The opinion in support of the decision being entered today was not
witten for publication and is not binding precedent of the Board.
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DECI SI ON ON APPEAL

This is a decision on appeal fromthe exam ner's final
rejection of clainms 1 through 17 and 27 through 31, which are
all of the clainms remaining in the application. Cains 18

t hrough 26 and 32 through 36 have been cancel ed.

As noted on page 1 of the specification, appellants’
invention relates to surgical inplants or prostheses (e.g.,

breast inplants), and nore particularly to a filler nmateri al
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for inplants conprising a flexible shell enclosing a filler
mat erial and inplants containing the filler material.

| ndependent clainms 1, 7, 9, 12, 27 and 30 are representative
of the subject matter before us on appeal and a copy of those
clains, as reproduced fromthe Appendix to appellants’ brief,

is attached to this decision.

The sole prior art reference of record relied upon by the
examner in rejecting the appealed clains is:
Destouet et al. (Destouet) 4,995, 882 Feb. 26,

1991

Clains 9 and 30 stand rejected under 35 U S.C. § 112,
first paragraph, as being based on a specification which fails
to provide an adequate witten description of the invention.
According to the exam ner (answer, page 4), appellants have
failed to define standard nammogr aphi ¢ procedures, intensities

and exposure tines.

Clainms 9 and 30 additionally stand rejected under 35
US C 8 112, second paragraph as being indefinite for failing
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to particularly point out and distinctly claimthat which
appel lants regard as their invention. As indicated on page 4
of the answer, it is the examner's view that,

[With respect to clains 9 and 30, there is no

basis for "standard nmammogr aphi ¢ procedures,

intensities and exposure tines."

In addition to the foregoing rejections, clains 1 and 12

stand rejected under 35 U. S.C. 8 102(b) as anticipated by or
in the alternative, under 35 U.S.C. 8§ 103 as obvi ous over

Dest ouet .

Claims 2 through 11, 13 through 17 and 27 through 31
stand rejected under 35 U . S.C. 8§ 103 as bei ng unpatentabl e
over Destouet in view of appellants’ own specification (page

6, |lines 4-20).

Rather than reiterate the examner's full statenent of
t he above-noted rejections and the conflicting viewoints
advanced by the exam ner and appell ants regardi ng those
rejections, we nmake reference to the exam ner's answer (Paper

No. 17, mailed January 7, 1997) for the exami ner's conplete
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reasoning in support of the rejections, and to appellants’
brief (Paper No. 15, filed Septenber 30, 1996) and reply brief
(Paper No. 18, filed March 7, 1997) for the argunents

t her eagai nst .

OPI NI ON
In reaching our decision in this appeal, we have given
careful consideration to appellants' specification and cl ai s,
to the applied prior art reference, and to the respective
positions articul ated by appellants and the exam ner. As a
consequence of our review, we have nmade the determ nations

whi ch foll ow

We turn first to the examner's rejection of appeal ed
claims 9 and 30 under 35 U . S.C. 8§ 112, first paragraph, which
rejection is based upon the witten description requirenent of
the first paragraph of 8§ 112. In general, the test for
determ ning conpliance with the witten description
requi renent of 8 112 is whether the disclosure of the
application as originally filed reasonably conveys to the
artisan that the inventor had possession at that tine of the
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| ater clainmed subject matter, rather than the presence or
absence of literal support in the specification for the claim

| anguage under consideration. See WAng Laboratories Inc. v.

Toshi ba Corp., 993 F.2d 858, 865,

26 USPQ2d 1767, 1774 (Fed. Cir. 1993); Vas-Cath Inc. v.

Mahur kar, 935 F.2d 1555, 1556, 19 USPQ2d 1111, 1117 (Fed. GCr

1991); see also In re Kaslow, 707 F.2d 1366, 1375, 217 USPQ

1089, 1096 (fed. Cir. 1983).

