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Summary of Facts and Subm ssions

1500.D

The appeal lies fromthe decision of the opposition

di vision rejecting the opposition agai nst European
patent No. 0 260 965 (application No. 87 308 227.5)

whi ch was granted on the basis of 12 clains. Claim1l as
granted read as foll ows:

"1l. An imunoassay device having a housing (10) wth at
| east one opening (26) therethrough for introduction of
a liquid sanple into the housing (10), a matrix (24) of
porous material in the housing (10) adapted to be
contacted by the liquid sanple, absorbent material (20,
22) in contact wwth the matrix (24), and at | east one

I mmunol ogi cal reagent on the matrix (24), characterized
in that the device further conprises a desiccant
material in the housing."

Dependent clains 2 to 10 related to specific
enbodi nents of the device of claiml, while clains 11
and 12 covered nethods for perform ng i munoassays

utilizing the device of clains 1 to 10.

The foll ow ng docunents are referred to in the present
deci si on:

(D2) EP-A-0 186 100;

(RL)  US-A-3, 888, 629;

(R2)  EP-B1-0 097 952;

(R5)  US-A-3, 820, 309;

(R6)  US-A-3,722,188;
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(R7) Decl arati on by Eugene Fan to the USPTO dated
6 Novenber 1992,

(R9) The Merck Index, 11th Edition (Merck and
Conpany, Inc., Rahway, N.J. USA), page 1357
(1989);

(R11)  US- A-4, 330, 627;

(RL3)  US-A-3, 607, 093;

(RL14) WO A- 86/ 04421;

(RL5)  US- A-4, 218, 421.

O these, docunents (R13) to (R15) were filed by the
appel | ant (opponent) during the course of the appea
pr oceedi ngs.

The board issued a conmunication pursuant to
Article 11(2) of the rules of procedure of the boards
of appeal expressing its provisional opinion.

On 15 May 2000, the respondent (patentee) filed a new
mai n request (clainms 1 to 12), of which claim1 read as
follows (the amendnents vis-a-vis granted claim1l are
shown in bold):

"1. An immunoassay devi ce having a housing (10) with at
| east one opening (26) therethrough for introduction of
a liquid sanple into the housing (10), a matrix (24) of
porous material in the housing (10) adapted to be
contacted by the liquid sanple, absorbent material (20,
22) in contact wwth the matrix (24), and at | east one

I mmunol ogi cal reagent on the matrix (24), characterized
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in that the device further conprises a desiccant
material in the housing, with the proviso that the
desiccant material is |located away fromthe

i mmunol ogi cal reagent."”

The remaining clains were as granted.

Oral proceedings were held on 10 Novenber 2000, during
whi ch the respondent filed an auxiliary request

(claims 1 to 11), of which claim1l read as follows (the
anmendnents vis-a-vis granted claim1 are shown by way
of deletions and in bold):

"1. An immunoassay devi ce having a housing (10) with at
| east one opening (26) therethrough for introduction of
a liquid sanple into the housing (10), a matrix (24) of
porous material in the housing (10) adapted to be
contacted by the liquid sanple, absorbent material (20,
22) in contact with the matrix (24), and at | east one

I mmunol ogi cal reagent on the matrix (24), characterized
in that the device further conprises a destecant

noi st ur e- absorbent material in the housing, and wherein
t he housing conprises two conpartnents, one conpart nent
containing the matrix, and a second conpart nment
containing the noi sture-absorbent nmaterial, the first
conmpartnment being in communication with the second

conpartnent."

Dependent clains 2 to 9 were as granted; clains 10 and
11 corresponded to clains 11 and 12 as granted.

The subm ssions provided by the appellant can be
sunmari zed as foll ows:
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(i) Wth respect to the main request:

Article 123(2) EPC

- In the application as filed there was a basis for
a device conprising two chanbers, one of which
containing the matrix, the other containing the
desi ccant. However, present claim1l al so covered a
devi ce conprising one single chanber containing
both the matrix and the desiccant anywhere inside
it, but |ocated away fromthe inmunol ogi ca
reagent. This enbodi nent found no basis in the
application as filed and thus represented added
subj ect-matter

- The replacenent of the original term"noisture
absorbent chemcal" with "desiccant material"
represent ed added subject-matter.

