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Summary of Facts and Subm ssi ons

1956.D

By interlocutory decision dated 9 Decenber 1998, the
opposi tion division decided to maintain the patent in
amended form The state of the art was based,
principally, on a prior use.

The first instance decided to disregard docunent D3

EP- A-0 208 090 (parent of US-A-4 728 496) because it
di d not disclose a powder vessel connected to fluid
suppl yi ng neans and docunent D2 EP-A-0 278 100 (parent
of US-A-4 784 495) because it was suggested therein to
renove the powder concentrate vessel and to connect
instead a source of cleaning liquid for disinfection of
the system Therefore, it taught away fromusing a
powder concentrate as cleaning agent for disinfection.

The appel | ant (opponent) | odged an appeal on 9 February
1999 against the first instance decision and filed a
statenment of grounds within the prescribed time limt.

In a comuni cation of the Board dated 22 January 2002
sent followi ng a sumons to attend oral proceedings,
the attention of the parties was drawn to docunents D3
and D2 both cited in the application as originally
filed, which were felt to be nore relevant than the

al | eged prior use.

The respondent (patentee) replied by letters dated 2
and 26 June 2002 and filed each tine anended cl ai ns.

Oral proceedings were held on 2 July 2002 during which
t he di scussion concentrated on the inventive step of
the clained subject-matter vis-a-vis the prior art
docunents D3 and D2. The final requests were as
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foll ows:

The appel | ant requested that the decision under appeal
be set aside and that the European patent be revoked.

The respondent requested that the appeal be dism ssed
and that the patent be maintained according to the
deci si on under appeal (main request) or on the basis of
claiml1l as filed on 26 June 2002, further dependent
clainms as granted (with the readi ness to anmend t hem
when necessary).

The parties argued as foll ows:

(i) The appell ant

- Docunent D3 di scl oses an apparatus for the
preparation of a treatnment fluid such as a
di al ysis apparatus of the type presented in the
precharacterising clause. The subject-matter of
claiml (main request) differs therefromby the
insertion of a vessel containing a cleaning agent
in powder formfor the in |ine production of a
cleaning fluid at the inlet of the fluid supplying
neans.

- Since the use of a vessel containing a powder
concentrate for the preparation in line of a
treatment fluid is known from docunent D2, the
subject-matter of claim1 is suggested by the
conbi nati on of docunments D3 and D2, considering
that the use of a powder concentrate vessel in D2
is not restricted to the production of a treatnent
fluid but also applicable to the production of
fluids in connection with other nedical procedures
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or treatnments such as the production of flushing
fluid for the cleaning of wounds.

Claim1 according to the auxiliary request only
differs fromthe main request by the addition of
connection nmeans for connecting the vessel to the
fluid supplying means. Such connection nmeans are
al so known from docunent D2 and, therefore, fai
to add an inventive step to the previous request.

The respondent

Docunent D3 does not disclose the use of a vessel
contai ning a powder concentrate for producing a
treatnment fluid. This docunment is only concerned
with recirculating the heated fluid for

di sinfection or sterilization of the system

t hrough the sanme flow path as that used for
produci ng the treatnment fl uid.

Docunment D2 is confined to the production in |ine
of a treatnent fluid, the physico-chem ca
characteristics of which and the paraneters for
adjusting the apparatus are different fromthose
for obtaining a cleaning fluid. At page 9 of
docunent D2, it is stated that for disinfection or
sterilization of the systemthe powder concentrate
vessel nust be renoved and the remai ni ng conduit
connected instead to a source of disinfection
liquid. This clearly teaches away from using a
powder concentrate vessel for producing in line a
cleaning fluid. The skilled person, therefore,
woul d not be pronpted to conbi ne docunents D3 and
D2 and to arrive at the subject-matter of claiml.
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- Claim1 according to the auxiliary request
i ncor porates connection nmeans so as to further
structurally distinguish the claimed conbination
of the state of the art.

The i ndependent clains at issue read as foll ows:

Mai n request:

"A nedical treatnent apparatus intended for
preparation and/or adm nistration of a treatnent fluid,
for exanple an apparatus for dialysis, said apparatus
conpri si ng:

an inlet (l1a) for introducing a fluid, preferably
essentially water, into a conduit (1) of the apparatus,

conditioning neans (2 - 22) for preparing and/or
controlling said fluid for formng said treatnent fluid
and/or for flowng said treatnment fluid through a flow
pat h of said apparat us;

connection nmeans (36,37) for connecting the
apparatus to a treatnment device (33), for exanple a
di al yser, for supplying said treatnent fluid to said
treat ment device; and

i ntroduction nmeans (1,8;12,13;16,17) for
introducing a cleaning fluid into said apparatus and
for flowng said cleaning fluid along essentially the
same flow path as the treatnent fluid, except for said
treatment device (33), for cleaning the apparatus;
characteri sed by

a vessel (1', 1'', 1''') containing a cleaning
agent in powder form which achieves or at |east aids
said cl eaning, said vessel being connected to supply
means (la) for supplying a solvent to said vesse
wher eby said solvent enters the vessel for mxing with
said cleaning agent for dissolution and diluting of
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said cleaning agent for formng said cleaning fluid and
the vessel al so being connected to the introduction
neans. "

