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 law journal and (2) is
not bi ndi ng precedent of the Board.
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This is an appeal fromthe examner’s final rejection of

! Application for patent filed January 7, 1994. According to the appellant, the

application is a division of Application 07/962,768, filed October 19, 1992; which is a
continuation-in-part of Application PCT/US92/05972, filed July 21, 1992, which is a
continuation-in-part of Application 07/734,652, filed July 23, 1991, now abandoned;
which is a continuation-in-part of Application 07/734,426, filed July 23, 1991, now
abandoned.
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claims 1, 3, 5, 7, 9, 12 and 13. Cdaim6, which was om tted
fromthe final rejection, was added to the rejections in the
exam ner’s answer.? These are all of the clainms remaining in
t he application.
THE | NVENTI ON
Appel I ants claima process for producing a chiral
conpound having a recited fornmula. Appellants state that the
conmpound i s useful as a hypochol esterol em ¢ agent and as an
internmediate for the synthesis of penens (specification, page
1, lines 9-11). Caim1l is illustrative and is appended to
t hi s deci sion.
THE REJECTI ONS
Claims 1, 3, 5-7, 9, 12 and 13 stand rejected under 35
US C 8§ 112, first paragraph, for |ack of enablenent, and
under 35 U. S.C. 8 112, second paragraph, for failing to
particularly point out and distinctly claimthe invention.
OPI NI ON

We have carefully considered all of the argunents

2Because appellants include claim6 in their discussion
of the rejections in their brief, we consider the rejections
of this claimas set forth in the answer to be before us.
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advanced by appellants and the exam ner and agree with
appel l ants that the aforenentioned rejections are not well

founded. Accordingly, we do not sustain these rejections.

Rej ection under 35 U S.C. § 112, second paragraph

The relevant inquiry under 35 U.S.C. 8 112, second
par agr aph, is whether the claimlanguage, as it would have
been interpreted by one of ordinary skill in the art in |ight
of appellants’ specification and the prior art, sets out and
circunscribes a particular area with a reasonabl e degree
of precision and particularity. See In re More, 439 F. 2d
1232, 1235, 169 USPQ 236, 238 (CCPA 1971).

The exam ner points out (answer, page 3) that in each of
appel l ants’ i ndependent clains 1 and 6, the hydroxyam de can
be cyclized by treating it with:

(1i) a di- or tri-chlorobenzol ychloride, an
aqueous solution of a base and a phase transfer

catal yst; or

(tii) a di- or tri-chlorobenzolychloride, an aqgueous
solution of a base and a phase transfer catalyst,
isolating the resulting di-or tri-chlorobenzoate

internediate, then treating the internmediate with an
aqueous solution of a base and a phase transfer
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catal yst ;3

The exam ner argues that in (ii), the di- or tri-
chl or obenzol ychl ori de, base and catal yst produce a final
product, whereas in (iii) they produce an internedi ate rather
than a final product (answer, page 3). Thus, the exam ner
argues, there nust be sone difference between the treatnents
with the di- or tri-chlorobenzolychloride, base and catal yst
in (ii) and (iii), and because the clains fail to particularly
point out this distinction, a rejection under 35 U S.C. § 112,
second paragraph, is proper (answer, pages 3-4).

The exam ner’s argunent is deficient in that the exam ner
has not expl ai ned why the | anguage in either (ii) or (iii), as
it would have been interpreted by one of ordinary skill in the
art in light of appellants’ specification and the prior art,

fails to set out and circunscribe a particular area with a

®There is no issue in this case regarding treatnment with
“(v) a di- or tri-chlorobenzoyl chloride and a netal hydride”
as recited in each of clainms 1 and 6.
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reasonabl e degree of precision and particularity. The

exam ner’s assertion that the treatnment with the di- or tri-
chl orobenzol ychl ori de, base and catal yst produce a final
product in the one-step process (ii) and an internediate in

the two-step process (iii) is not such an expl anati on.

