22 Me02008 from Alison Brimelow, President of the
European Patent Office, to Peter Messerli, Chairofatihe EPO Enlarged Board of Appeal” (2008),
available at
http://documents.epo.org/projects/babylon/epon#@BE89D95BB305AAA8DC12574EC002C7CF6/
$File/G308_en.pdflast accessed on 19 Jan 2010).

% See S Sterckx and J Cockbain, “The Patentabifit@a@mputer Programs in Europe: An Improved
Interpretation of Art 52(2) and (3) EPC” (2010he Journal of World Intellectual Property
forthcoming (published online 9 Dec 2009, DOI: 1(1.1/j.1747-1796.2009.00390.x).
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describe how the claimed invention may be put ieffect - that to make and
commercially exploit an hES cell culture using theachings of the WARF
application would require the destruction of huneambryos.

Since the destruction of human embryos was requiredder to derive the claimed
hES cell cultures, and since destroying embryoslearly an example ofising
embryos, it could not reasonably be denied that\il&RF invention concerned a
“use of human embryos” — regardless of the wordihthe claims. Neither could it be
said that the use was not “for industrial or conuiarpurposes”, the additional
criteria for exclusion by the Rule, since “the mtien of commercialization ... is
necessarily linked to a patent application” — ghitty noted by the now EPO Board of
Appeal member Rainer Moufai§.Once the Rule had been deemed to apply,
therefore, the answer to Question (2) was cledfiyrative.?®

It should come as no surprise, therefore, thaEtilarged Board of Appeal found the
Rule to exclude the WARF claims:

A claimed new and inventive product must first bade before it is
used. Such making is the ordinary way commerciallgxploit the
invention and falls within the monopoly granted sasneone having
a patent application with a claim to this produas lon the grant of
the patent the right to exclude others from makengusing such
product. Making the claimed product remains comimaéror

industrial exploitation of the invention even whetlgere is an
intention to use that product for further reseaf@h.the facts which
this Board must assume in answering the referregstopn 2,

making the claimed product involves the destruct@nhuman

embryos. This use involving destruction is thus iategral and
essential part of the industrial or commercial ekption of the

%" R Moufang, “Patenting of Human Genes, Cells andsPef the Body: the Ethical Dimensions of
Patent Law” (1994) 28C 487-515, at 504.

% Torremans however has argued "whilst patents divectly claim repetitive use of the human
embryo in a technical process would be excludenh fpatentability, patents that claim products which
derive from a human embryo would not contravenentioeality clause [of the Rule]": P Torremans,
"The construction of the Directive's moral exclusiaunder the EPC" in A Plomer and P Torremans
(eds)Embryonic stem cell patents: European law and stfixford: Oxford University Press, 2009),
141-171, at 163 (emphasis added). This analysideruwhich the WARF claims would have been
acceptable, seems to be based on arguments inrAeRldTowards systemic legal conflict: Article
6(2)(c) of the EU Directive on biotechnological @ntions" inibid, 173-202, at 189-193, and A Plomer
et al, Stem Cell Patents: European Patent Law and EthiggoR (Brussels: European Commission,
2006), at 74. Thus Plomer et al equate "usesr.influstrial and commercial purposes” in Art. 6¢2)(

of Directive 98/44/EC with the acts from which atgp#tee may use a patent to exclude others
according to Recital 14 of Directive 98/44/EC anmthaude that "uses ... for industrial and commércia
purposes” must be given a construction at variavite the "industrial" of "industrial applicationhi

Art 57 EPC (bid). The authors therefore suggest that "the temdsi&trial and commercial purposes' ...
should thus be read as precluding the granting dtant on inventions which as such involve either
the direct, repetitive use of a human embryo amsmamaterial in a mechanical, chemical or technical
process and/or any uses involving a trade in huerabryosper sé (ibid). This analysis however
ignores the effect of the words "the invention cams" which, as the Enlarged Board of Appeal has
found, mean that one must look beyond the defimitod the invention in the claims of the patent
application. Moreover, simply because an indusfriatess may involve performance of one step (e.g.
genetic modification of an organism which is todudtured to produce a desired end productingle
time does not mean that that step is not partefrttustrial process.
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claimz(gd invention, and thus violates the prohiloitad Rule 28(c) ...
EPC:

