TH'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 |l aw journal and
(2) is not binding precedent of the Board.
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Appeal No. 97-1999
Application 07/390, 7451

Oral Hearing: August 7, 1997

Before METZ, GRON, and ELLIS, Adninistrative Patent Judges.

GRON, Adninistrative Patent Judge.

DECI SI ON ON APPEAL UNDER 35 U.S. C. § 134

This is an appeal under 35 U.S.C. § 134 from an

exam ner’s decision to reject the patentability of Cains 1-

! Application for patent filed August 8, 1989.
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21, all clains pending in this application.

1. | nt r oducti on

Clainms 15-21 stand rejected under 35 U.S.C. § 102(b) as
fully described by Schrdder et al. (Schroder), U S. 4,554,017,
pat ent ed Novenber 19, 1985. dCains 1-21 stand rejected under
35 U.S.C. §8 103 as being unpatentable in view of the conbi ned
teachings of Nadler et al. (Nadler), *“1-Am nocycl opropane-1-
Carboxylic Acid (ACC) Mmcs the Effects of A ycine on the
NVMDA Receptor |on Channel,” European Journal of Pharmnacol ogy,

Vol . 157, pp. 115-116 (Novenber 1988)(prinma facie prior art

under

35 U.S.C. § 102(a)); Marvizdén, Lewi n, and Skol nick (Mrvizon),
“1- Am nocycl opropane Carboxylic Acid: A Potent and Sel ective
Ligand for the dycine Mdulatory Site of the N Mthyl-D
Aspartate Receptor Conplex,” Journal of Neurochem stry, Vol.

52, No. 3, pp. 992-994 (March 1989)(prima facie prior art

under

35 U.S.C. § 102(a)); Chenical Abstracts (Ross), Vol. 85, No.
4,

AB- 743, Abstract No. 39814 (1987); Robinson et al. (Robinson),
“Autamate and Rel ated Acidic Excitatory Neurotransmtters:

-2 -



Appeal No. 97-1999
Application 07/390, 745

From Basi ¢ Science to Cinical Application,” FASEB Journal,
Vol . 1, No. 6, pp. 446-455 (1987); and Foster et al. (Foster),
“Taki ng Apart NVMDA Receptors,” Nature, Vol. 329, pp. 395-396
(1987).

Clains 1-5 and 15 are representative of the subject

matter cl ai ned and read:

1. A nethod of treating a
neur opsychophar nacol ogi ca
di sorder in a patient, wherein the neuropsychopharmaco-
| ogi cal disorder treated results fromor is associated
W th excessive activation of the N-nethyl-D aspartate
[ (NVDA)] receptor conplex, said method conpri sing:

adm nistering to a patient in need of treatnent
t hereof a conpound possessing partial agonist properties
for the strychnine insensitive glycine nodulatory site of
the N-nethyl-D-aspartate receptor conplex in an anpunt
effective to alleviate the synptons of the neuropsycho-
phar macol ogi cal di sorder.

2. The nethod of claim1), wherein the neuropsycho-
phar macol ogi cal disorder treated is selected from

epi | epsy, stroke, anxiety, Alzheinmer’s disease,
Par ki nson’ s Di sease, Guam ALS, denentia, and |l athyrism

3. The nmethod of claim1l, wherein the neuropsycho-
phar macol ogi cal disorder is an epilepsy or anxiety
di sorder.

4. The nethod of claim1, wherein the disorder is
an epil epsy disorder.

5. The nmet hod of claim 1, wherein said conpound has
the formul a:
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t he

A C=O
\ /N
C B Formul a |
[\
cC-C

wherein Ais -NH,, -NHR! or -NR'R?; Bis -OH or -OR

R, R and R, sane or different, are selected from| ower
al kyl, which may be substituted by hal ogen, hydroxyl,

| oner al koxy, oxo, nercapto, aryl or amno; or a
pharmaceutically acceptable salt thereof.

