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Summary of Facts and Subm ssi ons

0496. D

The appeal lies fromthe decision of the Opposition

Di vi sion, whereby the opposition against the European
Pat ent No. 568 959, which had been opposed by the
Appel I ants under Article 100(a) on the grounds of | ack
of novelty (Article 54 EPC) and | ack of inventive step
(Article 56 EPC) had been rejected and the patent was
mai nt ai ned unanended pursuant to Article 102(2) EPC.

Claim1l1l as granted read:

"1. A single liquid al pha-anyl ase reagent conposition
conprising an aqueous solution of at |east one
substrate which is hydrolyzed when m xed wi th body
fluid containing al pha-anylase to yield directly or
indirectly by a reaction involving al pha-anyl ase a
detectable | abel to the reaction mxture, the rate of
detection of such detectable | abel being proportional
to the anount of al pha-anylase present in the sanple
and at | east one exo-enzyne to cooperate with the

al pha-anmyl ase in the formati on of such detectable

| abel , said substrate being present in a concentration
sufficient to prevent the substrate fromlimting the
rate of hydrolysis thereof, said reagent conposition
bei ng stabl e agai nst substrate and enzyne degradation
for at least 6 nonths at 2 to 10°C, wherein the exo-
enzyme conprises al pha-gl ucosi dase from Bacil | us

St ear ot hermophilus in an anount sufficient to conplete
the assay within 10 m nutes at an assay tenperature of
37r’c"
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The Opposition Division decided that claim1l was novel

over docunent

(4) EP-A-0 541 083

whi ch bel onged to the state of the art under

Article 54(3) EPC. The decisive part of the reasoning
of the Opposition Division was as follows (last two
par agr aphs of Section 2.2):

"According to claiml of the Patent "said reagent
conposition is stable against substrate and enzyne
degradation for 6 nonths"; in the |light of the
description on page 5, line 18, this inplies a
substrate concentration of "2 ng/m of Ethylidene
Bl ocked Substrate (Boehringer Mannheinm)" and an
"extrenely cl ean" al pha-gl ucosi dase, cf. page 6,
line 41 to 42.

D4 does not nention, the features which are inplied by
t he phrase of claim 1l "said reagent conposition being
stabl e agai nst substrate and enzyne stability [sic] for
6 nonths at 2 to 10°C', i.e. does not mention a
substrate concentration according to the Patent on
page 5, line 18/ an "extrenely clean" al pha-gl ucosi dase;
conpare in D4 on page 5, line 26 to 27 and the
"a-glucosi dase standard product" of D4 on e.g. page 4,
lines 35 to 36. Thus, "after mxing" of solution Awth
solution B according to D4 all the features of the
single liquid reagent of claim1 of the Patent are not
di scl osed and thus, the subject-matter of claim1 of

t he Patent woul d be novel over D4."
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Mor eover, the Opposition Division decided that the
subj ect-matter of claim1 was based on an inventive
step in the light of the disclosure in the follow ng
docunent s:

(1) WO A-89/00 600

(3) Biochimca et Biophysica, 787, 1984, pages 28l to
289

Docunent (1), disclosing a single liquid al pha-anyl ase
reagent conposition, was considered as cl osest state of
the art. The reagent of docunent (1) did not contain

al pha- gl ucosi dase from Baci | | us St ear ot her nophi | us, but
a pair of exo-enzynes, preferably gl ucoanyl ase and
ei t her al pha-or beta-anylase, and a polyol to retard

t he degradation of the enzynmes. Said reagent was stable
for at least six nonths and preferably for at |east one
year at about 2 to about 8°C (page 4, lines 4 to 7).

The Opposition Division defined the problemto be

sol ved as being the provision of a stable reagent not
requiring the use of a polyol. Although it was

acknow edged that document (3) disclosed a stable exo-
enzynme from Bacillus Stearothernophilus exhibiting both
al pha- anyl ase and gl ucoanyl ase activity, it was deci ded
that a skilled person would not have conbi ned the
teaching in prior art docunents (1) and (3) in order to
arrive at the subject-matter of claim1l1 of the patent

in suit.
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The subm ssions by the Appellants (Opponents) may be
summari sed as foll ows:

Docunent (4) disclosed a reagent conposition conprising
al | conponents of the conposition according to claim 1,
whi ch therefore inherently had the sanme stability. The
concl usi on drawn by the opposition division, based on
the finding that the stability feature in claim1 of
the patent inplied that the clained conposition
cont ai ned a specific anount of substrate and an
extrenely cl ean al pha-gl ucosi dase, was wong, as these
features were not part of claiml1l. Mreover, the
amounts of substrate contained in the reagents
according to exanples 2, 3 and 4 of document (4) were
in the sane range as in claiml. Wth regard to the
purity of the used al pha-glucosi dase, the patent in
suit referred in several passages to the fact that the
enzynme was obtained from Toyobo Co., Ltd., Osaka,
Japan, i.e. the applicant of docunent (4).