Auxi |l iary request:

"A nedical treatnent apparatus intended for
preparation of a treatnment fluid by dissolving at |east
one treatnment concentrate in powder form and for
adm nistration of the treatnent fluid, for exanple an
apparatus for dialysis, said apparatus conprising:
an inlet (l1a) for introducing a fluid, preferably
essentially water, into a conduit (1) of the apparatus,
conditioning neans (2 - 22) for preparing and/or
controlling said fluid for formng said treatnent fluid
and/or for flowng said treatnment fluid through a flow
pat h of said apparat us;
connection nmeans (36,37) for connecting the apparatus
to a treatnent device (33), for exanple a dialyzer, for
supplying said treatnment fluid to said treatnent
devi ce; and
i ntroduction nmeans (1,8;12,13;16,17) for introducing a
cleaning fluid into said apparatus and for flow ng said
cleaning fluid along essentially the sane flow path as
the treatnment fluid, except for said treatnent device
(33), for cleaning the apparatus;
sai d conditioning neans including vessel connection
means (44, 45, 46,47) for connecting a vessel containing
said at | east one treatnent concentrate to the inlet
(1a) and to the introduction neans (1, 8;12,13; 16, 17);
characterized by
a vessel (10f) containing a cleaning agent in
concentrated powder form which achieves or at |east
ai ds said cleaning, said vessel (10f) being connected
via said vessel connection neans (44, 45,46,47) to the
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supply nmeans (la) for supplying a solvent to said
vessel (10f) whereby said solvent enters the vessel for
m xing with said cleaning agent for dissolution and
diluting of said cleaning agent for formng said
cleaning fluid and said vessel (10f) being connected to
the introduction neans via said vessel connection neans
(44, 45, 46, 47) . "

Reasons for the Decision

1956.D

The appeal is adm ssible.

Arendnent s

The question whether there are any formal objections to
the current version of the clainms need not be answered
since both clainms 1 (main and auxiliary requests) are
anyway unal | owabl e on ot her grounds, as hereinafter
expl ai ned.

Mai n request

Docunment D3 represents the state of the art com ng
closest to the invention. It discloses all the
precharacterising features of claim1, nanely a nedical
treatment apparatus intended for preparation and/or
adm nistration of a treatnent fluid, for exanple an
apparatus for dialysis, conprising essentially a
conduit for introducing a fluid (water), neans for
controlling said fluid and for form ng a treatnent
fluid flow ng through a flow path, connection neans for
supplying said treatnment fluid to a treatnent device
(dialyser) and nmeans for introducing a cleaning fluid
and for flowng it along the same flow path (except for
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the dialyser) as the treatnment fluid, for cleaning the
appar at us.

It is to be noticed that the figure of docunent D3 is
identical to Figure 1 of the present patent with the
sane reference signs for designating the sane el enents,
with the exception of the plurality of vessels 1', 1'',
1''" which, in the patent, are additionally connected
to the different fluid flowinlets. As also nmentioned
in the patent specification (colum 1, lines 44 to 51),
t he apparatus di sclosed in docunent D3 can, after
certain amendnents, be used for the application of the
present invention.

I n docunment D3 the fluid for disinfection or
sterilization of the systemis fed as a liquid into
conduit 1 and heated in a heating device 2 to a
tenperature higher than the normal treatnent
tenperature. In the sinplest case (disinfection) the
fluid is water, but it can be suppl enmented by chem cal
products to assure effective sterilization. In both
cases, the heated fluid is recirculated in the system
t hrough a by-pass arrangenent 34-43, also identical to
that preferably used in the present patent.

The major difficulty with this known apparatus is that
| arge quantities of the cleaning solution have to be
prepared and held on stock for |ater use, which

i nvol ves consi derabl e | ogistic and conservation

probl ems. Therefore the basic problemas stated in the
patent in suit consists in sinplifying the cleaning
operation of such a nmedical treatnment apparatus (see
patent colum 2, lines 11 to 18).

This problemis solved by the characterising features

1956.D Y A
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of claim1l according to which a vessel or cartridge 1',
1'', 1''" containing a cleaning agent in powder formis
connected to the fluid supply neans for m xing and

di ssolution of said powder cleaning agent for formng a
cl eaning fluid, whereby nornmal tap water is used for
formng the cleaning fluid in situ and i medi ately
before its introduction into the apparatus to be

cl eaned. The subject-matter of claiml1 differs from
this disclosure of docunment D3 by its characterising
features.

