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Summary of Facts and Subm ssi ons

Eur opean patent No. 0 353 589 (based on application
No. 89 113 614.5) was revoked by the decision of the
opposi tion division dated 16 February 2001.

1. On 24 April 2001 the patent proprietor filed an appeal
agai nst that decision and paid the appeal fee. The
statenment setting out the grounds of appeal was
recei ved on 26 June 2001

L1l The opposition had been filed against the patent as a
whol e on the basis of Article 100(a) EPC in conbination
with Articles 52(1), 54 and 56 EPC. To support its
obj ections the opponent referred inter alia to the
fol |l ow ng docunents:

(D1) US-A-3 907 503
(D2) GB-A-2 096 314
(D3) US-A-4 476 149
(D4) EP-A-0 225 474
(DB) US-A-4 568 184
(D8) US-A-4 558 013

| V. In its decision the opposition division found that the
subject-matter of the independent clains 1, 5 and 6 was
novel over the disclosure in docunment D1, which inits
view was the closest prior art, by virtue of the
feature of the use of binding conponents for the test
sanples, but that it did not involve an inventive step.

V. Oral proceedi ngs requested by both parties were held on
28 Sept enber 2004.

2508.D
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\Y/ At the oral proceedings the appellant requested that
t he deci sion under appeal be set aside and that the
pat ent be maintained as granted (nmain request) or on
the basis of the first or second auxiliary requests
filed with its letter of 27 August 2004 or of the third
auxiliary request filed during the oral proceedings.

The respondent (opponent) requested that the appeal be
di sm ssed.

VII. Claim1l of the main request (granted patent) reads as
follows (including the letters (a) to (j) to designate
features as referred to by the parties):

"(a) An automated apparatus (10) for anal yzing

bi ol ogi cal sanpl es, characterized by

(b) neans (300, 302, 304, 306, 308, 310) for
calibrating or normalizing the data obtained froma
panel of assays for a plurality of test sanple binding
conmponent s

(c) perfornmed sinultaneously on a single biol ogical
sanpl e wherein said calibrating or nornalizing nmeans
conpri ses:

(d) predeterm ned nachi ne readabl e assay calibration
data (300) for said panel containing at |east one
standard val ue for each said binding conponent;

(e) data providing neans (306) for providing said
predeterm ned assay calibration data in association
with a first code neans;

(f) electronic storage neans (310) for storing said
calibration data (300) and its associated first code
nmeans;

(g) entering means (308) for entering said calibration
data and its associated first code nmeans to a |ocation

2508.D
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(312, 314) in said storage neans (310) w thout
perform ng an assay;

(h) assay neans (32, 80) for sinultaneously carrying
out said panel of assays on a single aliquot of a

bi ol ogi cal sanple, wherein said assay means includes a
panel of test sanple binding conmponents, each bound to
its own discrete test site (84) in an array of isolated
test sites in a disposable reaction cartridge neans (80)
and

(1) a second code neans (94) associated with said panel
in said cartridge neans (80), said second code neans
(94) being used to access said electronically stored
calibration data set ((300) for that panel of test
sanpl e bi ndi ng conponents; and

(j) electronic correlation nmeans (315) for correlating
the stored calibration data for said panel with the
assay results for said panel using said first and said
second code neans".

Claim5 of the main request reads as foll ows:

"An automated apparatus (10) for analyzing a plurality
of bi ol ogical sanples, characterized by a neans (32, 80)
for assaying each sanple sinmultaneously for a plurality
of test sanple binding conmponents and a nmeans (300, 302,
304, 306, 308, 310) for calibrating or normalizing the
results obtained fromeach assay;

sai d assay nmeans conprising a plurality of disposable
reaction cartridge neans (80) each designed for
facilitating sinmultaneous contact between a panel of
test sanpl e binding conponents, each bound to its own
discrete test site (84) in an array of isolated test
sites contained in said reaction cartridge neans (80),
and a single aliquot of a biological sanple, each
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cartridge being [sic] nmeans (80) associated with a
second code neans (94); and said assay neans further
conprising nmeans (32) for measuring binding between
each test site and components of the biological sanple
bei ng assayed; and

said calibrating or normalizing nmeans conprising: an
electronically stored calibration data set (300) for
each panel of test sanple binding conponents containing
at | east one standard value for each binding conmponent
in the panel, each set being associated with a first
code neans; and el ectroni c associ ating neans (315) for
associ ating each panel with its set of calibration data
using said first and second code neans, said second
code neans (94) being used to access said
electronically stored calibration data set (300) for

t hat panel of test sanple binding conponents”.

