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Summary of Facts and Subm ssi ons

1657.D

Eur opean patent application No. 91 911 862.0, based on
I nt ernati onal application No. PCT/ AU91/00270, filed on
26 June 1991, claimng the priority of 26 June 1990 of
an earlier application in Australia (PKO817) and
publ i shed under No. WO A-92/00338 on 9 January 1992,
was refused by a decision of the Exam ning D vision,
dated 16 May 2000, subsequent to a letter fromthe
Applicants dated 29 Cctober 1999 wherein it had not
approved the text on the basis of an auxiliary request
filed by letter of 23 March 1999, conmunicated to it
under Rule 51(4) EPC on 29 April 1999.

The deci sion was based on a set of five clainms, filed
as main request with the letter dated 23 March 1999 and
resubmtted with the letter of 29 Cctober 1999, and an
anmended description of 21 pages. Pages 1, 2 and 5 to 21
of the description, as filed with the said |letter of

23 March 1999, had been comunicated to the Applicants
wi th the Comuni cation under Rule 51(4) EPC in nodified
formw th sone anmendnents on pages 5 and 6 by the

Exam ning Division. Pages 3 and 4 in further nodified
formwere submtted by the Applicants with the letter
of 29 Cctober 1999.

Claim1l of the refused main request read as foll ows:

"1l. A nedical device or nedical inplant which is
conposed whol ly or partly of a pol yurethane or

pol yur et hane-urea el astomeri c conposition which
conprises a reaction product of:

(A) a soft segment macrodi ol honopol ynmer represented
by formula I,
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HO- [ (CH,) O 7 H

wherein n represents an integer greater than 5 and
| ess than 13, mis a nunber such that the nunber
aver age nol ecul ar wei ght of the conpound of
formula | falls in the range from 218 to 5000 and
optionally at |east one hydrogen atom represented
in formula | is substituted by a C, to C; al kyl
group or a hal ogen at om

(B) an aromatic diisocyanate which is
4, 4" - di phenyl net hane dii socyanate (MDI), and

(C optionally an agent to act as a chain extender

selected from

1, 4- but anedi ol (BDO),

1, 6- hexanedi ol (HDO),

1, 2- et hyl enedi am ne (EDA),

1, 6- hexanedi am ne (HDA) and

1, 2- propanedi am ne (1, 2- PDA),

which is a pacemaker |ead, a catheter, an
i npl ant abl e prosthesis, a cardiac assi st device, a
heart valve, a suture, a vascular graft, an extra-
corporeal device which is intended to conme into contact
with cells or body fluids of living aninmals or humans
or an artificial heart."

Claim1l of the said auxiliary request had differed from
t he clai mquoted above by the wording of its | ast
par agr aph readi ng as foll ows:
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"which is a pacemaker |ead, a catheter, an inplantable
prosthesis, a cardi ac assist device, a heart valve, a
suture, a vascular graft, an extra-corporeal [device]
for blood contacting applications or an artificial
heart."

The word "device" had been inserted in this paragraph
by the Exami ning Division in the version of the text
whi ch had been annexed to the Communi cati on under

Rul e 51(4) EPC.

In each of these two requests, the remaining Clains 2
to 5 were dependent clains of identical wording.

According to the decision, Claim1l of the said nmain
request did not neet the requirenents of Article 123(2)
EPC and the anendnents on newy filed pages 3 and 4
were not allowable under Article 84 EPC.

It was held that the extra-corporal nedical devices
disclosed in the application as filed were used in
contact with blood, so that the original text of the
application did not support the generalisation to the
formulation "which is intended to cone into contact
with cells or body fluids of living aninmals or humans”
in the above mai n request.

The nodifications on pages 3 and 4 as suggested by the

appl i cant were not deened all owabl e, because the clains
were directed to a nedical device or a nedical inplant

but not to biomaterials as such.

On 14 July 2000, a Notice of Appeal against the above
deci sion was | odged by the Appellants (Applicants),
including the request that the above decision be set
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asi de and the application be allowed including claiml1
and page 3, as submtted on 29 COctober 1999. The
prescri bed fee was paid on 14 July 2000.

In the statenment of grounds of appeal, submitted on

14 Sept enber 2000, the Appellants nodified their
request in that three sets of clainms, each containing
five clainms, and new pages 3 and 4 were filed. The sets
of clains were identified as main request and as
auxiliary requests 1 and 2.

