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DECI S| ON ON APPEAL

Kat herine S. Tweden et al. appeal fromthe final
rejection of clainms 1 through 20, all of the clains pending in
the application. W affirmin-part.
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The invention relates to “bi oconpati bl e annul opl asty
prost heses that are resorbed by the patient foll ow ng
i npl antation” (specification, page 1). Cains 1 and 14 are
illustrative and read as foll ows:

1. An annul optlasty prosthesis for use in renodeling a
di seased annul us of a natural heart valve, consisting
essentially of a bioconpatible, resorbable nenber that is
si zed and shaped to extend about at |east a substanti al
portion of the circunference of said annul us, wherein,
foll ow ng surgical inplantation, said nmenber is resorbed at a
rate allow ng regeneration of reinforcing tissue in said

annul us.

14. A nethod for treating a patient having a di seased or
defective heart valve, conprising:

a) providing the annul opl asty prosthesis of claim1; and
b) surgically inplanting said annul opl asty prosthesis in

the heart of said patient.

THE PRI OR ART

The references relied upon by the exam ner to support the

final rejection are:

Carpentier et al. (Carpentier) 4,055,861 Nov. 1, 1977
Ross et al. (Ross) 4,343, 048 Aug. 10, 1982
Duran (Duran ‘021) 5, 258, 021 Nov. 2, 1993
Buscem et al. (Buscem) 5, 464, 450 Nov. 7, 1995
Duran (Duran ‘297) 5, 489, 297 Feb. 6, 1996
Reinmol d et al. (Reinold) 5,584, 879 Dec. 17, 1996

THE REJECTI ONS
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Caims 1, 2, 4, 5, 7, 11, 14, 16, 19 and 20 stand
rejected under 35 U . S.C. § 102(b) as being anticipated by, and
in the alternative under 35 U.S.C. § 103(a) as being
unpat ent abl e over, Duran *‘021.

Claims 1, 2, 4, 5, 7, 11, 14, 16, 19 and 20 stand
rejected under 35 U.S.C. § 103(a) as bei ng unpatentabl e over
Duran 021 in view of Reinold.

Clainms 3, 15 and 17 stand rejected under 35 U S.C. §
103(a) as being unpatentable over Carpentier in view of Duran
*021.

Claim 6 stands rejected under 35 U.S.C. § 103(a) as being
unpat ent abl e over Duran ‘021 in view of Ross.

Clainms 8 through 10 and 18 stand rejected under 35 U.S. C
8 103(a) as being unpatentable over Duran ‘021 in view of
Duran ‘ 297.

Clains 12 and 13 stand rejected under 35 U S.C. § 103(a)
as bei ng unpatentable over Duran ‘021 in view of Buscem.

Attention is directed to the appellants’ main and reply
briefs (Paper Nos. 16 and 18) and to the exam ner’s answer

(Paper No. 17) for the respective positions of the appellants
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and the examner with regard to the nerits of these
rejections.

Dl SCUSSI ON

| . Grouping of clains

On pages 3 and 4 in the main brief, the appellants set
forth the follow ng grouping of clainms: clainms 1 through 5, 7
through 13 and 17; claim®6; clains 14 through 16, 19 and 20;
and claim 18. Therefore, and in accordance with the argunents
advanced in both briefs, clains 2 through 5, 7 through 13 and
17 shall stand or fall with claim1, claim®6 shall stand or
fall alone, clains 15, 16, 19 and 20 shall stand or fall wth
claim 14 and claim 18 shall stand or fall al one.

[I. The 35 U.S.C. 8 102(b) rejection of claim1 as being

antici pated by Duran ‘021

Duran ‘021 discl oses signoid val ve annul opl asty rings or
stents for “permanent inplantation . . . in the annul us of
human si gnoid val ves (aortic or pulnonary) to renodel them so
as to make the val ve conpetent and avoid its replacenent with
an artificial heart valve” (colum 1, lines 7 through 11).
The rings/stents nay conprise “bioconpatible solid netal

single wire, plastic or reabsorbable polynmer structure”
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(colum 3, lines 67 and 68), the latter being “reabsorbed by
the organismafter a certain tinme after their inplantation”
(colum 6, lines 5 and 6). O particular interest is Duran's
t eachi ng that

[flor inplantation the stent [or ring] 1 is
covered with bioconpatible cloth. 1In this regard
bi oconpati ble cloth conprises a fabric nmesh of
bi oconpati ble material, preferably polyester
(pol yacetate) fabric. The use of such bioconpatible
fabric mesh to encl ose various plastic or netal
menbers which are subsequently surgically inplanted
in the human body is well known in the art. As is
further known, after inplantation into the human
body, an ingrowh of fibrous tissue usually fornms in
the interstitial spaces of the fabric, and
endothelial cells cover the fabric to provide a
nont hr onbogeni ¢ aut ol ogous surface [colum 6, |ine
60, through colum 7, line 3].

