THI'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 law journal and (2) is not
bi ndi ng precedent of the Board.
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UNI TED STATES PATENT AND TRADEMARK OFFI CE
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Appeal No. 94-2100
Appl i cation 07/902, 109!

Before GRON, PAK and ELLIS, Adm nistrative Patent Judges.

ELLI'S, Adm nistrative Patent Judge.

DECI SI ON ON APPEAL
This is an appeal fromthe final rejection of clains 1, 2,

5, 8 and 10, all the clains pending in the application. Caim1l

! Application for patent filed June 22, 1992. According to
the appellant, this application is a division of Application
07/ 794,227, filed Novenber 19, 1991, now U. S. Patent 5, 149, 815,
i ssued Septenber 22, 1992, which is a division of Application
07/692, 743, filed April 29, 1991, now U.S. Patent 5,093, 333,
i ssued March 3, 1992.
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is illustrative of the subject nmatter on appeal and reads as

foll ows:

1. A compound of the formula

H1

= Tﬂ IZH4
N{CH,), N

N/ { Z)n ~ H5

wherein
Rt is H alkyl or cycloalkyl of 1 to 6 carbon atons;

R is H alkyl of 1 to 6 carbon atons, cyano, halo, nitro, am no
or nono or dial kylam no in which the al kyl groups have 1 to
6 carbon atons;

REis Hor alkyl of 1 to 6 carbon atons;

nis 1l1tob

and R* and R taken with the nitrogen atomto which they are
attached are a piperazin-1-yl noiety in the 4-position of which
is H alkyl of 1 to 6 carbon atons or unsubstituted or
substituted pyrimdinyl, pyridinyl, or pyrazinyl wherein the
substituents are alkyl of 1 to 6 carbon atons, al koxyl of 1 to 6
carbon atons, halo, cyano, nitro or trifluoronethyl or a

phar maceutically acceptable salt, hydrate or solvate thereof.
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A reference relied on by the appellant is:

Mol chan, et al. (Mol chan), “Increased Cognitive Sensitivity to
Scopol am ne Wth Age and a Perspective on the Scopol am ne Model,”
Brain Research Reviews, vol. 17, pp. 215-226 (1992).

Clains 1, 2, 5, 8 and 10 stand rejected under 35 U S.C. 8
112, first paragraph, as being based on a non-enabling
di scl osure.

W reverse.

The exam ner argues that the specification fails “to
positively assert that the clainmed conpounds have utility.”
Answer, p. 3. According to the exam ner, “the evidence presented
[in the specification] is not sufficient to denonstrate that the
cl ai med conpounds possess actual utility in currently avail able
form” Id.

Al though it appears that the rejection is based on the issue
of whether the clains have a practical utility, a 8 101 issue,
the rejection in the Answer, and throughout prosecution of the
application, has been under the first paragraph of § 112.
Therefore, our consideration of the issues is limted to whether
t he specification would have enabled one skilled in the art to
“make and use” the clained conpositions; i.e, whether the
specification satisfies the requirements of § 112, first

par agr aph.
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To that end we point out that the specification is presuned
to be "in conpliance with the enabl ement requirenent of § 112,
first paragraph, unless there is reason to doubt the objective
truth of the statenents contained therein." 1In re Marzocchi, 439
F.2d 220, 223, 169 USPQ 367, 369 (CCPA 1971). It is well
establ i shed that when nmaking a rejection under § 112, the
exam ner has the burden of presenting adequate reasons as to why
t he specification would not have enabled a person skilled in the
art to make and use the full scope of the clainmed invention. 1In
re Angstadt, 537 F.2d 498, 502, 190 USPQ 214, 217 (CCPA 1976).
Turning to the specification, we find that it states that,
based on the in vitro and in vivo data di sclosed therein, the
cl ai mred conpositions are
sel ective for central [nervous system cholinergic M
receptors and are able to reverse scopol am ne-i nduced
hyperactivity and to i nprove scopol am ne-i nduced amesia in
the radial armmaze in rats. Conpounds having this activity
may be useful for treatnent of diseases involving
hypofunction of the cortical cholinergic system
[ Specification, p. 2, lines 29-33].
Absent reasons or evidence to the contrary, the presunption is
that this teaching, in conjunction with the rest of the
speci fication which includes the nethods of meking the clai nmed

conpositions and the assays described in Exanples 1 through 13,

is sufficient to satisfy the enabl ement requirenent of 35 U S. C
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8§ 112, first paragraph. However, in the case before us, we do
not find that the exam ner has provided a single reason as to why
one skilled in the art would have doubted the truth of these
statenents or why the specification would not have enabl ed such
person to “use” the clainmed conpositions.