For the “reasons” quoted above, the Enlarged Bo&rdppeal concluded that the
prohibition of the Rule remained within the scopgeh® Article and that in view of
that result it was:

not necessary nor indeed appropriate to discussheir
arguments and points of view put forward in theseeedings such
as whether the standard ofdre public or morality should be a
European one or not, whether it matters if reseancltertain
European countries involving the destruction of hanembryos to
obtain stem cells is permitted, whether the besditthe invention
for humanity should be balanced against the pregudio the
embryo, or what the point in time is to assesdre public or
morality under Article 53a EPC. The legislators dasecided,
remaining within the ambit of Article 53(a) EPC,dathere is no
room for manoeuvrg’

Once again, it should be emphasised that the EdaBpard of Appeatid not
analyse the scope of the Artidle order to confirm that the legislators of the EU
Directive and hence of the Rule remained withindhw#it of the Article. The Board
had thereby manoeuvred itself into a position whdrere was “no room for
manoeuvre” and indeed no need to discuss in angildée implications of the
Article.

Before turning to the questions of morality at ssguthe WARF case, i.e. to Question
(3), we must quote the precise words used by tharged Board of Appeal in
answering Question (2):

Rule 28(c) ... EPC forbids the patenting of claimsedied to
products which - as described in the applicati@t the filing date
could be prepared exclusively by a method whichessarily
involved the destruction of the human embryos fsehich the said
products are derived, even if the said method is paot of the
claims®!

On the face of it, it was a hearteningly moral diexi. Closer inspection however is
needed. Patent attorneys will read these wordsutlgrdf a product, for example an
hES cell culture, is produced by a production métkdich initially involves the
destruction of a human embryo, therfufther production (e.g. by incubation of the
derived hES cell culture) need not involve furtbestruction of human embryos after
the patent application filing date, it could bewad that patentability isot excluded
by the wording quoted above. A patent applicant neaygily ensure that such further
production without destruction is possible by defiog a sample of the culture at a
recognised depository no later than the filing datethe patent application. Our

2 European Patent Office (2009), see note 1 ab®\327a
¥ bid, at 329-330.
% Ibid, at 331-332.
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conclusion is that the Enlarged Board of Appeal mgain have pointed out to patent
applicants how they may circumvent a patenting ipibbn of the EPC, viz. by what
we term the “deposit loophole”.

Whether such a deposit circumvents the exclusigenigs upon whether and to what
extentactions in the history of the making of an invemtmust be considered to be
part of the commercial exploitation of the inventi®ur suspicion is that acts which
do not have to be repeated following the filingloé patent application woulibt be
considered relevant by the EPO. The basis fordinépicion is the following passage
from the Enlarged Board of Appeal Decision:

In a case like the present one, where the teactungbtain the
embryonic human stem cells claimed is confined he use
(involving their destruction) of human embryos, grgument raised
by the Appellant [WARF], namely that the exclusidrom
patentability would go much too far if one wouldnsaler all the
steps preceding an invention for the purposes ¢ R8(c) ... EPC,
is not relevant?

However, this issués relevant. The way in which an invention is madepot into
effect must be taken into consideration when detenm whether the Article applies.
As Moufang has argued:

... the exclusion clause [Article 53(a) EPC] may agaply with
respect to inventions, the development of which wasisively
characterized by an ethically dubious procedurd.T]he invention
should be examined as regards its possibly unétlgoatent
according to its dynamics, i.e. in its differerags. Despite the far-
reaching consequences of such an argumentatior® #ne indeed
good reasons to take into account the developnfent mventior®>

It is obvious why WARF wanted the EPO to consider destruction of the embryos
as a stepprecedingthe invention rather than as one of the stagegbe commercial
exploitation of the invention. By thdorm of its claim to the subject matter of its
patent application, WARF sought to divert the aitanof the EPO away from the
core moral issue. As the Enlarged Board of Appeaal donfirmed, however, whether
or not an application results in exclusion fromepability should not be determined
merely on the basis of the words used by the patpplicant to claim the subject
matter.

Nor should exclusions from patentability be avoldalnerely by the strategic
decision-making of the applicant as to timee of filing Let us consider two patent
applications for an invention which can only be ugbt into concrete form by
performing a morally dubious step. In the firstesathe applicant has filed the patent
applicationafter performing that step (e.g. destroying human embtgoderive an
hES cell culture). In the second cadet step has not yet been performed at the time
of filing and the applicant may have no need centibn of doing it (e.g. the intention

32 |bid, at 326-327 (emphasis added).
% R Moufang, see note 27 above, at 504 (footnoteted)i
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might be to leave the derivation of the cultureatbcensee, if one can be found). In
the second case, which corresponds to the WARF, taselecision of the Enlarged
Board of Appeal would result in the rejection oé thatent application, on the basis
that any commercial exploitation of the inventionouMd necessarily involve
performance of a prohibited step.

