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Summary of Facts and Subm ssi ons

Eur opean patent No. 0 170 512 was granted with three
clainms, on the basis of European patent application
No. 85 305 391.6.

Claim1l reads as foll ows:

"A sterile surgical staple conprising a pair of |egs
joined at one end by a crowmn with substantially the
entire surface of said staple coated with a

fl uorocarbon pol yner having a nol ecul ar wei ght of from
2,000 to 50, 000."

Caim3 is nade dependent of claim1l in that a surgical
stapling instrunment is clained, conprising a nagazi ne
for carrying a plurality of staples according to

claim1l.

1. Following rejection of an opposition filed against the
Eur opean patent, the Appellant (OQpponent) | odged an
appeal on 2 June 1992 agai nst the Qpposition Division's
decision, filed a statenent of grounds and paid the

appropriate fee in due tine.

L1l In a comuni cation dated 4 February 1997 acconpanyi ng
the sumons to oral proceedings the Board inforned the
parties that the discussion would turn on the issue of
inventive step of the clainmed subject-matter vis-a-vis

all cited prior art docunents.
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Oral proceedings were held on 16 April 1997, during
which the foll ow ng docunents were nore particularly
consi der ed:

(3) US-A-4 275 813

(4) EP-A-0 092 383

(8) US-A-4 012 551

The Appel |l ant argued essentially as foll ows:

From docunent (4) it was known that surgical staples
coul d be coated on substantially all their surface with
pol yt etraf |l uor oet hyl ene (PTFE), such as Tefl on,
irrespective of the nolecul ar weight of the

fl uorocar bon pol yner used. Al so docunent (3)
recommended usi ng hal ogenat ed pol yal kyl ene such as

pol ytetrafl uoroet hyl ene in general.

Since | ow nol ecul ar wei ght fluorocarbon polynmers in the
range of from about 2 000 to about 50 000 and

associ ated properties, were well known in the art and
sold commercially by the sanme manufacturer (Du Pont) as
Teflon, it was obvious to try other avail able coatings
such as fluorotel oner Vydax, which was a special | ow
nmol ecul ar wei ght form of PTFE and was derived fromthe
sane nolecule, in order to overcone the jamm ng probl em

inamnmltiple fire stapler application.
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Mor eover, the exanples given in the contested patent were
restricted to denonstrate the superiority of Vydax over
soap or silicone coatings conpositions, but not the
superiority of Vydax over Teflon. Therefore, the

di scl osure of the patent was msleading in that it created
an artificial difference between the properties of Vydax
and Teflon. In fact, the selection of a | ow nol ecul ar

wei ght pol ytetrafl uoroet hyl ene was obvious for a person
skilled in the art and provided no speci al advantage over
hi gh nol ecul ar wei ght pol ytetrafl uoroet hyl ene.

V. The Respondent (Proprietor of the patent) replied that
it was clear fromthe patent specification that high
nol ecul ar wei ght pol ytetrafl uoroethylene (Teflon) or
even silicone, tended to collect at the anvil of a
multiple fire stapler whereas staples coated with | ow
nmol ecul ar wei ght fluorocarbon pol yner such as Vydax
were less apt to jam after extended operation.
Therefore, the two different nol ecul ar wei ght PTFE
materials could not be regarded as equival ent.

I n docunent (4), the relevant prior art referred to the
di sadvant ages of the known coating conpositions such as
soap or Teflon, i.e. high nolecular weight PTFE, and
recommended to use a silicone coating instead.
Therefore the disclosure of docunent (4) clearly led
away fromthe use of any sort of PTFE coating. Neither
in docunent (3) was there any nention or suggestion of
the use of | ow nol ecul ar wei ght fluorocarbon pol yners.
Consequent |y, neither docunents (4) or (3) provided any
incentive to a person skilled in the art to try the | ow
nol ecul ar wei ght pol ytetrafl uoroet hyl ene pol yners of

t he present invention.
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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
and that the patent be maintained as granted.

Reasons for the Decision

1

1530.D

The appeal is adm ssible.

