BESCHWERDEKAMMVERN  BOARDS OF APPEAL OF
DES EUROPAI SCHEN THE EUROPEAN PATENT
PATENTAMTS OFFI CE

I nternal distribution code:

(A [ ] Publicationin Q
(B) [X] To Chairnmen and Menbers
(O [ ] To Chairnen
(D) [ 1 No distribution
DECI SI1 ON

of 23 Cctober 2002
Case Nunber: T 0272/ 95 -
Application Nunber: 83307553. 4
Publ i cati on Nunber: 0112149
| PC. C12N 15/ 16

Language of the proceedi ngs: EN

Title of invention:

CHAMBRES DE RECOURS
DE L' OFFI CE EUROPEEN
DES BREVETS

3.3. 4

Mol ecul ar cl oning and characterization of a further gene

sequence codi ng for human rel axin

Pat ent ee:

HOMRD FLOREY | NSTI TUTE OF EXPERI MENTAL PHYSI OLOGY AND

MVEDI CI NE

Opponent :

Aglietta, Anendola et al., Fraktion der G unen imEP

Lannoye Paul - Fraktion der G unen imEP

Headwor d:
Rel axi n/f HOMRD FLOREY | NSTI TUTE

Rel evant | egal provisions:

EPC Art. 99(1), 134, 52(2)(a), 53(a), 54, 56

EPC R 55, 23(d), 23(e), 100(1)

Keywor d:

"Admi ssibility of the opposition and appeal

"Contrary to ordre public or norality -
"Di scovery - no"

"Novelty - yes”

"I nventive step - yes"

Deci si ons cited:

EPA Form 3030 10.93

- yes"



G 0003/ 99

Cat chwor d:

EPA Form 3030 10.93



Européisches European Office européen

0) Patentamt Patent Office des brevets

Beschwerdekammern Boards of Appeal Chambres de recours

Case Nunber: T 0272/95 - 3.3.4

DECI SI1 ON
of the Technical Board of Appeal 3.3.4
of 23 Cct ober 2002

Appel | ant : Aglietta, Anendola et al.
(Opponent 01) Fraktion der Grinen i mEP
93, rue Belliard
B- 1047 Bruxelles (BE)

Repr esent ati ve: Al exander, Dani el
Chanbers of M chael Fysh, g.c.
8 New Square - Lincolns Inn
London WZ22A 3QP (GB)

O her Party: Lannoye Paul - Fraktion der G inen imEP
(Opponent 02) 93, rue Belliard
B- 1047 Bruxelles (BE)

Repr esent ati ve: -

Respondent : HOMRD FLOREY | NSTI TUTE OF
(Proprietor of the patent) EXPERI MENTAL PHYSI OLOGY AND MEDI Cl NE
c/o University of Mel bourne
Parkville
Victoria (AU

Repr esent ati ve: Brown, John David
Forrester & Boehnert
Pet t enkof erstrasse 20-22
D- 80336 Minchen (DE)

Deci si on under appeal : Deci si on of the Opposition Division of the
European Patent O fice posted 18 January 1995
rejecting the opposition filed agai nst European
patent No. O 112 149 pursuant to Article 102(2)
EPC.

Conposition of the Board:

Chai rwoman: U. M Ki nkel dey
Menmber s: F. L. Davi son-Brunel



C Holtz



S1 - T 0272/ 95

Summary of facts and subm ssi ons

2656. D2

Eur opean patent No. 0 112 149 with the title "Ml ecul ar
cloning and characterization of a further gene sequence
coding for human rel axin" was maintai ned by the

opposition division on the basis of the granted cl ai ns.

Ganted claim1 read as foll ows:

"1. A DNA fragment encodi ng human H2- preprorel axin,
sai d H2-preprorelaxin having the am no-acid sequence
set out in Figure 2."

