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Summary of Facts and Subm ssi ons

1672. D

Fol l owi ng an opposition filed by the appell ant agai nst
Eur opean patent No. 0 301 913, the Opposition Division
decided on 13 May 1998 to reject the opposition, after
havi ng considered the state of the art represented in
particular by the follow ng docunents:

Dl: US-A-4 673 386

D2: "Prospective random zed eval uati on of two nethods
of draw ng coagul ati on studies from heparini zed
arterial lines "by K. Cannon, K A Mtchell and
T. C. Fabian, Heart and Lung, July 1985, vol. 14,
No. 4, pages 392-395.

Claim1l as granted reads as foll ows:

"An assenbly (20) for use with a bl ood access device
(174) inserted in a patient's bl ood vessel for

obtai ning undi | uted bl ood sanpl es, the assenbly
conprising: a tubular portion (125,110,50) which, in
use, may be filled with a resident fluid, the tubular
portion being connectable at one end to the bl ood
access device and including a blood receiver having a
chanber (110), the blood receiver permtting a separate
bl ood renoval device (185) to repetitively access the
chanmber (110); and a variable volune reservoir (61)
connected to the tubular portion, the reservoir having
sufficient volunme to selectively receive a first volune
(X) of fluid fromthe tubular portion sufficient to
ensure that undiluted blood is present in said chanber
characterised in that the internal volune of the
portion of the assenbly |ying between the chanber (110)
and the reservoir (61) is such that when said first
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volunme (X) is received by the reservoir the entire

vol une of m xed resident fluid and bl ood created by the
flow of the first volume (X) in the assenbly is
contained within the said portion of the assenbly

bet ween t he chanber and the reservoir."”

The appel | ant | odged an appeal on 20 July 1998 agai nst
the first instance's decision and filed a statenent of
grounds on 21 Septenber 1998.

The respondent (proprietor of the patent) replied to
t he appellant's contentions on 4 March 1999 and on
27 April 2000, respectively.

Oral proceedings were held on 16 May 2000, at the end
of which the requests were as 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.

The parties argued as foll ows:

(i) the appellant:

- I n docunent D1, the piston of the fluid storage
mechani sm 11 provided for facilitating w thdrawal
of blood and tenporarily storing the fluid
residing in the circuit can be retracted in such a
way that the volunme of m xed supply fluid and
bl ood remains in the tubing portion between the
port 53 for taking undiluted bl ood sanpl es and
said fluid storage nmechani sm The position of the
interface only depends on the manner the bl ood
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sanpl er device is used. Consequently, document D1
di scl oses not only the features in the preanble of
claim1 but also, inplicitly, the features in the
characterizing portion thereof. As a result, the
subject-matter of claim1 is not novel, and at

| east not inventive with respect to the disclosure
of document DL1.

In order to avoid with certainty that no blood is
drawn into the fluid storage nmechani sm accordi ng
to D1, the skilled person will obviously provide
t he tubing portion between said storage mechani sm
and the renoval port with sufficient length to
retain the entire volunme of m xed fluid and bl ood
within said portion, as suggested by Figure 1 of
docunent D2 which di scloses a bl ood sanpling kit
with a suitable length of tubing between a

proxi mal stopcock for taking undiluted blood and a
di stal stopcock for drawing the fluid by neans of
appropriate syringes. Therefore, the subject-
matter of claiml is also not inventive, having
regard to the conbination of documents D1 and D2.

t he respondent:

The appellant's interpretation of docunent D1 is
wong since a withdrawal of fluid of at |east five
or six times the dead volunme fromthe insertion
site to the blood sanmpling port is required, to be
assured that a reliable undiluted bl ood sanple is
obtai ned. This would not be possible in the
assenbly according to docunent D1 because of the
short tubing length (see Figure 2) between the
storage nmechani smand the sanmpling port. For the
sanme reason, a volunme of fluid and bl ood m xture
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woul d not be prevented fromentering the storage
mechani sm Therefore, the characterising features
of claim1l are not disclosed by docunent DL.

- I n docunent D2, the draw ng nethod and the
di mensi onal characteristics of the assenbly given
inrelation to Figure 1 and Table Il inply that
the fluid withdrawn at the distal stopcock anmounts
to only four tines the volune of the dead space
bet ween the patient and the sanpling port at the
proxi mal stopcock. According to the patent, such
wi t hdrawal volunme is deened to be insufficient to
assure accurate results of the patient's actual
hemat oci te val ue. Mreover, having regard to the
vol unes indicated in docunent D2, the fluid and
bl ood m xture interface will inevitably attain the
reservoir formed by the syringe connected to the
di stal stopcock. Therefore, also docunent D2 fails
to disclose the characterising features of
claim1.

Reasons for the Decision

1

2.1

1672. D

The appeal is adm ssible.

Cl osest prior art and novelty of claim1l

Docunent D1 represents the closest prior art docunent.
It discloses all the features contained in the
precharacterising portion of claiml, in particular a
bl ood sanpl er device conprising, in an arterial line 40
supplied with fluid under pressure, a three-way

val ve 49 having a bl ood sanpling port 53 and a storage
mechani sm 11 provided with a piston 15 retractable in a
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chanber 40 so as to draw and tenporarily store the
volume of fluid present in the tubing fromthe
injection site. Therefore, the body of the three-way
val ve has the function of the blood receiving
chanber 110 in the patent, whereas the storage
mechani sm pl ays the role of the variable volune
reservoir 61 in the patent.

