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07/ 453, 359, filed Decenber 19, 1989, now abandoned; which is a
continuation of Application 07/223,120, filed July 22, 1988, now
abandoned. Applicant clainms the benefit under 35 U S.C. § 119 of
French Application 87.10407, filed July 23, 1987.
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1. | nt r oducti on

This is an appeal froman exanm ner’s rejection of
Cainms 1-9, 11, 12 and 16-20, all clains pending in this
application. Al clains stand rejected under 35 U.S.C. § 103
over the conbi ned teachings of Bilton, WO 84/02271, published
June 21, 1984; Wuble et al. (Wuble), U S. 3,085,939, patented
April 16, 1963; and Babayan et al. (Babayan), WO 86/01715,
publ i shed March 27, 1986. Al clains stand or fall together
(Appellant’s Brief (Br.), p. 3). Independent Caim1lis
representative of the clainmed subject matter and reads:

1. A lipid emul sion suitable for use as a

parenteral or enteral foodstuff, conprising from

5 to 50% by weight, relative to the total weight

of the emulsion, of a lipid phase in water, said

i pid phase consisting essentially of a m xture of

| ong-chain fatty acids in which 15 to 45% by wei ght

of the total fatty acids are essential fatty acids,
the essential fatty acids being linoleic acid and

a-linol enic acid.

2. Caiminterpretation

The clained lipid enul sion conprises a |ipid phase in water
(5-50% by weight lipids relative to the total weight of the
emul sion), “said |lipid phase consisting essentially of a mxture
of long-chain fatty acids” (Caim1l). O the total fatty acids

present in the |lipid phase, 15-45% are selected fromthe group of
essential fatty acids consisting of linoleic acid and a-linol enic

aci d.
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We interpret the phrase “said |ipid phase consisting
essentially of a mxture of long-chain fatty acids” in Caim1l to
close the lipid phase to other fatty acids and/or |ipids which
“materially affect the basic and novel characteristics” of the

lipid phase of the clainmed |ipid enmul sion. Atlas Powder Co. v.

E.1. du Pont de Nenours & Co., 750 F.2d 1569, 1574, 224 USPQ 409,

412 (Fed. Cir. 1984); In re Herz, 537 F.2d 549, 551, 190 USPQ

461, 463 (CCPA 1976); and In re Janakirama-Rao, 317 F.2d 951,

954, 137 USPQ 893, 896 (CCPA 1963). Appellant’s specification
descri bes the basic and novel characteristics of the |ipid phase
of the clained lipid enmulsion as foll ows (Specification (Spec.),
pp. 2-3, bridging para.):
The present invention seeks to provide a
nore bal anced |ipid emul sion having a | ower content
of polyunsaturated fatty acids, which, while ensuring
that the essential fatty acid requirenents are covered,
has the foll ow ng advant ages:
better utilization of the essential fatty acids
to formtheir higher derivatives, avoiding the risk of
i nhibition of conversion of the fatty acids by excess
substrat e,
smal | er intake of polyunsaturated fatty acids,
enabling lipid peroxidation to be limted, in particular
in subjects suffering frominflammtory syndronmes, with
the production of free radicals.
Based on the specification's description of the basic and
novel characteristics of the lipid emulsion and the oils

appel l ant enploys to fornulate the |ipid phase of his lipid
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enmul sion, we conclude that the “lipid phase” of the clained lipid
enmul sion is open to fatty acids which are not |ong-chain fatty
acids and other lipids, including triglycerides of mediumchain
fatty acids, but only in those abnormal anbunts that persons
skilled in the art would not expect to find in “oils selected
fromapricot, alnond, groundnut, avocado, wheat, saffl ower,
rapeseed, coconut, cottonseed, |upin, maize, hazel nut, wal nut,
olive, oenothera, palm pal mkernel, peach, grape, rice, rye,
sesane, soybean, sunflower, tomato, linseed and citrus oils”
(Spec., p. 3, |. 17-22). See dependent Claim2. MNbreover, we
hold that the “long-chain fatty acids” of which the |ipid phase
of the claimed lipid emul sion essentially consists read on | ong-
chain fatty acids in the formof their triglycerides found in

pol yunsat ur at ed vegetable oils (Babayan, p. 3, last para.).?