In this particular instance, after considering
appel l ants' di sclosure as a whole and recogni zi ng that the

cl ai med subject nmatter does not need to be described in haec

verba in the specification in order for the specification to
satisfy the witten description requirenent, it is our opinion
that the originally filed specification provides adequate
support for the invention claimed. |In particular, we note
that while the exact "standard mammogr aphi ¢ procedures,
intensities and exposure tines" are not set forth in the
specification, we share appellants’ view that one skilled in
this particular art at the tinme of appellants’ invention would
have under st ood what the standard manmographi ¢ procedures,
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intensities and exposure tines were intended to be for a

st andard mammogr aphy exam nation of a normal (i.e., natural)
human breast. The applied Destouet patent itself (in col. 2)
di scl oses that mamography is best perforned at |ow X-ray
energies and with a phototiner placed beneath the filmscreen
cassette that automatically term nates each exposure when
sufficient X-rays have been transmtted to yield an
appropriately darkened film after devel opnment. Moreover, we
al so note the patent of record to Scott P. Bartlett et al.
(U . S. Patent No. 5,391,203, filed Apr. 13, 1992), which patent
(tn col. 9) refers to radi ographic nmethods known to those of

ordinary skill in the art and described in Plastic and Recon.

Surgery 84:722 (1989). As noted in In re Buchner, 929 F.2d

660, 661, 18 USPQ2d 1331, 1332 (Fed. Cr. 1991), the

speci fication need not disclose what is well-known to those
skilled in the art and preferably omts that which is well-
known to those skilled in the art and already available to the
public. Thus, like appellants, we consider that the subject
matter of clainms 9 and 30 on appeal is reasonably supported by
the original disclosure of the application and that these
clains and the disclosure neet the requirenents of 35 U S.C. §
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112, first paragraph. Accordingly, we will not sustain the
examner's rejection of clainms 9 and 30 under 35 U.S.C. § 112,

first paragraph.

Turning next to the examner's rejection of clains 9 and
30 under 35 U.S.C. 8§ 112, second paragraph, it follows from
our determ nation above that we do not share the examner’s
view that there is no basis for "standard manmographic
procedures, intensities and exposure tinmes." @Gven that
st andard mammogr aphi ¢ procedures, intensities and exposure
times were known to those skilled in the art at the tinme of
appel l ants’ invention, we are of the view that appellants do
particularly point out and distinctly claimthat which they
regard as their invention in clains 9 and 30 on appeal and it
is our opinion that the scope and content of the subject
matter enbraced by appellants' clainms 9 and 30 on appeal (as
it regards standard manmographi ¢ procedures, intensities and
exposure times) is reasonably clear and definite. For that
reason, we wll not sustain the examner's rejection of
appel lants' clains 9 and 30 on appeal under 35 U . S.C. § 112,

second par agr aph.
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We next ook to the examner's prior art rejections of
the appealed clains, turning first to the rejection of clains
1 and 12 under 35 U.S.C. 8§ 102(b) as being anticipated by

Dest ouet . I n
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this regard, we will sustain the examner’'s rejection of
i ndependent claim 12 based on Destouet, but not the rejection

of i ndependent claim 1.

Wiile it is true that Destouet broadly discloses that any
bi oconpati ble triglyceride having an effective atom c nunber
of 5.9 can be used as a filler material in a silicon envel ope
for breast inplants, this patent only specifically describes
natural ly occurring peanut oil and sunflower seed oil as
exanples of suitable filler materials. There is nothing in
t he Destouet patent that specifically recognizes the existence
of bioconpatible synthetic triglycerides |like those clained by
appellants in claim1l on appeal or which teaches or suggests
t he use of bioconpatible synthetic triglycerides as a filler
material in a surgically inplantable prosthesis. Since
Dest ouet does not sufficiently describe or adequately teach a
filler material for a surgically inplantable prosthesis
wherein said filler material conprises a bioconpatible
synthetic triglyceride, this patent does not place the public

i n possession of any such cl ai med subject natter and we nust
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therefore refuse to sustain the examner’s rejection of claim

1 under 35 U.S.C. § 102(b).
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Wth regard to claim 12 on appeal, we reach a different
result. Claiml1l2 is directed to a surgically inplantable
prosthesis containing any filler material that is "capable of
bei ng provided in a range of viscosities thereby permtting
the filler material to have a selectable viscosity." It is
the exam ner’s position (answer, page 7) that the
triglycerides of Destouet are "clearly capabl e of being
provided in a range of viscosities.” W agree with the
exam ner. Peanut oil and sunflower seed oil that may be

subj ected to different processing paraneters or provided with

sonme form of thickening agent are inherently "capable of being
provided in a range of viscosities" (enphasis added), thus

permtting themto be produced with a sel ectable viscosity.