Claim6 of the main request reads as foll ows:

"A nethod of calibrating or normalizing assay results,
characterized in that

a single aliquot of a biological sanple is

si mul t aneously assayed with a panel of test sanple

bi ndi ng conmponents, each bound to its own discrete test
site (84) in an array of isolated test sites in a
reaction cartridge neans (80); and in that a second
code neans (94) is associated with said panel in said
cartridge neans (80); and in that the results for the
panel are calibrated or normalized using a previously
el ectronically stored data set (300) which contains at
| east one standard val ue for each test sanple binding
conponent and which is associated with a first code
means, said results and said data set being correl ated
using said first and second code nmeans, said second
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code neans (94) being used to access said
electronically stored calibration data set (200) for
t hat panel of test sanple binding conponents”.

Claim2 to 4 are dependent cl ai ns.

The wording of the clains in accordance with the
appellant's auxiliary requests is not relevant for the
pur pose of this Decision.

The argunents of the appellant may be summari sed as
fol | ows:

As regards novelty, the appellant argued thus. The
invention relates to an apparatus and net hod for

anal yzi ng bi ol ogi cal sanples in the field of

i mmunobiology. In daim1 (and the correspondi ng

Claims 5 and 6) this clearly follows fromthe features
(a) and (h), furthernore fromthe introductory part of
t he patent specification which, together with the

drawi ngs, may be used to interpret the clainms. Docunent
D1, which had been considered in the decision under
appeal as the closest prior art and which, according to
t he opponent, would even anticipate the subject-matter
of Claiml, belongs to the different technical field of
anal ytical chem stry instrunents. In colum 2, lines 32
to 38 of this docunment it is disclosed that the test
devi ces and test reagents conprise one or nore chem ca
constituents which specifically react with the
substance in the test fluid to give a detectable

chem cal response which relates to the anbunt of the
constituent in the fluid. In DL there is no explicit
menti oni ng of bindi ng conponents or capture reagents
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and it is clear that the reactions involved in the test
strips are purely chem cal ones. Therefore, if only by
virtue of features (a) and (h), the subject-matter of
Claim1l is new over the disclosure in D1.

In the decision under appeal it was furthernore argued
that D1 refers to an automatic anal ytical apparatus
having a ROM (read only nmenory) prel oaded with
different thresholds for each of the different reagents
for the purpose of calibration (corresponding to the
first code neans of the clained invention). As can be
readily seen fromFigure 4 in Dl this assessnent is
erroneous, since the ROM does not belong to the
“calibrate and anplify unit" 23 but to the "function
generator™ 29. It conprises different reaction ranges
whi ch are independent of the specific features of the
test strip under exam nation. The ROMis informed about
t he kind of reagent by access register 116 and it
outputs to a decoder 112 a nunber of threshold val ues
for this reagent. The ROM functions as a sort of

transl ator which categorises and transl ates the unknown
data into a printable form Therefore no calibration is
performed by neans of the ROMin the sense of the
clainmed invention, i.e. raw data output by the reading
means is not nornmalised by neans of the ROM It should
be noted that, since a ROMis a read only nenory, its
contents cannot be changed and accordingly data cannot
be entered. The threshold values stored in ROM 110 for
each of the seven reagent-type categories (pH, glucose,
etc.) cannot change with the particular test strip
under consideration, nor do they depend on the batch or
ot of origin of the single reagent used in such a test
strip. Therefore these threshold val ues cannot be
considered as calibration data in the sense of the
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cl aimed invention and no entering neans can be
presented in the apparatus of Dl for entering such
calibration data and an associ ated code neans in the
ROM It follows that the subject-matter of Claim1l not
only differs fromthe apparatus disclosed in D1 in that
bi ndi ng conmponents are used as is expressed by features
(a) and (h), but also in that the apparatus of D1 does
not conprise calibration data (feature (d)), data
provi di ng means for providing predeterm ned assay
calibration data in association with first code neans
(feature (e)) and entering neans for entering the
calibration data and its associated first code neans to
a location of storage neans (feature (f)) w thout
perform ng an assay (feature (g)). Therefore the
invention as defined in Claim1 is novel over the

di scl osure in docunment D1. The sane applies nutatis
nmutandis to the subject-matter defined in independent
Clains 5 and 6.

