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Summary of Facts and Subm ssi ons

Fol l owi ng an opposition filed by the appell ant agai nst
Eur opean patent No. 0718008, the Opposition Division
deci ded on 22 Decenber 2000 to reject the opposition
and hence to maintain the patent as granted after
havi ng considered the state of the art represented by:

D1: US-A-4 689 043

D2a: EP-A1-0 319 279, and

D3: US-A-5 017 192.

1. The reasons of the Opposition Division were that
starting fromdocunment D3 which disclosed a
nmechani cal |y operated sensor, the skilled person which
was | ooking for an alternative or a safer sensor would
not have inevitably turned to a non-obstructive sensor,
even t hough such sensor per se was well known in the
art and used in other arrangenents such as that
di scl osed in docunment D2a.

L1l The appel |l ant | odged an appeal on 20 February 2001
against the first instance's decision and filed a
statenment of grounds on 20 April 2001.

I V. Oral proceedings were held on 21 Oct ober 2003, at the
end of which the requests of the parties were as

foll ows:

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

2779.D
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The respondent requested that the decision under appeal
be set aside and that the patent be maintained in
anmended formon the basis of clains 1 to 7 and the
description columms 1 to 4 as submtted at the ora
proceedi ngs; description colums 5 to 14 and Figures 1
to 14 as granted (main request); or on the basis of the
clainms according to the first to third auxiliary
requests submtted at the oral proceedings.

Claim 1 according to the main request reads as foll ows:

"A punp provided with an I.V. tube activator, the
punp having a clanp receiving area (62) and the
activator conprising a slide clanp (109, 109’) for
receiving an |.V. tube (26) in an operative position,
the clanp conprising a regulating aperture (110, 110’)
havi ng an occluding slot (111, 111') and a non-
occl udi ng passage (112, 112’) and being selectively
novabl e in said operative position between an occl udi ng
position, when the |I.V. tube is located in the
occluding slot and the clanp coll apses an outer wall of
the 1.V. tube to occlude its flow [unen (124), and a
non- occl udi ng position, when the |I.V. tube is |ocated
in the non-occl udi ng passage and the cl anp does not
col | apse the outer wall of the I.V. tube so as not to
occlude the flow lunmen (124), characterised by neans
(81) in the clanmp receiving area for selectively noving
the clanp fromthe occluding position to the non-
occl udi ng position, and

by safety nmeans for preventing an inadvertent free
flow condition, the safety nmeans conpri sing:

a non-obstructive sensor (85) within the clanp
receiving area (62), the non-obstructive sensor being
inafirst state in response to the presence of the
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clanp in a predeterm ned position in the clanp
receiving area and a second state in response to the
absence of the clanp fromthe predeterm ned position;
and

means operatively associated with the non-
obstructive sensor for disabling the punp (20) in
response to the non-obstructive sensor being in the
second state.”

VI . The parties submtted the foll ow ng argunents:

(1) the appellant:

- The replacement in the first characterising
feature of claim1l of the expression "between ...
and" by the expression "from..to", results in an
extension of the protection contrary to
Article 123(3) EPC

- Wth respect to docunent D1 which discloses al
the features of the preanble of claim1, the
probl em underlying the present patent was to
provi de correct positioning of the slide clanp
within its receiving area. Docunent D2a discl oses
t he use of a non-obstructive sensor for
determ ning the proper position of a cassette
containing a fluid onto a main punp unit. Though
the position of the clanp is not directly sensed,
the clanp is opened only when the cassette is
properly installed and latched into place. Further,
a control systemis provided for controlling the
operation of the fluid punp in response to the
detected signal. Therefore, the subject-matter of
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claim1 is suggested by the conbination of
docunents D1 and D2a.

- Al'so in docunent D3 there is disclosed a slidable
cl anp novabl e between an occl udi ng and a non-
occl uding position. Since the rel evant question at
issue relates to the fluid flow condition within
the tubing (open or restricted) and not to the
| ocation of the tubing within the clanp, the
differences, if any, with respect to the features
of the preanble of claim1l are only of a form
nature. Further, docunent D3 discloses a
mechani cal |y operated sensor for detecting the
positions of the slidable clanp withinits
receiving area and the corresponding fluid flow
conditions. But since the novenent of the clanp is
not really hindered by the proximty switch, said
sensor can be called "non-obstructive". Therefore,
claim1l1 is al so suggested by the conbi nation of
docunents D1 and D3.