Appel I ants argue that one of ordinary skill in the art
woul d have interpreted the recited one-step process (ii) as a
process in which the di-or tri-chlorobenzoate internediate is
formed under conditions in which it is unstable with respect
to
cyclization and undergoes spontaneous cyclization to formthe
azetidinone, and would have interpreted the two-step
process (iii) as one in which the internediate is formed under
conditions which allowits isolation, and the isol ated
internmediate i s subsequently treated to bring about the
cyclization (brief, page 13). This is a plausible argunent

whi ch the exam ner has not rebutted with evidence or technical
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reasoni ng.
For the above reasons, we do not sustain the rejection
under 35 U. S.C. 8 112, second paragraph.
Rej ection under 35 U.S.C. § 112, first paragraph
A specification conplies with the 35 U S.C. § 112, first
par agr aph, enabl enent requirenent if it allows those of
ordinary skill in the art to nmake and use the cl ai ned

i nvention w thout undue experinentation. See In re Wight,
999 F.2d 1557, 1561, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993);

Atlas Powder Co. v. E. I. du

Pont De Nenours & Co., 750 F.2d 1569, 1576, 224 USPQ 409, 413
(Fed. Cir. 1984). As stated by the court in Wight, 999 F.2d

at 1561-62, 27 USPQ2d at 1513:

Not hi ng nore than objective enablenent is required,
and therefore it is irrelevant whether this teaching
is provided through broad term nol ogy or
illustrative exanples. [Citation omtted.]

When rejecting a claimunder the enabl enent
requi renent of section 112, the PTO bears an initia
burden of setting forth a reasonabl e expl anation as
to why it believes that the scope of protection
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provi ded by that claimis not adequately enabl ed by

the description of the invention provided in the

specification of the application; this includes, of
course, providing sufficient reasons for doubting

any assertions in the specification as to the scope

of enablenment. If the PTO neets this burden, the

burden then shifts to the applicant to provide

suitabl e proofs indicating that the specification is

i ndeed enabling. [Citation omtted.]

The exam ner argues that appellants’ specification
provi des no guidance as to how to carry out the one-step
process (answer, pages 4 and 6). Specifically, the exam ner
argues that the specification does not disclose what
conbi nati on of solvent, quantities of base and phase transfer
catal yst, and conposition of the base are required (answer,

pages 5 and 8).

To establish a prima facie case of |ack of enablenent, it
is not sufficient for the examner to nerely state what
appel l ants’ specification does not disclose. The exam ner
nmust provide sufficient reasons for doubting appellants

assertion in their specification (page 8, lines 27-32) that
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t he hydroxyam de can be cyclized by the one-step (ii) process
di scussed above. The exam ner has provi ded no evidence or
reasoni ng whi ch shows t hat
appel l ants’ assertion is incorrect, i.e., which shows that
gi ven appel l ants’ specification, one of ordinary skill in the
art could not have carried out appellants’ one-step (ii)
process w thout undue experinentation. Thus, the burden has
not shifted to appellants to provide proof that the
specification is enabling.

Accordingly, we do not sustain the rejection under 35

U S C § 112, first paragraph.

DECI SI ON
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The rejections of clainms 1, 3, 5-7, 9, 12 and 13 under 35
US C 8§ 112, first paragraph, for |ack of enablenent, and
under 35 U . S.C. 8 112, second paragraph, for failing to
particularly point out and distinctly claimthe invention, are
reversed

REVERSED

CHUNG K. PAK )
Adm ni strative Patent Judge )
)
)
) BOARD OF PATENT
CHARLES F. WARREN )
Adm ni strative Patent Judge ) APPEALS AND
)
) | NTERFERENCES
)
TERRY J. OVENS )
Adm ni strative Patent Judge )
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TJO pgg

Paul A. Thonpson

Scheri ng- Pl ough Cor poration
Pat ent Departnent K-6-1 1990
2000 Gl loping Hi Il Road

Keni | worth, New Jersey 07033-0530
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APPENDI X
oL O B
O\ M/ H \_ M/

1. A \W process for
productin l l g a chiral conpound
of the 5 v o VV‘ formul a

Bs \BJ By B,

wher ei n

R is phenyl, Wsubstituted phenyl, naphthyl, W
substituted napht hyl, benzodi oxolyl, heteroaryl, Wsubstituted
het eroaryl, benzofused heteroaryl and Wsubstituted benzofused
heteroaryl, wherein heteroaryl is selected fromthe group
consisting of pyrrolyl, pyridinyl, pyrimdinyl, pyrazinyl,
triazinyl, imdazolyl, thiazolyl, pyrazolyl, thienyl, oxazolyl
and furnayl, and for nitrogen-containing heteroaryls, the N
oxi des thereof;