Docunent (1) was considered to be the closest state of
the art. In the light of the underlying problem nanely
to provide a reagent having inproved stability, the
skill ed person would have nodified the reagent of
docunent (1) by adding the enzyme disclosed in

docunent (3) and would have arrived at the clained

subj ect-matter in an obvi ous way.

No subm ssi ons have been nade on behal f of the
Respondents (Patent Proprietors).

The Appel |l ants requested that the appeal ed deci sion be
set aside and the patent be revoked. Oral proceedings

were requested as an auxiliary neasure.
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Reasons for the Deci sion

Novelty (Article 54 EPC)

0496. D

The Board cones to the sane result as the Qpposition
Division on the question of |ack of novelty of claim1l
of the patent in suit over docunent (4), but for

di fferent reasons.

The Opposition Division has interpreted (see point Il
above) the feature of claim1l of "said reagent
conposition being stable against substrate and enzyne
degradation for at least 6 nonths at 2 to 10°C' as
requiring the presence of certain features nmentioned in
the description. This is not a legitimate formof claim
interpretation under the EPC, and seens not to be in
accordance with the description itself.

According to Article 84 EPC the cl ains define the
matter for which protection is sought. Likew se

Article 69(1) EPC first sentence states that the extent
of protection conferred by a European patent or a

Eur opean patent application shall be determ ned by the
terns of the clains. Wile it is true that Article 69(1)
EPC second sentence states that the description and
drawi ngs shall be used to interpret the clains, this
does not meke it legitimate to read into the claim
features appearing only in the description and then
relying on such features to provide a distinction over
prior art. This would not be to interpret clainms but to
rewite them The preparatory material available on the
di scussions | eading up to the European Patent
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Convention, shows that the effect of Article 69 EPC and
its Protocol on Interpretation was always only
considered in relation to extending the extent of
protection conferred beyond the strict literal nmeaning
of the ternms of the clains, and never for excluding
what on the clear nmeaning was covered by the terns of
the clains. Certainly in proceedings before the EPQ
where the Patentee has the opportunity of cutting down
his clains to accord with stricter limts given in the
description, the scope of a claimshould not be cut
down by inmplying into it features which appear only in
t he description, as this would deprive clains of their

i nt ended functi on.

Applying this to the present case, the Board considers
it inconsistent with proper claiminterpretation to
read into claima particular substrate concentration

and thereby distinguish over docunment (4).

Claim1 requires that the clainmed reagent conposition
is stabl e agai nst substrate and enzyne degradation for
at least 6 nonths at 2 to 10°C. Docunent (4) does not
state that that the liquid reagent has such stability.
In fact document (4) contains no discussion of |ong
termstability, and the liquid conposition of Exanple 4
as described is used imediately. There is nothing in
docunent (4) which would allow the Board to do anything
nore than conjecture what the stability of the liquid
conposition of Exanple 4 m ght be.

On the other hand, the patent in suit suggests a

variety of techniques for stabilizing the assay reagent,
inter alia, filtering the substrate to renove al pha-

anyl ase produci ng m croorgani snms, and optionally
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filtering the enzynmes, or using a polyol to stabilize
t he enzyne.

The Appellants have filed no evidence as to the
experinentally determ ned stability of a liquid
conposition made followng the information in Exanple 4.
In the absence of evidence that such |iquid conposition
has the stability required in claim1l1, the chain of

proof for lack of novelty is inconplete, so that a case
of lack of novelty of claim1 over docunent (4) has not
been made out.

| nventive step (Article 56 EPC)

0496. D

Docunent (1), disclosing a single liquid al pha-anyl ase
reagent conposition, is considered to be the cl osest
state of the art.

The reagent conprises a substrate for al pha-anyl ase,
bei ng an oligosaccharide of at |east three glucose
units, whose reducing end glucose unit is bonded, by a
bond whi ch can be cl eaved by al pha- or beta-

gl ucosi dase, to an optically neasurable | abel. The non-
reduci ng term nal glucose is bonded to a bl ocki ng group
whi ch inhibits cleavage by exo-enzynes of the bond
between the term nal glucose unit and the adjacent

gl ucose unit (document (1) page 4, line 27 to page 5,
line 2). The substrate is present in the reagent in a
quantity that is sufficient to prevent it fromlimting
the rate of hydrolysis thereof (page 5, lines 17

to 20). Upon contact with a biological sanple,
cont ai ni ng al pha-anyl ase, the rate of formation of the
optically neasurable |abel is proportional to the
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concentration of al pha-anylase in the biological fluid
(page 4, lines 15 to 20).