G anted clains 2 to 7 and 11 (partly) related to
further DNA fragments encoding H2-relaxin. Clainms 8 and
9 were directed to processes for the production of the
fragnents according to clains 1 to 7, clainms 10, 11
(partly), 12 to 14 were directed to DNA transfer
vectors conprising a DNA fragnment encodi ng H2-rel axin.
Clainms 15 to 17 related to processes for making a DNA
transfer vector conprising relaxin DNA, for making a
fusion protein conprising relaxin, and for synthesizing
H2-rel axin, respectively. Clains 18 to 24 were directed
to H2-relaxin in various forns or to pol ypeptides
having relaxin activity.

Two oppositions were filed by letter dated 9 January
1992. In this letter, the representatives were stated
firstly to be acting for a group of 26 individuals
representing the green fraction of the European
parliament represented by the president of the fraction
(Opponents (1)) and secondly, to be acting in a
separate opposition for the president of the fraction
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hi msel f (Opponent (2)). One opposition fee was paid in
t he nane of Qpponents (1), and 18 of the 26 naned
persons subsequently filed an authorisation for the
common representative.

The patent in suit was chall enged under Article 100(a)
EPC for lack of novelty and inventive step (Articles 54
and 56 EPC) as well as under Article 53(a) EPC as
relating to subject-matter which was contrary to "ordre
public" and norality and under Article 52 (2)(a) EPC
for not being concerned with an invention but with a

di scovery.

In its decision (QJ EPO, 1995, 388), the Opposition

Di vi sion concl uded under Article 53(a) EPC that an

i nvention concerning a human gene was not an exception
to patentability because it would not be universally
regarded as outrageous: it did not anmpbunt to patenting
|ife because DNA as such was not |life but one of the
many chem cal entities participating in biological
processes, no offence to human dignity had occurred as
t he woman who donated tissue was asked for her consent
and her self-determ nation was not affected by the
expl oitation of the clainmed nol ecul es.

Under Article 52(2)(a) EPC, it was decided that in
accordance with the | ong-standi ng EPO practice the
claimed DNA fragnents which were new in the sense of
havi ng no previously recogni zed exi stence were not to
be considered as discoveries and, therefore, did not
fall within the category of unpatentable inventions.

The exi stence of the clainmed DNA fragnents was not
known or even hinted at before the priority date of the
patent in suit. The requirenents of novelty and
inventive step were fulfilled.
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Fi ve persons from Opponents (1) filed a notice of
appeal and paid the appeal fee through a non-
prof essi onal representative on 28 March 1995.
Opponent (2) did not file an appeal.

In a comuni cation dated 3 May 1995, the Board raised
gquestions as to the adm ssibility of the appeal, inter
al i a because the notice of appeal was signed by a
person not neeting the requirenents of Article 134 EPC
and because there was a change in the nunber of persons
appealing in relation to the nunber of persons having
filed the opposition.

In response to the Board's conmunication, 17 persons
filed authorisations for a professional representative
on 13 July 1995. It was expl ained that one person had
di ed since the decision under appeal had been taken.
OQpponent (2) filed a declaration that he intended to
remain a party as of right under Article 107 EPC

On 15 April 1999, the Board issued an interlocutory
decision, referring to the Enlarged Board of Appeal
(EBA) questions relating to the adm ssibility of an
opposi tion and subsequent appeal jointly filed by a
nunber of persons. The EBA answered these questions in
decision G 3/99 (QJ EPO 2002, 347).

Oral proceedings before the Technical Board of Appeal
to hear the parties on all remaining i ssues were
sumoned to be held on 9 August 2002. The Board issued
a conmuni cation pursuant to Article 11(2) of the Rules
of Procedure of the Boards of Appeal indicating their
provi sional opinion that in view of decision G 3/99
(supra), the common opposition and appeal were both
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adm ssi bl e.

The Appel | ants/ Opponents (1) withdrew their request for
oral proceedings.

The follow ng docunents are nentioned in the present
deci si on:

(1): Hudson, P. et al., Nature, Vol. 291, pages 127
to 131, 1981,

(2): Haley,J. et al., DNA Vol. 1, No. 2, pages 155
to 162, 24 August 1982.