If the successful performance of the morally dubistep means that that step need
not be repeated, then the perverse result of toeside of the Enlarged Board of
Appeal in the WARF case could be that patentabiityetermined solely by the time
of filing. We say “perverse” since the decision htigreward” the applicant who has
already performed the morally dubious step and siggmb a sample in a culture
collection, but “penalise” the one who has not. gaivthat the overall set of actions
required for the commercial exploitation of theention is in both cases the same, we
consider that the decision on patentability shaléd be the same.

If the “deposit loophole” were to be accepted img@iple by the EPO Examiners, they
should give careful consideration to whether conmmaéexploitation of the claimed
invention would generally involve use of the depsxisample or whether fresh
destruction of human embryos would normally ocdterghe filing date of the patent
application. Any use of the loophole should perhla@gestricted to claims requiring
the use of the deposited material rather than of araterial “having similar
characteristics to those of the deposit”. The nityralf the use of hES cell cultures
prepared specifically by or for the end user i€ussed by Green in connection with
the concept of moral encouragement or complitdity.

Indeed, where the history of the making of an iti@ninvolves a morally dubious
step, we would submit that one of the key questionse addressed the extent of
any complicity between the performer of that step and the pasgpqlicant.

Complicity is relevant in the determination of thetions that fall within the ambit of

34 Green has made an interesting analysis of diffei@ms of complicity or “moral encouragement”,
as he terms it, which he discusses with regarditoam embryonic stem cell research. He distinguishes
between three forms of moral encouragement. Fiditect encouragement through agency”, where
one person asks someone else to commit a wrongéd dnd benefits from her agent’s wrongdoing,
although she is not directly involved in the penfiance of the wrongdoing. In these cases, moral
responsibility obviously cannot be escaped by tirst fperson. The second form is “direct
encouragement through the acceptance of benefit&revone person performs a wrongful deed and,
for some reason, another (unconnected) person ierpes a benefit as a result of that deed, and
decides to enjoy the benefit rather than to foriegBuch toleration of the wrongdoing then encoesag
the first person to repeat the wrongful act. Irs teécond type of cases, the wrongdoer may receive
rewards from those he has benefited. As Green ntités kind of benefiting from others’ wrongful
deeds is morally objectionable and inadmissibleéh@ugh less pernicious than wrongdoing through
agency, it provides a powerful incentive for misgdoct”. R Green, “Benefiting from ‘evil: An
incipient moral problem in human stem cell reseaf@902) 16Bioethics544-556, at 549-550. The
third kind of moral encouragement Green identifiss “indirect encouragement through the
legitimization of a practice”. Like in the secondse, no agency need be involved. However, it differ
from the second form of moral encouragement in fhddoes not require the existence of an
identifiable wrongdoer or wrongdoers who are enagad to repeat their wrongful deeds as a result of
one’s acceptance of the benefits of their misconduis not the immediate impact of one’s accepéan
[of benefits] on identifiable wrongdoers that comseus in this case, but the future impact on peopl
generally of the public rule of conduct that is atedl by one’s acceptance of the benefits of
wrongdoing. ... [SJome benefits may be wrong to at@yen in cases where we do not (or cannot)
directly encourage the wrongdoers who created tli@nin doing so we implicitly legitimize a morally
repellent practice”. Ibid, at 550-551) In the present context, the first aedond kinds of moral
encouragement seem to be those of particular concer
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the “commercial exploitation” of an invention memted in the EPC. Moreover, if the
grant of a patent may be seen as official encounage (i.e. by or on behalf of the
state) to exploit an invention and thereby derieadiit, then the prospect of a grant
of patent in the absence of any consideration ofptity may serve as official
encouragement of morally dubious behaviour whiclghihibe hoped to lead to
patentable and profitable inventions. The fieldhoman embryo research had a recent
very high profile example of morally dubious belaaviin the example of Dr Hwang
Woo-suk>®® We will come back to the question of complicitydse.

To conclude this section, we would submit thatEméarged Board of Appeal rightly
argued that the subject matter claimed by WARF eomexd a use of human embryos
for industrial or commercial purposes. Nonetheléle, Board also stated that the
scope of the Rule did not extend beyond that ofAhile, without however having
analysed this issue an analysis requiring investigation of the Article

The interpretation of the Rule by the Enlarged Boaf Appeal supported the
rejection of the WARF application, on grounds ttie invention for consideration
was the inventioms a wholeas described in the patent application and noplgithat
defined by the applicant in th@daims The application of the Rule thus required a
consideration of thdull range of acts required to make or perform thenwdi
invention. The position adopted by the EnlargedrBdewever opened the “deposit
loophole”, raising the question as to the extenthef freedom from complicity in a
morally dubious action that is necessary beforerability can be acknowledged.