Closest prior art

Docunent (4) represents the prior art which cones
cl osest to the subject-matter of the patent in suit,

was al so agreed by both parties. It describes a sterile
surgical staple conprising a pair of |legs joined at one

end by a crown with substantially the entire surface of
said staple coated with a silicone el astoneric
material. The prior art referred to in this docunent
mentions that coatings previously used to inprove the
properties of surgical staples had been either soap
conpositions or polytetrafl uoroethyl ene conpositions,
i.e. Teflon, to assist in both the placenent of the
staple and the function of the stapling instrunment (cf.
page 1, lines 19 to 23 and page 2, lines 11 to 14).
However, the nol ecul ar weights of the known
conpositions are not specified.

Docunent (3) can conplete the background nmentioned in

docunent (4), since it acknow edges as known stapl es
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coated with non-absorbabl e, surgically acceptable
plastic materials, including hal ogenated pol yal kyl enes
such as pol ytetrafluoroethylene (cf. colum 3, lines 36
to 41). Also here, no nention is made of any nol ecul ar
wei ght for the materials used.

Therefore, the subject-matter of claiml in suit is
di stingui shed over the closest state of the art by a
coating being made of fluorocarbon polymer with a
nmol ecul ar weight of from2 000 to 50 000.

Inventive step

According to the patent (cf. page 2, lines 11 to 13

and 18), a disadvantage of the previous coated staples
is that high nol ecul ar wei ght pol ytetrafl uoroethyl ene
(Teflon) tends to collect at the anvil, and in a
multiple fire stapler, jamm ng can occur. The sane

di sadvant age was found with respect to high nol ecul ar
wei ght silicone-coated surgical staples, which were not
commercialized for this reason (cf. page 4, lines 46 to
47) .

The main probl em addressed by the present patent was,
therefore, to provide sterile surgical staples with a
coati ng which showed a reduced tendency to cause
jammng at the anvil in a nmultiple fire stapling

i nstrunment conpared with conventionally coated staples.

The solution is given by the feature as cl ai ned of
coating surgical staples with a | ow nol ecul ar wei ght

fl uorocarbon polyner in the range of 2 000 to 50 000.
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Staples coated with such material are less apt to jam
after extended operation of the stapler than is the
case with surgical staples coated with silicone and

hi gh nol ecul ar wei ght pol ytetrafl uoroet hyl ene
materials. Even though | ow nol ecul ar wei ght PTFE may
(to sonme extent) collect at the anvil, this does not
interfere with the operation of the instrunent (cf.
patent, page 2, lines 48 to 52 and page 4, lines 45 to
46) .

Al t hough there is no nention in docunents (3) and (4)
of any nol ecul ar wei ght for conventi onal

pol ytetrafl uoroethyl ene materials, such as Teflon, high
nol ecul ar wei ght polyners ranging fromat |east 50 000
to about 10 000 000 according to docunent (8) (cf.
colum 2, lines 21 to 31), are necessarily neant, since
the present invention is a devel opnment of the solution
described in docunent (4) which belongs to the patent
Proprietor, having in mnd the additional information
contained in docunents (3) and (8), both nentioned in

the patent in suit.

The Respondent has not denied that | ow nol ecul ar wei ght
fl uorocarbon polyners (fluorotelonmer) were available to
the public under the designation "Vydax" at the
priority date of the patent and used in a nunber of

i ndustrial lubricating and rel ease applications as
acknowl edged in the patent itself (cf. page 2, lines 36
to 41 and page 3, lines 29 to 32). Such materials
usual Iy have nol ecul ar weights in the range of from
about 2 000 to about 50 000, as set out in docunent (8)
already referred to (cf. colum 2, lines 30 to 42).

However, the | ow nol ecul ar wei ght tel omer was applied
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there differently, i.e. as a base filmlayer in
conbi nation wth an additional upper |ayer of high
nol ecul ar wei ght fluorocarbon polyner, in order to
increase the lubricity of razor blades coating edges
and to reduce blade pull problens on the hairs.