Anticipation is established only when a single prior art
reference discloses, expressly or under principles of

i nherency, each and every el enent of a clainmed invention. RCA

Corp. v. Applied Digital Data Sys.. Inc., 730 F.2d 1440, 1444,
221 USPQ 385, 388 (Fed. Cir. 1984). It is not necessary that
the reference teach what the subject application teaches, but
only that the claimread on sonething disclosed in the
reference, i.e., that all of the [imtations in the claimbe

found in or fully met by the reference. Kalman v. Kinberly
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dark Corp., 713 F.2d 760, 772, 218 USPQ 781, 789 (Fed. Grr

1983), cert. denied, 465 U. S. 1026 (1984).

The appel lants’ position that the subject matter recited
inclaiml is not anticipated by Duran ‘021 (see pages 4
through 11 in the main brief and pages 3 through 5 in the
reply brief) essentially rests on two |ines of argunent
focusing on the “resorbable” and “consisting essentially of”
limtations in the claim The first argunent is that Duran
*021 discloses an annul opl asty ring which is permanent as
evi denced by Duran’s teaching of permanent inplantation,
rat her than one which is “not permanent in nature since it is
resorbed over tine” (main brief, page 6). The second argunent
is that Duran 021 requires the annul oplasty ring disclosed
therein to have a cloth covering which is both (1)
inconsistent with the “resorbable” nature of the clained ring
and (2) excluded by the “consisting essentially of”
transitional phrase in claim1l. Neither of these argunents is
per suasi ve.

Turning first to the “consisting essentially of”
limtation, it is well settled that this transitional phrase

renders a claimopen only for the inclusion of unspecified
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el enents which do not materially affect the basic and novel
characteristics of the clained invention. Seeln re

Janaki rama- Rao, 317 F.2d 951, 952, 137 USPQ 893, 894 (CCPA

1963); Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948). 1In

this light, and as conceded by the exam ner, claim1 excludes
cloth covers of the sort disclosed by Duran *‘021. Mor eover,
the fair teachings of this reference support the appellants’
interpretation that such covers are added to all of the
di sclosed rings or stents 1, including those nade of
reabsor babl e polyners, for inplantation. Nonetheless, to the
extent that the “consisting essentially of” limtation
excludes a cloth covering fromthe clainmed annul opl asty
prosthesis, it is net by the reabsorbable rings or stents 1
di scl osed by Duran ‘021 as they exist prior to being covered
with cloth for inplantation. It is not apparent, nor have the
appel l ants cogently expl ai ned, why these uncovered
reabsorbable rings or stents 1 do not constitute, either
expressly or under principles of inherency, annuloplasty
pr ost heses.

As for the “resorbable” limtation, it is not disputed

that the terns “reabsorbable” as used by Duran ‘021 and
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“resorbabl e” as used by the appellants have the sanme mneani ng.
Thus, the “resorbable” Iimtation in claiml is nmet by the
reabsorbable rings or stents 1 disclosed by Duran ‘021 as they
exist prior to being covered with cloth for inplantation.
Consi dered in context, the coments in Duran ‘021 relating to
permanent inplantation nerely nean that the annul opl asty rings
di scl osed therein are not intended to be renoved once
inplanted. It is the inplantation, and not the rings
t hensel ves, which are descri bed as being permanent. |n any
event, to the extent that the clai med annul opl asty prosthesis
has a non-permanent nature by virtue of the “resorbable”
limtation, the reabsorbable rings or stents 1 disclosed by
Duran ‘021 as they exist prior to being covered with cloth for
i npl antation al so have a non-permanent nature.

Thus, the appellants’ position that the subject matter
recited in claim1 defines over Duran ‘021 is unconvincing.
We shall therefore sustain the standing 35 U . S.C. § 102(h)
rejection of this claimas being anticipated by Duran *‘021.

