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Summary of Facts and Subm ssi ons
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Eur opean patent application No. 92 106 241.0
(publication No, 0 508 452) was refused by decision of
the Exam ning Division issued on 2 Decenber 1996, in
particular on the grounds that the subject-matter of
claim1 according to the main request | acked novelty
and inventive step having regard to the disclosure of
docunent (1) US-A-4 932 960.

The reasons for the refusal were essentially that the
wording of claiml only differed fromdocunent (1) by a
paraneter (total mass |ess than 4 ng per transverse
mllimeter) which, however, was inplicitly disclosed by
sai d docunment and that its selection for nmaking

surgi cal fasteners was considered as a nere

optim zation lying wwthin craft skills w thout
requiring any inventive activity.

The appel | ant | odged an appeal against the first

i nstance's decision and paid the appeal fee on

3 February 1997. A statenent of grounds was filed on
7 April 1997.

The appel | ant requested that the decision under appea
be set aside and that the patent application go forward
on the basis of claim1 in accordance wth proposal B
(main request) or go forward with claim11 in accordance
with proposal A (auxiliary request) both filed with
letter of 5 Novenber 1996. The deci sion under appeal is
based on these two requests. As a further auxiliary
request, that oral proceedi ngs be arranged.

Inits statenent of grounds of appeal the appell ant
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argued essentially that the characterising feature of
claim1l1l in suit was not specifically nentioned in
docunment (1). Instead, the surgical fastener described
in this docunent appeared to be about 25% nore bul ky
than the bul ki est fastener permtted by claim 1.

Mor eover, since docunent (1) recited the best node
enbodi nent according to a US patent practise, the
skill ed person woul d never have seriously contenpl ated
slinmm ng the known fastener to the extent required by
claim1l. Therefore, the subject-matter of claim1l was
nei t her suggested by the disclosure of docunent (1).

Claim1 under appeal (main request) reads as follows:

"A two-part bi oabsorbabl e surgical fastener conprising:
(a) a fastener nmenber (100) conprising

(i) a backspan (101) defining a transverse
axi s;

(ii) at least two substantially parall el
prongs (104) extending substantially perpendicularly
from sai d backspan; and

(b) a retainer nmenber (202) having

(1) a base (204)

(ii) at least two columar nenbers (206),
each col umar nenber having an aperture (212) adapted
to receive a respective one of the fastener prongs,
and, when engaged on tissue, being effective to achieve
henostatis; and wherein:

t he backspan (101) has transversel y-projecting
extrusions (102) to inprove henostatis;

each of the prongs (104) has at | east one barb
(106) which projects froman edge of the shank (120) of
the prong at the distal end of the prong;

each of the prongs (104) is supported by a
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triangular buttress (108) disposed between the backspan
and the shank of the prong; and

each of the columar nenbers has an expansi on sl ot
(208) to permt transverse expansion of the said
aperture when the barb of the correspondi ng prong
enters the retai ner nenber;

t he fastener nenber being obtai nable by nol di ng:
the fastener being characterised in that:
said fastener nenber and retai ner nenber when engaged
have a total mass of |ess than 4 ng per transverse
mllimeter of the overall transverse dinension of the
fastener."

Reasons for the Deci sion

1. The appeal is adm ssible.
2. Cl osest prior art and novelty (nmain request)
2.1 The two-part bi oabsorbabl e surgical fastener according

to the invention conprises a fastener to be inserted by
penetration into an interlocking retainer, with body
tissues interposed therebetween. In the patent
application two enbodi nents of preferred surgica
fasteners A and B are proposed, which differ from each
ot her only by the | ongitudinal dinension of their
respective fastener prongs (cf. application, page 5).
In the follow ng paragraph referred to as "Exanple" a
conparison is nade between the preferred "fastener A"
and other prior art "Control fasteners" known fromthe
appellant at the tinme the invention was nade.

0987.D Y A



2.2 Docunent (1) originates fromthe sane applicant and
sane inventors as in the present application. The
drawi ngs are identical and use the sanme coordinate
system identified by arrows X, Y, Z In colum 5 of
said docunent it is specified that surgical fasteners
of the type described therein may be of any size
appropriate to their function of fastening body tissue.
As an exanple, a preferred enbodinent is given with
di mensi ons in inches.
2.3 In the follow ng table a conparison is nmade between
di nensi onal features (converted into mllineters) of
the fasteners and retainers according to, respectively,
the prior art "Control fasteners", the fastener A of
the present invention and the fastener according to
docunent (1). The total mass per transverse mllineter
Is given by the ratio: total mass / transverse
di mensi on.
X Y z Total mass
Transver se | ongi t udi nal | at eral and total
nmass per
transverse
mllimeter
Prior art Fast ener 6,2 33,8 ngy
" Cont r ol prongs 5,6 5.1 ng/ mm
f ast eners” r et ai ner 6,6 ? (33,8/6, 6)
| nventi on Fast ener 4,85 18,2 ny
"Fastener A" | prongs 5,64 3,52 nmg/ mm
ret ai ner 5,15 0,76 (18, 2/ 5, 15)
0987.D L
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Docunent (1) | Fastener 4,10 ?
Fast ener prongs 3,78
retainer 5,10 2,66 1,14
2.4 When conparing the "Control fasteners” with fastener A

0987.D

it appears that a reduction in the total mass per
millimeter from5,1 ng/mmto 3,52 ng/mMmis actually
obtained wth the fasteners according to the invention,
i n accordance with the purpose set in the present
application although the |ateral dinensions of the
prior art fasteners are not specified.