For the assessnent of the presence of any inventive
step the question to be asked was, therefore, whether
the skilled person could find in the prior art
available at the priority date of the present patent, a
suggestion to replace high nol ecul ar wei ght by | ow

nol ecul ar wei ght fluorocarbon polyner in staple coating
applications. The fact that all the features of the

cl ai med subject-matter are known per se (and

acknow edged as such in the patent) does not show

concl usively the obvi ousness of the conbination (cf.

T 37/85, QJ EPO 1988, 86).
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Anong all docunents cited in the proceedings, only
docunents (3) and (4) refer to the field of coating

surgi cal staples.

I n docunent (4), Teflon is clearly regarded as

unsui tabl e, because it is degraded by ganma radi ati on
sterilization and the lubricity of the coated product
tends to vary considerably. Consequently, docunment (4)
woul d | ead a person skilled in the art away from using
pol yt etrafl uor oet hyl ene conpositions, whatever their
nmol ecul ar wei ght may be. Instead, silicone is
preferred, in particular for achieving inprovenent in
bot h penetration and extraction forces in the skin to
cl ose a wound by using an automatic type stapling
instrument. The janmm ng problem of the stapler is not
addressed, however, in this docunent. On the contrary,
silicone is regarded as a suitable material, although
it was previously thought that silicone coating
materials mght stick in automated instrunments used to
set the staples. Therefore, there cannot be any
suggestion in docunment (4) that Teflon should be

repl aced by anot her fluorocarbon polyner materi al
having a | ower nol ecular weight, in order to reduce the

j amm ng problem of the stapling instrunent.
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I n docunent (3) the problem addressed is that the
surgical staples tend to nove sideways on one anot her
and bi nd because the grooves of the stapling instrunent
are too |l arge when used wth staples nade fromvery
smal | diameter wire. To overcone these difficulties,
the staples nmay be coated wi th non-absorbabl e,
surgically acceptable materials, such as

pol ytetrafl uoroethylene, for inplantation within the
body. However, these materials are |ess favoured by the
medi cal profession because they may form particles
which mgrate wwthin the body and the long termresult
of such mgration of a nunber of particles is unknown.
For this reason, absorbable and biol ogically degradabl e
plastic materials are preferred. Therefore, not only
the staple tw sting probl em addressed in docunent (3)
is different fromthe anvil jamm ng problemset in the
patent in suit, but also this docunent clearly teaches
away from using pol ytetrafl uoroethylene in general,

i.e. of any nol ecul ar wei ght.

Fromthe foregoing, it results that w thout an ex-post
facto analysis, the skilled person could not find in
the prior art docunents any suggestion to coat surgica
staples with a | ow nol ecul ar wei ght fl uorocarbon
polynmer material in the range of from2 000 to 50 000

to solve the problem stated above.

It is true that, as submtted by the Appellant, the
superiority of VWdax over Teflon is not clearly shown
in the patent specification, as the exanples given in

t he description do not conpare VWydax with Teflon as far
as the jamm ng problemis concerned. However, the

Appel I ant on whom the onus of proof rests has not shown
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either convincingly that the anti-jammng effects were
not in fact obtained. It is established (T 219/83, QJ
EPO 1986, 211, Headnote I) that if an Opponent fails to
prove his point because there is controversy which the
EPO is unable to resolve, the Patentee should be given
the benefit of the doubt. Therefore, the unsupported

al  egati ons nmade by the Appellant are not sufficient to
counter the presunption that a known material was used
in a new and non-obvi ous manner to take advantage of a
new beneficial effect. Neither is it sufficient to
assert that an invention can be carried out on the sole
basis of the common general know edge of a person
skilled in the art. Sonme sort of incentive to try the

i nvention nust be found out froma docunent. In the
present case, such a suggestion was not present in any
of the prior art docunents involved in the proceedi ngs.

3.5 For all these reasons the subject-matter of claiml
i nvol ves an inventive step within the neaning of
Article 56 EPC. As a consequence, the other clains

dependent therefrom can al so stand.

Or der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chair man:
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S. Fabi ani H. Sei denschwar z
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