(i) Wth respect to the auxiliary request:

Article 123(2) EPC

- The application as filed, under the heading
"Summary of the invention" (cf. page 5 of the
publ i shed (A2) docunent; hereinafter "A2-
application") |listed a series of features stated
to be fundanental for achieving the alleged good
results. However, the om ssion of these essentia
features in claim1l represented added subject -
matt er.

- The repl acenent of the term "chanbers" ("A2-

application", page 4, line 29) with "conpartnents”
(claim1l) represented added subject-matter.

1500.D Y A
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Article 123(3) EPC

Claim1 was broader in scope than granted claim1
because the term "desiccant material"” had been
replaced with the broader wordi ng "noisture-
absorbent material"

Novelty (Article 54 EPC)

Docunent (R2) disclosed a nultilayer analytica

el ement |l ocated in a housing (see eg Figure 6).
The | ayers were a spreadi ng sheet containing a

| abel | ed anal yte, a sharing sheet and a reaction
sheet contai ning an i nmunol ogi cal reagent. It was
stated on page 8, lines 4 to 6 of that docunent
that the spreading sheet could contain a
preservi ng agent havi ng hygroscopi c properties.
Since the | ayers docunent (R2) could be consi dered
as conpartnents, claim11 | acked novelty.

I nventive step (Article 56 EPQC)

Docunent (R1l) disclosed an i mmunoassay device
according to claim1 at issue, with the only
difference that the desiccant was | ocated outside
the reaction cell's housing, in an externa

envel ope al so containing the reaction cell
Departing from docunent (Rl) as the closest prior
art and considering the problemto be solved by
the patent in suit as being inproving the
sensitivity, the ease and speed of perfornmance and
the long termroomtenperature stability of the

i mmunodi agnosti c device of docunent (Rl), there
was no evidence that the patent in suit actually
sol ved the above problem But even assum ng that
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the skilled person was trying to inprove the

devi ce of docunent (Rl), he/she would have arrived
at the clained solution in the |ight of prior art
docunents disclosing solid carriers inpregnated
with antigens stored in a dark bottle in the
presence of a desiccant (docunent (R13)), in an
air tight, noisture-free environnent (docunent
(R14)) or within the chanber (docunent (R15)).

The cl ai ned sol ution could have easily been
arrived at by conbining the teaching of docunent
(R1) with that of docunment (R11). This docunent

di scl osed a tray for carrying out tests conprising
a plurality of test chanbers (channels)
accommodati ng a reagent paper or disc. The device
al so conprised a separate chanber wherein a

desi ccant was | ocated, conmunicating with all the
test channel s.

If it were assuned that the problemto be sol ved
by the patent in suit was the provision of
alternative neans to those of docunent (R1) for
protecting the inmunol ogi cal reagents from

noi sture, the skilled person would have been

i nduced to adopt the sole existing alternative
sol ution of introducing the desiccant into the
devi ce's housi ng.

Departing from docunent (R2) as the closest prior
art, this docunent suggested the incorporation of
a desiccant inside the housing (see page 8,

line 5). The skilled person would have arrived at
the only possible solution as clainmed in claim1
ei ther by departing fromthis docunent al one or by
conbi ning the teaching thereof with that of
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docunents (R5), (R6) or (R10).

- Docunent (R15) disclosed a device for storing and
di spensing test strips having a desiccant within
the device. Departing fromthis docunent as the
cl osest prior art, the problemto be solved would
have been to adapt the device of docunent (R15) to
I mmunochem cal reactions. This could have been
done in an obvi ous manner by providing an
I mmunol ogi cal reagent on the test strips.

- Departing fromthe device disclosed by docunent
(D2) as closest prior art, the skilled person
woul d have been induced to introduce a desiccant
into this device.

The subm ssions provided by the respondent can be
sunmari zed as foll ows:

(i) Wth respect to the main request:

Article 123(2) EPC

- There was a basis on page 4, lines 51 to 52 of the
"A2-application” ("a single chanber will perform
adequately provided the chenmicals are otherw se
associated with it") in conbination with the
drawi ngs as filed (show ng that the desiccant
materi al was | ocated away fromthe i nmunol ogi cal
reagent) for a device conprising one single
chanber contai ning both the matrix and the
desi ccant, wherein the desiccant had to be | ocated
away fromthe i munol ogical reagent, as recited in
the disclainmer in claiml.
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(ii) Wth respect to the auxiliary request:

Article 123(2) EPC

There was a basis on page 4, lines 24 to 28 and in
Figure 2 of the "A2-application" for a device
conprising two conpartnents, one conpartnent
containing the matrix, and a second conpart nent
containing the noi sture-absorbent nmaterial, the
first conpartnment being in conmunication with the
second conpart nent.