Concerning inventive step, the appellant argued that in
t he deci si on under appeal docunent Dl was considered to
be the closest prior art. As already nentioned, that
docunent does not belong to the sane technical field of
the invention as defined by features (a) and (h) of
Claim 1 and the necessity of assay calibration is not
an issue in the field of D1 (anal ytical chem stry) to
the sane extent as in the field of inmunol ogy assayi ng,
where all ergens or other assay binding conponents are
produced in lots or badges of limted vol une and where
each ot has a different reaction behaviour. Further,
in the field of imunol ogy, the preparation of test
sites before optical reading follows specific
procedures as described in the patent specification.
Such procedures involve, for instance, nultiple washing
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steps alternated with I ong incubation periods. Docunent
D1 conpletely ignores such procedures because it does
not deal w th imunol ogical reactions. The gist of the
invention and the solution defined in the clains is to
construct a library including predeterm ned calibration
data specific for each individual |lot and to which
first code nmeans are associated. This library is stored
in the anal yzer apparatus w thout perform ng an assay.
Wth the test panel containing the assay binding
conponents a second code neans is associated which is a
pointer to the library. Wen carrying out an assay the
second code nmeans points to the library to select the
first code nmeans which provide the calibration data

rel evant for the test sanpl e binding conponents in use,
wher eupon the raw data are calibrated. Irrespective of
the fact that the apparatus disclosed in D1 does not
include the features (a) and (d) to (h) and that this
di scl osure does not deal with the problem underlying
the invention, the "calibration" carried out in that
apparatus is conpletely different fromthe procedure
defined in the independent clains. As described in
colum 8, starting at line 55, the calibration in the
apparatus of Dl is a calibration to obtain for each of
the reagents a "zero value" and a "high positive val ue".
In colum 11, line 49 it is disclosed that these val ues
are stored in the menory 84. This calibration in D1 is
done manual ly by dipping the test stripes in respective
zero and high positive test solutions. This is in
contrast to the invention; see the patent specification
on page 18, lines 46 and 47, where the calibration data
are determned at the tinme the reaction cartridges are
manuf actured and which is reflected in the wordi ng of
feature (g) of daiml. Furthernore the only "code
means” recogni sable in docunent Dl is the code 17,
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whi ch (see colum 8, line 42) has a first function of
identifying the type of test stripes, and a further
function of calibrating the instrument by sanpling
light reflecting fromthe surface of the code bl ock.
This is, however, an instrunment calibration and does
not relate to the feature "standard val ue for each

bi ndi ng conponent” as defined in Claim1l. Therefore D1
cannot suggest the conbination of features of the
claimed invention, since DI was not conceived for the
sanme purpose as the invention and the technol ogy

di sclosed by it would not even hint to the person
skilled in the art that he should build an apparatus
conprising neans for calibrating or normalizing the
data obtained froma panel of assays for a plurality of
test sanpl e binding conponents as defined in C aim1.

The appell ant further argued that, wth respect to the
ot her avail abl e docunents, only docunents D6 and D8 lie
in the sane technical field of the invention as defined
by features (a) and (h) of Cdaim1l1l and by the
introductory part of the description. If, starting from
docunent D6 as the closest prior art, it is noted that,
while its subject-matter lies in the field of

i mmunol ogy tests and nore particularly

radi oi munoassays, the docunent does not disclose or
suggest calibration in the sense of the clained

i nvention. This docunent discloses a reader card

i ncludi ng a photographic filmconprising an exposure
pattern. The pattern derives from an exposure of the
filmto a radioactive incubation bath where

radi oacti vel y-tagged anti bodi es bind to anti bodies
previously bound to an existing antigen-coated carrier
al ready incubated with a biological sanple (colum 1,
lines 29 to 40). Therefore the starting point of D6 is
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a test device for which no information is avail able or
derivabl e regardi ng standard val ues of the binding
conponents. The only "calibration” provided for in the
apparatus disclosed here is a "black level"™ calibration
which is an optical calibration of the densitoneter
instrument and which is not related at all to the
calibration defined in the clains of the patent.