(ii) the respondent:

- Docunent D1 discl oses a punp safety apparatus
according to the precharacterising features of
claiml. But no sensor is provided for detecting
the slide clanp in a predeterm ned position.

Mor eover, the sliding novenent of the clanmp is
generated by operating the handle in the direction
opposite to the novenent of the clanp as cl ai ned,
i.e. fromthe occluding to the non-occl uding

posi tion.

2779.D
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- The optical sensor disclosed in docunent D2a does
not sense the position of the clanp but that of a
cassette through a conpl ex nechani cal |inkage. The
sensor is not, therefore, non-obstructive within
t he neani ng of the present patent. Mreover, the
sensed signal does not stop the punp unit.

- I n docunment D3 the non-occluding (open) position
of the tubing is obtained wthout noving the clanp
in the operative position and the position of the
clanp is sensed by a nechanically operated sensor
Therefore, the skilled person would not have
arrived at the clainmed invention even when

considering all these docunents in conbination.

Reasons for the Deci sion

1. The appeal is adm ssible.

2. Amrendnent s

Claim 1 according to the main request is based on
features taken fromthe original claiml and features
from passages of the description as filed, relating to
t he sensor: page 4, lines 12 to 28; page 12, lines 24
to 30 and page 18, lines 14 to 26. Wth respect to the
version as granted, the amendnents to claim 1 consist
in transferring one feature fromthe preanble to the
characterising portion and in adding to the preanble
sonme specific features such as: "the clanp conprising a
regul ati ng aperture (110, 110') having an occl udi ng
slot (111,111') and a non-occl udi ng passage (112,

2779.D
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112" )"; "when the |I.V. tube is located in the occl uding
slot"; "when the I.V. tube is located in the non-

occl udi ng passage". These features are fairly supported
by the original claim2 and by the description as
originally filed, in particular page 19, lines 2 to 7
and page 16, lines 16 to 21.

Further, the first characterising feature was anended
by replacing the expression "between ...and" by "from ...
to" so as to read: "neans (81) in the clanp receiving
area for selectively noving the clanp fromthe

occl uding position to the non-occluding position". This
amendnment is in line with the operating of the device
as set out in the patent in suit (cf. colum 12,

lines 36 to 47; Figure 4d) and represents a restriction
of the protection if conpared with the version as
granted. The requirenments of Article 123(2) and (3)

are, therefore, net.

| nventive step

Docunment D1 represents the closest prior art. It

di scl oses the precharacterising features of claiml, in
particular a punp provided with a |.V. tube activator
(Figure 2), the punp having a clanp receiving area and
the activator conprising a slide clanp 32 for receiving
an |.V. tube 12 in an operative position, the clanp
conprising a regul ating aperture having an occl udi ng

sl ot 50 and a non-occl udi ng passage 48 (Figure 3A). The
clanp is selectively novable in said operative position
bet ween an occl udi ng position (Figure 4), when the tube
is located in the occluding slot and the clanp
col | apses an outer wall of the tube to occlude its flow
| umen, and a non-occluding position (Figure 5), when
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the tube is located in the non-occludi ng passage and
t he clanp does not coll apse the outer wall of the tube
as not to occlude the flow | unen.

I n docunent D1, as the door is closed, a handle 72 is
actuated (Figures 7Ato 7D) to nove the slidable clanp
fromits occluding position (tube constricted;

Figure 4) to its non-occluding position (tube open;
Figure 5) and reciprocally. However, this actuator is
nmount ed outside of the punp housing, in contrast to the
i nner pushing neans 81 according to the invention,

| ocated in the clanp receiving area, for selectively
noving the clanp fromthe occluding to the non-

occl uding position. Further, the punp apparatus
according to DI has no sensor capable of detecting a
predeterm ned position of the clanmp and thus no

associ ated neans for stopping the punp in response

t her et o.

