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devices, in particul ar endoprotheses, involving a treatnent by
surgery. This is equally true for product clains defined by a
construction which is only arrived at in the human or ani nal
body followi ng a surgical nmethod step.
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Summary of Facts and Submn ssions

1665. D

Eur opean patent application No. 93 300 047.3 was
refused on 13 February 1997 by the Exam ni ng Division
on the grounds that the independent clains did not neet
the requirenents of clarity (Article 84 EPC) and of
novelty (Article 54(1) EPC) vis-a-vis the state of the
art represented, in particular, by docunent

D1: EP-A-0 461 791

The grounds of refusal were that the configuration with
two grafts was not a true conbination but the
positioning side-by-side within a body |unmen of two
known grafts (in particular fromDl), that are not
linked in any way to each other before use. Furthernore
the use of the device did not inpose any restriction on
the device itself since any two of these known grafts
were suitable for the sane use. The second
configuration, however, with two grafts |odged within a
third graft of a |arger dianeter was not disclosed and
could formthe basis of an allowable claim

The appel |l ant (applicant) |odged an appeal on 11 Apri
1997 against this decision. A statenent of grounds
received on 13 June 1997 was acconpani ed by anended
clainms according to a nmain request and an auxiliary
request .

I n a comruni cati on sent on 29 January 2001, the Board
took the viewthat the new clains still lacked clarity
and conci seness and al so cont ai ned features which could
be regarded as unal | owabl e steps of a surgical nethod
under Article 52(4) EPC. Further, follow ng the opinion
of the Examning Division, the first configuration with
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two tubul ar nmenbers placed si de-by-side appeared to
represent a nere juxtaposition, wthout any synergistic
effect, of two identical grafts each known per se from
docunent D1, whereas the second configuration seened to
be al l owabl e as being structurally distinguished from
the prior art solutions.

Oral proceedings, held on 3 April 2001, started with
t he di scussion of a set of clains which contained the
follow ng three i ndependent clains 1, 29 and 31:

"1l. A device for formng a bilateral passageway (150)
in a body passageway (152) to repair the body
passageway, the device conprising:

a first tube (160A), having first and second ends and a
wal | surface di sposed between the two ends, at |east a
portion of the first tube adapted to be disposed within
t he body passageway, and neans, including a first
tubul ar nenber (166A) having first and second ends and
connected to the first end of the first tube (160A),

for securing the first end of the first tube in the
body passageway; and

a second tube (160B), having first and second ends and
a wall surface di sposed between the two ends, at | east
a portion of the second tube adapted to be di sposed

wi thin the body passageway, and neans, including a
second tubul ar nenber (166B) having first and second
ends and connected to the first end of the second tube
(160B), for securing the first end of the second tube
in the body passageway;

wher ei n:
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each tubul ar nmenber has a first diameter which permts
intralum nal delivery of the tubular nenbers and tubes
into the body passageway to be di sposed therein
substantially even and on the sane | evel as each other
and each tubul ar nenber has a second, expanded and

def ornmed di aneter which is variable and dependent upon
the anobunt of a radially outwardly extendi ng force
applied to the tubular nenber fromthe interior
thereof, and the tubular nenbers are capable, when so
di sposed in the body passageway in the said first

di aneter condition, of being sinultaneously expanded
and defornmed, upon the application fromthe interior of
the tubul ar nenbers of a radially outwardly extending
force, fromthe first dianmeter to the second, expanded
and deforned, dianeter, with portions of the first and
second tubul ar nenbers in the said second di aneter
condition being in a substantially flat adjacent

rel ati onshi p, whereby the adjacent portions are
substantially flattened towards each other to
substantially close off and substantially renove any
gaps that may otherw se be present within the body
passageway between the tubul ar nenbers.”

"29. Use of a nutually connected first tube (160A) and
first tubular nmenber (166A) and a nutually connected
second tube (160B) and second tubul ar nenber (166B), as
defined in any one of clains 1 to 26, for the

manuf acture of a device for use in a surgical nethod in
whi ch the tubul ar nenbers and tubes are intralumnally
delivered in the first dianmeter condition of the
tubul ar nenbers into a body passageway (152) to be
repaired, to be disposed therein substantially even and
on the sane | evel as each other, and the tubular
nmenbers are subsequently expanded and deforned, by the
application fromthe interior of the tubular nenbers of
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a radially outwardly extending force, fromthe first

di aneter to the second, expanded and deforned, dianeter
with portions of the first and second tubul ar nenbers
being in a substantially flat adjacent relationshinp,
wher eby the adjacent portions are substantially
flattened towards each other to substantially close off
and substantially renove any gaps that may ot herw se be
present within the body passageway between the tubul ar
menbers; to forma bilateral passageway in the body
passageway to repair the body passageway.”