Docunent D8 di scl oses an apparatus for neasuring the
magni tude of reactions occurring between a
predet erm ned cl ass of conponents and their
correspondi ng conjugates coated on an insoluble carrier.
The carrier includes a plurality of separate test
regions coated wth a different conponent fromthe
class and a negative reference region that is uncoated.
The negative reference region serves as a reference
optical density for the subsequent neasurenents of the
coated test regions, thus correcting the effects of
non- speci fi ¢ bindi ng and background noi se on these
nmeasurenents, see colum 4, lines 24 to 38. Also this
docunent does not disclose the normalization of the
data obtained froma panel of assays for a plurality of
test sanpl e binding conmponents which takes into account
predeterm ned calibration data containing at |east one
standard val ue for each binding conponent. This feature
is al so not known or suggested in any of the other
avai |l abl e docunents. Therefore the subject-matter of
Claim 1l involves an inventive step, and simlarly the

further independent Clainms 5 and 6.

The argunents of the respondent nay be sunmarised as
fol | ows:
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(a) As regards novelty, the patent in suit relates to an

2508.D

aut omat ed apparatus for assaying a plurality of

bi ol ogi cal sanples which is characterised by neans for
calibration or normalisation of the assay data. In the
i ndependent clains the expression "test sanple binding
conponents” is used. This is, however, a very broad
concept which does not necessarily inply that the

cl aimed apparatus, and simlarly the correspondi ng

nmet hod, are confined to i mmunol ogy assays, or
respectively to assays for screening allergens and

anti bodies. Furthernore the term"binding" with a test
sanple nerely inplies that there is an interaction

bet ween t he conponents which allows a qualitative or
guantitative detection. Al so the concept of
“calibration” or "normalisation” is not further defined
in the clains. Therefore the clainmed subject-matter
does not allow to distinguish between "imunol ogi ¢c" and
"(bio)chem cal" assays. |In consequence docunent D1

di scloses all the features of Caim1l. In particular

t his docunent discloses an automated apparatus for

anal yzi ng bi ol ogi cal sanples (for instance, urine or
proteins; this corresponds to the clained feature (a));
with nmeans for calibrating or normalising the data
obtai ned from a panel of assays for a plurality of test
sanpl e bi ndi ng conponents (see nodule 23 in Figure 2;
see also the Table in colum 12 which distinguishes
five ranges for calibration or normalisation; the
plurality of detectable conmpounds are shown in Figure 1
whi ch al so include biological sanples, e.g. proteins),

t hereby disclosing features (b) and (c). Wth respect
to feature (d), the apparatus of docunment Dl conprises
a ROM 110 which, according to colum 11, lines 57 to 59,
is "preloaded for use with different thresholds for
each of the reagents”. The Table in colum 12 incl udes
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five calibration ranges for the pH test block which are
predet erm ned and nmachi ne readable, as defined in
feature (d). This ROM al so provi des the predeterm ned
assay calibration data in association with a "first
code neans" as defined in feature (e), which in the
apparatus of Dl corresponds to a specific area of the
menory which is selectively addressable via a nmenory
address thereby corresponding to a "first code neans".
The ROMis also the el ectronic storage neans as defi ned
in feature (f). Furthernore, as disclosed in the cited
passage in colum 11 of D1, the ROMis preloaded with
the data via a conputer, which are the "entering neans”
and the data are entered wthout perform ng an assay,
corresponding to feature (g). The assay neans as
defined in feature (h) of daim1l are shown in Figure 1
and are described in colum 5, lines 24 to 40 of D1.
The "second code neans"” defined in feature (i)
corresponds to the coding 17 on the test devices with
whi ch the pointer on the test device can be all ocated,
as is described in colum 8, lines 42 to 51. Finally,
via access register 116 which receives the code from
code block 17 and the ROM the calibration data for the
panel stored in the ROM and the panel assay results are
correlated using the first and second code neans, as is
di sclosed in colum 11, lines 54 to colum 12, |line 59.
From the conparison with docunment D1, it follows that
Claim1 | acks novelty.

