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Summary of Facts and Subm ssi ons

2933.D

The patent proprietors (the appellants) | odged an
appeal against the decision of the opposition division
dated 11 May 2000 whereby the European patent

0 448 635, which had been opposed by one party on
grounds of Article 100(a) and (b) EPC, was revoked.
Basis of the revocation was the only request on file at
that time, nanely the main request filed at the oral
proceedi ngs held on 16 April 1999.

The opposition division found that claim1l (the only
claim of said main request was not in conpliance with
Article 56 EPC.

Said claimread as foll ows:

"1. A nethod of detecting the onset of insulin-
dependent di abetes, conprising the detection, in a
serum sanpl e, of antibodi es which i munoreact with a
protein of approximtely 40 kd obtai nable from crude
menbr ane preparations of human islet cells by
trypsinisation for sixty mnutes at 4°C (2 ng/m 50 nM
Tris buffer, pH 7.4), followed by centrifugation and

i munopr eci pitation, wherein the protein is a fragment
of the 64 kd protein obtainable fromthe islet cells,
provi ded that the detection does not use said 64 kd
protein."”

In their notice of appeal, the appellants requested
that the patent be nmaintained as granted, or on the
basis of any auxiliary request that may be fil ed.
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The patent as granted conprised two clains. Caiml
read as foll ows:

"1l. A nethod for detecting the onset of insulin-
dependent di abetes, conprising the detection, in a
serum sanpl e, of antibodi es which i munoreact with a
fragnment, of approx 40kd, of the 64kd protein

obtai nable fromislet cell preparations.”

Dependent claim 2 contained the additional technical
feature that the fragnment was obtainable by trypsin
di gestion of the 64 kd protein.

In their statenment setting out the grounds of appeal

t he appel | ants expl ai ned the reasons why they

consi dered that the decision of the opposition division
was wrong and presented argunents in favour of the
request on the basis of which the patent had been
revoked.

The respondents (the opponents) filed comments to the
statement of grounds and requested that the appeal be
di sm ssed.

On 1 August 2002, the board issued as an annex to the
sumons to oral proceedings a comruni cation with the
prelimnary view that the clains as granted woul d be
the focus of the discussion at the oral proceedings to
be hel d, the outstanding objections being | ack of
novelty, lack of inventive step and |ack of sufficiency
of discl osure.

In a letter dated 17 Septenber 2002, the respondents
submtted that the appeal was not adm ssible on the
ground that the patent proprietors were not a party
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affected by the decision of the opposition division as
required by Article 107 EPC. In this respect, they
expl ained that the clains as granted, on the basis of
whi ch the appellants had requested in their notice of
appeal the mai ntenance of the patent, were not the
subj ect of the decision and that the purport of the
notice of appeal was to appeal the rejection of the
clainms as granted, as their reinstatenent was the only
identifiable and specific renmedy requested therein. The
respondents added that, should it be held that the
noti ce of appeal was adm ssible, the statenent of
grounds did not neet the requirenents of Article 108
EPC and the appeal should accordingly be rejected.

Wth a letter dated 18 Septenber 2002, the appellants
requested that the patent be nmaintained on the basis of
the clains as granted or on the basis of either the
first or the second auxiliary requests filed with the
same letter.

The first auxiliary request conprised only one
cl ai mwhich read as foll ows:

"1. A nethod for detecting the onset of insulin-
dependent di abetes, conprising contacting a serum
sanple with an autoanti gen and detecting autoanti bodi es
whi ch i mmunoreact with the autoantigen, wherein the
autoantigen is a 64kd protein, or a peptide fragnent
thereof that is specific for the same anti body,

obt ai nabl e from crude nenbrane preparations of human
islet cells, and capable of being trypsinated for sixty
mnutes at 4°C (2 ng/m 50 MM Tris buffer, pH 7.4),

foll owed by centrifugation and i nmunoprecipitation, to
produce a 40kd protein product.”
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The second auxiliary request also conprised only one
claim Said claimdiffered fromclaim1 of the first
auxiliary request in that the wording "wherein the
autoantigen is a 64kd protein” was replaced by the
wor di ng "wherein the autoantigen consists of a 64kd
protein" (enphasis added).