We must now turn to the issue of the implicatiohthe Article for the WARF patent
claims.

5. Does the Article Preclude Patentability?

Article 53(a) EPC sets out the basis for the rdfo$duropean patent applications
relating to ethically dubious subject matter. Mspecifically it states that:

European patents shall not be granted in respectiolentions the
commercial exploitationof which would be contrary to “ordre
public” or morality; such exploitation shall not beemed to be so
contrary merely because it is prohibited by lawregulation in
some or all of the contracting stafés.

It is important to note that Article 53(a) EPCnist concerned with the morality of
patentingthe invention or even with the morality pérformingthe invention - the

point at issue is the morality abmmerciallyexploitingthe invention. Many acts, for
example organ “donation”, are widely deemed to barathy acceptable when no
financial exchange is involved but morally unaceép when performed for financial
gain. Likewise, the commercial exploitation of amvention may be contrary to
morality even if the research underlying the ini@mtand the performance of the
invention outside a commercial context are not.sTisi a crucial point, which is
clearly explained by Moufang:

% For a series of detailed reports on this case im #tientific journal Naturg see:

http://www.nature.com/news/specials/hwang/indexlttast accessed on 1 March 2010).
% European Patent Office (2007), see note 5 ab®\8§) eemphasis added).
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[1]t is conceivable that the elementary conflictlwihe legal system
derives from the intention of commercializationttig necessarily
linked to a patent application. In such a casdedbal system would
disapprove not of the innovation itself or of itenking in practice,
but specifically of the economic exclusionary paasitafforded by
the patent with regard to the particular innovatissue’”

. a broad interpretation of the term “exploitatiom’ Art. 53(a)
EPC must be applied: Even if the concrete useefrthention may
possibly be justified from an ethical point of viewhe sole
circumstance that an exclusive right will be grdnter it for the
purpose of commercialization may violate fundamierdgthical
principles®

Question (3) for the Enlarged Board of Appeal waether the WARF claims would
be excluded by the Article. Astonishingly, and pite of the fact that both WARF
and the President of the EPO had emphasised thestiQu (3) addressed the core of
the issue, the Enlarged Board of Appeal simply distithat “Question 3 does not
need answering®

In fact the Enlarged Board of Appedil comment on the scope of the Article as far
as it is relevant to the WARF case. Its commentg appear in the passage quoted
above referring t@older#°

Already by 1984 (see DoldEr...), instrumentalization of the human
body (as opposed to parts of it), thus degrading i&n object of
technology, had been considered as a barrier entaddility. There
is no indication that the commercial exploitatidrhaman embryos
was ever regarded as patentdfle.

The other comments of the Enlarged Board of Appsgérding morality relate to the
Rule or simply confirm that, in the opinion of tBeard, the prohibition of the Rule
falls within the ambit of the Article. As we notezhrlier, there was no separate
analysis as to whether the WARF application cominag the Article. This is the most
serious shortcoming of the Decision of the Enlar@edrd of Appeal, for several
reasons. For one, as we mentioned earlier, unlessas separate analysis is damel
the Article is found to exclude patentability, evitie applicability of the Rule — cf.
Question (1) — cannot be determined. In the absehseich an analysis it remains
unknown whether a conflict exists between the Rand the Article— a conflict
which would invalidate the Rule.

3" R Moufang, see note 27 above, at 504.

3 |bid, at 507 (footnotes omitted).

39 European Patent Office (2009), see note 1 abd\a3a
“OF Dolder, see note 15 above.

*Ibid, at 1.

2 European Patent Office 2009, see note 1 abo@®2at
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The Dolder article?® despite its interesting contributions to the giomsof exclusions
from patentability as regards the field of biotealogy, only provides a legal — rather
than an ethical- analysief patentability with respect to the human bodga@ and
alive) and parts of it. This is insufficient, asti8le 53(a) EPC explicitly states that
whether an invention should be excluded from patghty on grounds of morality or
‘ordre public’ mustnot to be decided merely on the basis of law or rdgulalLaw
and regulation in EPC member states may be insteugt the context of assessing
patent applications under Article 53(a) EPC, beytare certainly not decisive.

