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This is a decision on an appeal fromthe final rejection

of clains 40 and 42 through 50 which are all of the clains

! Application for patent filed Septenber 6, 1991.

According to applicant, the application is a continuation of

Application 07/247,981, filed Septenber 22, 1988.
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remai ning in the application.

The subject matter on appeal relates to an artificial
human i nfant formula which includes reconbi nant human virus-
free human mlk protein. Further details of this appeal ed
subject matter are set forth in representative i ndependent
cl ai m 40 which reads as foll ows:

40. In an artificial human infant formnula based on
bovi ne or soy proteins, the inprovenents conprising a
reconbi nant human virus-free human m |k protein having the
sanme function as human mlk protein in approximtely the
anmount present in human m |k wherein the reconbi nant human
mlk protein is selected fromthe group consisting of
secretory inmmunogl obulin-A, lactoferrin, |actoperoxidase,
| ysozyne, al pha-1actal bum n, al pha-casein, beta-casein, kappa-
casei n, and conbi nations thereof.

The references relied upon by the exam ner as evidence of
obvi ousness are:

Miel ler et al. (Mieller) 4,216, 236 Aug. 5, 1980
Friend et al. (Friend), "Newer Advances in Human M Ik

Substitutes for Infant Feeding," 35 J. Applied Nutrition, no.
2, 88-115 (1983).

Li ndbl ad et al. (Lindblad), "Lactoengineering: A Method for
the Estimation of the Human M| k Protein Requirenents of Very-
Low Bi rt h- Wei ght Newborn Infants,” in WIllians et al.
(Editor), Human M1k Banking, 159-169 (New York, Nestlé
Nutrition, 1984).

Rai ha, "Nutritional Proteins in MIlk and the Protein
Requi rement of Normal Infants,” Pediatrics, 136-141 (1985).
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Rhei n, Bi otechnol ogy, "Freeing Henophiliacs fromthe R sk of
Al DS, " Business Wek, 38 (New York, McGawHiIl, Inc., 1987)
(referred to hereinafter as Biotechnol ogy article).
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Al'l of the clains on appeal stand rejected under 35
US C 8 103 as being unpatentable over Mieller in view of
Li ndbl ad and further in view of Raiha and Friend and the

Bi ot echnol ogy article.?

2l n the body of the Answer, the exam ner also refers to
certain portions of the subject specification which she
inplies represent admitted prior art. For exanple, on page 6
of the answer in discussing the here-clainmed reconbi nant human
virus-free human mlk protein, the exam ner states:

"Appel | ant has apparently not devel oped these proteins, but is
substituting themfor known human m |k proteins to nmake a
humani zed m | k product. See page[s] 7-10 of appellant[']s
specification for known genetically engi neered proteins"”
(enphasi s added). However, it is well settled that, where
prior art is relied on to support a rejection, there would
appear to be no excuse for not positively including the prior
art in the statenent of rejection. |In re Hoch, 428 F.2d 1341,
1342 n. 3, 166 USPQ 406, 407 n.3 (CCPA 1970). As a
consequence, we W l| assess the exam ner's concl usion of

obvi ousness based sol ely upon the above-noted prior art

ref erences which are positively included in the exam ner's
statenment of rejection. The exam ner's aforenentioned
referrals to the subject specification in support of her

obvi ousness conclusion are additionally inappropriate because
the record before us is considerably unclear as to
specifically what portions of the specification disclosure,

i ncl udi ng those portions which di scuss reconbi nant human m | k
protein of the type here clained, represent subject matter
known in the prior art. This last nentioned point is
reinforced by the exam ner's use of the aforequoted term

"apparently.” W here enphasize that a rejection under 35
US C 8 103 nust rest on a factual basis rather than
conj ecture, speculation or assunption. |In re Warner, 379 F.2d

1011, 1017, 154 USPQ 173, 178, cert. denied, 389 U.S. 1057
(1968) .
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We refer to the brief and reply brief and to the answer
for a conplete exposition of the opposing viewoints expressed
by the appellant and the exam ner concerning this rejection.

OPI NI ON

As correctly indicated by the appellant in the briefs,
none of the references applied by the exam ner in her
rejection contains any teaching or suggestion that any of the
reconbi nant human mlk proteins recited in the appeal ed cl ai ns
were known in the prior art at the tine the here-cl ai ned
I nvention was made nmuch less that it would have been obvious
to use such reconbinant proteins in an artificial human infant
formula so as to avoid the probl em addressed by the appell ant,
nanely, the potential of viral contam nation. As a result, it
Is clear to us that we cannot sustain the exam ner's Section
103 rejection of the appeal ed cl ai s as bei ng unpat ent abl e
over Mieller in view of Lindblad and further in view of Raiha

and Friend and the Biotechnology article.?