The Appel lants' argunents on appeal may be sunmari zed
as follows:

Article 53 (a) EPC, exceptions to patentability

The sane argunents were presented as had been presented
to the opposition division (para |V, supra) to the
avail that the clained subject-matter constituted an
exception to patentability under Article 53(a) EPC. The
further opinion was expressed that it constituted a
fundanmental violation of a person's rights if an

i nvention was derived froma his/her body and no
consent had been obtained for the specific exploitation
whi ch was intended for the invention.

Article 52(2)(a) EPC discoveries not being patentable
matter

The essence of the invention was the el ucidation of the
genetic sequence of the H2-relaxin gene. In sinple
terms, the proprietor had obtained a code book fromthe
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donors (the genetic material) and "cracked the code"
(di scovered the nunber and sequence of human rel axin
genes). That was no nore than a discovery of the
characteristics of a substance which had existed in
nature probably for many thousand years. So, in the
nmeani ng of the provision of Article 52(2)(a) EPC, the
patent related to a discovery and, thus, was not

pat ent abl e.

Articles 54 and 56 EPC; novelty, inventive step

As the gene encoding H2-rel axin was al ways present in
the female body, it did not constitute novel subject-
matter.

Even if it were considered novel, the fact remained
that its isolation had only required well-known
techni ques and no difficulties were encountered in
carrying out the experinment. Therefore, the clained
subj ect-matter was obvi ous especially in view of the
prior art relating to the elucidation of the genetic
sequence of the rat and porcine rel axin genes
(documents (1) and (2)).

The Respondents (Patentees) essentially answered as
fol | ows:

The |l egal position with regard to the patenting of

bi ot echnol ogi cal inventions had changed significantly
during the tinme the case had been pendi ng and was now
set out in Rules 23(b) to (e) of the European Patent
Convention, which entered into force on 1 Septenber
1999 (QJ EPO 1999, 437).

Article 53(a) EPC, exceptions to patentability
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In Rule 23(d) EPC, four categories of biotechnol ogical
inventions were |isted which were to be considered as
exceptions to patentability under Article 53(a) EPC.
The presently clainmed invention did not fall under any
of these categories and, therefore, was patentable.

Article 52(2)(a) EPC discoveries not being patentable
matter

Rul e 23(e)(2) EPC made it clear that patent protection
shoul d extend to elenments isolated fromthe human body
or otherw se produced by neans of a technical process

even if the structure of that elenent was identical to
that of a natural elenent. The cl ai med H2-rel axi n DNA

may, thus, be patented, in view of this provision.

Articles 54 and 56 EPC; novelty, inventive step

There was no disclosure in the prior art of the
exi stence of H2-relaxin, let alone of a gene coding
therefor. Al clainms were, therefore, novel.

No cogent reasons for there to be a lack of inventive
step had been put forward. It was not even suspected
before the priority date that H2-rel axin existed. Al
clainms were inventive.

The Appel |l ants requested that the decision under appeal
be set aside and the patent be revoked.

The Respondents requested that the appeal be di sm ssed.

Reasons for the decision

2656. D2
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Adm ssibility of the opposition and appeal by the Appellants

2656. D2

A notice of opposition was filed on behal f of 26 naned
persons (9 January 1992) and one opposition fee was
paid (10 January 1992). Subsequently, a conmon
representati ve was aut horized by 18 of the 26 naned

i ndividuals (3 May 1993). The Opposition Division

deci ded that the opposition was adm ssi bl e under
Article 99(1) EPC and Rule 55 EPC and pursuant to Rule
100(1) EPC (decision of 18 January 1995). After the
patent was maintained as granted, 5 out of the 18

i ndi vi dual s | odged an appeal in the nane of the group

t hrough a non-entitled person. Subsequently, upon
invitation by the Board of Appeal, 17 out of the 18
named i ndividuals (the eighteenth being deceased)
signed the notice of appeal and authorized a new common
representative to act on their behalf (13 July 1995).

