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Summary of Facts and Submni ssions

3099.D

The Appel |l ant (Opponent) | odged an appeal against the
interlocutory decision of the Qpposition Division to
mai ntai n the European patent No. 0 573 184 (European
patent application No. 93 303 947.1) in the form as
anmended (auxiliary request filed before the Qpposition
Di vision) pursuant to Article 102(3)a) EPC.

The opposition sought revocation of the patent in suit
inter alia on the ground that its subject matter | acked
novelty in view of the prior non-published

i nternational patent application

(1) WO A-93 07 115 (European patent application
EP-A-0 6 43 689)

under Articles 54(3)(4) and 158(1)(2) EPC
The patent as naintai ned by the Qpposition D vision
conprised eight clains, independent Clains 1, 2 and 3

readi ng as foll ows:

"1. t-Butyl (R)-(-)-4-cyano-3-hydroxybutyrate
represented by fornmula (I):

OH O

NC\M (L)
OBu-—1t

having an optical purity of at |east 92% ee and wherein
Bu-t represents a t-butyl group.”

"2. t-Butyl (R -(-)-4-cyano-3-hydroxybutyrate
represented by forrmula (1):
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OH O

NC\M (1)
OBu-—1t

having an optical purity of at |east 99% ee and wherein
Bu-t represents a t-butyl group.”

"3. A process for preparing t-butyl (R)-(-)-4-cyano- 3-
hydr oxybutyrate represented by forrmula (I):

OH O

NCM (+)
OBu-—1t

having an optical purity of at |east 92% ee and wherein
Bu-t represents a t-butyl group, conprising reacting a
t-butyl (S)-(-)-4-hal ogeno-3-hydroxybutyrate
represented by fornmula (I1):

OH O

X\\//J\\V/JL\ (I1)
OBu-1

wherein Bu-t is as defined above; and X represents a
chlorine atomor a bromne atom wth sodi um cyani de or
pot assi um cyani de. "

The reasons for the decision were, in particular, that
Cainms 1 and 2 of the anended set of clains (cf.

point Ill above) net the requirenents of Article 54(3)
and (4) EPC in view of docunent (1). In its decision,

the Opposition Division held that the (3R)-4-cyano- 3-

hydr oxybutyric acid esters of fornmula (11):
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OH 0
v 1}
NC=CH, ~CH-CH, —C —OR

wherein Ris alkyl of fromone to ten carbon atons,
allyl or benzyl, the term"al kyl" neaning "a straight
or branched hydrocarbon radi cal including, for exanple,
met hyl, ethyl, n-propyl, isopropyl, n-butyl, secondary
butyl, isobutyl, tertiary butyl ... and the Iike" (cf.
page 5, lines 21 to 27) was not novelty destroying for
the clains of the patent given that the esters of
formula (11) were internedi ates for the preparation of
(5R) -1, 1-di net hyl et hyl 6-cyano-5- hydr oxy- 3- oxo-
hexanoate and it woul d have been i medi ately apparent
to the person skilled in the art that the t-butoxy
group, which was, as it was well known, a very poor

| eavi ng group, could not have been singled out to yield
the end-product. It followed that the person skilled in
the art would not have seriously contenplated the
claimed t-butyl (R)-(-)-4-cyano-3-hydroxybutyrate
represented by fornmula (I) in present Caiml.
Furthernore, insofar as the disclosure of docunent (1)
related to the t-butoxy esters it could be regarded as
an erroneous disclosure.

At the oral proceedings which took place on 6 Novenber
2001, the Respondent (Proprietor of the patent), in
addition to the main request, nanely the set of clains
as maintained (cf. point Ill above), submtted four
sets of clainms as auxiliary requests I, II, Ill and IV
The text of the claimof each request relevant in the
context of this decision is quoted bel ow

(a) Auxiliary request |
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"1. t-Butyl (R)-(-)-4-cyano-3-hydroxybutyrate
represented by fornmula (I):

OH O .
OBu-—1t

having an optical purity of at |east 99% ee and wherein
Bu-t represents a t-butyl group.”