Novelty (Article 54 EPC)

In the clained device, the matri x conprising the

i mrunol ogi cal reagent was physically separated
fromthe desiccant material, while in the

mul til ayer el enment of docunment (R2), the desiccant
material was in close contact wth the

I mmunol ogi cal reagent. Mreover, if one of the
three | ayers disclosed by docunent (R2) actually
conprised a desiccant, the device would not be
able to work because the |iquid sanple woul d be
absorbed by the desiccant.

I nventive step (Article 56 EPC)

The problemto be solved by the patent in suit was
stated on page 4, lines 24 to 25 and page 7,

lines 11 to 19 as being to inprove the sensitivity
and the long termroomtenperature stability of

I mmunodi agnosti c devices. This problem had been
solved by "the utilization of a suitable chem ca
dryi ng agent situated in chanber 18" (page 7,
lines 12 to 13). The experinental results of
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Tabl e 2 showed that this goal had been achieved.
"is
not found to be a problent. Therefore, anyone
readi ng docunent (Rl) would have had neither an
i ncentive to consider placing the desiccant
anywhere other than in the envel ope outside the
housi ng of the reaction cell, nor to | ook for

ot her docunents such as docunents (R2), (R13) or
(R14) in the hope of finding the solution to a
probl em whi ch docunent (Rl) said that it did not
exi st.

- The purpose of the desiccant in the device of
docunent (R11l) was to dry the channels rather than
t he reagent disks. Therefore the skilled person
woul d not have conbi ned docunent (R1) with
docunent (R11l), relating to a conpletely different
apparatus, in which a desiccant was introduced for
a different purpose.

The appel | ant (opponent) requested that the decision
under appeal be set aside and that the European patent
No. 0 260 965 be revoked.

The respondent (patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of either the main request as
submtted on 15 May 2000 or the auxiliary request
submtted in the oral proceedings.

Reasons for the Deci sion

1

1500.D

The appeal is adm ssible.
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Mai n request
Article 123(2) EPC

1500.D

The appel | ant argues that replacenent of the term

"nmoi sture absorbent chemical" used in the application
as filed wth "desiccant" represents added subj ect -
matter, all the nore so as this feature has not been
told to be essential. Yet the board disagrees since in
the "A2-application” on page 3, line 63, use is nmade of
the term "desiccant” as a synonym for "noisture
absorbent chem cal" and noreover it is stated on

page 3, line 59 that the location of the desiccant is
"an additional feature of the subject invention that
contributes to its sensitivity".

The respondent argues that there is a basis on page 4,
lines 51 to 52 of the "A2-application” in conbination
with the drawings as filed for a single-chanbered

devi ce wherein the desiccant material is |ocated away
from the i munol ogi cal reagent. However, in the board's
judgenent, while it is true that the drawings as filed
show that the desiccant material is |located away from
t he i nmunol ogi cal reagent, they relate to a two-
chanbered devi ce, not a single-chanbered one.
Therefore, it is not permssible to conbine this
technical information with the statenent on page 4,
lines 51 to 52 that "a single chanber will perform
adequately provided the chenmicals are otherw se
associated with it". This passage has thus to be
interpreted by its own. But no direct and unanbi guous

I nformati on can be derived therefromthat the desiccant
material has to be |ocated within the sol e chanber but
away from the i munol ogi cal reagent. Consequently, the
subject-matter of claim1 infringes Article 123(2) EPC



- 11 - T 0432/ 96

and the main request conprising this claimhas to be
r ef used.