The probl em addressed in docunent D1 is principally to
avoi d unnecessary di scardi ng of blood by sanpling at
port 53 blood clear of supply fluid and therefore
representative of the actual patient's blood (cf.
colum 1, lines 59 to 68). However, contrary to the
present patent, docunent Dl does not require that bl ood
shoul d be prevented fromentering the storage mechani sm
as supply fluid is drawn into the storage chanber. On
the contrary, docunment D1 clearly states (colum 3,
lines 21 to 26) that the piston my be retracted
sufficiently to also draw bl ood fromthe patient

t hrough the valve and into the chanber within the
storage nechani sm Thus, the disclosure of docunent D1
is restricted to the features contained in the preanble
of claim 1.

The appellant's interpretation of docunment D1 according
to which retraction of the piston within the storage
mechani sm can be adjusted so as to nmaintain the
position of the fluid and blood interface within the
tubing portion in the way as clainmed, is not accepted
by the Board since this interpretation would differ
substantially fromthe general concept disclosed in

t his docunment, according to which it is clearly
recomrended al so to draw bl ood into the storage
mechani sm so as to be sure that bl ood sanpled at

port 53 does not include an unrepresentative quantity



2.3

1672. D

.6 - T 0731/ 98

of fluid (cf. colum 3, lines 36 to 41).

Si nce none of the cited docunents cones closer to the

i nvention than does docunment D1, the subject-matter of
claim11l nust be regarded as novel wi thin the neaning of
Article 54(1) EPC

| nventive step

The characterising portion of claim1l represents the
solution of the specific problemof avoiding any
presence of blood in the reservoir for preventing the
formati on of blood clots as well as elimnating nost of
bl ood through discard (patent, colum 6, lines 43 to
48) .

As explained in the patent specification (cf. colum 6,
lines 20 to 28) when the reservoir is filled and a
volume of fluid has entered the reservoir, the colum
of fluid within the assenbly conprises three basic
segnments which progressively nerge together: a distal
segnent consisting of substantially undiluted bl ood, an
i ntermedi ate segnent of blood m xed with resident fluid
and a proxi mal segnent of resident fluid which contains
essentially no blood. Thus, blood replaces all resident
fluid within the sanpling chanber but does not enter
the reservoir during wthdrawal (colum 12, lines 53 to
55) .

Al t hough the characterising features of claim1l are
drafted in functional ternms, the device as clained is
sufficiently defined since the relationship between the
vol ume of the portion of the assenbly between the

recei ving chanber and the reservoir on the one hand,
and the volune and the position of the m xed resident
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fluid and blood interface within said portion on the

ot her hand, provides the skilled person with sufficient
information for determ ning the dinensional
characteristics of the different parts of the assenbly
as a whol e.

As was al ready considered before, the disclosure of
docunent D1 teaches away fromthe present invention
since it does not prevent blood fromentering the
storage chanber, with the risk of giving rise to clot
formati on. Besides, the volune of the tubing portion
bet ween the storage chanber and the sampling port plays
no role in this docunent. Therefore, the skilled person
woul d not find therein any incitenent to increase the
di mrensions of the tubing portion so as to form like in
the present patent, a capacitance segnent distal to the
sanpling port suitable to provisorily store the initial
di scarded vol ume of bl ood-resident fluid adm xture.

Docunent D2 di scl oses a study eval uating tw net hods of
drawing clinically reliable coagulation studies from
heparini zed arterial lines. Wiile nethod A (Table I)
results in discarding significant anounts of bl ood,
nethod B (Table I1) involves, |ike the present patent,
no blood |oss and, for this reason, it is the preferred
procedure. The step-by-step description of the nethod B
is mde inrelation to Figure 1 which illustrates a
suitable arterial pressure nonitoring kit, conprising
two separate stopcocks inserted in a tubing circuit
connected to a pressure bag containing an heparin
solution. The proximl stopcock near to the insertion
site in the patient is provided with a port for
sanpling blood with a syringe whereas the distal
stopcock is provided with a permanently placed 5 n
Luer-1ock syringe thus having the function of the
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vari abl e volune reservoir in the patent.

According to the steps listed in Table Il, the dead
space fromthe insertion site to the distal stopcock
(nmost distant to the patient) anpbunts to 4 m, which

i ncludes the dead space of 1 mMl frominsertion site to
t he proxi mal stopcock (see Table |I). Therefore, when a
vol une of fluid equal to the overall dead space (4 m)
is withdrawn at the distal stopcock (step No. 3 in
Table 1), this volune represents four tines the vol une
of tubing (1 m) between the patient and the sanpling
port which, according to the patent (colum 3, lines 4
to 20) is insufficient to obtain reliable blood
sanples, i.e. which are conpletely free of flush fluid,
for measuring both bl ood gas val ues and hematocrit
concentrations. Instead, the patent inposes an
aspirated volune of at |least six tinmes the dead space
up to the sanpling port, in conformty with the report
referred to in colum 3 of the patent ("Errors in

I ntraoperative Hematocrit Determ nation" vol. 45, 1976,
see in particular page 359). This requirenent cannot be
actually attained by the arrangenent disclosed in
docunent D2.

Si nce, according to docunent D2, a volune of fluid
equal to the volunme of the dead space is w thdrawn, the
bl ood-resident fluid interface originally present at
the insertion site will be progressively aspirated and
di spl aced towards the distal stopcock and through the
syringe-reservoir. Therefore, blood will necessarily
enter the syringe, which is contrary to the problem
addressed by the patent, the nore since the total
capacity of the syringe (5 mM) is greater than the dead
space.
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It results therefromthat docunent D2 neither discloses
nor suggests the essential features of the invention,
according to which the entire volune of m xture
resident fluid and blood is contained within the
portion of assenbly between the chanber and the
reservoir, so as to prevent any blood entering the
reservoir.

Since no other docunent is nore rel evant than docunent
D2 the subject-matter of claim1l nust be regarded as
inventive over the state of the art, in particular over
t he conbi nati on of docunments D1 and D2.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld

1672.D