(b) Auxiliary request 11

"3. A process for preparing t-butyl (R)-(-)-4-cyano- 3-
hydr oxybutyrate represented by forrmula (I):

OH O

NCM (+)
OBu-—1t

having an optical purity of at |east 99% ee and wherein
Bu-t represents a t-butyl group, conprising reacting a
t-butyl (S)-(-)-4-hal ogeno-3-hydroxybutyrate
represented by formula (11):

OH O

X\\//J\\V/JL\ (II)
OBu-1

wherein Bu-t is as defined above; and X represents a
chlorine atomor a bromne atom wth sodi um cyani de or
pot assi um cyani de. "

(c) Auxiliary request 1|11

"3. A process for preparing t-butyl (R)-(-)-4-cyano- 3-
hydr oxybutyrate represented by formula (I):
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OH O

NCM (+)
OBu-—t

wherein Bu-t represents a t-butyl group, conprising:
(i) reacting a t-butyl (S)-(-)-4-hal ogeno- 3-
hydr oxybutyrate represented by formula (I1):

OH O

X\\//J\\V/JL\ (II)
OBu-1

wherein Bu-t is as defined above; and X represents a
chlorine atomor a bromne atom w th sodi um cyani de or
pot assi um cyani de, to forma crude product having an
optical purity of at |east 92% ee; and

(ii) purifying said crude product by
recrystallisation.”

(d) Auxiliary request IV

"3. A process for preparing t-butyl (R)-(-)-4-cyano- 3-
hydr oxybutyrate represented by formula (I):

OH O

NCM (+)
OBu-—t

wherein Bu-t represents a t-butyl group, conprising:

(i) reacting a t-butyl (S)-(-)-4-hal ogeno- 3-
hydr oxybut yrate represented by formula (I1):

3099.D Y A
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wherein Bu-t is as defined above; and X represents a
chlorine atomor a bromne atom w th sodi um cyani de or
pot assi um cyanide, to forma crude product; and

(ii) purifying said crude product by recrystallisation
to at | east 99%ee."

The Appel |l ant contested the reasons for the decision of
the Opposition Division and disputed, first, that the
subject matter of Claim2 of the main request was novel
over docunent (1) under Article 54(3) and (4) EPC. In
this context, he argued that the specific disclosure of
a chem cal conmpound was not only to be acknow edged
when this chem cal conpound was expressly cited or
described in an exanple but also when there was a
pointer to its individual configuration. In the present
case, the carbon in position -3 of the conpound of

for mul a:

OH o)
v n
NC ~CH, ~CH - CH, =~ C — OR

had the sane chiral configuration (R). The radical R
coul d be an al kyl group having one to ten carbon atons
and the tertiary butyl group was expressly designated.
It followed that the t-butyl (R)-(-)-4-cyano-3-

hydr oxybutyrate was explicitly disclosed in that
docunent. Furthernore, a |level of purity of at |east
99% ee was achieved by a recrystallisation step, a
conventional nethod of purification, and therefore,
coul d not establish novelty for the cl ai ned conpound.
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Furthernore, the subject matter of Clains 3 of the
auxiliary requests Il, |11l and IV extended beyond the
content of the application as filed since it was an

i nadm ssi bl e generalization of the process disclosed in
Exanple 1 of this application.

Regardi ng the novelty of either Caim2 of the main
request or Claim1l of the first auxiliary request, the
Respondent di sputed that docunent (1) disclosed the

cl ai med conpound t-butyl (R)-(-)-4-cyano- 3-

hydr oxybutyrate represented by formula (1) (cf.

point |11 above).

