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G 0002/06

Summary of Facts and ~ubmissions

I. In its deCision T 1374/04 (OCT EPO 2007, 313) Stem.

Cells/WARF, TeChnical Board of Appeal 3.3.08 referred

the following points of law to the Enlarged Board of

Appeal:

1. Does Rule 23d(c) [now 28(c)] EPC apply to an

application filed before the entry into force of

the rule2

2 If the answer to question 1 is yes, does

Rule 23d(c) [now 28(c)] EPC forbid the patenting

of claims directed to products (here human

embryonic stem cell cultures) which - as described

in the application — at the filing date could be

prepared exclusively by a method which necessarily

involved the destruction of the human embryos from

which the said products are derived, if the said

method is not part of the claims?

3. If the answer tO question lo~ 2 is no,does~

Article 53(a) EPC forbid patenting such claims?:

4. In the context of questions 2 arid 3, is it of

relevance that after the filing date the same

products could be obtained without having to recur

to a method necessarily involving the destruction

of human embryos (here: eq den va ti on from

available human embryonic cell lines)?

2222. D



2 — G 0002/06

(To facilitate understanding,~ hereinafter the Rules of

the Implementing Regulations to the European Patent

Conventioi~ are cited as numbered according to the

amended Implementing Regulations to ~he European Patent

Convention which entered into force on 13 December 2007,

with the old numbering given in brackets, except when

quoting decisions, legislation or the referral

questions

II The appeal pending before the referring Board 3 3 08 is

against the decision of 13 July 2004 of the Examining

Division, refusing European patent application

No 96 903 521 1 This dec~sion related to a set of

claims 1 to 10 of which Claim 1 reads

“1 A cell culture comprising primate embryonic stem

cells which (i) are capable of proliferation in

vitro [sic] culture for over one year, (ii)

maintain a karyo type in which all chromosomes

normally characteristic of the primate species are

present and are not noticeably altered through

culture for over one year, (iii) maintain the

potential to differentiate to derivatives of

endoderm, mesoderm, and ectoderm tissues

throughout the culture, and (iv) are prevented

from differentiating when cultured on a fibroblast

feeder layer

III The Examining Division refused the application under

Article 97(1) EPC 1973 for the reason that claims 1 to

7, 9 and 10 did not comply with the requirements of

Article 53(a) EPC 1973 in conjunction with Rule 23d(c)

[now 28(c)] EPC, because, as regards the generation of
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— 3 — G 0002/06

human embryonic stem cell cultures, the use of human

embryos as starting material was described in the

application as originally filed as being indispensable.

The use of a human embryo as starting material for the

generation of a product of industrial application (ie

the claimed embryonic stem cell cultures) meant a use

thereof for industrial purposes within the meanin~ of

Rule 23d(c) [now 28(c)] EPC and was thus prohibited

under the said provision in conjunction with Article

53(a) EPC 1973. The provisions of Rule 23d(c) [now

28(c)] EPC in cOnjunction with Article 53(a) EPC 1973

were not directed exclusively to the claimed subject—

matter but rather concerned inventions, thus including

all aspects that made the claimed subject—matter

available to the public. The description provided only

one source of starting cells, namely a pre~-implantation

embryo. It was therefore irrelevant that the claimed

subject-matter related to cell cultures and not to a

method of production of said cultures.

IV. Board of Appeal 3.3.08 considered the question of the

patentability of human embryonic stem cells and of the

conditions therefor as being an outstandingly important

point of law within the meanIng of Article 112(1) (a)

EPC for which a decision by the Enlarged Board of

Appeal is required.

V. The Enlarged Board of Appeal asked the President of the

European Patent Office (hereinafter “EPO’) to comment

on the case, and also issued an invitation for third

parties to file comments. On 20 March 2008 the Enlarged

Board of Appeal sent a summons to attend oral

proceedings accompanied bya communication drawing
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attention to some legal issues that seemed of potential

significance.

VI. The main points submitted by the Appellant in written

submissions of 31 October 2006 and 22 May 2008, and at

the oral proceedings on 24 June 2008 can be summarized

as follows:

Introductory comment:

- In 1998 ‘the named inventor using the methods

suggested in the application was, the first to

successfully isolate and culture human embryonic

stem’, cells that can grow in vitro. The provision

of these is a major scientific breakthrough and

pioneering invention’opening up a new and very

exciting field of •reseaich having’ great potential

fo~ promising medical therapies and other

applications, and worthy Of patent protebtion.