(b) As regards inventive step, the closest prior art for

2508.D

the issue of inventive step should be a docunent

"di scl osing subject-matter conceived for the sane
purpose or aimng at the same objective as the clained
i nvention and having the nost rel evant technical

features in common, i.e. requiring the m ni num of
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structural nodifications" (see Section |.D. 3.1 of the
"Case Law of the Boards of Appeal"). As already
menti oned, the apparatus disclosed in D1 has nost -if

not all- of the features of the clained subject-matter.
Furthernore the patent in suit (see page 3, lines 47
and 48 and docunent D1, see columm 1, lines 44 to 47)

shares the sane general technical problemand ains at
the sane solution, i.e. to provide test systemfor
assaying a plurality of constituents in a patient
sanple. The invention relates to a diagnostic system
for automatic testing of a plurality of sanples and the
guestion is how to process the neasured data. The

subj ect of the clainmed invention is not an

i mmunol ogi cal test and the patent does not teach any
steps which are only used for imunol ogical tests and
not in (bio)chem cal tests. Rather its background lies
in the inprovenent of an anal ysis apparatus. Therefore
docunent D1 neets all the criteria to be considered as
the closest prior art. Starting fromthis docunent the
obj ective problemcould be seen in the application of

t he known apparatus for inmunol ogical tests. This
probl em woul d be obvious to the skilled person, because
docunent D1 already tested biological sanples (proteins,
urine) and lot-to-lot variations are equally known to
be present in chemcal tests. Therefore the skilled
person woul d consi der enpl oyi ng the apparatus di scl osed
in DL for other biological, including imunol ogical

test sanples as disclosed in docunent D6.

Shoul d docunent D6 be considered as the cl osest prior
art it is noted that colum 1, line 22 of that docunent
di scl oses a test card for determning allergic
reactions. This docunment furthernore discloses in

columm 5, lines 37 to 40 and lines 56 to 62 that it was
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known in the field of immunol ogical tests before the
priority date of the patent in suit to carry out, in
aut omat ed anal ysis processes, calibration and
normal i sation on the basis of stored calibration data.
The objective probl em should then be seen as providing
a further automatic process for detecting allergic
reactions. The obvious solution is disclosed in
docunent D1, see the cited passage in colum 1, |ine 45.
A further possible starting docunent for inventive step
i s docunent D8, which discloses an al ready automated
apparatus for neasuring inmunol ogi cal reactions and
whose teaching is readily conbinable with docunent DL.
Finally it should be noted that the issue of charge
specific calibration in this technical field is known
from docunments D2, D3 and D4, whence any features
relating to such calibration may not contribute to

i nventive step.

Reasons for the Deci sion

2508.D

The appeal is adm ssible.

Mai n request

Interpretation of aiml

Thr oughout the opposition and appeal proceedings the
parties disagreed about the nmeaning of the expression
"test sanpl e binding conponents”. The patent
proprietor/ appellant argued that, because of the
features (a) and (h) in daim1l and the introductory
part of the patent specification, this expression
clearly confined the clained subject-matter to an
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apparatus used for imunol ogi cal assays. This al so
fol | oned when using the description and the drawings to
interpret the clains. Hence for the question of
patentability the technical field of the invention was
the field of imunology for testing allergens. The
opponent/ respondent was of the opinion that because of
t he broad term nol ogy of the clainms an apparatus for
anal ysi ng any ki nd of biological sanples should be
consi dered as the closest prior art, because "bindi ng"
with a test sanple conmponent nerely inplied that there
was an interaction between the conponents; furthernore
the terns "calibration” or "normalisation"” were not

further defined in the clai ns.

In the decision under appeal (point 4) the opposition

di vi sion expressed the opinion "...the only difference
bet ween the devices of claim1 and docunent (1) lies in
t he use of binding conponents for the test sanples. In
docunent (1) biochem cal reagents (enzynes, dyes etc.)
are used. Usually, in the art the term "binding
conponents” is used for substances |like antibodies
which only bind to the reaction partner w thout a
resulting chem cal change in one (or both) reaction

partners”.