We al so shall sustain the standing 35 U. S.C. § 102(h)
rejection of clainms 2, 4, 5, 7 and 11 as being anticipated by

Duran ‘021 since these clains stand or fall with claim1.
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[I1. The 35 U.S.C. 8 102(b) rejection of claim14 as being

antici pated by Duran ‘021

The argunents advanced by the appellants against the 35
U S C 8 102(b) rejection of method claim 14 as being
antici pated by Duran ‘021 are the sane as those advanced in
connection wwth claim1, and are simlarly unpersuasive. The
prosthesis providing step in claim14 finds response in
Duran’s provision of the reabsorbable rings or stents 1 as
they exist prior to being covered with cloth for inplantation,
and the prosthesis inplanting step in claim 14 finds response
in Duran’s inplantation step even though the reabsorbabl e
rings or stents 1 are covered wth cloth at this tine. The
“conprising” transitional phrase in claim 14 | eaves the claim
open for the inclusion of unspecified elenents. See PPG

| ndustries Inc. v. Guardian |Industries Corp., 156 F.3d 1351,

1354, 48 USP(R2d 1351, 1353-54 (Fed. Cir. 1998); Ex parte

Davi s, supra. Anmong such elements would be the step of

covering the prosthesis provided in the first step of the
claimbefore inplanting it in the second step.
Thus, the appellants’ position that the subject matter

recited in claim 14 distinguishes over Duran ‘021 is
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unconvi ncing. W shall therefore sustain the standing 35
US C 8 102(b) rejection of this claimas being anticipated
by Duran ‘021.

We al so shall sustain the standing 35 U . S.C. § 102(b)
rejection of clainms 16, 19 and 20 as being antici pated by
Duran ‘021 since these clainms stand or fall with claim14.

V. The 35 U.S.C. 8 103(a) rejections of clainse 1 and 14

It is well settled that |ack of novelty in clained
subject matter, i.e., anticipation, is the ultinate or epitone

of obviousness. See In re Fracalossi, 681 F.2d 792, 794, 215

USPQ 569, 571 (CCPA 1982)). Inasnuch as the subject matter
recited in clains 1 and 14 is anticipated by Duran ‘021, we
shall sustain the standing 35 U.S.C. 8§ 103(a) obvi ousness
rejections of these clains as being unpatentabl e over Duran
“021 alone or further in view of Reinold.

We al so shall sustain the standing 35 U.S.C. § 103(a)
rejections of clains 2, 4, 5, 7, 11, 16, 19 and 20 as being
unpat ent abl e over Duran ‘021 al one or further in view of
Rei nol d, the standing 35 U.S.C. § 103(a) rejection of clains
3, 15 and 17 as bei ng unpatentable over Carpentier in view of

Duran ‘021, the standing 35 U.S.C. § 103(a) rejection of

10
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clainms 8 through 10 as bei ng unpatentable over Duran ‘021 in
view of Duran ‘297 and the standing 35 U . S.C. § 103(a)
rejection of clains 12 and 13 as bei ng unpatentabl e over Duran
‘021 in view of Buscem since all of these clains stand or

fall with clains 1 and 14.

V. The 35 U . S.C. § 103(a) rejection of claim6 as being

unpat ent abl e over Duran ‘021 in view of Ross

Claim6 depends ultimately fromclaim1l and further
requires the resorbable nmenber to include a collar extending
therefromfor attachnent to the aortic conpl ex above the
comm ssures. The collar facilitates such attachnment and
contributes to a renpdeling of the aortic conplex (see page 22
in the underlying specification). The exam ner concedes (see
page 7 in the answer) that Duran ‘021 does not disclose such a
col | ar.

Ross discloses a netal stent 1 for supporting an aortic
repl acenent valve 17, the stent conprising a base ring 2 and
three legs 3, 4 and 5 extending therefrom Ross teaches that

when the stent has a valve installed therein and the

val ve is subjected to pressure conditions such as

those to which it would be subjected when installed

within a heart, the base ring should not deformto

any substantial extent. . . . [Rligidity of the

base ring is inportant to guard agai nst unnatural

11
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di stortion of the valve in use such as would inpair

proper sealing of the valve cusps [colum 2, |ines

25 through 32].