Wth a letter dated 17 Cctober 2002, the respondents
infornmed the board that they would not attend the oral
proceedi ngs and requested that the first and second
auxiliary requests filed with the letter of

18 Septenber 2002 be rejected as inadm ssible on the
ground of excessive delay. They al so expressed their
view that none of the said requests net the

requi renents of the EPC. In particular they considered
that said requests did not conply with the requirenents
of Article 123(3) EPC. The respondents al so requested
that no new appellants' request be adm tted, upon which
t hey had not the opportunity of presenting any

argument .

Oral proceedi ngs took place on 18 Cctober 2002. They
were attended by the appellants only. Athird and
fourth auxiliary requests, each conprising one claim
only, were submtted, said requests corresponding to
the first and second auxiliary requests, respectively,
and differing therefromin that at the very end of the
claimthe expression "and wherein the anti bodi es al so
i mmunoreact with the 40kd protein product” was added.

I n support of their request that the clains as granted
be taken into consideration as their main request, the
appel l ants argued that the observations they nade in
the statenent of grounds apply not only to the claim
taken into consideration by the opposition division in
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its decision but also to the clains as granted.

As regards the issue of sufficiency of disclosure
(Article 83 EPC), the appellants submtted that the
content of page 22 of the application as filed provided
a sufficient disclosure of the clainmed nethod. It was

i ndi cated on that page that there was a protein
fragment of 40 kd which could be isolated by standard

t echni ques and coul d be used as a marker for the onset
of insulin-dependent diabetes (I1DD). They also referred
to the later docunent D5 (J. din. Invest., 96, 1995,
1506- 11) arguing that said docunent showed that a 40 kd
mar ker fragnent was identified as a fragnment of the

| A-2 protein, which confirned the disclosure in the

pat ent .

As regards the admissibility of the first and second
auxiliary requests, the appellants submtted that said
requests were filed within the time limt set up in the
summons and, therefore, could not have taken the
respondents by surprise.

As regards the formal allowability of the first and
second auxiliary requests under Article 123(3) EPC, the
appel l ants contended that the objection seened to rely
on a m sunderstandi ng of the claimed subject-matter

t he point being for a correct understandi ng that
ant i bodi es recogni zing the 40 kd fragnent should al so
recogni ze the 64 kd protein.

Furthernore, the appellants argued that it was the
first tinme in the proceedings that an objection under
Article 123(3) EPC had been raised by the board and
that, therefore, they should be authorized to file
addi tional requests aimng at overcom ng said
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obj ecti on.

The appel l ants requested that the decision under appeal
be set aside and that the patent be nmaintained as
granted or on the basis of the first or the second
auxiliary request filed with the letter of 18 Septenber
2002. Auxiliary, they requested to be authorized to
file newthird and fourth auxiliary requests, or
failing that, that the case be remtted to the first

i nstance for further prosecution.

Reasons for the Deci sion

Adm ssibility of the appeal

2933.D

The deci sion under appeal is the decision of revoking
t he European patent. Therefore, the patent proprietors
were adversely affected by said decision and were
entitled to appeal under Article 107 EPC. They have
done so by filing a notice of appeal which contained a
statenent identifying both the decision which was

i mpugned and the extent to which anmendnment or
cancel | ati on of the decision was requested. This is in
full conpliance with Rule 64(b) EPC.

They have duly filed also a statenent setting out the
grounds of appeal which exposes the reasons why they
consi dered that the decision of the opposition division
was wong. Therefore, also the requirenents of

Article 108 EPC are net.