I V. By letters of 25 October 2000 and 19 June 2001, the EPO
was informed of a transfer of the application to a new
Applicant (Appellant) and a change of nanme of the
|atter. The registration of the change of nane took
effect on 21 June 2001.

V. By letter dated 7 August 2002, the Appellant w thdrew
its main request and first auxiliary request, as filed
on 14 Septenber 2000, requested that the proceedi ngs be
based on fornmer auxiliary request 2 and referred to the
comments in support of former auxiliary request 2, in
the statenent of grounds of appeal.

(1) In these comrents, the Appellant pointed to the
fact that the Exam ning Division had expressed its
intention to base a European patent on Claim1l
according to the auxiliary request 1 during the
exam nation proceedings, identical to the new Main
Request. This claimwould not offend against
Article 123(2) EPC, because extra-corporeal
devi ces for blood contacting applications were
specifically described in the application as filed
on page 1.

1657.D Y A
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The amendnent on page 4, on which part of the objection
under Article 84 EPC had been based, had been del et ed.
The passage on page 3 had been anended so that it was
clear that the clainmed subject-matter as defined in
Caim1l1l mght function as a biomaterial. Consequently,
the definition of this term which was within the
meani ng of the originally defined invention, was still
required in the description.

V. On 6 February 2003, a conversation by tel ephone took
pl ace between the Representative and the Rapporteur. In
this conversation, a further objection under
Article 123(2) EPC was raised with respect to the use
of the verb "to conprise” instead of "to be" at line 2
of Claim 1 under consideration.

Additionally sonme editorial issues were discussed.

VII. By letter dated 2 April 2003, the Appellant requested
the clains as on file to be replaced by Clains 1 to 4
filed with this letter and pages 1, 3, 4, 17 and 18 of
the description to be replaced by the encl osed version
amended in handwiting.

The set of clains as anmended now reads:

"1l. A nedical device or nedical inplant which is
conposed whol ly or partly of a pol yurethane or

pol yur et hane-urea el astonmeric conposition which is a

reacti on product of:

(A) a soft segment macrodi ol honopol ynmer represented
by formula I,

HO- [ (CH,) O 7 H

1657.D Y A
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wherein n represents an integer greater than 5 and
| ess than 13, mis a nunber such that the nunber
aver age nol ecul ar wei ght of the conpound of
formula | falls in the range from 218 to 5000 and
optionally at |east one hydrogen atom represented
in formula | is substituted by a C, to C; al kyl
group or a hal ogen at om

(B) an aromatic diisocyanate which is
4, 4" - di phenyl net hane dii socyanate (MDI), and

(C optionally an agent to act as a chain extender
selected from
1, 4- but anedi ol (BDO),
1, 6- hexanedi ol (HDO),
1, 2- et hyl enedi am ne (EDA),
1, 6- hexanedi am ne (HDA) and
1, 2- propanedi am ne (1, 2- PDA),

which is a pacemaker |ead, a catheter, an
i npl ant abl e prosthesis, a cardi ac assi st device, a
heart valve, a suture, a vascular graft, an extra-
corporeal for blood contacting applications or an
artificial heart.

2. A nedi cal device or nedical inplant according to
claim1 which is conposed of a material conprising not
| ess than 10% of the pol yurethane or pol yurethane-urea
el astonmeri c conposition.

3. A nedi cal device or nedical inplant according to
claiml1l or 2, wherein at |east one hydrogen atomis
substituted by fluorine atomin the honopol yner.
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4. A nmedi cal device or nedical inplant according to
any of claiml to 3, wherein the elastoneric
conposition further conprises one or nore of a cross-
i nking agent, a catalyst, an antioxidant, a stabilizer
and a processing aid."

In reply to two further conversations by tel ephone on

7 May 2003 and 26 June 2003, the Appellant filed new
pages 4 and 17, further anended in handwiting (letters
dated 22 May 2003 and 26 June 2003).

According to the three letters of the Appellant dated
7 August 2002, 2 April 2003 and 22 May 2003, the
Appel I ant requested that the decision under appeal be
set aside and that a patent be granted on the basis of
above Clains 1 to 4 submtted with the letter of

2 April 2003 under the heading "Auxiliary request 2".

Reasons for the Deci sion

1

1657.D

The appeal is adm ssible.

Wordi ng of the clains

By letter dated 7 August 2002, the Appellant requested
that the clains of the main request and auxiliary
request 1, filed with the statenment of grounds of
appeal, shoul d be di sregarded and the appeal should
proceed on the basis of the clainms of auxiliary
request 2 as filed at the sanme tine. These latter
clainms were then resubmtted with the letter of 2 Apri
2003 in an anmended version.