As we understand it, the exam ner’s actual position is that
the specification would not have enabl ed one skilled in the art
to use the clainmed conpositions to cure Al zheiner’ s di sease.
However, such is not the utility asserted by the specification in
t he quoted section above. Rather, the quote only suggests that
t he cl ai ned conpositions, having the denonstrated utility of
reversi ng scopol am ne-i nduced hyperactivity and inproving
scopol am ne-i nduced amesia in rats, may be useful for treating
di seases invol ving hypofunction of the cortical cholinergic
system Wth respect to Al zheiner’s di sease, the specification
states that in view of the effectiveness of the tested
conpositions on M receptors of the central nervous system that
“sel ective conpounds may have therapeutic potential for the
treatnent of disease states in which cholinergic disfunction is
apparent, such as senile denentia of the Al zheiner’s type. No
where in the specification, is it alleged that the clained

conpounds are to be used exclusively for the cure, or treatnent,
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of Al zheinmer’s. Thus, there is no need for the specification to
positively denonstrate the successful treatnent of Al zheiner’s
patients in order to satisfy the enabl enent requirenent of § 112,
first paragraph.

The exam ner’ s contends that “scopol am ne induced amesia is
only a screening test which screening test is deened insufficient
to enploy [sic, conply?] with the statute.” Answer, p. 3.

Here, it appears that the exam ner is questioning the rel evance
of the disclosed in vitro and in vivo screening assays wth
respect to the ability of the present conpositions to treat

Al zhei nmer’s. Agai n, however, the exam ner has not provided any
reasons as to why the results of the screening tests do not
correlate with the suggested utility of treating “diseases

i nvol vi ng hypofunction of the cortical cholinergic system” or
with the treatnment of Al zheinmer’s. Specification, p. 2, lines
32-33. Mdreover, we point out that the Federal Crcuit recently
addressed the issue of enablenent with regard to screeni ng assays
inanimals. In In re Brana, 51 F.3d 1560, 1567, 34 USPQ2d 1436,
1442 (Fed. Cir. 1995), the court stated that

proof of an alleged pharmaceutical property for a conpound

by statistically significant tests wth standard

experinmental animals is sufficient to establish utility. 1In

re Krimel, 292 F.2d 948, 953, 130 USPQ 215, 219 (CCPA
1961); see also In re Bergel, 292 F.2d 958, 130 USPQ 205
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(CCPA 1961). In concluding that simlar in vivo tests were
adequate proof of utility the court in In re Krimel stated:

We hold as we do because it is our firmconviction that
one has taught the public that a conpound exhibits sone
desi rabl e pharmaceutical property in a standard
experinmental animal has nmade a significant and useful
contribution to the art, even though it may eventually
appear that the conmpound is without value in the
treatment of humans.

And
FDA approval, however, is not a prerequisite for
finding a conpound useful wi thin the neaning of patent
laws. Scott, 34 F.3d 1058, 1063, 32 USPQd 1115, 1120.
Useful ness in patent law, and in particular in the
context of pharmaceutical inventions, necessarily
i ncl udes the expectation of further research and
devel opment. The stage at which an invention in this
field becones useful is well before it is ready to be
adm ni stered to humans.
Here, we find that the appellant has provi ded evi dence t hat
t he screeni ng assays which were enployed to test the clained
conpositions were performed using standard experinental ani mal
nodel s. See the Ml chan publication. W note that Ml chan
recogni zes that the scopol am ne nodel has limtations, however
contrary to the exam ner’s assertion, we do not find that such
acknow edgnent in any way suggests that the nodels be discarded
or the results obtained therefrom disregarded. Rather, the
Mol chan studies indicate that the effects of scopolam ne are age
dependent. We direct attention to the concluding statenents on

p. 224 of Ml chan (first conpl ete paragraph) that
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ol der subjects were significantly nore inpaired than the
younger by scopol am ne on sone tests of |earning and nenory.
This increased sensitivity of the ol der group to scopol an ne
is consistent with studies in animals and humans show ng
decreased cholinergic systemfunction with age. The
findings also indicate that age is an inportant variable to
consider in using the scopol am ne nodel of nenory

i npai r ment .

Thus, absent evidence to the contrary, we hold that the
appel l ant’ s specification would have enabl ed one skilled in the
art to “make and use” the clainmed conpositions at the tinme the
application was fil ed.

Accordi ngly, decision of the exam ner is reversed.

REVERSED

JOAN ELLI S
Adm ni strative Patent Judge

)
TEDDY S. GRON )
Adm ni strative Patent Judge )
)
) BOARD OF PATENT
CHUNG K. PAK )
Adm ni strative Patent Judge ) APPEALS AND
)
) | NTERFERENCES
)
)
)
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