The respondents' argunents that the appeal is not
adm ssible as it is based on the request to reinstate
the clains as granted which were not the subject of the
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deci sion of the opposition division has no bearing on
t he question of adm ssibility of the appeal per se
which is in relation to the conpliance with

Articles 107 and 108 EPC, as well as Rule 64(b) EPC
The said argunment is relevant only in the respect of
the different question whether the appellants' min
request can be admtted (cf. points 5 to 9 infra).

Thus, as the requirenents of Articles 107 and 108 EPC
as well as those of Rule 64 EPC are net, the appeal is
adm ssi bl e.

Adm ssibility into the appeal proceedings of the main request

(clains as granted)

2933.D

According to the case | aw of the boards of appeal,
where the patent proprietors are appealing against the
revocation of their patent, they are entitled to revert
to a nore broadly worded version of the patent, and in
particular the one as granted (see T 564/98 of 6 June
2000, point 2 of the reasons), the right to reactivate
earlier clains being refused only if it appears to
constitute an abuse of procedure (see T 331/89 of

13 February 1992, point 3.2 of the reasons).

The respondents argued that the clains as granted had
not been the subject of the decision of the opposition
division with the result that the patent proprietors
are not entitled to revert to said clainms. In support
of their subm ssion, they cited decision T 528/ 93 of
23 Cct ober 1996.

Decision T 528/ 93 (supra) relates to a very particul ar
situation. A request had been considered as being only
"virtual" because it had been filed during oral
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proceedi ngs and then wi thdrawn at the sanme w t hout
havi ng been assessed by the opposition division as to
its patentability. In view of its virtual character
sai d request had been regarded as not being part of the
deci sion of the opposition division (see point 1.3 of
t he decision) and, therefore, had not been adm tted
into the appeal proceedings. This is not the situation
in the present case. The granted cl ai ns cannot be
regarded as virtual. They have been chal |l enged by the
opponents in their notice of opposition, which nmeans
that, even if the opposition division did not express
any opinion in their respect, because in reply to the
notice of opposition the patent proprietors have

repl aced them by a new request, neverthel ess they have
been part of the proceedings. Therefore, decision

T 528/ 93 (supra) is not relevant in the present case.

The only question here is whether the request to

mai ntain the patent as granted constitutes an abuse of
procedure. The main request was submtted at the very
begi nni ng of the appeal proceedings. Furthernore, the
board is satisfied that the observations contained in
the statement setting the grounds of appeal may equally
apply both to the claimon the basis on which the
patent had been revoked and to the clains as granted,
as each of both sets of clains basically relates to the
sanme nethod conprising the detection of antibodies

whi ch i mmunoreact with a protein fragnment of
approximately 40 kd. Consequently, the main request
cannot be considered as constituting an abuse of
procedure.

Therefore, the main request is admtted into the appeal
pr oceedi ngs.
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Main request: Article 83 EPC

10.

11.

12.

13.

2933.D

| nsuf ficiency of disclosure was a ground of opposition.
It was raised and substantiated in the notice of
opposition pursuant to Rule 55(c) EPC. Therefore, the
board has the power of exam ning whether the main
request neets the requirenents of Article 83 EPC (see
G 9/91; QJ EPO 1993, 408).

In the method of claim1l the antibodies are
specifically defined with reference to a protein
fragnent. This is a fragnent, of approximtely 40 kd,
of the 64 kd protein obtainable fromislet cel
preparations. According to claim2 said fragnent is
obt ai nabl e by trypsin digestion.

The question under Article 83 EPC is whether the person
skilled in the art would have been in a position to
performthe method clained, i.e. to detect, in a serum
sanple froma patient not yet identified as a
clinically proved diabetic, antibodies imunoreacting
with a fragnent, of approximtely 40 kd, of the 64 kd
protein obtainable fromislet cell preparations. To
this extent, the skilled person would have required to
be provided with such a fragnent in order to

unamnbi guousl y detect antibodies specifically

i mmunoreacting therewith, the provision of the 64 kd
protein only being insufficient in this respect, as
ant i bodi es i munoreacting therewith could recognize

epi topes present on that part of the 64 kd protein

whi ch does not correspond to the 40 kd fragment.