15. A pharmaceutical conposition for the treatnent
of a neuropsychophar macol ogi cal di sorder which results
fromor is associated with excessive activation of the
N- net hyl - D-aspartate receptor conpl ex, conpri sing:

(a) a conpound having the formul a:

A C=O
\ /N
C B Formul a |
[\
cC-C

wherein Ais -NH,, -NHR' or -NR'R?; Bis -OH or -OR

R, R and R, sane or different, are selected from| ower
al kyl, which may be substituted by hal ogen, hydroxyl,

al koxy, oxo, nercapto, aryl or amno; or a
pharmaceutically acceptable salt thereof; and

(b) a pharmaceutically acceptable carrier thereof
suitable for admnistration to a patient, wherein when

carrier is water, the carrier further includes isotonic
agents.

D scussi on

A. The section 102 rejection

W reverse the examiner’s rejection of Cains 15-21 under
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35 U.S.C. § 102(b) because the clained conpositions are not
fully described by Schroder. During the exam nation process,
the | anguage of the clains is to be given its broadest
reasonabl e interpretation consistent with the description of

the invention in the specification. In re Zletz, 893 F. 2d

319, 321, 13 UsSPQ@d 1320, 1322 (Fed. Cir. 1989). In that
light, the conpositions appellants claimnust be interpreted
to include only those pharnaceutical conpositions which are
suitable “for admnistration to a patient” (Caim15), i.e.,
“sui tabl e pharmaceutical fornmulations for adm nistering by

I njection” (Specification, p. 12, |. 22-24). The
specification teaches (1)(Specification, p. 26, |. 2-8):

The Formula | partial agoni st conpounds of the
present invention may be made into sterile pharmaceutica
conpositions for injection, by conbination with

appropriate
pharmaceutically acceptable carriers or diluents, and may
be formul ated into preparations in liquid for injections
in the usual ways for this respective route of
adm ni strati on.

(2)(Specification, p. 27, |. 9-12):

Parenteral adm nistration of the conpounds of the
present invention can easily be had by a pharmaceutically
acceptable carrier, such as Sterile Water for Injection,
USP, or by a sterile saline solution.

and (3) (Specification, p. 28, |. 8-10):

Possi bl e routes of adm nistrati on incl ude
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I ntravenous

(i.v.), subcutaneous (s.c.), intranmuscular (i.m) and

i ntraperitoneal (i.p.).

Wil e Schroder certainly describes conpositions
conpri sing 1-am nocycl opropane carboxylic acid or its | ower
al kyl esters in water (Schroder, col. 12, |. 29-58), with the
possi bl e inclusion of “salts of iron, nanganese, boron,
copper, cobalt, nolybdenum and zinc” (Schroder, col. 13, |I.
20-25), the conpositions are taught to be useful for
application to plants to regulate plant growh (Schroder, col.
21, Caiml). Wile we agree with the exam ner that
Schroder’s conpositions for application to plants to regul ate
grow h nmay be sterile and may contai n pharmaceutical grade
carriers and pharmaceutically acceptable salts in anmounts
suitable for human injection, we find in Schroder no
description of the pharnmaceutical conpositions appellants
cl ai m whi ch woul d have reasonably placed that subject matter
in the possession of the public. Accordingly, we reverse the
exam ner’s rejection of Cainms 15-21 under 35 U.S.C. § 102(b)
as anticipated by Schroder.

B. The Section 103 rejection

Appel  ants do not appear to contest the exam ner’s

finding that the conbined teachings of Ross, Robinson, and
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Foster woul d have | ed persons having ordinary skill in the art
to understand that the NVDA receptor conplex is associated
Wi t h neur opsycho- phar macol ogi cal di sorders such as epil epsy,
stroke, anxiety, Al zheiner’s disease, Parkinson's D sease,
Guam ALS, denentia, and lathyrism Rather, appellants argue
(1) that neither Nadler nor Marvizon is prior art under 35
US C 8§ 102(a), and (2) the conbined teachings of Nadl er and
Mar vi zon reasonably woul d not have | ed persons having ordinary
skill in the art to nake and use the invention appellants
claimw th reasonabl e expectation of successfully treating
neur opsychophar nacol ogi cal di sorders associated with excessive
activation of the NVDA receptor conplex (Appeal Brief, pp. 11-
14) .