To the questions asked by the Board of Appeal inits
interlocutory decision (section VIIIl, supra), in
relation to the conmon opposition, the EBA (decision
G 3/99, supra) answered that:

"1. An opposition filed in comobn by two or nore
persons whi ch otherw se neets the requirenents of
Article 99 EPC and Rules 1 and 55 EPC, is adm ssible on
paynent of only one opposition fee.

"2. If the opposing party consists of a plurality of
persons, an appeal nust be filed by the conmon
representative under Rule 100 EPC. Were the appeal is
filed by a non-entitled person, the Board of Appeal
shall consider it not to be duly signed and
consequently invite the common representative to sign
it wwthin a given limt. The non-entitled person who
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filed the appeal shall be infornmed of this invitation.

| f the previous comon representative is no | onger
participating in the proceedi ngs, a new conmnon
representative shall be determ ned pursuant to Rule 100
EPC.

"3. In order to safeguard the rights of the patent
proprietor and in the interests of procedural
efficiency, it has to be clear throughout the procedure
who belongs to the group of conmon opponents or conmon
appel lants. If either a comon opponent or appell ant

(i ncluding the commopn representative) intends to

wi t hdraw from t he proceedi ngs, the EPO shall be
notified accordingly by the commopn representative or by
t he new conmon representati ve determ ned under

Rul e 100(1) EPC in order for the withdrawal to take
effect.”

3. Pursuant to Article 112(3) EPC, this decision is
bi nding on the Board in assessing the adm ssibility of
t he opposition and appeal in the present case. A common
representative was duly appointed (section VII, supra)
and the further conditions set up by the EBA have al so
been net. For these reasons and taking into account
that the further requirenents of Article 99(1) and
Rule 55 EPC for the filing of an opposition and, of
Article 108 EPC and Rule 64 EPC for the filing of an
appeal are fulfilled, the opposition and appeal are
adm ssi bl e.

Articles 53(a) and 52(2)(a) EPC, Rules 23(b) to (e) EPC
4. After the Directive 98/ 44/ EC of 6 July 1998 was passed

by the European Parliament, the Adm nistrative Counci
of the EPOin its decision of 16 June 1999 anended the

2656. D2 Y A
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| npl enenti ng Regul ati ons of the European Patent
Convention by adding to Part Il of these Regulations a
Chapter VI - Biotechnol ogical inventions - conprising
Rul es 23(b) to 23(e), for the purpose of applying and
interpreting the provisions of the Convention rel evant
to European patent applications and patents concerning
bi ot echnol ogi cal inventions. Article 2 of this decision
states that it shall enter into force on 1 Septenber
1999; the decision itself does not contain transitional
provi sions. The Board concludes fromthe absence of
transitional provisions that the Adm nistrative Counci
nmust have been of the opinion that Rules 23(b) to 23(e)
EPC only gave a nore detailed interpretation of the
meani ng of Article 53 EPC as intended fromits

i nception, and hence were al so applicable to cases

al ready pendi ng before 1 Septenber 1999 such as the
present case.

Having regard to Article 164(2) EPC, the Board has to
exam ne whether or not the new rules insofar as they
relate to Article 53(a) EPC are in conformty with this
article. In decision G 1/98 (Q EPO 2000, 11

point 5.3) dealing with the interpretation of

Article 53(b) EPC, the EBA stated that Article 4(1)b
and (3) of the EU biotechnol ogy directive 98/ 44 (see
supra) was intended to be interpreted in the sane sense
as the EBA interpreted the scope of Article 53(b) EPC
(G 1/98, points 3.10, 5 and 6, see supra). This latter
interpretation corresponds entirely to the new

Rul e 23(c) adopted by the Adm nistrative Council, which
inturn is based on the EU directive. The EBA, thus,
found this Rule related to Article 53(b)EPC to be only
interpretative. The present Board adopts this view,
considers that the same holds true for the new rules as
far as they relate to the interpretation of
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Article 53(a) EPC and, thus, will apply Rules (e) and
(d) to the present case.

Articles 53(a) and 52(2)(a) EPC, ordre public or norality;
di scoveri es

2656. D2

The Appellants argued that the subject-matter of
product claims 2 to 7, 10 to 14 and 18 to 21 fell
within the category of exceptions to patentability or
nmust be considered as a di scovery of biol ogical

el enents present in the human body which may not be
pat ent ed.