Auxi |l i ary request
Article 123(2)(3) EPC

1500.D

At the oral proceedings, the appellant objected that
the clai ns extended beyond the content of the
application as filed because claim1 did not conprise
certain technical features which in the application as
filed were stated to be essential for the achi evenent
of alleged good results (see paragraph VI(ii) supra).
The board, however, refused to allow this issue into
the proceedi ngs, as the appellant had wi thdrawn the
opposition under Article 100(c) EPC (see the m nutes of
the oral proceedings before the opposition division,
page 4, section 2.2.A). This objection of "m ssing
essential technical features" has also not been raised
in connection with the anmendnents made by the
respondent. In viewof this, it would have been unfair
agai nst the other party if the board had re-admtted
this already settled issue into the proceedings,
bearing in mnd that the appellant's only argunent
under Article 123(2) EPC on appeal was that no basis
could be found in the application as filed for a device
conpri sing one single chanber containing both the
matri x and the desiccant anywhere inside it, as covered
by granted claim 1.

As for the appellant's argunent that the replacenent of
the term "chanbers” ("A2-application”, page 4, |line 29)
Wi th "conpartnents” (claim1l) represents added subject-
matter, the board notes that these two terns are used
i nterchangeably in the "A2-application" for designating
a cavity delimted by walls (conpare page 4, |ine 29:
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"two chanbers” with page 3, lines 60 of the "A2-
application": "two conpartnents").

Finally, contrary to the appellant's opinion, the board
is unable to view the wordi ng "noi sture-absorbent
material" as being broader than the term "desi ccant
material", of which it is a nere synonym (see 2 supra).
Therefore, claiml of the auxiliary request satisfies
the requirements of Article 123(2)(3) EPC

The appel lant maintains that claiml at issue | acks
novel ty over docunent (R2), once the |ayers of docunent
(R2) are considered as conpartnents. In the board's
view, even assumng that a |ayer is a conpartnent
(which is questionable because the fornmer is not
delimted by walls), it has to be noted that the
wording in claiml "wherein the housing conprises two
conmpartnents, one conpartnent containing the matrix,
and a second conpartnent containing the noisture-
absorbent material" is a distinguishing technica
feature inplying that in the clained device, the matrix
conpri sing the inmunol ogi cal reagent is physically
separated fromthe desiccant naterial, as denonstrated
by the two conpartnents conprising each of them In the
mul til ayer elenent of docunment (R2), however, the
desiccant material is adm xed with the i munol ogi ca
reagent, in this case a |abelled antigen (see e.g.,
Figure 1 in conbination with page 10, lines 14 to 17,
page 7, lines 44 to 45 and page 8, line 3). Mreover,
doubts arise as to whether the skilled person woul d
seriously contenpl ate incorporating a desiccant into
any of the three |ayers disclosed by docunent (R2),
since the liquid sanpl e woul d be absorbed by the
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desiccant. This view is supported by the fact that
docunent (R2) does not exenplify such questionable
enbodi nents but nerely nentions on page 8, line 5, the
i ncorporation in the spreading sheet of sodi um azide,
which is a "bacteriostatic agent"” (see patent in suit,
page 8, line 25) and not a desiccant (it deconposes
upon heating: see docunent (R9)). In conclusion, the
subject-matter of claiml1 is considered to be novel.
This conclusion also applies to clains 2 to 11, whose
novel ty depends on that of claiml.

| nventive step
Cl osest prior art

7. It is established jurisprudence of the boards of appea
that the assessnent of inventive step has to be
preceded by the determ nation of the technical problem
whi ch the invention addresses and sol ves, and that the
technical problemis to be fornmulated in the |ight of
the closest state of the art. In order to apply this
approach, it is essential to start with establishing
the closest prior art. In the present case, this
requires that the clained invention should be conpared
with the art concerned with a simlar device which
requires the mninmum of structural and functiona

nmodi fi cati ons.

8. In the board's view, a device satisfying this
requirenent is disclosed in colum 1, lines 26 to 30 of
docunent (R1l), which describes "a reaction cell
sui table for use in immunoassays, conprising a
contai ner having therein a matrix pad and a support for
the matrix pad allowi ng the passage of |iquid through
the pad" in conmbination with colum 5, lines 27 to 30
thereof: "Optionally, the reaction cell containing a

1500.D Y A
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freeze-dried antigen (or anti body) may be sealed in a
pl asti c envel ope, which nay contain a desiccant, to
prevent absorption of noisture". The inmunoassay device
according to claim1 at issue differs therefromin that
the desiccant is |located in a second chanber within the
reaction cell's housing rather than outside it.

