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 law journal and (2) is
not bi ndi ng precedent of the Board.
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WLLIAMF. SMTH, Adm nistrative Patent Judge

DECI S| ON ON APPEAL

This is an appeal under 35 U.S.C. §8 134 fromthe final
rejection of clains 6 and 7, the only clains remaining in the
application. Cains 6 and 7 read as foll ows:

6. A nethod for adm nistering an antiepileptic drug

to the gastrointestinal tract of hunmans, wherein the
met hod conpri ses:
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(a) admtting orally into the human a dosage
form conprising 10 nanograns to 750 mlligrans
of an antiepileptic drug selected fromthe group
con-sisting of valproic acid, valproic acid
salts, sodiumval proate, potassium val proate
cal cium val proate, val prom de, val proic ester,
di val proex sodium oligoner salt of valproic
acid, prodrug of valproic acid, and
pharmaceutically acceptabl e derivatives of

val proi c aci d; which drug possess-ing
antiepileptic therapy is admnistered froma
dosage form conprising a nenber selected from
the group consisting of a sustained-rel ease
dosage formand a controll ed-rel ease dosage
form and,

(b) adm nistering the antiepileptic drug from

t he dosage formover a therapeutic dose up to
750 ng over an extended period of time up to 30
hours to provide the antiepileptic therapy.

7. A nethod for admi nistering an antiepileptic drug to
the gastrointestinal trace of a human, wherein the nethod
conpri ses:

(a) admtting orally into the human a dosage
form conprising 10 nanograns to 750 mlligrans
of a menber selected fromthe group consisting
of one to three noles of valproic acid and one
to six noles of a salt of val proic acid; an

ol i goner of valproic acid salt, and val proic
acid containing four noles of the salt and the
acid; three noles of valproic acid and cal ci um
val proate; val proic acid and sodi um val proat e;
val proic acid and dival proex sodi um and cal ci um
val proate and val prom de; which drug possessing
antiepileptic therapy is admnistered froma
dosage form conprising a nenber selected from
the group consisting of a sustained-rel ease
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dosage formand a control | ed-rel ease dosage
form and,

(b) admnistering the antiepileptic drug from
t he dosage formover a therapeutic dose up to
750 mg over an extended period of tine up to 30
hours to provide the antiepileptic therapy.

The reference relied upon by the exam ner is:

Theeuwes et al. (Theeuwes) 3,916, 899 Nov. 04,
1975

Clainms 6 and 7 stand rejected under 35 U.S.C. § 102(b) as
antici pated by Theeuwes. W reverse.

Di scussi on

As set forth in RCA Corp. v. Applied Digital Data

Systenms, Inc., 730 F.2d 1440, 1444, 221 USPQ 385, 388 (Fed.

Cr. 1984)

"Anticipation is established only when a single prior art
reference discloses, expressly or under principles of

i nherency, each and every el enent of a clainmed invention."
(citation omtted). The active agent required by clains 6 and
7 is valproic acid or various derivatives thereof. The

exam ner's statenent of the rejection as it appears at page 3
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of the exam ner's answer reads:

Theeuwes ' 899 teaches a control rel ease device
(abstract). Oral administration is disclosed (colum
12, lines 10-13). Drugs without limtation are

di scl osed (colum 15, lines 33-35), including

anti convul sants (colum 16, lines 1-2). Val proic
acid is well-known in the pharmaceutical art as an
anticonvul sant for the treatnent of epilepsy.
(Enmphasi s original)

The exam ner has correctly determ ned that Theeuwes
describes a nethod of admnistering a drug to a human in a
sust ai ned-rel ease or controll ed-rel ease form The exam ner
al so correctly determned that the active agent which may be
adm n-istered in Theeuwes can be broadly a drug and
specifically an anticonvul sant. Were the exam ner's case
falls apart, however, is in his attenpt to account for the
claimrequirenent that the active agent is valproic acid or a
derivative thereof.

In stating the rejection, the exam ner only nentions that
val proic acid is a known anticonvul sant. This is correct. See,
e.g., the paragraph bridging pages 1-2 of the specification.

However, the fact that valproic acid may be a known
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anti convul sant does not nean that Theeuwes describes its use
as the active agent in the controll ed-rel eased or sustai ned-
rel eased dosages of that invention. Manifestly, the exam ner
has not established that Theeuwes nentions val proic acid by
name. Nor has the exam ner begun to establish that Theeuwes
descri bes val proic acid under the "principles of inherency."”
The open ended description of active agents in Theeuwes which
i ncl udes drugs in general and anticonvul sants specifically

does not nean

t hat Theeuwes descri bes each and every possi bl e conpound which
meet those descriptions. Absent a fact-based explanation from
t he exam ner to why Theeuwes descri bes the subject matter of
claims 6 and 7 in their entirety, we find that the exam ner

has not properly established a prima facie case of

anti ci pati on.
The deci sion of the exam ner is reversed.

REVERSED
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