To assess the validity of these argunents,

Articles 53(a) and 52(2)(a) EPC are interpreted by the
Board in accordance with the inplenenting Rules 23(d)
and 23(e)(2)EPC. Rule 23(d) provides a list of
processes and uses which are exceptions to
patentability but does not nention any products.
However, it is a non-exhaustive list, which inplies
that product clains relating to biological material may
equal |y be found unal | owabl e under Article 53 a) EPC.
Rul e 23(e)(2), however, defines which biol ogical

mat erial originating fromthe human body may be
patented. It states that:

"(2) An elenent isolated fromthe human body or

ot herwi se produced by neans of a technical process

i ncludi ng the sequence or partial sequence of a gene
may constitute a patentable invention, even if the
structure of that element is identical to that of a

natural el enent".

It follows fromthe text itself that the matter
nmenti oned above is not to be considered as an exception
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to patentability under Article 53(a) EPC. Clains 2 to
7, 10 to 14 and 18 to 21 are, thus, allowabl e under
this article.

Clains 2 to 7, 10 to 14 and 18 to 21 directly or
indirectly relate to DNAs encodi ng the human protein
preprorelaxin or to the human preprorel axi n per se,

whi ch are described in the patent in suit on pages 9 to
15 as havi ng been obtai ned by technical processes.

They, thus, answer the definition of patentable

el ements of the human body given in Rule 23(e)(2) EPC.
Accordingly, they do not fall within the category of

i nventions which may not be patented for being

di scoveries (Article 52(2)(a) EPC

Thus, the Appellants' argunents under Articles 53(a)
and 52(2)(a) EPC (see section IV and Xl|I, supra) are
answered by the new i nplenenting Rules 23(d) and 23(e)
EPC.

Article 54 EPC, novelty

10.

There are no docunents on file where the existence of
the H2-relaxin gene is nmentioned, |et alone the
sequences of this gene and of the correspondi ng H2-
relaxin protein. Novelty is acknow edged.

Article 56 EPC, inventive step

11.

2656. D2

The cl osest prior art is docunent (1) which describes
t he nol ecul ar cloning of the DNA encoding rat rel axin
and al so nentions that "The peptide hornone relaxin is
produced. ..in many manmal i an species, including pigs,

rats and humans,....".
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The problemto be solved can be defined as isolating
and characterising a DNA encoding a further rel axin.

The solution provided to that problemis the human DNA
fragment encoding the H2-rel axin having the specific
sequence given in Figure 2.

Lack of inventive step was argued on the basis that a
techni que well -known at the priority date had been used
to isolate this DNA fragnent. The Board agrees that it
may, then, have been comon practice to isolate a DNA
fragment froma given species by hybridisation of the
cloned DNA to a probe consisting in the DNA encoding
the sanme protein in another species, when there was
sonme reason to expect that the sequences of both DNAs
may be sonewhat honol ogous or at | east when no reasons
exi sted to suspect an absence of honol ogy. Here, there
is evidence on file (docunent (2), page 155, right-hand
columm) relating to the cloning of the gene encoding
porcine relaxin, that no significant hybridisation
occurs between the rat and the porcine relaxin cDNAs.
Thus, the skilled person would have had reasons to
doubt that such an honol ogy woul d exi st between the
human and rat or porcine relaxin DNAs ie. that the

cl oning techni que using a probe derived fromrat or
porci ne DNA woul d work. Furthernore, the skilled person
may not have found it obvious to use the sanme cloning
techni que as that described in docunents (1) and (2)
based on the protein sequences of rat or porcine

rel axin since the sequence of human rel axin was not
known. Thus, there existed no reasonabl e expectation of
success that the clainmed human rel axi n encodi ng DNA may
be isolated. Inventive step is acknow edged.
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Or der

For these reasons, it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai rwonman:

P. Crenona U. Ki nkel dey

2656. D2