9. The appel |l ant al so argues that the skilled person could
have departed from docunents (D2), (R2) or (R15) as
cl osest prior art for arriving at the clainmed device
(see paragraph VI supra).

As for docunent (D2), though, no reference to the
presence of a desiccant is nade at all. As regards the
"di sposabl e container” of docunent (R1l5), Figure 2

t hereof shows how far away it is fromthe clained

I mmunoassay device. Turning to docunent (R2), the
|atter relates to a nultilayer el enent wherein a
desiccant material, if any, is not physically separated
fromthe i nmunol ogi cal reagent (see point 6 supra),
unl i ke docunent (Rl) and claim 1 at issue. Therefore,

t he concl usi on cannot be drawn that docunents (D2),
(R2) or (R15) disclose sonething which requires the

m ni mum of structural and functional nodifications for
it to be transfornmed into the device of claim1l at
issue. In viewof this, the board does not consider
that these docunents can represent the closest prior
art in the light of which the technical problem
underlying the disputed patent should be fornul ated.

Problemto be sol ved
10. The respondent maintains that using a suitable chem ca

drying agent situated in a separate chanber inside the
devi ce solves the problemof inproving the sensitivity

1500.D Y A
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and the long termroomtenperature stability of

I mmunodi agnosti ¢ devices. There is indeed a passage on
page 3, line 59 of the "A2-application”, according to
whi ch the | ocation of the desiccant is "an additiona
feature of the subject invention that contributes to
its sensitivity". However, the board observes that this
statenent is contradicted by the passage on page 4,
line 52 (ibiden), according to which the clainmed device
perfornms adequately even if the desiccant is |ocated
out si de the housing. Furthernore, there is no evidence
before the board that the experinental tests reported
in Tables 1 and 2 of the patent actually conpare the
sensitivity of the clainmed diagnostic device having the
desi ccant |ocated in a separate chanber inside the
housi ng vi s-a-vis diagnostic devices having the

desi ccant | ocated outside the housing. In accordance
with decision T 20/81 (QJ EPO 1982, 217), however,
advant ages not supported by sufficient evidence cannot
be taken into consideration in determning the
under|lying technical problemand hence in assessing the
i nventive step

During the proceedi ngs before the opposition division,

t he respondent provided a declaration by Eugene Fan to
t he USPTO (docunent (R7)) which pointed out a series of
advant ages exhi bited by the cl aimed device vis-a-vis a
sim | ar device having the desiccant |ocated outside the
housi ng. Point 7 of document (R7) relates to packagi ng
advant ages, whil e point 8 enphasizes the ease of

manuf acture of the clainmed i munoassay device (286

pi eces/hr) conpared with that of the prior art one (192
pi eces/ hr). However, all these technical advantages

poi nted out in docunment (R7) cannot be derived froma
conparison of the application as filed with the prior
art. Therefore, they cannot contribute to the
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formul ati on of the problem solved by the clained
subject-matter (see e.g. decision T 268/89, QJ EPO
1994, 50).

12. Consequently, the objective technical problem solved by
the clained subject-matter vis-a-vis the closest prior
art represented by the diagnostic device disclosed by
docunment (Rl) has to be restated to neet a |ess
anbi ti ous objective, nanely the provision of an
alternative device.

13. Contrary to the appellant's opinion, the fact that the
cl ai med devi ce does not exhibit any advantageous
properties vis-a-vis the i munoassay devi ce of docunent
(R1) does not by itself inply that it |acks an
i nventive step. This is because, while an advant ageous
effect m ght be an indication of inventive step, the
deci sive question is always whether it would have been
obvious for the skilled person to arrive at sonething
falling under the terns of a claimat all. In the
present situation, the proposed solution mght prinma
facie seemobvious in its sinple outline. However, as
repeat edl y enphasi zed in the case | aw of the boards of
appeal, in the assessnent of inventive step it is
i nportant to avoi d any ex-post-facto anal ysis,
especially in cases where the proposed solution is

si npl e.

