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Summary of Facts and Subm ssi ons

0198. D

The appel |l ant (applicant) |odged an appeal against the
decision of the Exam ning Division to refuse the
appl i cation.

The Examning Division held that claim1l did not neet
the requirenments of clarity (Article 84 EPC) and of
novelty (Article 54 EPC) having regard to docunents:

D4: US-A-5 273 540, or:

D3: EP-A-0 578 367.

The Exam ning Division considered that also the
dependent clains 2 to 5 and the nethod claim7 were
antici pated by docunent D4, and that the dependent
clainms 6 to 8 and 13 did not add inventive features,
bei ng obvi ous nodifications which came within the scope
of the customary practice followed by the person
skilled in the art.

The appel l ant requested a grant of a patent on the
basis of the anended clains 1 to 5 as submtted with
letter of 16 January 2003, clains 6 to 13 as submtted
during the oral proceedings on 23 March 2001, and
retyped and submtted again with letter of 22 August
2002, and of the description, pages 1, 3 to 6 as
originally filed, page 2 as filed with letter of

22 Septenber 2000, drawings 1/3 to 3/3 as filed with
letter of 22 Septenber 2000. He requested provisionally
oral proceedings.

| ndependent claim1l as submtted with letter of
16 January 2003 reads as foll ows:
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"A catheter introducer assenbly having: a housing (1)
for gripping by a user; a cannula opening (2) in the
housi ng; a hol |l ow sharpened cannul a, extending from
sai d housing (1) through said cannula opening (2), for
piercing the skin of a patient during introduction of
said catheter; a flash chanber (5) which is separate
fromsaid housing and which is attached to said
housing (1), said flash chanber (5) being in fluid
conmuni cation with said hollow cannula for receiving

bl ood that travels through said cannul a during catheter
i ntroduction; an attachnment opening in said

housing (1); and a cannula protecting device, the
attachnment portion of which is received in said
attachnment opening; wherein: said cannula is adapted to
receive the catheter thereover; and said flash chanber
(5) attached to said housing (1) is obtainable by
fabricating said flash chanber (5) and said housing (1)
as separate pieces and attaching said separate pieces

t oget her by attachnment neans."

The appellant submtted the follow ng argunents:

Regardi ng the objection of lack of clarity, the process
step of separately fabricating and |later attaching the
flash chanber to the housing was all owabl e. Cuidelines,
paragraph 1.2, section CI1l, 4.7b explained that the
formthat this type of claimnmnust take was "product x
obt ai nabl e by process y". The clains now subnmtted were
witten in such required formand therefore allowable
in this respect. Furthernore, a skilled person would be
able to determ ne whether or not an article nade of
two separate pieces had been attached together for
exanple by nelting or welding, by carefully studying
the grain structure of the two parts or by markers |eft
in the joint.
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The invention was not anticipated by docunent D4. There
was no cannul a protecting device as such in docunent

D4. Instead, there was a cannul a protecting neans
provided by the interrelationship between the

cannula (12) and the sheath (14). The cannul a
protecting neans in docunment D4 was activated upon
drawi ng the cannul a backward relative to the sheath

t he sheath then provided a protective neans for the
cannul a.

Docunment D3 was not detrinmental for the novelty of
claiml either. The extension tube (70), Figure 12,
could not by itself forma flash chanber: only when it
was used as an extension for the actual flash

chanber (26) it could receive blood. It was therefore
not a flash chanber, but an extension of a flash
chanber. The extension tube was separate fromthe
housi ng, but not attached to the housing, it was
attached to the flash chanber. The flash chanber and

t he housing were not forned separately.

The application involved al so an inventive step. The

i nvention addressed the problem of manufacturing

cat heter introducer assenblies by nolding (see page 2,
fromline 24). Such devices had a conpl ex shape and
therefore were difficult to produce. The sol ution

provi ded by the invention was to nanufacture the flash
chanber separately and then attaching it to the housing
at a later stage of the manufacturing process.