In support of argunent (1), appellants filed two
declarations. The first is a Declaration Under 37 CFR 1.132
by Phil Skol nick which is supported by an article by Skol nick,
Marvi zon, Jackson, Monn, Rice, and Lew n (Skol nick), “Blockade
of N-Met hyl -D Aspartate | nduced Convul sions by 1-

Am nocycl opropane- carboxyl ates,” Life Sciences, Vol. 45, No.
18, pp. 1647-1655 (1989) (Paper No. 8, filed February 19,
1991). In part VI of that declaration, Skolnick declares

(Skol nick Rule 132 decl arati on,
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p. 3, part VI):

[ E] ven though the [ Marvizon and Skol ni ck] references
nanme co-authors different fromthe naned co-

I nventors on the present application, the disclosures

therein of portions of the present invention are nade

by the present inventors.

G ven that declaration, In re Katz, 687 F.2d 450, 454, 215

USPQ 14, 17 (CCPA 1982), instructs:

[Qne’s own work is not prior art under 8 102(a) even

t hough it has been disclosed to the public in a manner

or formwhich otherwi se would fall under 8 102(a).

Di scl osure to the public of one’s own work constitutes

a bar to the grant of a patent claimng the subject

matter so disclosed (or subject matter obvious therefrom

only when the disclosure occurred nore than one year
pri or

to the date of the application

However, Skol nick al so decl ares (Skol nick Rule 132
decl aration, p. 2, part 1I1):

That di scl osures contained in the [Marvi zon] reference
are made by the present co-inventors Marvizon,
Lewi n

and nyself and relate to the use of 1-am nocycl opropane-
carboxylic acid in the present invention. That since ny
co-inventors Janmes Monn and Kenner Rice contribution to
the present invention dealt with the synthesis and use of
ester derivatives of 1-am nocycl opropanecarboxylic acid
in the present invention; and since this portion of the
present invention was not disclosed in the [Marvizon]

reference . . . co-inventors Janes Monn and Kenner Rice
wer e excluded as authors of the reference .

Skol ni ck’ s decl arati on does not establish what if any of

the subject matter disclosed in the Marvizon reference, which
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relates to the disclosed use of and uses for 1-

am nocycl opr opane carboxylic acid taught in this application,
was made by Marvizon, Lew n, Skol nick, Mnn and Rice rather
than Marvi zon, Lewi n, and Skol nick. Skol nick’s declaration
strongly suggests that all subject matter disclosed in this
application which relates to the use of the esters of 1-

am nocycl opr opanecar boxylic acid was nade by Marvi zon, Lew n,
Skol ni ck, Monn, and Rice. However, Skolnick does not explain
why his declaration appears to be inconsistent with the
ori gi nal declaration which supports the present application.
That decl aration indicates that Marvizon, Lew n, Skol nick,
Monn, and Rice are the inventors of all the subject matter
defined by the clains on appeal as a whole. W find that

Skol nick’s Rule 132 declaration is confusing at best and does
not satisfactorily explain what subject matter disclosed in
Marvi zon was i nvented by Marvizon, Lew n, Skolnick, Mnn, and
Ri ce, the naned inventive entity of this case, and cannot
therefore be considered prior art under 35 U . S.C. § 102(a) as
to the subject matter of the clains here on appeal. On the
face of Marvizon, all the subject nmatter the reference

di scl oses appears to be prior art under 35 U.S.C. § 102(a).

Skol nick’s Rul e 132 decl arati on does not satisfactorily
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expl ai n why Marvi zon may not be considered prior art under 8§
102( a) .

A Decl aration under 37 CFR 8§ 1.131 by Skol nick, Lew n,
Marvi zon, Monn, and Rice filed on March 20, 1995 (Paper No.
31) reads on page 2, paragraphs 3 and 4, thereof:

3. At | east as early as Novenber 15, 1988, ethyl
and met hyl esters of ACPC were concei ved, synthesized and
tested for activity by three of us, Phil Skol nick, Janes
Monn, and Kenner Rice, prior to publication of the
Marvi son [sic, Marvizon], et al., and Nadler, et al.

publ i cations, as denonstrated by Attachment A

Attachnment A are notebook pages, fromthe | aboratory manual
of Barrington Jackson, a student who conducted research
in Dr. Skolnick’'s | aboratory at his direction and under his
supervision, with dat es marked out.