2 We note here Babayan's teaching at p. 3, last para.,
that “[t]he long chain triglycerides may be pol yunsat urated
vegetable oils such as, corn oil, peanut oil, safflower oil,
soybean oil, sunflower seed oil, and fish oils. The preferred
long chain triglyceride oils are safflower oil, soybean oil, and
sunfl ower seed oil.” Consistent wth our holding that the “Il ong-

chain fatty acids” of Claim1l enconpass the triglycerides thereof,
appel l ant stated at page 6, 1st full para., of their Appeal Brief
(enphasi s added):

Since Appellant’s invention consists essentially of only
| ong-chain fatty acids, Babayan teaches away fromthe
clainmed invention. Babayan is specifically directed

to a conposition conprising a mxture of nediumchain
triglycerides and |l ong-chain triglycerides. Babayan
requi res the use of both nediumchain triglycerides and
| ong-chain triglycerides to increase protein synthesis
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However, the clainmed “lipid emul sion” conprises but 5 to 50%
by weight |ipid phase. Accordingly, while the |ipid phase is
cl osed to other conponents which materially affect its basic and
novel characteristics, the non-lipid phase of the emul sion “does

not exclude additional, unrecited elenents.” Mol ecul on Research

Corp. v. CBS, Inc., 793 F.2d 1261, 1271 n. 6, 229 USPQ 805, 812

n. 6 (Fed. CGr. 1986). The enulsion appellant clains is not only
open to “plant, animal or synthetic phospholipids” (Spec., p. 4,
|. 17-19), “tonicity-regul ating agents such as glycerol, glucose,
a polyol or an amno acid” (Spec., p. 5, |. 1-2), “am no acids,
carbohydrates, vitamns, carnitine, trace elenents or keto
anal ogues of am no acids” (Spec., p. 5, |. 3-8), pharnmaceuticals,
sol vents, and adjuvants (Spec., p. 5, |. 9-13), but also to
unrecited conponents.
3. Fi ndi ngs

A Bilton

The object of Bilton's invention is “to provide a
conposition which will enhance the |ynphatic absorption of

natural |l y-occurring essential fatty acids” (Bilton, p. 3, 3rd

i n subjects undergoi ng severe netabolic stress. To
the extent that Babayan purportedly discloses the use
of long-chain fatty acids, it teaches away fromthe
present invention in that it teaches the use of a high
pol yunsaturated acid content.
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full para.), nore particularly “linolenic acid, di-honmo-gama-
linoleic acid and arachidonic acid . . . [which] have been
shown to be necessary for the tissue biosynthesis of the
prost agl andi ns, which performvital hornone-like activities in
the transm ssion of genetic information in all cells,” “cannot be
manuf actured by the body,” and therefore “are essential dietary
conponents” (Spec., p. 1, 2nd para.). To that end, Bilton
formul ates oil-in-water emul sions by (Spec., pp. 4-5, bridging
para.):
emul sifying a vegetable or animal oil rich

in pol yunsaturated, long-chain fatty acids with an

enul sifying agent in the presence of one or nore

pol yhydri c al cohol stabilizers, and anti bacteri al

or antifungal preservatives. GOl-soluble nutrients,

such as the naturally-occurring amno acids, vitamns

and their anal ogs may al so be included in the enul sions,

as well as mnor amobunts of coloring and flavori ng.

Buffers may al so be included when necessary.
According to Bilton (Spec., p. 5 2nd full para.):

The vegetable or aninmal oil or mxture of oils wll make

up the major proportion of the oil phase of the present

enul sions, and preferably wll conprise 5-45% by wei ght

of the entire emul sion, nost preferably about 10-30%
Most pertinent to the invention appellant describes is Bilton's
description of the animal or vegetable oils useful in his
emul sions. Bilton enploys those oils (Spec., p. 5, 1st ful
para.; enphasis added):

whi ch contain a high proportion of unsaturated

leéw fatty acids to C,-C, saturated fatty acids,
since it is the polyunsaturated fatty acids which
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have been inplicated in the in vivo biosynthesis of

bi ol ogically active prostaglandins. The preferred oils
possess an unsaturated fatty acid to saturated fatty
acid ratio of from10:1 [to] about 5:1. Preferred

vegetable oils include prinrose oil, safflower oil,
sunfl ower oil, sesane oil, cottonseed oil, etc.