Docunent (1) disclosed the production of (5R) -1, 1-
di met hyl 6-cyano-5- hydr oxy- 3- oxo- hexanoate, a key
internmediate in the preparation of certain structurally
conpl ex pharmaceuticals. This conpound was obtai ned
t hrough a reaction involving (3R)-4-cyano- 3-
hydr oxybutyric acid esters of fornula:
OH o]
v

n
NC ~ CH, ~CH - CH, =~ C — OR

wherein R could be alkyl of fromone to ten carbon
atonms, allyl or benzyl. It was true that docunment (1)
mentioned in a non-exhaustive list ("and the like") the
t-butyl group. However, such a citation could not
anmount to a direct and unanbi guous di sclosure of the
compound t-butyl (R)-(-)-4-cyano-3-hydroxybutyrate for
the foll ow ng reasons:

- The experinments submtted in the course of the
opposi ti on proceedi ngs showed that the (3R)-4-
cyano- 3- hydroxybutyric acid n-butyl ester could
successfully be used to make the eventual desired
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hexanoat e, whereas the correspondi ng (3R)-4-cyano-
3-hydroxybutyric acid t-butyl ester failed. As the
docunent (1) was concerned with the production of
(5R) -1, 1-di net hyl 6-cyano- 5- hydr oxy- 3- oxo-
hexanoate, the person skilled in the art woul d not
have seriously contenplated using R = t-butyl in
view of the earlier decision T 666/ 89.
Alternatively, the nention of R = t-butyl could
only be regarded as an erroneous and therefore non
novel ty-destroyi ng di scl osure as established in
the decision T 77/87.

Furt hernore, choosing R = t-butyl resulted from an
arbitrary selection anong a great nunber of
possibilities since the definition alkyl from one
to ten atom carbon atons enbraced seventy-five
radi cal s, whereas only R = n-butyl was
exenplified. The clainmed conpound fulfilled,
therefore, the conditions for novelty established
by the decision T 279/89 and it was only wth the
benefit of hindsight that t-butyl could have been
consi der ed.

It had also to be pointed out that the (3R)-4-
cyano- 3- hydroxybutyric acid n-butyl ester was a
i quid which could not be recrystallised, whereas
the (3R)-4-cyano- 3-hydroxybutyric acid t-butyl
ester being a solid could be obtained with an

i ncreased purity by recrystallisation. The |evel
of purity of at |east 99% ee was, therefore,

anot her di stinguishing feature since this step was
not and could not be described in docunent (1)
given the liquid state of the (3R)-4-cyano- 3-
hydr oxybutyric acid n-butyl ester.
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Regardi ng the conpliance of Caim3 of each auxiliary
request 11, IlIl and IV with Article 123(2) EPC, the
person skilled in the art would have derived w t hout
undue burden the clai med subject matter from Exanple 1
of the application as filed.

The Appel |l ant requested that the decision under appea
be set aside and that the European patent be revoked
or, in the event that one of the Respondent's auxiliary
requests would be held allowable, remttal of the case
to the first instance.

The Respondent requested that the appeal be dism ssed
(main request) or that the patent be maintained on the
basis of the one of the sets of clains filed as
auxiliary requests | to IV during the Oral Proceedi ngs.

At the end of the Oral Proceedi ngs the decision of the
Board was announced orally.

Reasons for the Decision

1

The appeal is adm ssible.

Mai n request and auxiliary request |

2.

3099.D

Rul e 57a EPC

Caim2 of the main request and Caim1l of the
auxiliary request | differs fromCaim1l as granted in
that the feature "having an optical purity of at |east
99% ee" was added. This feature is designed to overcone
a ground of opposition, nanely absence of novelty.
Therefore, that anendnent can be adm tted under
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Rul e 57a EPC.
Article 123(2) and (3) EPC

The Board is satisfied that Caim2 of the nain request
and Claim 1l of the auxiliary request | are not anended
in such a way that they contain subject matter which
ext ends beyond the application as filed. This anendnent
i ndeed finds support in the disclosure of the
application as filed (cf. page 4, lines 17 to 20 and
Exanple 1, page 9, line 24 to page 10, line 3).

Those clains are not anended as to extend the
protection conferred, either.

Novelty - Article 54(3) and (4) EPC

Docunent (1) is conprised in the state of the art under
Article 54(3) and (4) EPC in conjunction with

Article 158(1) and (2) EPC. This was not contested by

t he Respondent.