Docunent (1) discloses all the features contained in
the precharacterising portion of claiml1 in suit.
However, there is no nention of any mass. Therefore,
the features in the characterising portion are not
explicitly disclosed in docunment (1).

The question then to be answered i s whether

docunent (1) inplicitly discloses these features. A
conpari son between the two | ast fasteners of the above
tabl e shows that the transversal and | ongitudina

di mensi ons of the fastener of docunent (1) are slightly
| ess than the correspondi ng di nensions of the

fastener A of the invention. Since both surgica
fasteners are nade of the sane material, the Exam ning
Division arrrived at the conclusion that both fasteners
have approxi mately the sane total mass.

Thi s concl usi on, however, neglects the fact, that the
fasteners are three-di nensional bodies of which the

vol umes have to be conpared. Having this in mnd, the
tabl e above further shows that the |lateral dinension of
the fastener according to docunent (1) (1,14 nm is
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wel | above (+50% the |ateral dinension of fastener A
(0,76 nm. But, as was seen before, since the two other
di mensi ons of the known fastener are snaller than the
correspondi ng di nensi ons of fastener A, the total nmass
of the known fastener in relation to that of fastener A
cannot be assessed with certainty.

Fromthe foregoing, it results that the mass of
fastener (1) cannot be derived from docunent (1)

di rectly and unanbi guously. As a consequence, the
characterising feature of claim1l according to which
"fastener nenber and retai ner nenber when engaged have
a total mass of |less than 4 ng per transverse

mllimeter of the overall transverse di nension of the
fastener”, is not inplicitly disclosed by docunent (1)
ei t her.

Therefore, the subject-matter of claim1 is novel
within the neaning of Article 54(2) EPC.

I nventive step (main request)

The probl em underlying the present invention is to
provide a two-part bioabsorbable surgical fastener
having a nass as reduced as possible so as to mnimnmze
the foreign matter introduced to the body and to
facilitate absorption thereof w thout detrinentally
affecting the efficacy of the fastener in achieving
henostasis (cf. page 2, lines 53 to 57 and page 4,
lines 51 to 52). The solution is given in particular by
the characterising feature of claim1l by which the
subject-matter thereof is distinguished fromthe

di scl osure of docunent (1).
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Docunent (1) is not only silent about any mass

i ndi cation but does not suggest that a fastener having
a reduced mass should be ained at either. The probl em
upon whi ch docunent (1) is based was rather to provide
a fastener which permts elastic expansion of the
retainer in the lengthwi se direction (cf. colum 2,
lines 17 to 19). Although it is desirable to have a
staple which is as narrow as possible, a lower |imt is
i nposed by the nmechanical resistance required. This
lower Iimt is referred to in the table above by a
retai ner having a | ateral dinmension of 1,14 nm

(0,045 inch) which, according to the Board, is to be
considered as a lower limt value that the skilled
person certainly woul d have not exceeded.

The first instance's argunent that a person skilled in
the art would have slinmed the fastener disclosed in
docunent (1) in order to solve the problemset in the
present application is not accepted because

docunent (1) does not give any hint in this respect.
The present invention reduces the lower Iimt value for
the lateral dinmension to 0,76 nmfor both fasteners A
and B. This value is about half the mninmal value
recomended by docunent (1). Therefore, there is no
reasonabl e basis for the assunption that the range for
total mass per transverse mllineter of the known
surgi cal fastener according to docunment (1) m ght
overlap with the range as clained, i.e. |less than

4 ng/ mMm

For these reasons the Board is satisfied that the
characterising feature of claim11 according to the main
request is not suggested by the disclosure of

docunent (1) either. Therefore, the subject-matter of
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claiml1l is inventive within the neaning of Article 56
EPC

4. Since the main request is acceptable, the other
auxiliary requests need no further consideration by the
Boar d.

5. The dependent clains and the description do not yet
take into account the anmendnents nmade to claiml
according to the main request. The Board, therefore,
makes use of the power conferred upon it by

Article 111(1) EPC and remts the case to the Exam ni ng
Division for further prosecution.

O der

For these reasons it is decided that:

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

2. The case is remtted to the Exam ning Division for
further prosecution on the basis of claim1 according
to the main request (proposal B filed with |etter dated
5 Novenber 1996).

The Regi strar: The Chai r man:

S. Fabi ani W D. Wi R}
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