In a case such as this, where there is a reasonabl e basis
to conclude that a given property or characteristic for
establishing novelty in the clained subject matter may, in
fact, be an inherent characteristic of the prior art product,
it 1s incunmbent upon appellants to prove that the prior art
products do not in fact possess the characteristics relied

upon. See In re Spada, 911 F.2d 705, 708, 15 USPQ2d 1655,
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1658 (Fed. Cir. 1990); In re Fitzgerald, 619 F.2d 67, 70 205

USPQ 594, 596 (CCPA 1980); In re Best, 562 F.2d 1252, 1254-55,

195 USPQ 430, 433 (CCPA 1977); Ln_
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re dass, 474 F.2d 1015, 1019, 176 USPQ 529, 532 (CCPA 1973);

In re Ludtke, 441 F.2d 660, 664, 169 USPQ 563, 566 (CCPA 1971)

and In re Swinehart, 439 F.2d 210, 213, 169 USPQ 226, 229

(CCPA 1971). Appellants have provided no evidence or
convincing line of reasoning which establishes that the
triglycerides of Destouet |ack the capability attributed to
them by this panel of the Board and by the exam ner in the
earlier Ofice actions. Thus, appellants have not satisfied
their burden of proof in attenpting to overconme the rejection
of claim 12 under 35 U S.C. 102(b) based on Destouet and the

examner’s rejection of claim12 wll therefore be sustained.

As for the exam ner’'s rejection of claim 12 under 35
U S.C. 8 103 based on Destouet, we will also sustain this
rejection, given that anticipation or |ack of novelty is the

ultimate or epitome of obviousness. See In re Fracal ossi, 681

F.2d 792, 794, 215 USPQ 569, 571 (CCPA 1982) and ln re

Pearson, 494 F.2d 1399, 1403, 181 USPQ 641, 644 (CCPA 1974).

Regardi ng the exam ner’s rejection of claim21 under
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35 U S.C. 8 103 based on Destouet alone, we wll not sustain
this rejection. Stated sinply, the exam ner has not set forth

a prima facie case of obviousness. As was urged by appellants

on pages 10-12 of the brief, the nmere fact that a clai ned

speci es or subgenus may be enconpassed by a prior art genus is

not sufficient by itself to establish a prima facie case of

obvi ousness. See In re Baird, 16 F.3d 380, 382, 29 USPQd

1550, 1552 (Fed. Cir. 1994) and In re Jones, 958 F.2d 347

350, 21 USP2d 1941, 1943 (Fed. Gr. 1992). 1In this regard,
we direct the examner’'s attention to 8 2144. 08 of the Manual

of Patent Exam ning Procedure (MPEP).

Wth respect to the examner’'s rejection of clains 2
through 11, 13 through 17 and 27 through 31 under 35 U.S.C. 8§
103 as bei ng unpat entabl e over Destouet in view of appellants’
own specification (page 6, lines 4-20), in addition to
poi nting out that Destouet (col. 3, lines 8-26) discloses an
inmplant filled with any bioconpatible triglyceride, it is the
exam ner’s position that

[a] pplicant [sic] adm ts that changing the
vi scosity by reacting pure, fully saturated

fatty acids of the desire carbon length with
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purified glycerol in an esterification reaction

is well known. (See page 6, |ines 4-20.)
Therefore, it would have been obvious to one of
ordinary skill in the art to have used the

synthetic triglycerides produced by these old
and well known nethods in the inplant of

Dest ouet et al. since Destouet et al.
specifically discloses using any bioconpatible
triglyceride.
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Li ke appellants (brief, pages 12-15), we are of the
opi nion that the exam ner has entirely m sconstrued the scope
of the appellants’ adm ssion on page 6 of the specification.
Wi |l e appell ants do concede that triglyceride conpositions
i ke those of the invention "can be prepared using standard
nmet hods known to those skilled in the art such as by reacting
pure, fully saturated fatty acids of the desired carbon |ength
with purified glycerol in an esterification reaction” and that
the resulting triglycerides are purified fromthe reaction
m xture by known techniques to provide a pure, non-
contam nated triglyceride, they have in no way admtted that
changi ng the viscosity to be that which is disclosed and
claimed in the present application is known in the art to be
achi evabl e by any such nethod, as has been suggested by the
exam ner. Nor has the exam ner put forth any factual basis to
support a conclusion that any of the other characteristics set
forth in the clains subject to this rejection are known in the
art or would have been the natural result flow ng from
produci ng a synthetic triglyceride by using the admttedly old
process nentioned by appellants. For these reasons, we wll
not sustain the examner’s rejection of clainms 2

16
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t hrough 11, 13 through 17 and 27 through 31 under 35 U.S.C. 8§
103 as bei ng unpat ent abl e over Destouet in view of appellants’

own specification (page 6, |ines 4-20).