14. Bearing this in mnd, it should be noted that docunent
(R1) representing the closest prior art states in
colum 5, lines 30 to 31 that noisture "is not found to
be a problent. Therefore, this docunent taken al one
does not encourage the skilled person to consider
pl aci ng the desiccant anywhere other than in the
"plastic envel ope", outside the housing of the reaction

1500.D Y A
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cell (colums 5, lines 28 to 29), since no noisture
problem |et alone any "desiccant positioning" problem
has been noted there.

15. The appel |l ant argues that the skilled person woul d have
arrived at the cl ained device by conbining the teaching
of docunent (R1) with that of prior art docunents
di sclosing solid carriers inpregnated wth
I mmunol ogi cal reagents stored in air tight housings
(e.g. a bottle) in the presence of a desiccant (see
docunents (R13), (R14)) and (R15)).

In the board's judgenent, the skilled person seeking an
alternative to the device of docunent (Rl) would not
have necessarily focused his/her attention to the
desiccant issue in order to find an alternative
solution to a problemof "desiccant positioning", the
exi stence of which docunent (Rl) denies. But assum ng
for the sake of argunent that on focusing onto such an
I ssue, he/she woul d have taken docunents (R13), (R14)
and (R15) into consideration, these docunents nerely
confirmthe fundanental principle according to which a
desi ccant material has to be present in an air tight
encl osure (e.g. the dark bottle of docunent (R13)).
This principle is also taught by docunent (R1l), since
it refers to a seal ed plastic envel ope which contains
the desiccant. The air tight containers of docunents
(R13), (R14) and (R15) additionally conprise a "nude"
(i.e. not enclosed in a housing as that of docunent
(R1)) solid matrix inpregnated with the inmmunol ogi cal
reagents. In the board s view, conbining the teaching
of document (Rl) with that of docunents (R13), (R14)
and (R15) would not necessarily pronpt the skilled
person to include a desiccant material in the housing
of docunent (Rl1). O her technically neani ngful

1500.D Y A
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conbi nati ons of features could have been an air-tight
rectangul arly shaped box conprising both the reaction
cell and a desiccant bag glued inside it, the

repl acenent of the seal ed plastic envel ope according to
docunment (R1) with e.g, the dark bottle of docunent
(R13) or with the air-tight, noisture-free container of
docunent (R14)(see page 21, line 2). Thus, by avoiding
ex- post-facto analysis, the conclusion cannot be drawn
t hat conbi ning the teaching of docunent (R1) with that
of docunents (R13), (R14) and (Rl15) inevitably leads to
a singl e-chanbered device according to docunent (R1l)
conprising a desiccant material inside the housing, |et
al one to a two-chanbered device according to claim1 at

i ssue.

The appel |l ant mai ntains that the clainmed solution could
have easily been arrived at by conbining the teaching
of document (R1) with that of docunent (R11).

Thi s docunent discloses a tray for carrying out tests
conprising a plurality of test chanbers (channel s)
accommodat i ng a reagent paper or disc. The device al so
conprises a separate chanmber wherein a desiccant is

| ocat ed, which chanber communicates with all the test
channels. In the board's opinion, the purpose of the
desiccant in the device of docunment (Rl1l) is to dry the
channels (cf. colum 1, lines 55 to 57: "problens have
been encountered in that unwanted noisture may devel op
in the testing channel s") rather than the reagent

di sks. Therefore, the skilled person would not conbine
docunment (R1) with docunent (R11l), relating to a
conpletely different and conpl ex apparatus, in which a
desiccant is introduced for a purpose other than that
of keeping the inmunol ogi cal reagents noisture-free.
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In conclusion, the subject-matter of claiml is
considered to involve an inventive step. This
conclusion also applies to clains 2 to 11, the

i nventive step of which depends on that of claim1l.
Therefore, none of the objections raised prevents the
clains of the auxiliary request from bei ng patentable
under the EPC

Adaptation of the description

18.

1500.D

No obj ections have been raised by the appellant to the
amendnments to the description effected to bring it into
line with the clains of the auxiliary request and the
board al so sees none.
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For these reasons it is decided that:

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

2. The case is remtted to the first instance with the
order to maintain the patent on the basis of the
auxiliary request submtted in the oral proceedings,
anmended pages 2 to 10 of the description also subnmtted
in the oral proceedi ngs, page 11 of the description as
granted and Figures 1 to 3 as granted.

The Regi strar: The Chai r man:

U. Bul t mann L. Galligan
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