Dolder rightly points out that, in continental lafxom a perspective of private law,
instrumentalisation of the human body with a viewgenerating economic goods
degrades the human body to ahject (of technology), whereas the legal order
accords the position ofsubjectto the human person. He provides detailed refeenc
to Swiss and German law when mentioning that, lics teason, the national patent
laws of several EPC member states forbade the iggamf exclusive rights for
instrumental uses of the human body:

The objectified use of the human body as a bioklgiategory for
the purposes of commercial production of goods atbgg it to an
object of technology and is thus in profound canfivith the central
position as a subject that is accorded to a huneamglby the civil
law. The idea that inventions that contain or preswan objectified
use of the human body for the purposes of commiegpecaluction
of goods cannot be the subject of private exclusights has
therefore been part of the established state oWwladge of many
national patent law systems for many decédtles.

He argues that the abovementioned central prescriph private law must be
transposed to the context of patent law, leadingpéonon-patentability ahe human
body as a structured wholaf cells, tissues and organs and the non-pateiyabi
instrumental uses of the human body, while allowihg patentability ofisolated
partsof the human bod{

Where inventions relate to the use of parts ofithman bodyafter death Dolder
argues that it is decisive to patentability whetter performance of the invention has
an impact on the timing of deathHe provides no basis for this being the crucial
divide between inventions which must be excluded roarality grounds and
inventions which are not so excluded.

Dolder also argues that the goal of an ethicallyivated exclusion from patentability
is to prevent the commercialisation, i.e. the comuaé monopolisation, of particular
technical teachings. He emphasises this point botthe 1984 article and in the

3 We gratefully acknowledge Kristof Van Assche fis help in analysing this article.

** F Dolder, see note 15 above, at 1 (translated f@&enman, footnotes omitted). Translations of
extracts from Dolder are kindly supplied by Janenkla

*®Ibid, at 3.
*® Ibid, at 6.
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amicusbrief he submitted to the Enlarged Board of Appeatontext of the WARF
47
case:

It is not the actual process of the objectified akéhe human body
in carrying out a technical teaching that infringles legal interests
protected in Art. 53(a) in the field in questiomt lthe legal process
of exercising an exclusive right to this teachifig.

The goal of an ethically motivated ban on patentings to prevent
the commercialisation, i.e. the commercial mongadion, of
certain technical teachings.

In our view, this interpretation of the Article iscorrect and too narrow. The
prohibition laid down in the Article excludes patieg wherecommercial exploitation
of the inventionwhether monopolistic or notvould be contrary to morality. Tlomit
the operation of the exclusion to circumstancesrevftmmmercial monopolisation
would be wrong is to say that what is at issuehgtier thegatentingof the invention
is wrong. This is not the assessment the Artices@ibes. As Moufarig indicates,
the act of applying for a patent places exploitatiof the invention within a
commercial context, but the question to be adddessmains whethecommercial
exploitationrather than monopolisation is contrary to morality.

Returning to the “analysis” by the Enlarged BoafdAppeal, the Board mentions
“instrumentalization of the human body (as opposedparts of it)” as being
considered a “barrier to patentability” already 1884 (when the Dolder article was
published?* While there is probably general agreement thattngentalisation of a
conscious human being is wrong, there is no suokeagent in relation to “the human
body” as such. The widespread acceptabilitypost mortemtransfer of human
organs, i.e. the use of cadavers as organ souncekemce the instrumentalisation of
cadavers, clearly supports this point.

The position that “instrumentalization of the huntaudy (as opposed to parts of it)”
might constitute a bar to patentability derives rabauously from the
abovementioned EWDirective on the legal protection of biotechnolagitnventions
(1998)°2 an instrument that postdates the Article and wes enacted by a different
set of legislators than the member states of th€.BRhile we consider that this
Directive gives an authoritative insight as to whmaght and might not be considered
morally acceptable within Europe, we must emphasisdfact that it can provide no
binding basis for interpreting the Article.

" F Dolder, “Amicus Curiae Brief Submitted to thel&ged Board of Appeal of the European Patent
Office” (31 Oct 2006), available ahttps://register.epoline.org/espacenet/regvievpublication
number EP0770125) (accessed 19 January 2010).

“8 F Dolder, see note 15 above, at 3 (translated fB@mman).
“9F Dolder, see note 47 above, at 6 (translated @mman).

