THL'S OPI NI ON WAS NOT__ WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the Board.

Paper No. 26

UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte LEO MARTIS, RON BURKE and DI RK FAI CT

Appeal No. 95-2970
Application No. 07/995, 106

ON BRI EF

Before WNTERS, WLLIAMF. SM TH and ROBI NSON, Adni nistrative
Pat ent Judges.

W NTERS, Adninistrative Patent Judge.

DECI S| ON ON APPEAL

Thi s appeal was taken fromthe exam ner's deci sion

rejecting clains 1 through 27 and 35 through 43. Cains 28

! Application for patent filed Decenber 22, 1992.
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t hrough 34 and 44 through 46, which are the only other clains
remai ning in the application, stand withdrawn from further
consideration by the examner as directed to a non-el ected
i nvention.

Clainms 1, 10, 35 and 41, which are illustrative of the
subj ect matter on appeal, read as foll ows:

1. A peritoneal dialysis solution conprising as osnotic
agents:

approximately 0.25 to about 4.0% (w v) pol ypeptides; and
approximately 0.5%to about 4.0% (W v) dextrose.

10. A peritoneal dialysis solution conprising a
pol ypeptide m xture as an osnotically active agent in an
osnotically effective anount, the pol ypeptide m xture
consi sting of:

not nore than approximtely 0.10% of pol ypepti des havi ng
a nol ecul ar wei ght of greater than 1200;

not nore than approxi mtely 25% of pol ypeptides having a
nmol ecul ar wei ght of |ess than 400; and

t he wei ght average of the pol ypeptide m xture being
wi thin the range of approximately 400 to about 900 dalt ons.

35. A peritoneal dialysis solution conprising as an
osnotic agent synthetic polypeptides that are approximately 4
to about 10 am no acids |ong and dextrose.
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41. A peritoneal dialysis solution conprising as one of
at | east two osnotic agents a pol ypeptide having the foll ow ng
am no acid conposition:

ASX 10.
GX 20.
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and including 50 to 150 ng of valine and 15 to 30 ny
trypt ophan per gm of pol ypepti de.

The references relied on by the exam ner are:

Steudle et al. (Steudle) 5,011, 826 Apr. 30, 1991
Kl ein 5, 039, 609 Aug. 13, 1991

The issues presented for review are: (1) whether the
exam ner erred in rejecting clains 10 t hrough 20 under
35 U.S.C. 8§ 103 as unpatentable over Klein; and (2) whether
the exam ner erred in rejecting clainms 1 through 9, 21 through

27 and
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35 through 43 under 35 U . S.C. 8§ 103 as unpatentabl e over the
conbi ned di scl osures of Klein and Steudle.

On consideration of the record, including appellants
Appeal Brief, Reply Brief and Supplenental Reply Brief, and
t he Exam ner's Answer and Suppl enental Answer, we reverse
these prior art rejections.

DI SCUSSI ON

As stated in the Appeal Brief, section V, "[a]ppellants
do not argue for the patentability of the dependent clains
apart fromthe independent clainms fromwhich they depend.” 1In
ot her words, for the purposes of this appeal, appellants group
t he i ndependent cl ains separately. Further, in section VI of
the Appeal Brief, appellants argue that (1) specific
limtations in the i ndependent clains are not described in the
prior art relied on by the examner; and (2) those |limtations
render the claimed subject matter unobvi ous over the prior
art. For exanple, see the Appeal Brief, paragraph bridging
pages 9 and 10.

In light of the foregoing, we find that this statenent in

the Exam ner's Answer, page 2, is clearly erroneous:
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The rejection of clains 1-27 and 35-43 stand or

fall together, as indicated by appellants[']

st at enent .

Where, as here, the exam ner has entered separate rejections
under 35 U. S.C. 8 103, and where the appellants have grouped
and argued the independent clains separately, the examner's
statenent that "[t]he rejection of clainms 1-27 and 35-43 stand
or fall together"” is manifestly incorrect. |n our

del i berations, we have revi ewed and consi dered each

i ndependent cl ai m separately.