4, At | east as early as Novenber 15, 1988, ACPC had
been concei ved, obtained and tested for binding to the
glycine site of the NVDA receptor, by Phil Skol nick,
Anita Lewi n, and Juan-Carl os Marvi zon, as denonstrated by
Attachnment B. Attachnent B are pages fromthe | aboratory
manual of Dr. Marvisén [sic, Marvizon], with the dates
mar ked out .

The decl arants support the above statenents with Attachnments A
and B which appear to be copies of |aboratory notebook pages
and a conputer-originated data sheet. The purpose, content,
and nmeaning of the information in the attached | aboratory

not ebook pages and data sheets are unclear fromthe attached

papers thensel ves. Mreover, the declarants proffer no

further explanation of that information in the text of the

- 10 -
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decl aration which refers to the attachnents' information.

Decl arants do conclude and argue in sinmultaneously filed
papers and their later briefs on appeal, that the attached
evi dence supports a conclusion that Skol nick, Lew n, Marvizon,
Monn, and Rice conceived of and/or reduced to practice the
subject matter of the clains on appeal at |east as early as
Novenber 15, 1988 (Appeal Brief, p. 12). W fail to see how
t he uncl ear and unexpl ai ned i nformati on displayed by the
papers supports declarants’ conclusion that applicants

concei ved, synthesized and tested ACPC or its ethyl and nethyl
esters for activity in treating neuropsycho-pharmacol ogi ca

di sorders by administration to a patient and/or conceived,
obt ai ned and tested pharnmaceutical conpositions conprising
ACPC or its ethyl and nethyl esters and a pharmaceutically
acceptable carrier thereof suitable for admnistration to a
patient for binding to the glycine site of the NVDA receptor,
at least as early as Novenber 15, 1988.

Whil e we m ght speculate as to the neaning of the attachnents
and what they may or may not indicate, we find that

specul ation is poor support for patentability and will not do
so. Accordingly, appellants have not rebutted our hol di ng

that everything Nadl er and Marvizon disclose prim facie is
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prior art under 35 U.S.C

§ 102(a).

We neverthel ess reverse the exam ner’s hol di ng that
Clainms 1-21 are unpatentable under 35 U S.C. 8 103 in view of
t he conbi ned teachi ngs of Nadl er, Marvi zon, Ross, Robi nson,
and Foster. In our view, persons having ordinary skill in the
art woul d not have been | ed by the conbi ned teachings to
expect success in treating neuropsychopharnacol ogi ca
di sorders with pharmaceutical conpositions conprising ACPC or
its esters. W find that the applied prior art would not have
enabl ed one skilled in the art to treat
neur opsychophar macol ogi cal di sorders by injection of
phar maceutical ly acceptabl e conpositions of ACPC or its esters
wi th reasonabl e expectati on of success w thout undue further
experinmentation, i.e., at best the conbined prior art

teachi ngs create an “obvious-to-try” situation. See In re Eli

Lilly & Co., 902 F.2d 943, 945,

14 USPQd 1741, 1743 ((Fed. Cir. 1990):
An “obvious-to-try” situation exists when a genera

di scl osure may pique the scientist’s curiosity, such that
further investigation mght be done as a result of the

- 12 -
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di scl osure, but the disclosure itself does not contain a

sufficient teaching of how to obtain the desired result,

or that the clained result would be obtained if certain

di recti ons were pursued.