The assay conprises a pair of exo-enzynes, i.e. a

gl ucoanyl ase and either al pha-or beta-gl ucosi dase,
depending on the nature of the bond between the | abel
and the reducing end glucose of the substrate. The only
exanpl e on pages 9 and 10 of the description uses a

gl ucoanyl ase and an al pha- gl ucosi dase.

In order to renove al pha-anyl ase produci ng bacteri a,
enzynes and substrate are filtered using a filter
having a pore size not greater than 0.2 mcrons, and
sterile equipnment and distilled or boiled water only
are used (page 8, lines 1 to 16). The sane neasures are
taken in the patent in suit (page 4, lines 21 to 28).

In order to retard the degradation of the exo-enzynes,
docunent (1) teaches to add a water sol uble polyol
nost preferably sorbitol, to the reagent (page 6,
lines 16 to 26). The sane is described on page 3,

line 56 to page 4, line 1 of the patent in suit.

Docunent (1) states on page 4, lines 4 to 7, that the
di scl osed reagent is stable for at |east six nonths and
preferably for at |east one year at 2 to 8°C

In the light of the disclosure in the closest prior art,
docunent (1), the problemto be solved by the patent in
suit is considered to be the provision of an

alternative single liquid al pha-anyl ase reagent

conposi tion.
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The problemis solved by providing the reagent
conposition according to claim1, conprising al pha-
gl ucosi dase from Baci |l | us Stear ot hermophi | us.

Docunent (3) discloses al pha-glucosi dase from Bacill us
St ear ot her nophi | us ATCC 12016. Stability and catal ytic
properties of the enzyne are tested at various
tenperatures, pH values and in the presence of
substances, like urea, ethanol and SDS, and the enzyne
is found to be very stable (cf page 285 to 286).
Moreover it is disclosed that the enzynme exhibits both,
al pha- gl ucosi dase and gl ucoanyl ase activity (cf
abstract, page 286, right colum to page 287 and
figure 5).

The statenent on page 288, left colum, of docunent

(3), saying that it is unlikely that the enzyne bel ongs
to a type of glucoanylase, is of theoretical nature and
seens to refer to a problem of classification.

The Opposition Division has concluded that a skilled
person woul d not have been pronpted, in order to solve
t he underlying problem to replace three out of four
conponents of the reagent of docunent (1), i.e. the two
exo-enzynmes and the polyol, by the enzynme of docunent
(3). Moreover as docunent (1) disclosed the use of a

gl ucoanyl ase and either al pha-or beta-anylase, no
direct hint could be seen to replace themby an enzyne
havi ng gl ucoanyl ase and al pha-anyl ase activity. But in
fact claim1 does not preclude the use of an additional
exo-enzynme or a stabilizing polyol. The only difference
between what is required by claim1 and the specific
enbodi nent of docunent (1) is that the latter suggests
usi ng as al pha-glucosidase naltase, while claim1l1
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requires the al pha-glucosi dase from Bacil |l us
St ear ot her nophi | us.

The Board does not agree with the Opposition Division's
conclusion, particularly since the stability of a
reagent conposition according to docunent (1) to a
great extent depends upon the stability of the
cont ai ned enzynes. A skilled person, when trying to

sol ve the posed problem and provide an alternative to

t he reagent of docunent (1), will consider the question
of enzyme stability and has reason to regard the stable
enzynme di scl osed in docunent (3) as a possible
alternative to the specific al pha-glucosidase of the
exanpl e of docunent (1).

Only two enzynes are able to cleave at the reducing end
of an oligosaccharide derivative, nanely al pha-and

bet a- gl ucosi dase. In the present case, depending on the
bond between the | abel and the reducing end gl ucose of
the substrate the skilled person will chose either the
one or the other. The only exanple of document (1)
makes use of an al pha-anyl ase, which neans that the

| abel is bonded to the reducing end glucose of the
substrate by an al pha-glucoside |inkage. The skilled
person being aware of the problemto be solved in the
light of the closest prior art and knowi ng fromthe

di scl osure in docunent (3) about the stable enzynme from
Baci | | us St earot hermophi | us havi ng gl ucoanyl ase and

al pha-anyl ase activity would use this enzyne in the
reagent conposition of docunment (1) and woul d thus
arrive at the clained subject-matter in an obvi ous way.



- 11 - T 0881/ 01

11. Claim1, therefore, is not based on an inventive
concept and does not neet the requirenents of
Article 56 EPC.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chai r man:
P. Crenona S. C Perryman

0496. D