It appears that this interpretation of the term

"bi ndi ng conponent” fromthe field of inmunol ogy tests
i s supported throughout the description, see e.g. the
pat ent specification, page 2 "Background of the

I nvention" and the Section "Exenplary Mde of
Operation"” (pages 20, line 55 to page 23, line 49).
Furthernore, of the docunents D1 to D8 filed in the
opposi tion proceedi ngs, the term "bi ndi ng" together

wi th "conmponents"” or "reaction" is only found in
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docunents D6 and D8, as to which the parties concurred
t hat these docunents belong to the field of inmunol ogy
assays.

Hence, in the present case the expression "test sanple
bi ndi ng conmponents” in the context of assaying

bi ol ogi cal sanples in the clains nmust be construed as
rel ating to i muno-assays, because this is the
technically sensible interpretation of this concept
(see Section I1.B. 4.1 "Interpretation of clains -
general " of the "Case Law of the Boards of Appeal", 2"
edition 2001).

Novel ty

Docunment D1 which, in the opinion of the respondent,
anticipates the subject-matter of Caim1, discloses a
test systemfor the sem -automatic anal ysis of chem ca
constituents (see Abstract). The sanple to be analyzed
may be of biological origin, for instance urine (see
the Exanple in colum 14). Therefore feature (a) of
Claim1l is known from D1.

2.2.2 Wth respect to feature (b) of daim1l the apparatus

2508.D

shown in Figure 2 of D1 conprises a calibrate and
anplify nmodule 23 in which the data obtained froma
panel of assays (test device 10) are processed. However,
as is disclosed in colum 2, lines 33 to 38, the test
reagents associated with the test devices conprise

chem cal constituents which specifically react wwth the
substance in the test fluid to give a detectable

chem cal response. Therefore the test reagents in the
test devices assayed in the apparatus of this docunent
do not represent "test sanple binding conponents”



- 17 - T 0474/ 01

relating to i muno-assays as reasoned in Section 2.1
supra. Therefore feature (b) is not known from
docunent D1.

2.2.3 For the same reasons features (d), (h) and (i) are not

2508.D

di scl osed in Dl because these simlarly define
conditions involving the binding components. In
particular, feature (d) defines that for each of the
bi ndi ng conmponents in each panel the calibrating or
normal i sing nmeans conpri ses predeterm ned nachi ne
readabl e assay calibration data, nanely at |east one
standard val ue for each bindi ng conponent. Furthernore,
according to feature (e), these assay calibration data
are associated with a first code neans. Considering the
calibrate and anplify nodule 23 in docunent D1, this
carries out several calibration steps. According to
colum 6, line 57 and nore in detail in colum 7

lines 46 to 57; and colum 8, lines 45 to 51, the
nodul e processes the initial calibrate signal by
nmeasuring the reflected light from (highly reflective
and preferably white) code bl ock 17. The purpose of
this calibration step is to standardi ze the el ectronic
circuitry pre-programmed for each of the test devices.
The systemis furthernore initially calibrated for use
by inserting a first test device which has been dipped
in a zero calibration solution; and a second test

devi ce, which has been dipped in a high positive
solution (see colum 8, line 55 to colum 9, line 2).
These tests provide eight different words to represent
the zero values for each of the eight different
reagents and eight different words which represent the
hi gh positive value of each reagent, which values are
stored in nenory 84 (see colum 10, lines 16 to 34).
Since these values are stored in nmenory 84 for each
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reagent, it is inplicit that the nmenory has
correspondi ng addresses which represent "first code
nmeans”. However, in contrast to feature (g) in Caima1,
in the apparatus disclosed in DL the calibration val ues
are obtained by manually performng two assays ("zero"
assay and "high positive" assay) prior to the assay of
t he test device containing the unknown sanpl e.
Therefore the apparatus of D1 not only differs fromthe
apparatus defined in Caim1l by the type of conponents
to be assayed (chem cal versus inmunol ogical) but also
differs in its concept of providing calibration data by
manual |y performng two calibration assays whereas in
the clai ned apparatus predeterm ned calibration data
are provided and stored in association with a first
code neans; and wherein second code neans are
associated wth the test panel to be assayed, whereupon
t he conbination of the first code neans and the second
code neans enable the correlation of the assay results
with predeterm ned calibration data corresponding to
the particular test panel.