Docunent D2 di scl oses a systemfor the preparation of a
nmedi cal treatnment fluid, in particular a dialysis
fluid, by dissolving a powder concentrate contained in
a vessel inserted at the inlet of a solvent (water)
supplying neans (cf. e.g. cartridge 10 in Figure 6).
The benefit of the arrangenent disclosed in docunent D2
resides inits ability to prepare a concentrate fluid
inline, i.e. directly at the point of treatnent and at
the tine of use, thus avoiding the necessity of
preparing beforehand | arge quantities of concentrate
solutions and the associ ated problens of stability,
precipitation and contam nation (cf. page 3, lines 48
to 50; page 4, lines 9 to 11 and page 5, lines 11 to
15) .

When the sol vent enters the powder concentrate vessel,
the m xi ng operation produces a substantially saturated
solution by dissolving and diluting the powder
concentrate (cf. page 6, lines 20 to 26 and 34 to 35).
Moreover, the cartridge illustrated on Figure 7 of
docunent D2 and the associ ated connection neans for
rapi d connection and repl acenent of the cartridge, are
rigorously identical to those shown in Figure 2 of the
present patent. Therefore, the vessel disclosed in
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docunent D2 is suitable to the application contenpl ated
in the present invention, as also nentioned in the
patent itself (cf. colum 5, lines 25 to 28).

It results therefromthat docunent D2 discloses all the
characterising features of claim1, except the nature
of the powder concentrate (cleaning agent) contained in
the vessel. But as further nentioned in the patent
specification (colum 5, lines 28 to 30) the difference
is solely that the cartridge shall contain a cleaning
concentrate instead of a treatnent concentrate. In the
Board's view this mnor difference relates to the use
of the apparatus but fails to distinguish it
structurally.

Furt her, the device disclosed in docunent D2 is
intended to be used in connection with a treatnent
apparatus of the type disclosed in docunent D3 in which
the sane logistic problemarises in connection with the
preparation of the treatnment fluid as for the
preparation of the cleaning fluid according to the
patent in suit. Since the personnel performng the
treatment of the patients is in nbobst cases the sane as
the one performng th cleaning and sterilising
operation after the treatnent, they will imediately be
aware that the solution to the problem which has been
fount in docunment D2 for the preparation for the
treatnment fluid can, with the sanme benefit, be used for
the preparation of the cleaning fluid. The only

nodi fication which has to be applied to the apparatus
according to docunent D3 is the provision of an
adequat e connecti on.

The Opposition Division concurred with the respondent
t hat docunent D2 coul d not suggest the invention, since
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for disinfection or sterilization of the systemthe
vessel of powder concentrate had first to be renoved
for connecting, instead, a source of disinfection
liquid via separate conduits 40, 42 (cf. Figure 6 and
page 9, lines 24 to 30 and 45 to 48). A cartridge
contai ning a cl eaning agent, therefore, was not

provi ded.

The Board cannot accept this argunent since Figure 6 of
docunent D2 only refers to a specific enbodi nent, which
is overridden by the general teaching in this docunent
and its possible applications. Thus, at the end of
docunent D2 (page 13, lines 51 to 53) it is stated that
t he conponents included in the systemmay be varied
within wide limts both with regard to their form and
their function, which inplicitly includes powder
concentrates of any type such as for treatnent or for

cl eani ng purposes. Besides, the cartridge proposed in
docunent D2 is perfectly suitable and can be used as it
is, i.e. without nodification. As also nentioned in the
patent itself (colum 1, lines 56 to 58), the system

di scl osed in docunment D2 can be used as such to produce
a cleaning fluid as well.

Further, the system of docunent D2 is generally
presented (page 3, lines 10 to 14: "Field of the
invention") as a systemusable in connection with other
medi cal procedures or treatnent such as, for exanple,

t he production of flushing fluid for cleaning of
wounds. Not only this passage generally relates to the
production of a cleaning fluid but it is also to be
conpared with the introductory part of the patent
specification (colum 1, lines 21 to 26) according to
whi ch the apparatus of the present patent can be used
in connection with many other nedical treatnents so as
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to produce, for exanple, a wound rinsing fluid which is
considered, this tine, as a treatnent fluid. The above
passages thus represent a |ink between docunent D2 and
the present patent as both systens are equally suitable
for producing a wound rinsing fluid and, therefore,
perfectly interchangeable. The only nodification is
concerned with the vessel content, as already
contenplated in point 3.2 above.

3.4 It results therefromthat the subject-matter of claiml
according to the main request does not involve an
inventive step within the nmeaning of Article 56 EPC.

4. Auxi liary request

The subject-matter of claim1 according to the
auxiliary request differs fromthat of the main request
by the incorporation, in both parts of the claim of
connection nmeans for connecting the vessel to the fluid
suppl yi ng neans. Again, these connection neans are
known from docunent D2 as al so nentioned in the present
patent (colum 5, lines 25 to 28), so that the

i ncorporated features fail to add any inventive matter
to the previous subject-matter. Consequently, the
subject-matter of claim11 according to the auxiliary
request does not involve an inventive step, either.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The European patent is revoked.

1956.D Y A
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The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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