B. W ubl e

W ubl e describes stable oil-in-water emul sions for oral

adm ni stration conprising an edi ble unsaturated oil and

sitosterol (Wuble, col. 1, lines 11-20). According to Wuble

(Wuble, col. 1, |I. 56-61):

In contradistinction to other preparations containing
an edi bl e unsaturated oil and sitosterol, it was found that
the present preparation possesses unexpected stability
and palatability. It was found that averting contact

in the final product between the sitosterol and the oi

provi des a superior product. Averting said contact is
acconpl i shed by preparing separately an enmul sion of the

oil and an aqueous dispersion of the sitosterol, preferably
utilizing protective colloidal materials and emul sifiers.

Wth respect to conponent proportions, Wuble teaches
(Wuble, col. 2, I. 31-36):

The amount of the [edible unsaturated] oil can vary
fromabout 1 to about 35 percent by volune of the
preparation, with from 22 to about 33 percent preferred.
The anobunt of sitosterol can vary from about 1 to about
17 percent wei ght/volunme, with from about 10 to about

15 percent preferred.

Wubl e defines the termedible unsaturated oils as (Wubl e,
col. 2, |I. 5-19; enphasis added):
those edible oils containing unsaturated fatty acids.
The unsaturated fatty acids include, for exanple, oleic
acid (1 double bond), linoleic acid (2 double bonds),
l'inolenic acid (3 doubl e bonds), noroctic acid (4 double
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bonds) and the like. The edible unsaturated oils include,
for exanple, olive, palm cottonseed, peanut, soybean,
sesanme, corn, sunflower seed, |linseed, rapeseed, sardine,
menhaden, tung, safflower, poppyseed, rice bran, al nond,
wheat germoils, and the like. Qly dispersions of the
unsaturated fatty acids can be used. |In the present
preparation it is preferred to use the edible unsaturated
oils having substantial percentages of linoleic acid, for

exampl e, soybean oil, safflower oil, corn oil. sunflower
seed oil, and m xtures thereof.
C. Babayan

Babayan describes “triglyceride preparations for enteral or
parenteral adm nistration to prevent catabolismand to increase
protein synthesis in subjects undergoing severe netabolic stress”
(Babayan, p. 1, 1st para.), i.e., the “invention provides nedi um

chain and long chain fatty acids chemcally synthesized into

structured triglycerides (lipids) for enteral or parenteral

adm nistration as the lipid calorie source” (Babayan, p. 3, 1st

para.; enphasis added). Babayan states (Babayan, p. 3, |I. 6, to
p. 4, 1. 5):
The structural lipids of this invention are randomy

rearranged m xtures of nmediumchain triglycerides (MCT)
and long chain triglycerides (LCT). They nmay be represented
by the follow ng fornul a,
CTLOCCRl
CH,OCOR,

/
CH,OCOR;

wherein R, and R, may be independently a G to C, acid,
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or a C,to Cgacid, and R, may be a C " or C "’ acid
Preferably, R, may be a G to C, acid, and R, a C, to
C, acid.

Cys ,Cg" and Cy"’'represent the nunber of double
bonds in the fatty acid noiety being one, two and three
doubl e bonds respectively.

The medium chain triglycerides may be lauric oils

such as, bal assee oil, coconut oil, cohune oil, palm
kernel oil, tucumoil and fractions thereof. The
preferred nmediumchain triglyceride oil is coconut oil.

The long chain triglycerides may be pol yunsat ur at ed
vegetable oils such as, corn oil, peanut oil, saffl ower
oil, soybean oil, sunflower seed oil, and fish oil. The
preferred long chain triglyceride oils are safflower oil
soybean oil, and sunfl ower seed oil.