0198. D Y A
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Reasons for the Decision
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Formal natters.

The amendnents to claiml1, to the description and to
the drawi ngs conply with Article 123(2) EPC. The
Exam ning Division did not raise an objection in this
respect either.

Claim1l is sufficiently clear. The objection of the
Exam ning Division based on Article 84 EPC and on the
GQui delines, part G111, point 4.7(b), concerned the
feature that the flash chanber was fabricated
separately fromthe housing and then attached thereto.
The Exam ni ng division was of the opinion that such
formulation did not permt an unequivocal definition of
t he product since one could not judge fromthe finished
product al one whether it was manufactured separately or
in one piece.

The Board does not share such opinion. It is clear from
t he description and the draw ngs, see in particul ar
Figure 2, that the flash chanber and the housing are
two distinct pieces. Even if the flash chanber were
ultrasonicly wel ded or adhesively attached to the
housing, it is believed that an appropriate m croscopic
anal ysis would reveal a discontinuity in the nol ecul ar
structure at the attachnent area typical of the
respective attachnment nethod used.

Novel ty
Docunment D4 discl oses a catheter introducer assenbly

havi ng a housing (14) for gripping by a user; a cannul a
opening (20) in the housing; a hollow sharpened
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cannul a (12) extending from said housing through said
cannul a opening (Figure 3) for piercing the skin of a
patient during introduction of said catheter (colum 7,
lines 39 to 47); a flash chanber (10) which is separate
fromsaid housing (14) and which can be slidably
inserted in said housing, said flash chanber being in
fluid communi cation with said hollow cannul a for
receiving blood that travels through said cannul a
during catheter introduction (colum 7, |ines 47

to 50); an opening (22) in said housing; wherein said
cannula is adapted to receive the catheter thereover
and said flash chanber (10) is obtainable by
fabricating said flash chanber and sai d housing as
separate pieces.

The subject-matter of claiml differs therefromin that
the flash chanber is attached to the housing by
attachnment nmeans and in that it provides for a separate
cannul a protecting device, the attachnment portion of
which is received in an attachment opening of the

housi ng.

According to the description of the application in
suit, the flash chanber can be attached to the housing
by ultrasoni c wel di ng, adhesive, or by a press fit
attachnent, see EP-A-730 881, colum 2, fromline 18.
The cannul a protecting device can consist of a cap for
capping the tip of the sharpened cannula after

enpl acement of the catheter unit, whereby the
attachnment nechani sm of the cannul a protecting device
can consist of a sliding nenber that slides out of the
housi ng as the capping portion of the device slides

al ong the cannula during renoval of the cannula from

t he catheter, see EP-A-730 881, fromcolum 3, |ine 55.
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In contrast thereto, docunment D4 discloses a flash
chanmber which can be slidably inserted into the housing
and not attached to it by attachnent neans.

Furt hernore, docunent D4 does not disclose a cannul a
protecting device separate fromthe housing, the
attachnment portion of it being received in the housing.
The Board can therefore not agree with the deci sion
under appeal which wants to see the attachnent portion
of the cannula protecting device in the protrusion (32)
attached to the flash chanber (10) of docunment D4.

Docunent D3, discloses a catheter introducer assenbly
havi ng a housing (20) for gripping by a user; a cannul a
(needl e) opening (78) in the housing; a hollow

shar pened cannul a (24) extending from said housing

t hrough sai d cannul a opening (Figure 10) for piercing
the skin of a patient during introduction of said
catheter (50) (colum 7, lines 39 to 45); a flash
chanber (26) which is attached to said housing, said
flash chanber being in fluid communication with said
hol | ow cannul a for receiving blood that travels through
said cannul a during catheter introduction; wherein said
cannula is adapted to receive the catheter thereover;
and a cannul a protecting device (30).

The subject-matter of claiml differs therefromin that
the flash chanber is separate fromthe housing. In
contrast thereto the flash chanber (26) of docunment D3
is integral with the housing (20). Furthernore the

clai mcontains the distinguishing feature that the
attachnment portion of the cannula protecting device is
received in an attachnment opening in the housing.