To summari ze our decision, we note that the exam ner's
rejections of clains 9 and 30 under 35 U.S.C. § 112, first
paragraph, and of clains 9 and 30 under 35 U S.C. § 112,
second paragraph, have not been sustained. The exam ner’s
rejection of clains 1 and 12 under 35 U. S.C. § 102(b)/§ 103
has been sustained with regard to claim 12, but not as to
claim1l. The examner's rejection of appealed clains 2
through 11, 13 through 17 and 27 through 31 under 35 U.S.C. 8§
103 as bei ng unpat ent abl e over Destouet in view of appellants’
own specification (page 6, |ines 4-20) has al so not been

sust ai ned.

In addition to our determ nations above, we find it
necessary to REMAND this application to the exam ner for a
consi deration of whether or not a rejection of the clains on
appeal woul d be appropriate under either or both 35 U S.C. 8§
112, first paragraph, as being nonenabling, and/or 35 U S.C. 8§
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112, second paragraph, as being indefinite. Qur concern here
is that we find no clear basis upon which to select a given
viscosity for the filler material or the inplant as a whol e
based on providing a tactile response that is "substantially
the equivalent of the tactile response of a normal human
breast."” Appellants apparently intend to enconpass a
viscosity range of "greater than about 30 cps" (claim?2), and
nore specifically preferably of between about 10,000 cps and
about 50,000 cps, in a tenperature range of between about 32EC
and about 40EC (specification,

page 8). However, with regard to the filler material itself
we find no criteria for determ ning a conversion between
tactil e response and viscosity, while for the breast inplant
and/ or prosthesis claimed we find no consideration of other
factors which affect the tactile response, |ike the materi al
fromwhi ch the envel ope is made, the thickness of such

envel ope material or the degree of filling of the envel ope.
Nor do we have any standards given to determ ne exactly what

is a tactile response that is substantially the equival ent of

the tactile response of a normal human breast, as set forth in
a nunber of the clainms on appeal and in appellants’
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specification. In this regard we note that the tactile
response of a normal human breast is itself a variable
quantity depending on factors such as the age of a patient,
breast size, fitness level of the patient, etc., and this is
before we further qualify the tactile response by indicating
that it need only be "substantially the equivalent” of the

tactile response of a normal human breast. See, for exanpl e,

Ex parte Brummer, 12 USPQd 1653, 1655 (Bd. Pat. App. & Inter.

1989) .
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Wth regard to clains 7, 9, 10 and 12 through 14 we
additionally invite the examner’s attention to U. S. Patent
No. 5,407,445 (cited by appellants in the IDS filed June 19,
1995) wherein a bioconpatible filler material for breast
inplants is disclosed which has variable viscosity, inproved
radi ol ucency close to that of normal breast tissue, and is
said to be simlar in consistency and feel to the natural
human breast.

It follows fromthe foregoing that the decision of the

exam ner is affirmed-in-part.
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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 and REMAND

ANDREW H. METZ
Adm ni strative Patent Judge

BOARD OF PATENT

CHARLES E. FRANKFORT APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

DOUGLAS W ROBI NSON
Adm ni strative Patent Judge

N N N N N N N N N N N N N N

CEF/ sl d
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d ai ns

1. Afiller material for a surgically inplantable
prosthesis conprising a bioconpatible synthetic triglyceride.

7. A breast inplant containing a bioconpatible filler
mat eri al having a viscosity providing a tactile response
substantially the equivalent of the tactile response of nornmal
human breast .

9. The breast inplant of claim7 wherein the filler
mat erial is radiolucent under standard mammographi ¢ procedure.

12. A surgically inplantable prosthesis containing a
filler material capable of being provided in a range of
vi scosities thereby permtting the filler material to have a
sel ectabl e viscosity.

27. A breast inplant conprised of a filler materi al
within a flexible envelope, the filler nmaterial being a
synthetic triglyceride having a viscosity providing the
tactil e response substantially the equivalent of the tactile
response of a normal human breast.

30. The breast inplant of claim27 wherein the filler

material is radiolucent under standard nmamographic
procedures, intensities, and exposure tines.
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