Preferably, the percent conposition of m xtures of
medi um chain triglycerides to long chain triglycerides
of this invention may be 70 to 30% 80 to 20% 85 to 15%
or 90 to 10% The 80 to 20% and the 85 to 15% m xtures
are nost preferred.

4. Di scussi on

Whet her the long-chain fatty acids which formthe lipid
phase of the lipid enulsions described by Bilton are present in
the lipid phase as |long-chain fatty acids or as triglyceride
derivatives of long-chain fatty acids, the vegetable and ani mal
oils enployed are “rich in polyunsaturated, |long-chain fatty
acids” (Bilton, p. 4, final para.). Bilton’s disclosure would
have | ed persons having ordinary skill in the art away from
enul si ons wherein essential fatty acids constitute no nore than
15-45% of the total fatty acids in the lipid phase of the lipid
emul sion. Bilton's “preferred oils possess an unsaturated fatty
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acid to saturated fatty acid ratio of fromabout 10:1 [to] about
5:1" (Bilton, p. 5, 1st full para.). On the other hand, while
the calorie-rich |ipid conpositions Babayan describes are

formul ated with pol yunsaturated vegetable or animal oils
conprising the long-chain triglyceride content found in corn oil,
peanut oil, safflower oil, soybean oil, sunflower seed oil, and
fish oils (Babayan, p. 3) and have a final long-chain fatty acid
triglyceride content 10 to 30% by weight of the total fatty acid
triglyceride content (Babayan, p. 4, 1lst para.), Babayan’s
conpositions require a high percentage of nmediumchain fatty acid
triglycerides in the |ipid phase, i.e., Babayan teaches away from
conpositions conprising a |lipid phase “consisting essentially

of a mxture of long-chain fatty acids” in accordance with
appellant’s clains. Mreover, we find no reasonabl e suggestion
in the conbined prior art teachings of Bilton and Babayan either
to reduce the anmpbunt of essential fatty acids in Bilton's
conpositions or to increase the long-chain triglyceride content

i n Babayan’s conpositions. Accordingly, to sustain the

exam ner’s rejection, the suggestion to reduce the anount of
essential fatty acids in the |lipid phase of Bilton’s enul sions or
to increase the long-chain triglyceride content and decrease the
medi um chain triglyceride content in the |ipid phase of Babayan’s

emul si ons nust conme fromthe conbi ned teachings of Bilton,
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Babayan and Wuble. However, the exam ner has not explained
where Wubl e describes an oil-in-water enul sion enconpassed by
appellant’s clains or woul d have reasonably suggested that
persons having ordinary skill in the art make and use a lipid
enul si on appellant clains. Accordingly, on this record, we find
that the conbined teachings of Bilton, Wuble and Babayan woul d
not have | ed persons having ordinary skill in the art to the

i nvention appellant clainms and nust reverse the rejection of al
clainms under 35 U.S.C. § 103.

Wubl e teaches that the edible unsaturated oils which
constitute the oil phase of his oil-in-water enul sions for oral
adm nistration (Wuble, col. 2, |. 10-14):

i nclude, for exanple, olive, palm cottonseed, peanut,

soybean, sesane, corn, sunflower seed, |inseed, rapeseed,

sardi ne, nenhaden, tung, safflower, poppyseed, rice bran,
al nrond, wheat germoils, and the I|ike.
However, Wuble indicates that oily dispersions nmay be prepared
fromthe unsaturated fatty acids apart fromthe oils (Wuble,

col. 2, |I. 14-15). W find that Wuble expresses a distinct

preference for using “edi ble unsaturated oils having substanti al

percentages of linoleic acid, for exanple, soybean oil, safflower
oil, corn oil, sunflower seed oil, and m xtures thereof” (Wuble,
col. 2, |I. 15-19). Conbined with the teachings of Bilton and

Babayan with regard to the fatty acid content of the sane oils,
we find no reasonabl e suggestion in Wuble to reduce the anount

- 11 -



Appeal No. 94-0591
Application 07/755, 610

of essential fatty acids in the |ipid phase of Bilton's enul sions
or to increase the long-chain triglyceride content and decrease
the nmediumchain triglyceride content in the |lipid phase of
Babayan’ s enul si ons.