Turning to the nerits, we first consider the rejection of
clainms 10 through 20 under 35 U. S.C. 8§ 103 as unpatentabl e
over Klein. W agree with the exam ner that Kl ein discloses a
peritoneal dialysis solution which conprises, as an
osnotically active agent, an osnotically effective anmount of a
m xture of peptides, the m xture consisting substantially of
pepti des having a nol ecul ar wei ght of about 300 to about 2000
dal tons, and an equi val ent wei ght between about 150 to about
1500. We disagree, however, with the unsupported concl usion
t hat :

[I]t woul d have been obvious to one of ordinary

skill to enploy a nol ecul ar wei ght range sonewhat

narrower than that suggested (300-2000 daltons) in
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order to optimze the ultrafiltration profile, thus
arriving at substantially the nol ecul ar wei ght range
recited in the instant clains. [Exam ner's Answer,
page 4, first full paragraph].

Sinply stated, the foregoing is an exanple of ipse dixit

reasoning. On this record, it is the appellants’
specification, not Klein's disclosure, which provides the
gui delines and direction |eading to a pol ypeptide m xture
havi ng the specific nolecul ar weight characteristics recited
i n independent claim10. The exam ner's concl usion of
obvi ousness is not supported by an adequate factual
foundati on, and cannot stand. This rejection is reversed.
Clainms 21 through 27 depend directly or indirectly from
claim10 and, therefore, include the limtations pertaining to
nmol ecul ar weight recited therein. Again, the exam ner has not
established that the Klein reference is sufficient to support
a concl usi on of obvi ousness of clains containing those
[imtations. Nor does the Steudle reference cure that
deficiency in Klein. Accordingly, the rejection of clains 21
t hrough 27 under 35 U.S.C. § 103 as unpatentabl e over the

conbi ned di scl osures of Klein and Steudl e is reversed.
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In setting forth the statenent of rejection of clains 1
t hrough 9, 21 through 27, and 35 through 43 under 35 U. S.C.
8 103 as unpatentabl e over the conbi ned di sclosures of Klein
and Steudle (Exam ner's Answer, pages 4 and 5), the exam ner
does not refer to independent claim4l. Rather, the exam ner
di scusses claim41l in the context of the 8§ 103 rejection of

clains 10 through 20 over Klein. See the Exam ner's Answer,

par agraph bridging pages 3 and 4. This is, to say the |east,
unorthodox. 1In any event, we have carefully reviewed the
Klein reference, including colum 6, TABLE 1, referenced by
the examner, but find that the am no acid conposition there
set forth bears little relationship to the amno acid
conposition recited in claim41l. On this record, the exam ner
has not established how a person having ordinary skill would
have been led from"here to there," i.e., fromthe amno acid
conposition disclosed by Klein in colum 6, TABLE 1, to a

pol ypepti de having the am no acid conposition recited in claim

41. The exam ner has not established a prima facie case of

obvi ousness of independent claim4l or the clains depending

directly or indirectly therefrom (clains 42 and 43).
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In setting forth the rejection of clains 1 through 9, 21
t hrough 27, and 35 through 43 under 35 U S.C. 8§ 103 as
unpat ent abl e over the conbi ned di scl osures of Klein and
Steudl e (Exam ner's Answer, pages 4 and 5), the exam ner does
not come to grips with the limtation in independent claim35
requiring "synthetic polypeptides that are approximately 4 to
about 10 am no acids long." The exam ner does not explain how
a person having ordinary skill in the art would have been | ed
fromthe disclosures of Klein and Steudle to a peritoneal
di al ysis solution conprising, as an osnotic agent, synthetic

pol ypeptides that are approximately 4 to about 10 ani no aci ds

| ong and dextrose. Again, the exam ner has not established a

prima facie case of obviousness of claim35 or clains 36

t hrough 40 depending therefrom The rejection of clains 35
t hrough 40 on prior art grounds is reversed.

| ndependent claim 1 defines a peritoneal dialysis
solution conprising, as osnotic agents, specific
concentrations of polypeptides and dextrose. |In setting forth
the rejection of clainms 1 through 9, 21 through 27, and 35
t hrough 43 under 35 U.S.C. § 103 as unpatentabl e over the

conbi ned di scl osures of Klein and Steudl e (Exam ner's Answer,
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pages 4 and 5), the exam ner does not cone to grips wth those
recited concentrations. In the Answer, page 5, line 4, the
exam ner states that "extensive information is available in
the art" respecting the concentrations of conponents in the
dialysis solution. A reference to "extensive information .

available in the art,” however, is insufficient to support a
concl usi on of obviousness. The Klein and Steudle references,
coupled with uncited and unretrieved "information

available in the art" do not provide an adequate factual

foundati on serving to support a concl usion of obvi ousness.