The only passage of the description of the patent
specification in which the clainmed nmethod woul d appear
to be referred to is located in colum 3, lines 25 to
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33. Said passage reads:

"The net hod invol ves maki ng crude nenbrane preparations
of 3S nethionine |abeled islet cells, followed by
trypsinization for 60 mnutes at 4°C (2 ng/m 50 mV
Tris buffer, pH 7.4). The material is then centrifuged,
foll owed by our standard i munoprecipitation technique.
Fol | owi ng gel el ectrophoresis and autoradi ography, a
40 [kd] band can be observed wi th i munoprecipitations
from di abetic sera and not in controls.”

An inportant point is the fact that the nethod involves
trypsinisation not of a particular protein such as the
64 kd protein but of islet cells as such. The further
treatnment of the trypsinated islet cells preparation is
only evoked w thout detail. It involves a
centrifugation and a gel electrophoresis. Wiat is
observed after electrophoresis is a band consisting of
an unidentified material having mgrated at such a

| evel that said material is considered to have a

nol ecul ar wei ght of approxi mately 40 kd as reveal ed by
i rmunopreci pitation with diabetic sera.

Not only the true nature of said 40 kd material is not

i ndi cated but al so the description nmade in said passage
provi des no evidence that the antibodi es which

i mmunopreci pitated therewith are early indicators of
the onset of IDD. In this respect, said antibodies are
only characterised by their presence not in sera of
patients in advance of the clinical stages of |DD but
in sera fromdiabetic patients, i.e., frompatients
with clinically established diabetes.

The appel | ants have contended that, equipped with the
above disclosure and the additional information that
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(a), as expressed on colum 3, lines 33 to 37, "this

40 [kd] band that is immunoprecipitated directly from
trypsin treated islets nost likely represents the sane
protein" (enphasis added by the board) as a 40 kd
protein which is said to be derived fromisolated 64 kd
protein treated with trypsin and (b) said nethod is "an
i nproved nethod for the detection of autoantibodies to
64 [kd] protein” (see colum 3, lines 22 and 23), the
person skilled in the art would have easily realized
that, indeed, the 40 kd material was a fragnent of the
64 kd protein and that antibodi es which

i mmunopreci pitated said material represented an
accurate and specific early indicator of the onset of

| DD, and thereby woul d have been able to readily
performthe invention.

Thi s reasoni ng cannot be accepted. A disclosure which
relies upon a nere specul ati on cannot be regarded as
sufficiently clear and conplete within the neaning of
Article 83 EPC. The description fails to disclose that
anti bodi es of patients in advance of the clinical
stages of I DD can be detected which react with a 40 kd
fragment of the 64 kd protein obtainable fromislet
cells. As already outlined above (cf. points 13 to 15),
the skilled person is left on his or her own resources
as regards the isolation of such an inmunoreacting
fragment. Thus, it has to be considered that the person
skilled in the art cannot w thout undue burden perform
a nmethod which as defined in claim1 ainms at detecting
anti bodi es specifically recogni sing such a fragnent and
present in the sera at the onset of |1DD

The appel |l ants have relied upon the | ater docunent D5.
Sai d docunment, which only shows that 40, 000-M
fragnents obtai ned upon trypsinisation of 64,000-M
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proteins and i mmunoprecipitated by sera frompatients
with IDD are related to a protein designated I1A-2, is
of no utility to decide on the issue of sufficiency of
di sclosure. Even if it had provided a nore detailed

di scl osure than the patent, said docunent coul d not
have been used to conpensate the fundanental |y

i nsufficient disclosure provided by the patent (see
e.g., T 1052/98 of 8 May 2001).