W find from Nadler’s teaching that conpounds which are
gl yci ne agoni sts or antagonists or conmpounds which mmnc the
effects of glycine on the NVDA receptor in vitro, “m ght
therefore serve as effective pharmacot herapeutic agents in
abnor mal NVDA-receptor functioning, through altering the
efficacy of glutamate at its own sites” (Nadler, p. 115, col.
1, para. 1). Nadler’s results “indicate that ACC, |ike
gl yci ne, does not act at the glutamate binding site” (Nadler,
p. 116, col. 1). Nadler “found that ACC. . . mmcs the
effects of glycine in that it potentiates the NVDA
evoked currents in a concentration-dependent manner” (Nadler,
p. 116, col. 1). However, Nadler’s analysis of his own
results reasonably woul d not have suggested to persons having
ordinary skill in the art that ACC or its esters could be
effectively used to treat neuropsycho-pharmnmacol ogi ca
di sorders. To the contrary, Nadler states (Nadler, p. 116,
col. 2):

The contrasting activities of these two am no acids|,

ACC and cycl ol euci ne,] nay enable themto serve as nodels

for current studies being carried out in our |aboratory
in an attenpt to design new derivatives of greater

- 13 -
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t her apeuti c potency.
Thus, we agree with appellants’ view that persons having
ordinary skill in the art would have been | ed by Nadler’s
di scl osure to believe that Nadl er hinself doubted the
therapeutic efficacy of ACC and | ooked to design new
derivatives of greater therapeutic potency.

Marvi zon’ s recognition that ACPC, the conpound Nadl er
| abel s ACC, “exhibits the characteristics of a potent and
sel ective partial agonist at these glycine nodul atory sites”
(Marvi zon
p. 992, col. 2) does not renedy or supplant the deficiencies
of Nadler. Wile Marvizon's findings, |like those of Nadler,
strongly suggest that ACPC and glycine “act at a common site
on the NVDA receptor conplex” (Marvizon, p. 994, col. 1) and
that “ACPC is a potent and selective ligand of the glycine
nodul atory site coupled to NVDA receptors” (Marvizon, p. 994,
final para.), and Marvizon further indicates that “ACPC .
seens to behave as a partial agonist at these sites”
(Marvi zon, p. 994, final para.), Marvizon, based on no nore
evi dence than this, nmerely states that “ACPC may prove usef ul
i n neurochem cal, pharmacol ogi cal, and el ectrophysi ol ogi ca
studi es of the NVDA receptor conplex” (Mrvizon, p. 994, fina

- 14 -
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para., concluding sentence). This, in our view, would not
have suggested the use of ACPC for treating

neur opsychophar nacol ogi cal disorders. Rather, it is an
invitation to experinent. Thus, we also find, based on this
evi dence, that persons having ordinary skill in the art
reasonably coul d not have expected success using ACPC or its
esters to treat neuropsychopharnacol ogi cal di sorders.
Therefore, even if we assune, arguendo, that the applied prior
art teachings woul d have suggested the clained nethod to
persons having ordinary skill in the art, we find that they
woul d not have had a reasonabl e expectation of successfully
treati ng neuropsychophar macol ogi cal di sorders using the
conmpounds described therein. Accordingly, we are obliged to
reverse the examner’s rejections under 35 U.S.C. § 103 in
vi ew of the conbi ned teachi ngs of Nadler, Mrvizon, Ross,
Robi nson, and Foster.

3. O her_issues

Consi stent with the findings and conclusions in our
Di scussion, we find fromthe evidence and argunents of record
that the art to which the subject matter clainmed in this case
pertains, is highly unpredictable. W also find that the
specification filed in support of the clains on appea
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provi des substantial evidence in support of clains drawn to
nmet hods of treating neuropsychopharnacol ogi cal disorders with
phar maceuti cal conpositions conprising ACPC and its esters.
However, it appears to this panel that Clains 1-4 are not
commensurate in scope with the scope of support in the
specification. Clains 1-4 are directed to nethods of treating
neur opsychophar nacol ogi cal di sorders conpri sing adm ni stering
to a patient in need of treatnent thereof “a conmpound
possessing partial agonist properties for the strychnine

i nsensitive glycine nodulatory site of the N-nethyl-D
aspartate receptor conplex in an anount effective to alleviate
the synptons of the neuropsychopharmacol ogi cal di sorder”
(Caim1l). Even with know edge of their NVDA receptor-

regul ating activity, Nadler makes it clear that am no acids of
simlar structure have contrasting activities and ACPC
activity mght invite persons skilled in the art to “attenpt
to design new derivatives of greater therapeutic potency”
(Nadl er, p. 116, col. 2, last sentence). It is not clear to
us how the limted nunber and kind of exanples in this
specification, i.e., ACPC and its esters, which in effect are
one exanpl e, support broad clains to nethods for treating

neur opsychophar macol ogi cal di sorders generally with any
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conpound possessing partial agonist properties for the
strychni ne insensitive glycine nodulatory site of the N

met hyl - D-aspartate receptor conplex in an anmount effective to
all eviate the synptons of any neuropsycho- phar macol ogi ca

di sorder.