W are at a |l oss to understand why the conbined prior art
t eachi ngs reasonably woul d have | ed persons having ordinary skil
in the art to use a lipid enulsion as a parenteral or enteral
foodstuff which conprises a |lipid phase consisting essentially of
| ong-chain fatty acids in which 15 to 45% by wei ght of the tota
fatty acids are essential fatty acids. It would appear that
absent some reason, incentive, or notivation to reduce the
quantity of high-calorie, essential fatty acids in an enterally
or parenterally deliverable foodstuff conposition, persons having
ordinary skill in the art would have been | ed by the conbi ned
prior art teachings to make and use oil-in-water enul sions
decidedly “rich in” essential fatty acids (Bilton, p. 4, final
para.), i.e., oil-in-water enulsions including “substanti al
percentages of” essential fatty acids (Wuble, col. 2, |. 17).
Thus, we reverse the examner’'s rejection of Clainms 1-9, 11, 12
and 16-20 under 35 U. S.C. 8§ 103 in view of the conbi ned teachings
of Bilton, Wuble and Babayan.

5. O her i ssues
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We understand fromthe specification at p. 3, |. 17-22, and

p. 4, the Table, and dependent Claim 2 on appeal that the |ipid

phase of the clainmed lipid enmulsion “consisting essentially of a
m xture of long-chain fatty acids in which 15 to 45% by wei ght of
the total fatty acids are essential fatty acids” (Claim1l) nay be
prepared sinply by mxing together a m xture of “oils selected
fromapricot, alnond, groundnut, avocado, wheat, saffl ower,

rapeseed, coconut, cottonseed, |upin, nmaize, hazel nut, wal nut,

olive, oenothera, palm pal mkernel, peach, grape, rice, rye,

sesane, sovbean, sunflower, tonato, linseed and citrus oils”

(Spec., p. 3, |. 17-22; enphasis added). The lipid enmulsion to
which Caim2 is drawn appears to be a |ipid enul sion wherein the
“lipid phase conprises a m xture of two or nore oils selected
fromthe groups consisting of apricot, alnond, groundnut,

avocado, wheat, saffl ower, rapeseed, coconut, cottonseed, | upin,

mai ze, hazel nut, wal nut, olive, oenothera, palm pal mkernel,

peach, grape, rice, rye, sesane, soybean, sunflower, tomato,
linseed and citrus oils” (Caim2; enphasis added). Considered
inthat light, we nmust remand the case to the examner (1) to
determ ne the netes and bounds of the subject matter clained,
and thereafter, (2) to evaluate the significance of Wuble's

teaching under 35 U.S.C. §8 102. Wuble teaches that the edible
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unsaturated oils useful in fornmulating his oil-in-water emnul sions
al so may include (Wuble, col. 2, |I. 10-19; enphasis added):

. olive, palm cottonseed, peanut, soybean, sesane,
corn, sunflower seed, |inseed, rapeseed, sardine,
menhaden, tung, safflower, poppyseed, rice bran, alnond,
wheat germoils, and the like. Qly dispersions of the
unsaturated fatty acids can be used. |In the present
preparation it is preferred to use the edi ble unsaturated
oi I s having substantial percentages of linoleic acid, for
exanpl e, soybean oil, safflower oil, corn oil, sunflower
seed oil, and mxtures thereof.

The exam ner shoul d consi der whet her Wuble woul d have
“descri bed” an invention enconpassed by Claim2 on appeal to
a person having ordinary skill in the art wthin the nmeani ng of
the termin 35 U S.C. §8 102(a) and (b). The exam ner should
ascertain in the first instance whether or not Wuble's
di scl osure of m xtures of edible unsaturated oils “having
substanti al percentages of linoleic acid” (Wuble, col. 2, I|.
17), preferably “soybean oil, safflower oil, corn oil, sunflower
seed oil, and m xtures thereof” (Wuble, col. 2, |. 18-19),
i nherently describes “a mxture of long-chain fatty acids in
which 15 to 45% by weight of the total fatty acids are essenti al
fatty acids” (Claim1) and accordingly placed an invention within
the scope of appellant’s clains in the possession of the public.