Docunent (1) discloses (3R)-4-cyano-3-hydroxybutyric
acid esters of formula (11):

OH o)
v n
NC ~ CH, ~CH - CH, =~ C — OR

wherein Ris alkyl of fromone to ten carbon atons,
allyl or benzyl, the term"al kyl" neaning "a straight
or branched hydrocarbon radi cal including, for exanple,
nmet hyl, ethyl, n-propyl, isopropyl, n-butyl, secondary
butyl, isobutyl, tertiary butyl ... and the Iike" (cf.
page 5, lines 21 to 27). It is not disputed, in that
respect, that the carbon in position -3 is in the
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chiral configuration (R).

A process for preparing conpounds of forrmula (I1) is
outlined in the foll ow ng schene:

OH 0 OH 0
v " R'-CN v n
X—CH,~CH=CH;—C—OR ————— NC—CH,—-CH=-CH,~C—OR
v
(cf. page 7),

wherein X is a | eaving group such as halogen, Ris as
defi ned above and R! is tetraal kyl ammoni um sil ver
copper (1), copper (Il1), an alkali nmetal or an al kaline
earth nmetal. The reaction is carried out in a solvent
at about 0°C to about the reflux tenperature of the
solvent (cf. page 8, lines 1 to 22).

The conmpound of formula (Il) is said to yield the
desired hexanoate of formula (1)

OH o) o CH,
Y 1l n I
Nc-CH2-CH"CH2""C—CHZ—C-—O_C—CH:g
i
CH,

t hrough a subsequent reaction (cf. schenme on page 7).

On that basis, the question to be decided is whether
the individual t-butyl (R)-(-)-4-cyano- 3-

hydr oxybut yrat e conpound havi ng an optical purity of at
| east 99% ee has been nmade avail able to the public by
that disclosure. The Board holds, in accordance with

t he consistent jurisprudence of the Boards of Appeal,
that the novelty of such an individual chem ca
conmpound falling under the scope of a general fornula
can only be denied if there is an unanbi guous poi nter
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to its individual configuration in the formof a
technical teaching (cf. T 941/98, point 5.1; and

T 296/ 87, Q) EPO 1990, 195, points 6.1 and 6.4 of the
reasons). It is thus not sufficient that the conpound
i n question belongs conceptually to a disclosed class
of possible conpounds, if there is no pointer to the
I ndi vi dual nenber.

The Respondent, first, argued that the person skilled
in the art would not have considered the (3R)-4-cyano-
3-hydroxybutyric acid esters wherein Ris "t-butyl"
(cf. point 4.2 above) since its transformation in a
conpound of forrmula (1) failed (cf. point VIl above).
However, such an argunent fails to recognize that the
pur pose of Article 54(1) EPCis to prevent the state of
the art being patented. Article 54(2) EPC defines the
state of the art as conprising everything nmade

avail able to the public before the date of filing in
any way. As set out in the decision G 1/92 (QJ EPO
1993, 277, in particular point 2.1 of the reasons), any
el ement of subjectivity nust be excluded in applying
the concept of novelty as defined in Article 54(1) and
(2) EPC. In particular, the Enlarged Board pointed out
(in point 3 of the reasons) that the extrinsic
characteristics, which are only reveal ed when the
product is exposed to interaction with specifically
chosen outside conditions, e.g., reactants or the like,
in order to provide a particular effect or result point
beyond the product per se. The Board, therefore,

concl udes that the argunentation of the Respondent
based on a characteristic which is extrinsic to the
conpound, nanely its further transfornmation, does not
address the novelty issue to be decided.