0 R Moufang, see note 27 above, at 504.
*1 European Patent Office (2009), see note 1 ab®\322a
%2 See, in particular, Recitals 16, 17, 20 and 2Welsas Article 5(1) and (2) of this Directive.
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That “[t]here is no indication that the commer@aploitation of human embryos was
ever regarded as patentabl@is clearly not the case. First, WARfsbeen granted
equivalent patents in the United States. Sec@udger himself identifies a British
patent granted to the National Research Develop@ergoration (a state institution)
with claims to a “human embryo liver cell lind.The derivation of that human
embryo liver cell line involved destruction of arhan embryo, as is abundantly clear
from the statement in this British patent that tteell line is produced by
disaggregating human embryo livér"Third, we might point out that in 1999 the
EPO itself issued European Patent No. 695351° Bmich raised issues virtually
identical to those raised in the WARF case. Thisogean Patent, often referred to as
the ‘Edinburgh patent’, was opposed and in duesmsunaintained in amended form
in October 2008, but the fact that the EB@ntedthis patent clearly disproves the
statement by the Enlarged Board of Appeal thahét¢ is no indication that the
commercial exploitation of human embryos was eggarded as patentable”.

Thus, the Board’s “analysis” of the applicabilitiitbe Article is seriously incomplete.
In our view, the Board should have commented oneth&al basis for determining
whether an action is contrary to morality, befoismidssing the need to answer
Question (3). We have indicated elsewhere how sunchnalysis can be undertaken
with regard to the present case and what the owanight be’’ As we have argued,
the key ethical concept here is human dignity. Th&lso recognised by the Enlarged
Board of Appeal in its discussion of the EU Direeti® Moreover, the Enlarged
Board has identified the purpose of the Rule asgh#id prevent a misuse in the sense
of a commodification of human embryos” and “to paithuman dignity” as well as
to “prevent the commercialization of embry68The concept of human dignity is
acknowledged by the overwhelming majority of thenmber states of the EPC and,
unlike the concept of human rights, can be argwedpply to human beings at all
stages of development and whether dead or Hlive.

%3 European Patent Office (2009), see note 1 abdd22a

** F Dolder, see note 15 above, at 6-7. Incidentiligight be noted that Professor Dolder himself in
his amicus curiaebrief to the Enlarged Board of Appeal (see noteald@ve) argued that the answers to
Questions (1) to (4) should be yes, yes, yes, andaspectively.

5 A Zuckermann, “Cell Lines and Virus Culture” (197British Patent No 1300391, at 1.

% A Smith and P Mountford, “Isolation, Selection aubpagation of Animal Transgenic Stem Cells”
(1999), European Patent No 0695351 B1, Munich: peao Patent Office.

> See S Sterckx, “The European Patent Conventionttam@non)patentability of Human Embryonic
Stem Cells: the WARF Case” (2008)tellectual Property Quarterly478-495, at 486-493 and the
references cited there.

%8 European Patent Office (2009), see note 1 ab®\324325.
% bid.
% bid, at 325-326.

b1 See S Sterckx, see note 57 above, at 489-49%hameferences cited there. Other interesting ssurce
on issues regarding propertisation, commodificaiod commercialisation of the human body are: D
Beyleveld and R Brownswordjuman Dignity in Bioethics and Bio-lag@xford: Oxford University
Press, 2001); B Bjorkman and S Hansson, “BodilyhRigand Property Rights” (2006) 3Burnal of
Medical Ethics209-214; S Holland, “Contested Commaodities at Berids of Life: Buying and Selling
Gametes, Embryos and Body Tissues” (2001)Kehnedy Institute of Ethics Journét63-284; B
Parry, “Entangled Exchange: Reconceptualising thear&terisation and Practice of Bodily
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To summarise this section, while stating that sitiee WARF claims could be
rejected under the Rule it was not necessary tsiden the Article, the Enlarged
Board of Appeal nonetheless hinted that the bawmisdjecting the WARF claims
under the Article would be that commercial expliadia of the claimed subject matter
would involve commercialisation and commodificatioh human embryos, which
would be a violation of human dignity. Indeed, givéhat the principles of non-
commercialisation and non-commodification are kayehsions of human dignity,
and that human dignity applies to the embfythe subject matter of the WARF
patent application clearly contravenes the Artisiace obtaining the patent would
have allowed WARF to reap financial reward from tise of human embryos.

When discussing Question 1 above (Does the Rulé&yZppve explained that no
answer could be given to this question until botheQions 2 and 3 had been
answered. Since the subject matter claimed by WARExcluded byboth the Rule
and the Article, the answer to Question (1) appeabe yes.