For these reasons, the main request is not allowable
under Article 83 EPC.

bility into the appeal proceedings of the first and

auxiliary requests

The respondents objected to the introduction into the
proceedi ngs of the first and second auxiliary requests
for reasons of "excessive delay".

| f patent proprietors whose patent was revoked w sh
during appeal proceedings to have further requests
consi dered by the board of appeal, adm ssion of these
requests is a matter of discretion of the board and is
not a matter of right. According to the practice of the
boards of appeal, requests filed during the appeal
procedure are consi dered as adm ssi bl e provided that
such requests are bona fide attenpts to overcone

obj ections raised (see T 840/93, QJ EPO 1996, 335;
points 3.1 and 3.2.1 of the reasons).

The first and second auxiliary requests have been filed
as attenpts to overcone the objections raised by the
respondents in their observations made in respect of
the statement setting the grounds of appeal. Moreover,

t he respondents have had the opportunity to submt
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observations in respect of themand were not taken by
surprise. Therefore, exercising its discretion under
Article 114 EPC, the board decides to admt said first
and second auxiliary requests into the appeal

pr oceedi ngs.

First and second auxiliary requests: Article 123(3) EPC

23.

24.

25.

26.

2933.

The clains as granted conferred protection for a nethod
based on the detection of a particular class of

anti bodi es, nanely those anti bodi es which i mmunor eact
with a 40 kd fragnent of the 64 kd protein.

In the nmethod of the only claimof the first and second
auxiliary requests, the antibodies to be detected are
broadly defined as i munoreacting with either the 64 kd
protein or any fragment thereof which upon
trypsinisation is capable to produce a 40 kd protein
product. This neans that said claimains at conferring
protection for a nmethod which is based on the detection
of any antibodi es susceptible of inmunoreacting with
any part of the 64 kd protein, regardless of whether
said part is conprised or not within the 40 kd fragnent
referred to in the clainms as granted.

The argunent by the appellants is that because the

anti bodi es to be detected i nmunoreact with the 40 kd
fragnent they also react with the 64 kd protein. The
converse of this is not necessarily true, since
ant i bodi es i munoreacting with the 64 kd proteins could
either react with epitopes located in that part of the
64 kd protein which corresponds to the 40 kd fragnent
or the other part thereof.

Thus, the only claimof each of the first and second
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auxiliary requests confers an extended protection
conpared to the clains as granted. Therefore, the
requi renments of Article 123(3) EPC are not net by both
requests.

bility into the appeal proceedings of the third and

auxiliary requests

Both the third and the fourth auxiliary requests were
not before the opposition division. They were filed at
a very late stage of the appeal proceedings, nanely
during oral proceedings, and the respondents had no
opportunity to present observations in their respect.
The announced intention of the appellants was to find a
way of overcom ng the objection raised under

Article 123(3) EPC

The board considers that the amendnent contained in
each of the third and fourth auxiliary requests cannot
be regarded as a bona fide attenpt to overcone the

obj ection under Article 123(3) EPC rai sed agai nst the
first and second auxiliary requests, and for that
reason, they are not admtted into the appeal
proceedi ngs in exercise of the discretion under
Article 114(2) EPC.

This is because the objections under Article 123(3) EPC
to the first and second auxiliary requests stemed
essentially fromthe introduction into claim1l of a
reference to antibodi es i munoreacting with the 64 kd
protein or with fragnents thereof of undefined |ength,
this being a considerable departure fromthe | anguage
of the clains as granted (cf. points 23 to 26 above).

I nstead of using the granted clainms as basis for the
anmendnents, the appellants have attenpted to repair the
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only claimof the first and second auxiliary requests
by introducing further amendnents the inplications of
whi ch on the extent of protection are prima facie
unclear (cf. in this respect T 794/94 of 17 Septenber
1998, in particular point 2.2 of the reasons).

Request to remt the case to the opposition division for the
continuation of proceedings

30. None of the claimrequests submtted by the appellants
and introduced into the appeal proceedi ngs have been
considered to represent a valid basis for the
mai nt enance of the patent so that the decision under
appeal could be set aside. Therefore, there is no
reason whatsoever to remt the case to the opposition

di vision for further prosecution. Consequently, the
request for remttal is refused.

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

A. Wl i nski L. Galligan

2933.D