The record is unclear on this issue.
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In reevaluating the clained subject matter in |ight of
Wubl e’ s disclosure, the exam ner may wi sh to consider the
fol | ow ng:

(1) dains are to be given their broadest reasonable
interpretation consistent wwth the description of the invention

in the specification. In re Zletz, 893 F. 2d 319, 321, 13 USPQRd

1320, 1322 (Fed. Cr. 1989).
(2) An exam ner should refrain frominquiring whether
cl ai med subject matter is novel until after having ascertained

what subject matter is being clained. 1n re WIder,

429 F.2d 447, 450, 166 USPQ 545, 548 (CCPA 1970).
(3) Where the clained subject nmatter and the prior art
subject matter reasonably appear to be identical or substantially

the sanme, it is proper to find a prima facie case of inherency.

In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433-434; In re
Brown, 459 F.2d 531, 535, 173 USPQ 685, 688 (CCPA 1972).
(4) Al disclosures of the prior art nust be considered,

i ncl udi ng nonpreferred enbodi nents. 1n re Lanberti, 545 F.2d

747, 750, 192 USPQ 278, 280 (CCPA 1976).
(5) Specific preferences in the prior art are material to

an analysis under 35 U. S.C. § 102. Merck & Co., Inc. V. Biocraft

Laboratories Inc., 874 F.2d 804, 807, 10 USPRd 1843, 1846 (Fed.

Cr.), cert. denied, 493 U S. 975 (1989).
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Furthernore, in reversing the examner’s rejection of al
clainms under 35 U S.C. 8 103 in view of the conbined teachings of
Bilton, Wuble, and Babayan, we indicated that the cited prior
art woul d not have provided persons having ordinary skill in the
art with reason, incentive, or notivation to reduce the anount of
essential fatty acids relative to the amount of total fatty acids
in the lipid phase of the prior art oil-in-water emul sions so to
make and use the lipid emul sions appellant clains. Put sinply,
persons having ordinary skill in the art would not have been |ed
by Bilton, Wuble, and Babayan to sol ve unknown probl ens.

However, in a Supplenental Information Disclosure Statenment filed
April 26, 1995 (Paper No. 39), appellant submtted of record a
copy of UK Patent Application GB 2067587, published July 30,

1981. The new reference teaches at p. 2, |. 10-17 (enphasis
added) :

An additional consideration for a humani zed fat
conposition made of vegetable oils is to provide a
physi ol ogi cal |level of linoleic acid. |nadequate
anounts of dietary essential fatty acids produce a
nutritional deficiency disease. Excessive |evels
of linoleic acid can be harnful. The foregoing
literature survey has revealed that mlk fat from

| actating nothers contains fromabout 6%to 16%
linoleic acid.

On consideration of this additional prior art teaching that
“[e] xcessive anbunts of linoleic acid can be harnful” and that 6%

to 16%linoleic acid is optimum for sinulated human nother’s mlk
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formul ati ons, the exam ner should determne in the first instance
the patentability of the subject matter appellant clains under

35 US.C 8 103 in view of the conbi ned teachings of the prior
art herein applied and UK Patent Application GB 2067587.

6. Concl usi on

We reverse the examner’s rejection of Clains 1-9, 11, 12
and 16-20 under 35 U. S.C. 8§ 103 in view of the conbi ned teachings
of Bilton, Wuble, and Babayan.

We remand this case to the examner to determne the netes
and bounds of the subject matter clained, and thereafter, to
consider its patentability under 35 U.S.C. 8 102 over Wuble’s
di scl osure and under 35 U.S.C. 8 103 in view of the Bilton,

W ubl e, Babayan, and GB 2067587.
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This application, by virtue of its “special” status,

requires an imedi ate action, MP.E.P. 8§ 708.01(d). It is

i nportant that the Board be informed pronptly of any action

affecting the appeal in this case.

REVERSED and REMANDED

SHERMAN D. W NTERS )
Adm ni strative Patent Judge)
)
)
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)
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Adm ni strative Patent Judge)
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