6. The Relevance of Complicity to the Question ofdeentability

The possible existence of a deposit loophole, astioreed above, highlights the
relevance to patentability of the effect and th&eetof any complicity between the
person destroying the human embryo and the papgticant, which may or may not
be the same person. In the case of WARF, anyorkinge® commercially exploit the
hES cell culture following the instructions in ttARF application, would have toe
the embryo-destroyer, tocommissionembryo-destruction, or to otherwis#btain
cultures from someone who had carried out the detsdtn. Where a deposit of a hES
cell culture has been made by the time a patericagipn is filed, this act of deposit
could be by a party acting alone and independdrtiy the patent applicant, by the
applicant herself, or by an agent or commercidbabolrator of the applicant.

As we indicated above, we see no difference betwseWARF position of no prior
deposit and the situation in which the applicarthiterives and deposits the hES cell
culture, or has the culture made and depositechiggant, or even where the culture
is derived and deposited by a current or future roensial collaborator of the
applicant. However, if the deposit is not to indalie a patent application for the
culture (by depriving the subject matter of novglthere must be collaboration or
identity between the embryo-destroyer, the cultiepositor and the patent applicant,
as the culture must be deposited by, but not plybawailable before, the patent
application filing date.

Complicity might be avoided if the culture were to be derived amdkeposit to be
made independently of the applicant and if the digpd culture were to be publicly
availablebeforethe applicant filed the patent application. Instbase, however, any
claims in the patent application to the depositatiuce itself would lack novelty,
although the applicanimight successfully obtain claims to novel and inventive

Commaodification” (2008) 3%Geoforum 1133-1144; President’s Council on Bioethidsiman Dignity
and Bioethics: Essays Commissioned by the Presd&duncil on Bioethic§¥Washington DC:
President’s Council on Bioethics, 2008); S WilkinsBodies for Sale: Ethics and Exploitation in the
Human Body TradéLondon: Routledge, 2003).

62 5 Sterckx, see note 57 above, at 491.
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products derived (only) from the publicly availaldeposited culture. Nonetheless,
even here the question remains as to whether mufficomplicity, in terms of
benefiting from wrongdoin§® still exists that the commercial exploitation dfet
invention remains contrary to morality and its paébility remains excluded by the
Article.

Some of our actions may be morally right in onetegnhbut wrong in another. Patent
law gives others, patentees, the right to invoké &w to prevent us from taking

certain actions. On the whole, such actions aremgdy performed in a commercial
context, i.e. they are actions taken for a rewanttlwmay include a profit. Patent law
does not however restrict the patent holder fromokimg civil law to prevent actions

takenonly for profit.

Since some actions may be wrong within a commercaitext, but tolerable
(probably with other constraints) outside a comma¢rontext, European patent law
rightly prevents patent holders from invoking ciléiw to prevent actions in this
“grey” area and leaves control in this zone to skete. This is done by excluding
certain subject matter from being patentable. Tlstrobvious area where this takes
place is in the field of medical treatment, an asbare criminal law serves to provide
those constraints and to prevent others from takicons which may adversely
affect the public.

This “grey” zone, where actions may be acceptablg, only with consistently
enforced restrictions, is one where we rely upon ta regulate our behaviour.
Besides medicine, it most obviously includes aspettfinance, public safety, and
education.

Article 53(a) EPC addresses this “grey” zone gdheray saying in effect that patent
holders must not have the right to invoke the lawptevent actions which, in
carefully, legally controlled areas outside the owercial arena, our society may
deem acceptable but which, without that control aittdin the commercial arena, are
deemed to be immoral.

The exclusion of the Article is limited — the regument is the absolute that
commercial exploitation be “contrary to morality”, not that be merely morally
dubious or contrary to some theories of moralitywen that it must also be immoral
outside the commercial arena.

In its original form, i.e. from 1973 to 2007, Aitec53(a) EPCalso excluded from
patentability inventions the publication mon-commerciaéxploitation of which were
contrary to morality. Since the EPO clearly coutd prevent a patent applicant from
publishing details of the invention, the “publicati exclusion had no real effect in
terms of preventing others from performing immaets by civil or private law. The
Article, however, and improperly in our mind, allesva patentee to invoke civil law
to prevent others from performing actions that,leimmmoral within the commercial
context, might be deemed to be desirable by the sthen performed outside the
commercial context, i.e. without charge or on a-oody basis. By way of example of
such actions, we might point fwost mortemorgan donation (as opposed to organ
sales).