In view of these facts and in accordance with the
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request in the letter of 7 August 2002, the set of
clainms submtted by letter of 2 April 2003 forns the
basis for this decision.

Article 84 EPC

The Board has no reason to deviate fromthe point of
viewinmplicitly derivable fromthe Comruni cati on under
Rul e 51(4) EPC issued on 29 April 1999 indicating that
t he version of application docunents annexed thereto
conplied with the requirenents of the EPC, since the
present set of clains differs fromthe version in the
above Commruni cation only by the replacenent of the word
"conprises” by "is" at line 2 of aim1l1 and the
deletion of the word "device" inserted by the Exam ning
Division in the penultimate line of this claim This
del eti on does not render the claimunclear or

anbi guous.

Additionally, previous Caim3, undisputedly redundant,
has been del eted and the foll ow ng clains have been
adapted and renunbered accordi ngly.

Article 123(2) EPC
As pointed out in the previous section, the broader
expression "conprises" has been replaced by the

original term"is" in Caima1.

Furthernore, the present C ains are based on the
followi ng parts of the original application:
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Claima1l: Clains 1, 5, 10 and 12; page 1, lines 17
to 19 and page 2, lines 17 to 20 in conbination with
page 3, lines 10 to 17; page 4, line 27 and the
experinmental results in Exanples 10 to 12.

Clains 2, 3 and 4: Cains 11, 3 and 6, respectively.

In view of these facts, the Board is satisfied that the
requi renments of Article 123(2) EPC are net by the
cl ai ns.

Descri ption

The present version of the description is based, in
part, on pages 2 and 5 to 16, as conmmunicated to the
Applicant with the Comruni cati on under Rule 51(4) EPC
on 29 April 1999, to which consent had been given by
|etter dated 29 Cctober 1999. Furthernore, it contains
repl acenent sheets of pages 1, 3 and 18, submtted with
the letter of 2 April 2003, of page 4, dated 22 My
2003, and of page 17, annexed to the letter dated

26 June 2003. The anendnments in these application
docunents, which conply with the requirenments of
Article 123(2) EPC, have brought the description into
l[ine with the anmended cl ains which formthe basis for
t hi s deci sion.

Concl usi on
By amendment of the clains and of the description, the

reasons for the refusal of the application in suit have
been renoved.
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Moreover, in view of the present wording of the clains,
the Board sees no reason to take a position as regards
novelty and inventive step different fromthat
inplicitly derivable fromthe Comruni cati on under

Rul e 51(4) EPC dated 29 April 1999 (as nentioned in
section 2.2).

It follows that the subject-matter of Clainms 1 to 4 is
novel and involves an inventive step.

Since the request to set aside the decision under
appeal and to grant a patent on the sole set of clains
inthe file is successful, it is not necessary to hold
the oral proceedings requested by the Appellant as an
auxiliary request (letter of 7 August 2002).



- 11 - T 1058/ 00

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 Exam ning Division with the
order to grant a patent on the basis of

- Clains 1 to 4, submtted with the letter of
2 April 2003 (with the heading "Auxiliary
Request 2"), and
- Descri pti on:
pages 2 and 5 to 16, as comunicated to the
Applicant with the Communi cati on under

Rul e 51(4) EPC on 29 April 1999,

pages 1, 3 and 18, submtted with the letter of
2 April 20083,

page 4, dated 22 May 2003, and
page 17, submitted with the letter of 26 June

2003.

The Regi strar: The Chai r man:

E. Gorgmaier R Young

1657.D
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In application of Rule 89 EPC, the Decision given on 30 June
2003 is hereby corrected as foll ows:

On page 9, the first to third Iines of the paragraph under the
headi ng "3. Description” are corrected to read:

"The present version of the description is based, in
part, on pages 2, 5 to 16 and 19 to 21, as communi cated
to the Applicant with the Comuni cati on under

Rul e 51(4) EPC'

On page 11, the passage relating to the description of Point 2
of the Order is corrected to read:

" - Descri ption:
pages 2, 5to 16 and 19 to 21, as
communi cated to the Applicant with the
Conmmuni cati on under Rule 51(4) EPC on

29 April 1999,

pages 1, 3 and 18, submtted with the letter
of 2 April 2003,

page 4, dated 22 May 2003, and

page 17, submitted with the letter of
26 June 2003."

The Regi strar: The Chai r man:

G Rauh R Young
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