"31. A bilateral surgical bypass graft, conprising:

a first tube (160A), having first and second ends and a
wal | surface di sposed between the two ends, at |east a
portion of the first tube adapted to be di sposed within
a body passageway (152), and neans, including a first

t ubul ar nenber (166A) having first and second ends and
connected to the first end of the first tube (160A),

for securing the first end of the first tube in the
body passageway; and

a second tube (160B), having first and second ends and
a wall surface di sposed between the two ends, at | east
a portion of the second tube adapted to be di sposed

wi thin the body passageway, and neans, including a
second tubul ar nenber (166B) having first and second
ends and connected to the first end of the second tube
(160B), for securing the first end of the second tube
in the body passageway; wherein:

t he tubul ar nmenbers are di sposed substantially even and
on the sane | evel as each other, portions of the first
and second tubul ar nenbers being in a substantially
flat adjacent relationship whereby the adjacent
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portions are substantially flattened towards each ot her
to substantially close off and substantially renpbve any
gaps that nmay otherw se be present between the tubul ar
menbers;

the graft being obtainable by sinultaneously expandi ng
and deform ng the tubul ar nenbers di sposed
substantially even and on the sane | evel as each other
froma first dianmeter suitable for permtting
intralum nal delivery of the tubular nenbers and tubes
into the body passageway to be so di sposed therein, to
t he said adjacent condition upon the application from
the interior of the tubular nenbers of a radially
outwardly extending force."

When, after internediate deliberation, the Board

consi dered these clains to be unall owabl e on grounds of
Article 52(4) EPC, the appellant fornul ated the
followng two questions to be referred to the Enl arged
Board of Appeal

(1) Are purpose-related use clains in the "second
i ndi cation" format, which is standard for
inventions relating to therapeutic products and
functional conbination's thereof, applicable to
surgi cal products and functional conbinations
t her eof ?

(2) Are product per se clains, limted to a
construction which is only arrived at in the human
or animal body follow ng a surgical nethod step,
all owable in view of Article 52(4) EPC?

The appellant at the oral proceedings also filed an
amended set of 24 clains the independent claim1 of
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whi ch reads as foll ows:

"1l. A device for formng a bilateral passageway (150)
in a body passageway (152) to repair the body
passageway, the device conprising:

a first tube (160A), having first and second ends and a
wal | surface di sposed between the two ends, at |east a
portion of the first tube adapted to be di sposed within
the body passageway, and neans, including a first

t ubul ar nenber (166A) having first and second ends and
connected to the first end of the first tube (160A),

for securing the first end of the first tube in the
body passageway; and

a second tube (160B), having first and second ends and
a wall surface di sposed between the two ends, at | east
a portion of the second tube adapted to be di sposed

wi thin the body passageway, and neans, including a
second tubul ar nmenber (166B) having first and second
ends and connected to the first end of the second tube
(160B), for securing the first end of the second tube
i n the body passageway;

wher ei n;:

each tubul ar nenber has a first dianmeter which permts
intralum nal delivery of the tubular nmenbers and tubes
into the body passageway to be di sposed therein
substantially even and on the sane | evel as each ot her
and each tubul ar nenber has a second, expanded and

def ormed di ameter which is variable and dependent upon
the anmount of a radially outwardly extending force
applied to the tubul ar nenber fromthe interior

t hereof, and the tubul ar nenbers are capable, when so
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di sposed in the body passageway in the said first

di anmeter condition, of being sinultaneously expanded
and defornmed, upon the application fromthe interior of
the tubul ar nenbers of a radially outwardly extending
force, fromthe first diameter to the second, expanded
and deforned, dianeter, with portions of the first and
second tubul ar nenbers in the said second di aneter
condition being in a substantially flat adjacent

rel ati onshi p, whereby the adjacent portions are
substantially flattened towards each other to
substantially close off and substantially renove any
gaps that may otherw se be present within the body
passageway between the tubul ar nenbers;

the device including a further, expandabl e and

def ormabl e, tubul ar nmenber (166C) which is capabl e of
being intralumnally delivered into the body passageway
(152) before the remai nder of the device and there
expanded and deforned to force the further tubular
menber (166C) radially outwardly into contact with the
body passageway to secure the further tubular nenber

wi thin the body passageway; the further tubular nenber
(166C) being adapted to be so disposed within the body
passageway that, after the intralumnal delivery and
expansi on and deformation of the first and second
tubul ar nenbers (166A, 166B), the first and second
tubul ar nenbers are disposed within the further tubul ar
menber in an adjacent relationship with each other and
with the further tubular nmenber, whereby the first and
second tubul ar nenbers nay be secured within the body
passageway and within the further tubul ar nenber."