In its subm ssions the respondent argued that in
docunent D1 the threshold values stored in ROM 110
corresponded to the assay calibration data defined in
Claim1l1 since the Table in colum 12 showed that the
val es are not just threshold values but that raw
nmeasured val ues are converted in analysis data, which
represented a calibration.

The Board does not agree. As defined in Claim1l, the
assay calibration data are predeterm ned and contain at
| east one standard val ue for each bindi ng conponent of
the panel to be assayed (feature (d)). These data are
then input in the apparatus via entering neans
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(feature (g)). This inplies that the apparatus nust be
equi pped to allow the inputting and storing of the
calibration data. In the apparatus disclosed in Dl the
t hreshol d data have fixed values and are entered once
into nenory 110, whereupon they cannot be nodified
anynore, because the nmenory is a read-only-nenory.
Rather it is noted that the only "calibration" steps
di scl osed in docunent D1 are the calibration using the
reflection of the calibration block 17 to standardi ze
the electronic circuitry of the device and the "zero"
and "high positive" calibration of the test sanples,
whi ch, however, is carried out manual ly by performng
respective calibration assays before assaying a test
devi ce.

2.2.5 As to the further docunents on file, only docunents D6
and D8 relate to the field of imunol ogy (see for both
docunents the respective Sections "Background of the
| nvention"). Docunent D6 di scloses a reader card used
in analyzing in a densitoneter a photographic film
whi ch has been previously exposed in a radi oi munoassay.
The data record on the filmis presented in such manner
that the instrunent is calibrated for low light |eve
and for non-specific binding produced during the
i ncubation procedure (colum 2, lines 10 to 20). The
docunent does not disclose any further calibration or
normal i sati on including standard val ues for the binding
conponents as defined in feature (d) of Caim1, nor
does it disclose the further features of the claim
relating to the handling of these data and correl ation
of the calibration data with the assay results as
defined in features (e), (f), (g), (i) and (j) of this
claim Simlarly docunent D8 discloses a nethod and an
apparatus for neasuring the binding reactions in a

2508.D
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radi oi munol ogy assay. On an elongated carrier shown in
Figure 3 a plurality of transverse threads 13 are
coated with binding conmponents and a further so-called
desi gnated "negative reference thread" which is not
coated and which is used for neasuring non-specific

bi ndi ng and background noi se (colum 4, lines 25 to 37;
and colum 6, lines 31 to 37). The system al so perforns
a "maxi munt test for which one thread is directly
coated with the radi oactively coated conponent

(colum 6, lines 47 to 46). The docunent does not

di scl ose calibration of the binding conponents by
col l ecting predeterm ned calibration data containing at
| east one standard val ue for each of the binding
conponents as defined in feature (d) of Caim1, nor
the further features (e), (f), (g), (i) and (j) of the
claim

It is concluded that the subject-matter of Claiml is
novel. Since Clains 5 and 6 define an apparatus and

met hod relating to corresponding features as defined in
Caim1l, their subject-matter is simlarly novel.

| nventive step

According to the respondent the technical field of
interest is not restricted to the field of imunol ogy
or that of assaying allergens or antibodies but rather
to the nore general field of automated anal ysis

appar atuses of biol ogi cal sanples. The respondent al so
referred to Section I.D. 3.1 of "Case Law of the Boards
of Appeal" for the criteria for a docunent to be
considered as the closest prior art, which criteria
were fulfilled by docunent D1 which should therefore be
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seen as the starting point for the problemand solution
appr oach.