The exam ner has concluded that “[i]t woul d have been
obvious to one having ordinary skill in the art to have
utilized the collar [presumably base ring 2] of Ross et al.
with the resorbable prosthesis of Duran [’ 021] to increase the
structural integrity of the prosthesis” (answer, page 7). The
purpose and function of Ross’ collar (base ring 2), however,
have no appreci abl e rel evance to the annul oplasty rings or
stents disclosed by Duran ‘021. Thus, the appellants’
contention (see pages 15 and 16 in the main brief) that the
proposed conbi nation of Duran ‘021 and Ross rests solely on
i nperm ssi bl e hindsight is well taken.

Accordingly, we shall not sustain the standing 35 U.S. C
§ 103(a) rejection of claim®6 as being unpatentable over Duran

021 in view of Ross.

VI. The 35 U.S.C. 8 103(a) rejection of claim18 as being

unpat ent abl e over Duran ‘021 in view of Duran ‘' 297

Claim 18 depends ultimately fromclaim 1l and further

defines the resorbabl e nenber as being porous. This feature

12
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allows rapid clot stabilization and subsequent tissue ingrowh
(see pages 12, 15 and 17 in the underlying specification).

Implicitly conceding that Duran ‘021 | acks any teaching
that the reabsorbable stents or rings 1 disclosed therein are
porous, the exam ner has concluded (see page 5 in the answer)
that it would have been obvious to one of ordinary skill in
the art to enploy the resorbable materials disclosed by Duran
*297 (see colum 11, lines 45 through 67) in the rings or
stents 1 of Duran ‘021. According to the examn ner,
reconstituted coll agen, one of the resorbable materials
di scl osed by Duran ‘297, “is made of fibrils form ng an
irregul ar porous surface” (answer, page 11). The
appel l ants counter (see page 13 in the main brief and page 5
in the reply brief) that none of the resorbable materials
di scl osed by Duran ‘297, including reconstituted collagen, is
necessarily porous.

G ven the unsubstanti ated nature of the exam ner’s
finding that reconstituted collagen is porous and the
appel l ants’ chal l enge thereto, we are constrai ned to concl ude
that the exam ner has failed to advance the factual basis

necessary to support a conclusion that the subject matter

13
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recited in claim18 woul d have been obvious at the tine the
i nvention was made to a person having ordinary skill in the
art.

Therefore, we shall not sustain the standing 35 U S.C. §
103(a) rejection of claim 18 as bei ng unpatentabl e over Duran
‘021 in view of Duran *297.

SUMVARY

The deci sion of the exam ner:

a) toreject clainms 1, 2, 4, 5, 7, 11, 14, 16, 19 and 20
under 35 U.S.C. 8§ 102(b) as being anticipated by, and in the
alternative under 35 U.S.C. § 103(a) as being unpatentable
over, Duran *021 is affirned,

b) toreject clains 1, 2, 4, 5, 7, 11, 14, 16, 19 and 20
under 35 U.S.C. 8§ 103(a) as being unpatentable over Duran ‘021
in view of Reinold is affirned,

c) toreject clains 3, 15 and 17 under 35 U.S.C. § 103(a)
as bei ng unpatentable over Carpentier in view of Duran ‘021 is
af firnmed;

d) toreject claim6 under 35 U S.C. 8§ 103(a) as being
unpat ent abl e over Duran ‘021 in view of Ross is reversed;

e) toreject clainms 8 through 10 and 18 under 35 U.S.C.

14
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§ 103(a) as being unpatentable over Duran ‘021 in view of
Duran ‘297 is affirmed with respect to clains 8 through 10 and
reversed with respect to claim18; and

f) toreject clains 12 and 13 under 35 U. S.C. § 103(a) as
bei ng unpatentabl e over Duran ‘021 in view of Buscem is
af firnmed.

No period for taking any subsequent action in connection
with this appeal nay be extended under 37 CFR § 1.136(a).

AFFI RVED- | N- PART

HARRI SON E. McCANDLI SH, Seni or )
Adm ni strative Patent Judge )
)
)
)
) BOARD OF PATENT
LAVRENCE J. STAAB ) APPEALS
Adm ni strative Patent Judge ) AND
) | NTERFERENCES
)
)
)
JOHN P. McQUADE )
Adm ni strative Patent Judge )

JPM gj h
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