At the end of the oral proceedings, the appellant's
requests were that:
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t he deci sion under appeal be set aside

the two questions as fornulated during the ora
proceedi ngs (point VI above) be referred to the
Enl arged Board of Appeal (nmain request)

a patent be granted on the basis of the set of
claims 1 to 24 as submtted during the ora
proceedi ngs (auxiliary request, point VII above).

The appel | ant argued as fol |l ows:

Caim1l as cited under point V above defines the
product/ devi ce per se, before the
expansi on/ def ormati on. The novelty lies in the
pur posi ve or functional juxtaposition of two

i ndi vidual ly known stent/graft conposites,

anal ogously to a claimto a new therapeutic
subst ance or conposition.

Fol | owi ng decision T 9/81, an indication of
purpose in clains is generally regarded as
technically neaningful if the skilled person is

t hereby nmade aware of further, not expressly

speci fied characteristics of the product. Further,
"insofar as the individual conponents of the

cl ai med device cannot attain the advantageous
effects according to the invention independently
of each other, their joint effect justifies the
unity of the conbi ned product as a result of the
limtation by the indication of purpose of the
area of protection of the claimunder the
conditions laid down in Article 54(5) EPC, even if
the conponents are presented side-by-side and not
as a union. In the present case the subject-matter
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of claiml1 fulfils these conditions."

- Moreover, the present case relates to a surgica
device in which products known individually are
conbi ned for the purpose of a new nedical use. The
device (the graft) being consuned in the nedica
use Wi thout the possibility of repeated use, the
second indication claimng format is appropriate
and allowable, in line with decision T 227/91.
Once the stent part of each graft prosthesis has
been expanded into the deforned "mrror-D"
configuration created intralumnally, in
accordance with clains 29 and 31, it cannot be
contracted again and re-used.

- Theref ore, purpose-rel ated product and use clains
in surgical cases should be treated anal ogously to
pur pose-rel ated product and use clains in
t herapeutic cases, provided that the essentia
characteristics of the surgical use correspond to
the essential characteristics of a therapeutic
adm ni stration of a nedicanent. |If the Board is
doubtful as to the allowability of such clains, it
is requested that the two questi ons above (section
VI) be referred to the Enlarged Board of Appea
under Article 112(1) EPC

- Caim1l according to the auxiliary request is now
limted to the second configuration with three
tubul ar nenbers, although it is felt that broader
protection would be fair to the applicant.
Moreover, its subject-matter is not disclosed in
the prior art docunents.

1665. D Y A
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Reasons for the Deci sion

2.2

1665. D

The appeal is adm ssible.

Mai n request

The appellant's main request, which explicitly nmentions
only the referral of two questions (those set out in
section VI, above) to the Enlarged Board of appeal,
implicitly also includes the grant of a patent at |east
also with the clains 29 and 31 according to the forner
mai n request (see point V above). This is clear from
the context, and including the fact that this inplied
request is a pre-requisite for a substantive answer,
either by the Technical Board or the Enlarged Board, to
those two questions. The appel |l ant had unanbi guously
made clear his wish to get such an answer and the Board
had accepted it. Under these circunstances it would be
I nappropriate to reject the Appellant's request for
referral for formal reasons (questions not related to
subject-matter of the clains according to the auxiliary
request) and the Board's reasoning on the nerits of the
i ssues raised by the Appellant's questi ons does not
constitute a nere obiter dictum rather, the follow ng
consi derations are indispensable for a conplete and
proper decision of the present case.

Bot h questions concern the scope of the exclusion from
patentability pursuant to Article 54(2) EPC, first
sentence and, in the Board' s view, raise an inportant
poi nt of |aw. However, as can be seen fromwhat is set
out below, the issues in question can be deci ded upon
on the basis of and in conformty with the

conpr ehensi ve and uni form jurisprudence, including that
of the Enl arged Board of Appeal. Therefore, there is no



2.3

1665. D

- 11 - T 0775/ 97

reason for allowing the request for referral to that
Board (Article 112(1) EPQC).