2.3.2 The Board does not concur with this assessnent. In the
above nentioned Section it is explained "After the
rel evant prior art has been identified, careful
consi deration nmust be given to the question whether, in
t he case concerned, the skilled person taking into
account all the available information on the technical
context of the clainmed invention, wuld have had good
reason to take this prior art as the starting point for
further developnent.” In the opinion of the Board, the
skilled person, taking into account all avail abl e
information as to the technical context of the field as,
for instance, summarized in the Section "Background” of
t he patent specification (pages 2 and 3), would not be
| ead to consider the disclosure in docunent D1 as a
suitable starting point for a further devel opnent of an
apparatus or nethod for assaying i nmmunol ogi cal sanpl es,
because it does not disclose the assaying of such
sanpl es and because the handling of the sanples in
docunent D1 (manually, see colum 1, lines 4 to 8;
di pping the test device into the sanple and shaki ng off
excess fluid, see colum 14, lines 62 to 65) would not
be suitable for imunol ogi cal assaying which requires
mul ti pl e washi ngs. Furthernore, since docunent D1 does
not have "the sane purpose or effect as the invention”
it would not be considered by the skilled person, at
| east not w thout the benefit of hindsight.

2.3.3 As discussed in Section 2.2.5 supra, docunent D38
di scl oses a nethod and an apparatus for neasuring the
magni t udes of binding reactions in a radi oi munol ogy
assay and therefore relates to the sane technical field

2508.D
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as the patent in suit. According to colum 7, lines 25
to 46, the scanning densitoneter may be used in an
automati ¢ node. The apparatus disclosed in docunent D38
conprises features (a), (b), (c) and (h) as defined in
Claima1l.

2.3.4 The question of calibration of the binding conjugates

on the carrier 11 is not addressed in docunent D8 and
the subject-matter of Caiml differs fromthis

di scl osure by virtue of the features (e), (f), (g), (i)
and (j) (see Section 2.2.5). The objective probl em
underlying these differences could be seen in inproving
the reproducibility and accuracy of the output of the

i mmunol ogi ¢ assays. The solution to this problem as
underlying the subject-matter of Claiml is to provide
for each binding conponent on the test panel the
correspondi ng predeterm ned calibration data specific
for the lot; to assign to these calibration data a
first code neans; to store in the apparatus, wthout
perform ng an assay the calibration data and the
corresponding first code neans; to assign to the test
panel to be assayed a second code neans; and to
correlate the stored calibration data with the assay
test results using said first and second code neans.

2.3.5 This solution as defined in CCaim1l1 is not disclosed or

2508.D

suggested in docunent D8, nor is it suggested in any of
t he other docunments. In particular, as set out in
Section 2.2.3 supra, docunent D1 cannot suggest the

i nvention because it does not relate to immunol ogi cal
assays and the "zero" and "high positive" calibration
is carried out manually prior to the assay of the test
devi ce.
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Mor eover, the other docunents referred to by the
respondent do not disclose the type of calibration as
defined in aiml. In this respect the Board notes

t hat docunents D2 and D3 both teach providing test
strips for the chem cal analysis of body fluids with
bar codes bearing encoded batch-specific calibration
data (see D2, page 1, lines 90 to 96 and the | ast
sentence of the abstract; D3, the |ast sentence of the
abstract). If applied to the closest prior art of
docunent D8, this solution would require for each batch
of panels the manufacturing of bar codes bearing al
the relevant calibration data for the different assays
and their applying to the panels, due care being taken
to associate the correctly encoded bar codes to the
very panels for which the encoded data are rel evant.
The techni que di sclosed in docunents D2 and D3 thus in
effect | eads away fromthe clainmed solution, according
to which batch specific calibration data are stored
directly into the automated anal ysis apparatus and
retrieved automatically using second code neans
associated wth each panel of assays: this second code
means nerely identifies the panel on which it is
applied so as to allow retrieving of the corresponding
previously stored calibration data.

2.3.6 It is concluded that the subject-matter of this claim
i nvol ves an inventive step. This follows in a simlar
way for the subject-matter of independent Clains 5
and 6, which define substantially the same invention by
way of a different wording and in terns of a method,
respectively.

2.4 Therefore the clains of the main request neet the
provi sions of Article 52(1) EPC

2508.D
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Clains 2 to 4 are dependent clains and equally fulfil
t hese provi sions.

2.5 For these reasons, the patent can be naintai ned
unanmended i n accordance with the appellants' main

request .

Since the appellants' main request is allowable, there
is no need to address the auxiliary requests.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The case is remtted to the first instance with the

order to maintain the patent as granted.

The Regi strar: The Chai r man:

P. Muartorana A Kl ein
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