Rt and R® are independently selected fromH or R
Wis 1 to 3 substituents independently selected fromthe

group consisting of |ower alkyl, hydroxy |ower alkyl, |ower
al koxy, al koxyal kyl, al koxyal koxy, al koxycarbonyl al koxy,
(1 ower al koxyi m no) -l ower al kyl, |ower al kanedi oyl, |ower

al kyl 1 ower al kanedi oyl, allyl oxy,

-CF,;, -OCF;, benzyl, R-benzyl, benzyl oxy, R-benzyl oxy,
phenoxy, R:-phenoxy, dioxolanyl, NGO, NRR(lower alkyl)-,
NR'Re( | ower al koxy)-, OH, hal ogeno, -NHC(O) OR, -NHC(O) R,
ROSNH, (RQOS),N, -S(O,NH,, -S(O,,R, tert-butyldi nethyl-
si |l yl oxynmet hyl ,
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A and D are independently a bond; GC,;-GC, cycl oal kyl ene; C;-
C, al kyl ene; C-C, al kenyl ene; C;-C, al kynyl ene; and al kyl ene,
al kenyl ene or al kynyl ene chain as defined substituted by one
or nore substituents independently selected fromthe group
consi sting of phenyl, Wsubstituted phenyl, heteroaryl and W
substituted heteroaryl, wherein heteroaryl is as defined
above; an al kyl ene, al kenyl ene or al kynyl ene chai n as defi ned
interrupted by one or nore groups independently selected from
the group consisting of -O, -S-, -SO, -SO-, -NR;,, -C(O-,
C;- G cycl oal kyl ene, phenyl ene, Wsubstituted phenyl ene,
het eroaryl ene and Wsubstituted heteroaryl ene; or an
interrupted al kyl ene, al kenyl ene or al kynyl ene chain as
defined substituted by one or nore substituents independently
selected fromthe group consisting of phenyl, Wsubstituted

phenyl, heteroaryl and Wsubstituted het er oaryl ;
of R-Dis selected fromthe group /—\ ' consisting
of hal ogeno, COH, |ower al koxy, - —WU B OC(OFR, -

NR'RE, -SH and - S(l ower al kyl); | S

R is 1-3 groups independently selected fromthe group
consisting of |lower alkyl, |ower alkoxy, -COOH NGO, -NRR, CH
or hal ogeno;

R* and R are independently selected fromH and | ower

al kyl ;
R is |lower alkyl, phenyl, R:-phenyl, benzyl of R-Dbenzyl
R is OH |ower alkyl,
i 1 - -
. s ' phenyl, benzyl, R-phenyl or R
Coy M s /o P
-CH- By =C-U B
s A,

R is H OH al koxy, phenoxy, benzyl oxy,
-NR'R, | ower al kyl, phenyl or R:-phenyl;
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i R1 ’ R1
Ris -0, -CH-, -NH | or -N

(I ower al kyl)-;

|
o A 0 A
R° is H |ower alkyl, ] /u\\//L~ phenyl
| ower al kyl or -C(O R N "“’oH HN - OH
R D
|

Rt is H |ower alkyl, ! z phenyl
or phenyl |ower alkyl; | ,

provi ded t hat when A R? or R2: is a
bond, R is not H and provid

ed that when R' is Wsubstituted phenyl, Wis not p-hal ogeno;
conprising cyclizing a hydroxyam de of the formul a

wherein D, A, R, R and R are as defined above, by
treating wth:

(i) adi- or tri-chlorobenzoyl chloride, an aqueous
solution of a base and a phase transfer catal yst; or

(tii) a di- or tri-chlorobenzoyl chloride, an aqueous
solution of a base and a phase transfer catalyst, isolating
the resulting di- or tri-chlorobenzoate internedi ate, then
treating the internmediate with an aqueous sol ution of a base
and a phase transfer catalyst; or

(v) a di- or tri-chlorobenzoyl chloride and a netal
hydri de.
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