An appropriate starting point for approaching the
questions formul ated by the Appellant has been provided
by the Enl arged Board of Appeal in its decision G 5/83
(QJ EPO 1985, 64):

In the first part of the order the Enlarged Board of
Appeal categorically excluded the grant of clains
directed to "the use of a substance or conposition for
the treatnent of the human or ani mal body by therapy”
on the ground that such a claimis in no way different
in essential content froma claimdirected to "a nethod
of treatnent of the human or ani mal body by therapy
with the substance or conposition". The difference
between the two clains being one of formonly and the
second formof claimbeing plainly in conflict with
Article 52(4) EPC, no European patent can be granted

i ncluding any such claim(point 13 of the reasons for
t he deci sion).

In contrast thereto, the Enlarged Board of Appeal held
in the second part of its order that a European patent
may be granted with clains directed to "the use of a
subst ance or conposition for the manufacture of a

nmedi canent for a specified new and i nventive

t herapeutic application”. As it is not only expressly
made clear in Article 52(4) EPC, |ast sentence, but may
al so be deduced fromthe definition of "susceptible of
i ndustrial application" in Article 57 EPC, clains of
this second type are unquestionably directed to

i nventions which are susceptible of industria
application wthin the neaning of Article 52(1) EPC
(point 14 of the reasons for the decision). The sane
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must then be true for clains directed to "the use of a
subst ance or conposition for the preparation of a
phar maceutical product” (point 16 of the reasons)

The reason why clains in the second format of clains
("Swi ss type clains") qualify as representing an
"industrial" activity outside the scope of the
exclusion frompatentability under Article 52(4) EPCis
sinply the fact that the nere manufacturing of a
product, irrespective of whether that product is (also)
a "nedi canent" because of its capacity to produce
certain effects on or in the human or ani mal body when
adm nistered to it, does not necessitate or conprise
any action on an individual human or ani mal body and,
therefore, does not constitute a treatnent of such body
by surgery or therapy. Such treatnent woul d, by
definition, require that the product be actually used
on an individual human or ani mal body for bringing
about a certain effect on that body; but this is
clearly a further and quite different activity of a

t herapeutical nature because it is directed to the

mai nt enance or restoration of health (e.g. decisions

T 19/86, T 438/91 and T 820/92). The difference between
the two is also exhibited in real life, where the

manuf acturing and distribution of nedicanments is a
matter of industry and comerce which is perfornmed by
persons who need not and normally do not have a nedica
qual i fication, whereas the exercise of therapeutica
activities including those involving the treatnent by
nmedi canents is reserved for nedical practitioners or

ot her persons having a nedical know edge (cf. T 385/ 86,
T 24/91 and T 329/94).

It is the intention of Article 52(4) EPCto free from
restrai nt non-commercial and non-industrial nedical and
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veterinary activities (see e.g. G 05/83, cited above,
point 22 of the reasons), and said provision, in
respect of the exclusion frompatentability of nethods
for treatnment of the human or animal body, in no way
differentiates between therapy and surgery - for good
reasons, in that both serve the sane purpose, nanely
mai ntai ning or restoring the health of the body, on
whi ch they are perforned, and very often a successful
treatnment requires the conbi ned use of nethods of both
kinds. The criteria for deciding whether a certain
format of clainms is per se allowable in view of
Article 52(4) EPC or not, nust be the sane for both
surgi cal and therapeutical nethods. It is thus not
surprising that the jurisprudence regardi ng "treatnent
by surgery” as excluded from patentability pursuant to
Article 52(4) EPC relies on whether what is clained
conprises or inplies a (physical) intervention on a
human or ani mal body (cf. recent decision T 35/99, QJ
EPO 2000, 447), the presence of one such "surgical"
step being sufficient for rendering a claimunallowable
(e.g. T 820/92, QJ EPO 1995, 113 and T 82/93, Q EPO
1996, 274).

When conparing the subject-matter of claim29 of the
set of clains discussed first during the ora
proceedings with that of a "Swss type clainf directed
to the preparation of a nedi canent having a certain
effect on a living body, an essential difference is

I mredi ately evident: A nedicanent is a finished
product, i.e. it has the conposition and shape in which
it is ready to performits therapeutical function

wi t hout further nodification, as a result of an

i ndustrial ("non-nedical") manufacturing process. By
contrast, the device according to claim?29 (and 31), in
order to performits intended function, namely "to form
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a bilateral passageway in the body passageway to repair
the body passageway"”, is assenbled and brought into its
final formand position inside the body by a surgical
method (sic!) "in which the tubul ar nmenbers and tubes
are intralumnally delivered ... into a body passageway
(152) to be repaired ... whereby the adjacent portions
are substantially flattened towards each other to
substantially close of and substantially renove any
gaps that may otherw se be present within the body
passageway between the tubul ar nenbers”.