Accordingly, the exam ner has not established a prima facie

case of obviousness of claim1l or clains 2 through 9 which
depend directly or indirectly therefrom The rejection of

clainms 1 through 9 over the cited prior art is reversed.

OTHER | SSUES:

Upon the return of this case to the exam ning group, we
urge the exam ner to step back and consi der anew the question
of patentability of at least clains 1 and 10 in light of Klein

(5,039,609) and the bel ow noted case | aw.
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Wth regard to claim1l, we note initially that the claim
is directed to a peritoneal dialysis solution conprising
specific proportions of polypeptide in conbination with
specific proportions of dextrose.? However, the claimdoes
not contain any limting |language wwth regard to the nol ecul ar
wei ght of the polypeptide. 1t reasonably appears that the
pol ypeptide of this claimwould "read on" the polypeptide of

Klein (note: Inre Zletz, 893 F.2d 319, 13 USPQd 1320 (Fed.

Cir. 1989), and In re Prater, 415 F.2d 1393, 162 USPQ 541

(CCPA 1969)). The exam ner should make the factual inquiries
necessary to determ ne whether the Klein disclosure, at colum
12, lines 39-65, would have reasonably suggested the
conbi nation of the pol ypeptide and dextrose in the clai ned
proportions. In presenting his case before the Board, the
exam ner did not rely on that portion of the reference.

Wth regard to claim 10, we note that the claimis
directed to a peritoneal dialysis solution which does not

require the ingredient dextrose. W note a nunber of

2 W note The Merck Index, item 4353 (11th ed., Merck &
Co. 1989) as indicating that glucose and dextrose are the sane
chem cal compound. (Copy attached).
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simlarities between the clained pol ypepti de conposition and

t he pol ypepti de conposition disclosed by Klein. The exam ner
shoul d wei gh the significance of such simlarities as: (1)
the source of the two pol ypepti des appear to be the sane,
conpare Klein at colum 5, line 24 through colum 6, line 23,
wi th appellants' specification, pages 9-10; (2) the disclosed
utility is the sanme; and (3) the paraneters of nolecul ar

wei ght, al though not identical, appear to be closely rel ated.
W are mndful that, in the specification, appellant suggests
that the nolecular weight in claim10 is critical or gives
rise to unexpected results. Yet the specification contains no
speci fic conparison of the claimdesignated pol ypeptide

m xture, w thout dextrose, with the closest prior art mxture
di scl osed by Klein. Taking into consideration these
simlarities, the exam ner should re-evaluate patentability of
claim10 in light of Kline.® In so doing, the exam ner should
consider the clainmed subject matter as conpared to Klein in
light of the Iegal principles discussed in such cases as: |n

re Geisler, 116 F. 3d 1465, 43 USPQ2d 1362 (Fed. Cr. 1997); In

3 These points were not relied upon or addressed by the
exam ner in this appeal.
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re Malagari, 499 F.2d 1297, 182 USPQ 549 (CCPA 1974); In re

Whodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. G r. 1990); In
re Best, 562 F.2d 1252, 195 USPQ 430 (CCPA 1977) and In re
Swi nehart, 439 F.2d 210, 169 USPQ 226 (CCPA 1971).

CONCLUSI ON

In conclusion, we do not sustain either of the exam ner's
prior art rejections. The examner's decision, rejecting
claims 1 through 27 and 35 through 43, is reversed.

REVERSED

SHERVMAN D. W NTERS
Adm ni strative Patent Judge

BOARD OF PATENT
APPEALS AND
| NTERFERENCES

WLLIAMF. SM TH
Adm ni strative Patent Judge

DOUGLAS W ROBI NSON
Adm ni strative Patent Judge
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Charles R Mattenson

Baxt er Heal t hcare Corp.

One Baxter Parkway, OF3-3E
Deerfield, IL 60015
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