Therefore, the subject-matter of claiml differs from
t he di scl osure of docunent D1 by its characterising

f eat ur es.

Starting fromthe teaching of D1, as recited in the
introductory part of the patent specification, the
probl em underlying the present invention is to provide
safety nmeans to prevent inadvertent free flow condition
prior to |loading or after renoval of the tube fromthe
punp, as well as inadvertent occlusion of a | oaded tube.
In other words the I.V. tube nust be brought safely and
at the right stage of the infusion process either in a
cl osed (obstructed) or in an opened condition.
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This problemis solved by the combination of the
characterising features, in particular by the provision
of internal pushing neans wthin the clanp receiving
area for nmoving the clanp and allowing fluid fl ow when
the clanp is into place and correctly positioned inits
receiving area, and by the provision of a non-
obstructive sensor for sensing the position of the
clanp and for producing a stop signal whenever the
clanp is incorrectly |located or absent fromits

recei ving area.

Docunment D3 discloses a free flow prevention system for
an infusion punp, in which clanp-opening neans

(wedge 22) are located in a clanp receiving area for
causing the operative condition to change from an

occl uding position (tubing closed; Figure 2) to a non-
occl udi ng position (tubing open; Figure 3) by
separating the arnms of a flexible clanp 20, however

wi t hout slidebly noving the clanp itself.

Theref ore, docunent D3 does not disclose the first
characterising feature of claiml, i.e. nmeans for
selectively noving the clanp between the two positions
of interest. It results also therefromthat in order to
open the lunmen of the tubing for allowng free flow,
the position of the tubing within the clanp does not
change fromthe narrow occluding slot 30 to the w de
non- occl udi ng passage 28, but remains into place at the
bottom of the slot, contrary to the situation in the

present invention.

When the clanp is brought into the operative position
of Figure 3, a sensor 50 fornmed by a proximty switch
52 and actuated by a |inkage 54 causes the punp to
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operate. Conversely (Figure 2), the punp is
electrically disabled when the clanp is renoved from
the punp or not fully inserted. It results therefrom
that the sensor is not "non-obstructive " within the
meani ng of the present patent, i.e. having no
mechani cal |inkage (cf. colum 3, lines 36 to 38).
Therefore, D3 does not disclose a non-obstructive

sensor, either.

The use of optical sensors for sensing the proper
positioning of a disposable cassette containing a fluid
onto a punp unit or for identifying the particular
cassette installed by neans of identifying indicia, is
known from docunent D2a (cf. fromcolum 50, line 18 to
colum 52, line 30). In particular, an optical |ight
sensor 682, 684 (Figure 105) detects the position of a
slide lock 560 attached to a slide latch 240, this
|atter element having the function of a slidable clanmp
(Figures 27 and 44) for controlling the flow of fluid

t hrough the outlet tubing of the punp. This slide latch
240 is itself slidably nounted onto the cassette 100
bet ween gui ding el ements 124, 126 (Figure 4). However,
said sensor is not |located within the clanp receiving
area and therefore does not detect the presence of the
clanp in a predeterm ned position. Mreover, the signal
generated by the sensor ("latch closed signal"”

colum 52, lines 15 to 16) indicates that the slide

|l ock 560 is in the closed position and that the
cassette is properly installed. Docunent D2a does not

di scl ose, however, that an incorrect positioning or the
absence of the slide latch has a consequence for the
operation of the punp. Therefore, docunent D2a does not
suggest the use of an optical, non-obstructive, sensor
in the meaning and functioning of the sensor as clained.
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Consequently, the invention resides in the specific
conbination of all the features clainmed such that even
by a sinultaneous consideration of the three docunents
menti oned above the skilled person woul d not have
arrived at the clainmed arrangenent.

3.5 Fromthe foregoing it results that the subject-matter
of claim1l according to the main request involves an

inventive step within the nmeaning of Article 56 EPC.
The dependent clains can al so stand.

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 in amended form according
to the main request on the basis of clains 1 to 7 and
description columms 1 to 4 as submtted at the ora
proceedi ngs, description colums 5 to 14 and Figures 1
to 14 as granted.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld
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