The Respondent al so argued that the (3R)-4-cyano- 3-
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hydr oxybutyric acid esters wherein Ris "t-butyl" (cf.
poi nt 4.2 above) could only be regarded as an erroneous
and t herefore non novel ty-destroying disclosure as
established in the decision T 77/87 since its
transformation in a conpound of forrmula (1) failed (cf.
point VII above). However, the Board observes that the
situation which prevailed in the decision T 77/ 87 was
quite different since, in that case, the Proprietor of
the patent had shown that an error had occured in the
publ i shed abstract of a docunent |eading to a
substanti al inconsistency with the disclosure of the
ori ginal docunment (the ratio of 30/50 for vinylidene
chloride / vinyl chloride had been wongly inverted).
This error concerned an intrinsic property of the

cl ai med conposition. Therefore, in that case, the

di scl osure of the prior docunent was erroneous in
respect of an aspect affecting the novelty of the

cl ai med conposition per se. In the present case, the
Respondent did not adduce any convi nci ng evi dence for
his contention; rather its sole argunent anounted, in
fact, to revert to what was previously presented but
not accepted by the Board (cf. point 4.4 above) given
that even a proven error related to an extrinsic
property of a product is not decisive for establishing
the disclosure of the said product. Again the
Respondent's argunent does not address the issue to be
deci ded. The question whether the subsequent
transformati on of the conpound of formula (I1) in a
conpound of formula (1) can be achieved by the
indicated route is not relevant for decidi ng whet her or
not the ester of fornula (I1l) wherein Ris "t-butyl” is
di scl osed i n docunent (1).

The Board concl udes, therefore, that the radical "t-
butyl" stands for one possible neaning of Rin the
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definition of the conpound of formula (I1) disclosed in
docunent (1).

It remains to be deci ded whet her the novelty of the

cl ai med conmpound can be nonet hel ess acknow edged on the
basis of a still undisclosed individualization.
According to established jurisprudence of the Boards of
Appeal a docunent disclosing polysubstituted chem ca
conmpounds does not qualify for a specific disclosure of
an i ndividual conpound if the individual conpound can
only be derived fromthe generic disclosure by

sel ecting one substituent fromeach of two or nore
lists of substituents (cf. decisions T 12/81, QJ EPO
1982, 296, point 13 of the reasons; T 7/86, QJ EPO
1988, 381, point 5.1 of the reasons). In applying this
principle to the present case, the Board observes that
once the skilled reader has turned his attention to the
explicitly disclosed "t-butyl" radical as one of the
nmeani ngs for the radical R the t-butyl (R-(-)-4-
cyano- 3- hydr oxybutyrate energes clearly and

unamnbi guously fromthe disclosure of docunent (1).

Thus, the conpound does not result froma

“"twofold/ multifold" choice or selection required to
confer novelty to the particular election of a conpound
within a generic fornmula. In that context, the
decisions T 279/89 and T 666/ 89 which deal with the
novelty issue of a clained subject-matter in relation
to the prior art where there is an overlap of nunerica
ranges or where there is a selection out of a broad
nunmeri cal range, are not relevant. Furthernore, in the
present case, the unanbi guous pointer to the t-butyl

(R -(-)-4-cyano- 3-hydroxybutyrate is in the formof a
techni cal teaching since docunent (1) describes a
detail ed nethod for obtaining the said conpound (cf. in
particular, page 8, line 1 to page 10, line 21).
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I n concl usion, the disclosure of docunent (1)

poi nts unanbi guously to the individual conpound t-butyl
(R)-(-)-4-cyano- 3- hydroxybutyrate in Caim1l of the
patent in suit.

The Respondent also alleged that the distinctly
different feature of the clainmed t-butyl (R)-(-)-4-
cyano- 3- hydr oxybutyrate was the |l evel of purity, i.e.
at |least 99% ee. However, the level of purity of a |ow
nol ecul ar chem cal conpound, as a rule, cannot entai
novelty since conventional nethods for its purification
are common general know edge. Thus, a docunent

di scl osi ng such a chem cal conpound nornmal |y makes
avai |l abl e this conpound to the public within the
nmeani ng of Article 54 EPC in any |evel of purity (cf.

T 990/ 96, QJ EPO 1998, 489, point 7 of the reasons and
T 728/ 98, QJ EPO 2001, 319, point 6.4 of the reasons).
No evidence was submtted from which the Board coul d
conclude that in the present case an exceptiona
situation exists which would justify a different
conclusion (cf. T 990/96, loc cit., point 8 of the
reasons). The fact that the clainmed product may exi st
in solid formwhich makes it purifiable by
recrystallisation, whereas other esters such as the n-
butyl ester only exist inliquid form is not reflected
in the features of the clains at issue (cf. Caim2 of
the main request or Claiml1l of the auxiliary request |)
and, furthernore, is only an additional paranmeter for
defining the said ester without giving rise to a

di fferent chem cal product.