‘Relating to a reference to the European Court of

Justice (hereinafter ECJ):

- Since Rule 28(c) (formerly 23d(c)) EPC repeats the

wording of Article 6(2) (c) of the Directive

98/44/EC of 6 July 1998 (hereinafter ‘the

Directive”), the Enlarged Board of Appeal in

interpreting Rule 28(c) (formerly 23d(c)) EPC is

interpreting the law of the European Union

(hereinafter “EU”) and is required by Article 234

of the Consolidated Version of the Treaty

establishing the European Community in force since

1 February 2003 under the Treaty of Nice signed
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26 February 2001 (hereinafter “EC Treaty”), as a

court or tribunal of a member state against whose

decision there is no judicial remedy to ask for a

ruling by the ECJ, in the present situation where

the interpre.tation of’Article 6(2) (c) of the

Directive is not free of doubt (i.e. not acte

clair)’.

- , The Enlarged Board of Appeal meets the ECJ

criteria of being a court or tribunal, and EW

• Case C-337/95 (“Dior v. ~vora”)~is a.precedent for

a court under an international treaty and having

jurisdiction’ for more than a single EU member

state asking for a ruling. Further the vas~t

majority of EPC states are,Member. States of the EU

and the Er~1arged ‘Board of Appeal sits in such a

state. ‘

Not asking the ECJ for a ruling now, bears the

risk that na~ional courts will subsequently apply

(and be obliged to apply) an interpretatioiiof

Article 6 of the Directive which does not accord

with that applied by the EPO.

Relating to question 1:

Rule 28(c) (formerly 23d(c)) EPC applies to

pending European patent applications filed before

its entry into force. It does not change the law,

nor render immoral that which formerly was not,

nor seek to define new classes of acts which are

contrary to ord±e public.
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Relating to questions 2 and 3:

The prohibition of Rule 28(c) (formerly 23d(c))

EPC must be interpreted in the context of

Article 53(a) EPC and Article 27(2) of the

• Agreement on Trade-Related Aspects of Intellectual

Property Rights (hereinafter “TRIPS Agreement”) as

only applicable where the commercial exploitation

of the invention is contrary to’ ordre public or

morality. The forbidden,exploitation must be

something contravening the underlying legal

principles of all contracting states.’

The correct approach to Rule 28(c) (formerly

23d(c)’) EPC IS to identify the, claimed monopoly

and ask whether that monopoly embraces the “use Of

an embryo for an industrial or commercial

purpose”. A claiu~ to an’ embryonic stem cell is not

a monopoly to “the use of an embryo” still less to

“the use of an embryo for an’ industrial or

commercial purpose”. At most an embryonic stem

cell is a product which ultimately was derived

from an embryo. As there is ‘no constitutional

tradition common to member states that a pre-l4

day embryo should not be used for stem cell

research (which itself is not contrary to such

unitary values, nor outlawed by international

treaty) there is no reason to forbid patenting of

a use involving’ extracting some cells from a pre-

embryo (that is one less than 14 days old in

accordance with usage in the medical field) as

suggested in the application. The obtaining of a

cell from the inner cell mass of an embryo to

2222 .D



— 7 — ‘ ‘ G 0002/06

start a stem cell line with which to embark upon

pioneering therapy is not in any real sense

performing an industrial or commercial act.

Had the Directive sought to exclude acts which

fall outside the monopoly claimed but which may be

preparatory to working an invention alternative

words could and would have been used In

particular if the Directive was intended to

exclude from patentability products derived from

human embryos it would have explicitly said so

Thus some uses of embryos, for example in patents

which were not directly aimed at industrial and

commercial purposes but were directed at

pioneering therapies, are not to be excluded from

patentability Such a construction of Rule 28(c)

(formerly 23c1(c)) EPC is consistent with the

mischief to which objection is taken, being the

commercialisation of embryos themselves, in

distinction to tissues or cells derived from

embryos

The question of the patentability of processes

relating to embryos was first raised in the

Opinion No 9 of the Group of Advisers on the

Ethical Implications of Biotechnology to the

European Commission (GAEIB) in a report of

28 May 1997 who expressed concern about human

cloning, but no desire to hamper therapeutic stem

cell research In the light of this opinion it was

proposed there should be a prohibition against the

patenting of “methods in which human embryos are

used” This provision was modified by the Council
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