% R Green, see note 34 above.
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In view of (the current version of) Article 53(aPE, it seems to us that the Enlarged
Board of Appeal in the WARF case ought to have idaned at least the following
guestions:

a) Is the use of an entity to generate something ¢indy benefits others, an
“instrumentalisation” of that entity?

b) Can an instrumentalisation tife human bodie contrary to morality?

C) Can aself-aware human beintmorally neutralize” the instrumentalisation of
herself by giving consent to the instrumentalisatdter being fully informed
as to what may result therefrom?

d) Can the instrumentalisation oframan embrydye of moral concern or, even,
“contrary to morality”?

e) If the answer to (d) is yes, what is {@pertyof the human embryo, either as
an individual or in general, that can raise theceon referred to in (d) above?

f) Can instrumentalisation of a human embryo be, paréicular context, merely
a matter of concern (i.e. in need of bemegulated, while in another context
it is contrary to morality (i.e. in need of beifgbidden? An example of this
is the use of human embryos for the purpose olifgrireatments versus the
use of human embryos in the manufacturing of a ceraral product.

0) Does the context afommercialisatiormake instrumentalisation of the human
embryo contrary to morality?

h) If commercial exploitation of an invention is tocape being labelled as
“contrary to morality” as a result of an earliereusf a human embryo, what
disjunct or barrier is required between the comimégactivity and that earlier
use?

Question (c) is not relevant here since human easbcgnnot give consent. Questions
(@), (b) and (d), to our mind, demand the answes™y while perhaps the most
important answer to question (e) is “human dignityhich is not solely a property of
the individual embryo but of embryos as a class. &swers to questions (f) and (g)
are likewise “yes®*

The interesting question is thus question (h). Aalyon is characterised by its nature
(what is done), its location (where it is done} ttming (when it is done), its
performer (who it is done by), and its object (wkas performed on). Any pair of
related acts is likewise characterised by these fmarameters, but also by the
connectionbetween the acts, which may be material (e.g. soomemon identity
between the objects of the acts) or informatioead).(information derived from the
first act is used to determine parameters for theoisd act). If the two acts are
characterised by the nature of the first beingdast in some context) immoral and
the nature of the second, viewed in isolation, ¢pamorally acceptable, we would
posit that complicity isiot avoided by a disjunct in timing or location or wéehere

is identity or collaboration between the performers

% We cannot elaborate on the arguments underlyirgettanswers here. It may be noted that our
answers to (f) and (g) do not appear to divergerassly from those of the Enlarged Board of Appeal
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This brings us to theature of theconnectionbetween the acts. Here, the question at
issue is whether complicity can be avoided by thture of this connection. To our
mind, amaterial connection is enough to establish complicity. dlest object used by
someone other than the thief remains a stolen bbjéhere the connection is only
informational then we would argue that the extent of complioigy not be sufficient
to cause the second act also to be contrary tolyori a researcher, reading a
publication describing an immoral experiment, cacognise that that information can
be deployed to the benefit of humanity, then aremion he makes on the basis of
that information should perhaps not be excludedanfioatentability under Article
53(a) EPC. Consider the example of a researchegrieg life jackets for air crew,
taking into account the survival times of humanscwid water determined by
experimentation on concentration camp inmatesaii lse argued that allowing the
researcher to use this information sends the sigmaither researchers that even
information generated by atrocities will be usedosg as it can generate a benefit to
society. This could lead future researchers torgrathical rules in order to promote
their research, which would clearly be undesirabfet, as Green argué3,in
exceptional cases, such undesirable effects mayutveeighed by some degrees of
benefit to society.

Thus, to conclude this section, considering thestjoe of complicity shows that the
“deposit loophole” left by the Enlarged Board igltly problematic— in other words,
provision of a deposit is clearly not enough toidvexclusion, under the Article at
least.

7. Conclusion

The Enlarged Board of Appeal correctly decidedejeat the WARF claims. As we
have attempted to show, however, the reasoning riymae Decision G-2/06 is
insufficient. Moreover, the decision raises two onaproblems: firstly whether
patentability can be achieved by the simple expedid depositing a cell culture
(derived directly or indirectly from human embryoahd secondly to what extent an
upstream morally dubious act taints a downstreararition to such an extent as to
deny it patentability.

Clearly, achieving clarity on the meaning and tin@lications of the EPC’s exclusion
from patentability of inventions the commercial Bifation of which would be
contrary to morality requires further reflectionptnonly on the meaning of the
concept of “morality” but also on what should bedarstood by “commercial
exploitation” of an invention, as well as on quess regarding complicity.

% R Green, see note 34 above, at 551.