For the above reasons Claim2 of the main request and
Claim1 of the auxiliary request | |ack novelty over
docunent (1), so that the patent in suit cannot be

mai ntained in the formas submtted in those requests.
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Auxiliary requests |1, Il and IV

5.

6.2

3099.D

Rul e 57a EPC

| ndependent Clains 3 of the auxiliary requests I, I1I
and IV differ fromCaim3 as granted in that the
feature related to the | evel of optical purity, either
92% ee or 99% dependi ng on the requests, has been added
(cf. point V, b), c), d) above). Those respective
features are designed to overcone a ground of
opposition, nanely absence of novelty. Therefore, that
amendnent can be adm tted under Rule 57a EPC

Article 123(2) EPC

All Cains 3 of the last three auxiliary requests have
in comon the technical feature according to which a t-
butyl (R)-(-)-4-cyano-3-hydroxybutyrate having an
optical purity of at |east 92% ee or at |east 99% ee
(with or without recrystallisation), depending on the
clainms, is obtained froma t-butyl (S)-(-)-4-hal ogeno-
3- hydroxybutyrate of forrmula (I1).

The sol e concrete indication for the quantification of
the | evel of enantionmeric purity can be found in
Exanpl e 1. The Board observes nevertheless that in this
exanple the t-butyl (R)-(-)-4-cyano-3-hydroxybutyrate
havi ng an optical purity of, either 92%ee or 99% ee or
nore, is obtained froma t-butyl (S)-(-)-4-chloro-3-
hydr oxybut yrate having an optical purity of 92%ee (cf.
page 9, line 5 of the application as filed). In that
respect, the subject matter of Claim3 of each request
amounts to the conbination of:

- the general disclosure referring nerely to the
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reaction starting fromany t-butyl (S)-(-)-4-

hal ogeno- 3- hydr oxybutyrate, nanely w thout any
optical purity being nentioned at all (cf. page 5,
lines 1 to 11 of the application as filed), with

- the particular optical purity value(s) for the t-
butyl (R)-(-)-4-cyano-3-hydroxybutyrate as
i ndi cat ed above (cf. point 6.1).

The generalisation of a feature froman exanple is
considered to be allowable in accordance wi th deci sion
T 201/83 (QJ EPO 1984, 481, point 12 of the reasons)
provi ded that the person skilled in the art could have
readily recognised this feature as not so closely
associated with the other features of the exanple as to
determ ne the effect of that enbodi ment of the

i nvention as a whole in an uni que manner and to a
significant degree.

In the present situation, it cannot be derived from
Exanple 1 that for any level of optical purity of t-
butyl (S)-(-)-4-hal ogeno-3-hydroxybutyrate, a t-butyl
(R) - (-)-4-cyano- 3- hydroxybutyrate having an optica
purity of, either 92%ee or 99% ee or nore, is
necessarily obtained. By contrast, as shown by
Exanple 1 (cf. page 4, lines 9 to 45 of the patent in
suit), the optical purity of the t-butyl (R -(-)-4-
cyano- 3- hydroxybutyrate is directly related to the
optical purity of the starting t-butyl (S)-(-)-4-

hal ogeno- 3- hydroxybutyrate. It follows fromthe above
that the subject matter of Claim3 of each request
anounts to an inadm ssi bl e generalization of the
Exanple 1. For this reason, the anendnents contravene
Article 123(2) EPC
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6.5 Consequently, the auxiliary requests Il, Il and IV
must fail.
7. As none of the requests submtted by the Respondent

nmeets the requirements of the EPC, the patent in suit
must be revoked. Therefore, there is no need to dea
wWith the auxiliary request of the Appellant.

Or der

For these reasons it is decided that:

1. The deci si on under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chai r man:
N. Maslin A. Nuss

3099.D