]In our opinion, the exposition of obviousness set forth
in the dissent does not represent the rejection fornul ated by
t he exam ner and advanced on the subject appeal. Merely by
way of exanple, the EPO application, which the di ssent depends
upon as support for an obvi ousness conclusion, is never
specifically referred to by the exam ner in her Answer.
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The deci sion of the examner is reversed.

REVERSED

SHERVAN D. W NTERS )
Adm ni strative Patent Judge )
) BOARD OF PATENT
) APPEALS AND
) | NTERFERENCES
BRADLEY R GARRI S )
Adm ni strative Patent Judge )

KIMLIN, Adnministrative Patent Judge, dissenting:

| respectfully disagree with the concl usion reached by
the majority. Since appellant's specification readily
acknowl edges that it was known to fornmul ate synthetic infant
m |k based on cows mlk (page 1 of specification), and that
EPO Application 181, 634 di scl oses the production of human

| ysozyme by reconbi nant genetic engi neering techni ques

Rat her, in the Answer, the exam ner broadly refers to portions
of the specification (e.g., pages 7-10) which she seens to
bel i eve represent acknow edged prior art. This nerits pane
has not been briefed by the appellant or the exam ner
respecting those portions of EPO Application 181, 634 which may

teach toward or away fromthe clainmed invention. |In fact, it
i s uncl ear whether the EPO application is even of record. For
t hese reasons, we will not assess or further comment upon the

obvi ousness exposition of the dissent.
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(paragraph bridging pages 6 and 7 of specification), I am of
the opinion that one of ordinary skill in the art would have

found it prima facie obvious to include the reconbi nant

| ysozyne of EPO '634 in a synthetic human infant fornmula. In
ny view, incorporating reconbinant |ysozynme in an artificial
human i nfant fornula woul d have been an obvi ous use of the
genetically engi neered | ysozyne disclosed by EPO '634. | find
this particularly so since appellant's specification states at
page 6 that "it has even been proposed to enpl oy hunan

| ysozyne derived fromhuman mlk to enrich synthetic cow mlk
based fornula so that the |ysozyme-enriched cow based i nfant
formul a nore cl osely approxi mates human mlk with respect to

| ysozyme content and activity. . . ." | agree with the

exam ner that one of ordinary skill in the art would have had
a reasonabl e expectation that reconbinant |ysozyne is free of
human viruses. [|ndeed, appellant acknow edges at page 6 of
his specification that contam nation with human virus "is not
a reasonabl e possibility when the human m | k proteins,

i ncluding the so-called host resistance factors, are produced
as reconbi nant human m |k proteins or reconbi nant host

resi stant factors enploying genetic engi neering techniques.”
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| have reviewed the declaration of Dr. Lars Hanson, but
absent therein is any discussion of the obviousness of
i ncludi ng the reconbi nant |ysosyne disclosed by EPO '634 in an
I nfant formul ati on.

As a final point, I amaware that only clains 40 and 45
define the use of reconbinant |ysosyne. However,
not wi t hst andi ng appel | ant's subm ssion at page 3 of the
principal brief that the appeal ed clains are considered to be
separately patentable, appellant's brief fails to advance any
argunent that is reasonably specific to any particular claim
on appeal. Accordingly, it is nmy viewthat all of the
appeal ed clains stand or fall together with claim40,* and,
therefore, | would sustain the exam ner's rejection under 35
US C 8 103 which relies upon the acknow edged prior art

found in appellant's specification.

N N

) BOARD OF PATENT

“nre Nielson, 816 F.2d 1567, 1572, 2 USPQQd 1525, 1528
(Fed. Gr. 1987); Ex parte Schier, 21 USPQ2d 1016, 1018-19
(Bd. Pat. App. & Int. 1991). See also 37 CFR § 1.192(c)(7)
and (c)(8).




Appeal No. 95-3337
Application No. 07/759, 100

EDWARD C. KIM.IN ) APPEALS AND
Adm ni strative Patent Judge ) | NTERFERENCES

BRG ECK: svt
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John J. McDonnel |
ALLEGRETTI & W TCOFF, LTD.
10 Sout h Wacker Drive
Chicago, IL 60606
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