The substance - and that is what counts for the purpose
of Article 52(4) EPC, and not the formof the claim
(see above) - of claim29 is directed to a nethod for
placing in a bl ood vessel two tubular nenbers in a
specific position to each other ("mrror-D
configuration"). Clearly, this constitutes a surgica
treatnent within the neaning of Article 52(4) EPC (for
its definition see decision T 182/90, cited above,
points 2 to 4 of the Reasons) and it is only by this
step that the "device" is given all the properties

whi ch are necessary for the intended functionality. As
stated on page 2 of the applicant's letter dated

2 March 2001: "Wthout both "Ds" being substantially
present, an effective | eak-resistant bi-|ateral
passageway coul d not be constructed, and the patient's
life would be in great danger".

This nmeans that clains of the sort under consideration
are actually directed to a surgical nethod which is
characterized by the use of known endoprotheses in a
new way. This use of a known material as, so to say,
starting material for a nedical activity, is quite
different fromthe use of a known conposition for
manuf acturing a nedi canent, which is an industri al
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process (see above). Thus, as regards the excl usion
under Article 52 (4) EPC, no anal ogy can be nade

bet ween the use of materials or devices in a surgica
met hod and the use of substances or conpositions within
the "second nedical indication” in the nmeaning of
decision G 05/83. Thus, decisions T 227/91 and T 9/ 81,
on which the appellant relied, are not relevant in this
cont ext .

It follows that no European patent can be granted with
clains directed to a new and even possibly inventive
way of using materials or devices, in particular
endopr ot heses, involving a treatnent by surgery. This
is equally true in the case of product clains defined
by a construction which is only arrived at in the human
or animal body follow ng a surgical nethod step.

Auxi | i ary request

Clainms 1 to 24 of the auxiliary request are based on
previous clains 1 to 25 according to the version of
30 March 2001 (sixth auxiliary request), after the
del etion of the device and use clains which conprised
features related to placing or formng the graft in
situ, i.e. including one or nore steps of a surgica
met hod.

The current independent claim1l is now based on the
second configuration regarded favourably by the Board
and directed to a device for formng a bilatera
passageway, conprising essentially a first and a second
expandabl e tubul ar nenber to be disposed within a third
expandabl e tubul ar nmenber of a larger dianeter.

The clains are at present clear, fairly supported by
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the application as filed and do not fall any nore into
the area excluded by Article 52(4) EPC. Therefore, they
are all owabl e as regards fornmal aspects.

Docunent D1 is regarded as the cl osest prior art
docunent. It originates fromthe applicant/appell ant
itself and discloses only one expandabl e aortic graft
conprising a tubular nenber simlar in its structure
and its function to each of the tubular nmenbers used in
the present invention. But as explained in the

i ntroductory part of the application as filed
(colum 2, line 54 to colum 3, line 12), because of
the relatively large dianeter of the catheter and
associ ated graft, sone difficulties such as spasns,

ki nking and/or twi sting of the flexible collapsible
graft during or after inplantation have been
encount er ed.

The solution to this problemis given by the subject-
matter of claim1, conprising two identical expandable
tubul ar nenbers of reduced dianeter placed within a
third expandabl e tubul ar nenber of |arger dianeter,
wth a viewto securing themin a body passageway and
to each other, successively. This second configuration
s new, contrary to the first configuration with only
two identical tubular nenbers, each of them known
separately from docunent D1 and existing independently
wi t hout any link or relationship to each other before
expansi on.

The second configuration also involves an inventive
step since no prior art discloses or suggests this
particul ar arrangenent with a view to solving the above
nmentioned difficulties. Therefore, patent protection
must be granted, after adequate adaptation of the
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description by nmentioning the closest prior art and
revision for consistency with the new main claim by
the first instance.

For these reasons it is decided that:

1. The deci si on under appeal is set aside.

2. The request for referral of questions to the Enl arged
Board of Appeal is rejected.

3. The case is remtted to the first instance with the
order to grant a patent on the basis of the set of
claims 1 to 24 submitted as (auxiliary) request at the
oral proceedings, Figures as originally filed and the
description to be adapted.

The Regi strar: The Chai r man:

V. Conmare W D. Wil

1665.D