The Board does not share the view - contained in the
deci si on under appeal - that the cannula protecting
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devi ce of docunent D3 is attached to the housing

t hrough the longitudinal slot (36). In fact, the
cannul a protecting device (needle guard 30) is inserted
in the housing and its outer surface (96) slides al ong
the inner surface of the housing (20), see Figure 7(c),
whereas the longitudinal slot (36) nerely receives the
base (27) of the flash chanber after insertion of the
needl e guard (30) in the housing (20), conpare

Figures 1, 2 and 3. Furthernore, the attachment portion
of the cannula protecting device is not received in an
openi ng of the housing, but contained into the two

wi ngs of the housing. Finally, the flash chanber
extension (70) of docunment D3 can not be intended as
the flash chanber in the sense of the invention,
because the flash chanber of the invention is designed
to be directly attached to the housing.

The remai ni ng docunents of the available prior art are
further away fromthe clainmed invention. Accordingly,
the subject-matter of claim1l is novel

| nventive step

Starting fromdocunment D4, the technical problemto be
solved is to provide a device which is easy and

i nexpensive to manufacture, and which can be safely
handl ed, especially during the renmoval of the sharpened
cannula, in order to avoid sticking the skin of the
operator, see EP-A-730 881, colum 1, fromline 55.

The problemis solved by providing a cannula protecting
device which is separate fromthe housing and attached
to the housing through an i ndependent attachnment

openi ng, and by providing a flash chanber which is

i ndependently fabricated and successively attached to
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t he housi ng.

By providing distinct elenents, each with a well
defined function: the housing, for providing a grip to
the user and for receiving the further elenents; the
cannul a protecting device, to be received into the
housi ng through a separate opening; and the flash
chanber; i ndependently manufactured and successively
attached to the housing, the design of the pieces can
be nore efficient and flexible.

There are no reasons to challenge the inventive step of
claim11l on the basis of docunment D4, because the
devices are of substantially different design.

Consi deri ng docunent D3 as the starting point for the
test of inventive step, it should be noted that
docunent D3 has a conplicated form difficult to be
reproduced by nol ding, see in particular the connection
of the flash chanber to the housing through the

base (27). The problemto be solved has therefore to be
seen in providing a reliable and safe catheter

i ntroducer assenbly whose fabrication process is easy
and i nexpensive, see colum 2, fromline 8 of EP-A-

730 881.

Such purpose is essentially achieved by providing a

fl ash chanber separate fromthe housing and
successively attached to the housing, and by providing
a separate attachnment opening for receiving the cannul a
protecting device.

There are no reasons to believe that a person skilled
in the art would nodify the device according to
docunent D3 and arrive at the invention w thout any
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i nventive step being invol ved, because no hints are
di scl osed which can lead to it.

4. The further docunments of the available prior art appear
| ess relevant for the assessnent of the inventive step.
Accordingly, claim1l, together with the corresponding
i ndependent nethod claim7 and the appended dependent
clainms conmply with the prescriptions of the EPC

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 departnent of first
instance with the order to grant a patent on the basis
of claimse 1 to 5 as submtted with letter of 16 January
2003, clainms 6 to 13, as submtted with letter of
22 August 2002, description, pages 1, 3 to 6 as
originally filed, page 2 as submtted wth letter of
22 Septenber 2000; drawings 1/3 to 3/3 as submtted
with letter of 22 Septenber 2000.

The Regi strar: The Chai r man:

V. Conmar e W D. Wi ld

0198. D
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I n application of Rule 89 EPC the decision given on 7 February
2003 1s hereby corrected as foll ows:

Page 1, point 2, line 6, and page 10, in the "Order", point 2
fitth line, replace the year 2002 with the year 2001.

The Regi strar: The Chai r man:

V. Conmmar e W D. Wi ld

1752. D