W recognize that In re Marzocchi, 439 F.2d 220, 224,

169 USPQ 367, 369-370 (CCPA 1971), instructs:
[I]t is incunbent upon the Patent O fice, whenever a
rejection . . . [under section 112, first paragraph] is
made, to explain why it doubts the truth or accuracy of
any statenment in a supporting disclosure and to back
up assertions of its own with acceptabl e evidence or
reasoni ng which is inconsistent with the contested
stat enment .
Nevert hel ess, Nadl er and Marvizon thensel ves strongly suggest,
and appel |l ants have argued consistent with that suggestion,
that persons having ordinary skill in the art reasonably could
not have predicted success in treating
neur opsychophar macol ogi cal di sorders w th agonists,
antagoni sts, or partial agonists which are structurally
simlar to ones previously found to exhibit noderate success
either inin vitro tests or in vivo tests using nodel aninmals.
See pages 8-9 of Transmttal of Art, filed August 19, 1997,
which we invite the examner to study. |In an unpredictable

art, Section 112 requires that the scope of the clained
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subject matter bear a reasonable correlation to the scope of

enabl enment provided by the specification. See generally Angen

Inc. v. Chugai Pharmaceutical Co., 927 F.2d 1200, 1212-1214,

18 USPQ2d 1016, 1026-1028 (Fed. Cir.), cert. denied, 502 U S.

856 (1991), and In re Fisher, 427 F.2d 833, 836, 839, 166 USPQ

18, 21-22, 24 (CCPA 1970). It appears fromthe evidence in
this record that the limted teachings in the specification
with only one exanple of an effective partial agonist, would
not have enabl ed persons skilled in an art, which was
unpredi ctable at the tinme of this invention, to determ ne
whi ch conpounds are partial agonists for the strychnine

i nsensitive glycine nodulatory site of the N-nethyl-D
aspartate receptor conplex and predict which of those would
effectively alleviate the synptons of any

neur opsychophar macol ogi cal di sorder, w thout undue
experi ment ati on.

However, in that the exam ner, based on nuch the sane
evi dence, declined to raise the issue of conpliance with the
first paragraph of 35 U.S.C. 8§ 112 either in favor of the
rejection under section 103 or for reasons otherw se uncl ear
to this panel, we |leave the matter of conpliance with the
first paragraph of 35 U . S.C. 8§ 112 based on all the evidence
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now of record? for the examner to determne in the first
instance. W remand this application to the exam ner for that
pur pose.

4. Concl usi on

W reverse the examner’s rejection of Cains 15-21 under
35 U.S.C. 8§ 102(b) over Schroder.

W reverse the examner’s rejection of Cains 1-21 under
35 U.S.C. 8 103 as being unpatentable in view of the conbi ned
teachi ngs of Nadl er, Marvizon, Ross, Robinson, and Foster.

We remand the application to the exam ner for
consi deration of the patentability of Clains 1-4 under 35
US C 8§ 112, first, paragraph, as indicated in the “Q her
I ssues” section of this decision.

This application, by virtue of its "special" status,

requi res an i medi ate action. Mnual of Patent Exam ning

2 I ncl udi ng the new evi dence and argunent in the
Transmittal of Art filed August 19, 1997.
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Procedures 8§ 708.01(d)(6th ed., rev. 3, July 1997). It is
i nportant that the Board be infornmed pronptly of any action
affecting the appeal in this case.

REVERSED; REMANDED

Andrew, H Metz )
Adm ni strative Patent Judge )
)
)
)
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PATENT
Adm ni strative Patent Judge ) APPEALS AND
) | NTERFERENCES
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