The opinion in support of the decision being
entered today is not binding precedent of the Board.

Paper 23

UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte ZAKAUDDIN T. CHOMAN and PATRICK H VO

Appeal 97-1939
Application 08/ 375, 049!

Bef or e: McKELVEY, Seni or Adm nistrative Patent Judge, and
SCHAFER and LEE, Adninistrative Patent Judges.

McKELVEY, Seni or Adm nistrative Patent Judge.

Deci si on on appeal under 35 U.S.C. 8 134

Upon consi deration of applicants' Appeal Brief (Paper 21)
and the Exam ner's Answer (Paper 22), it is
ORDERED t hat the examner's rejection of clains 37-

38, 42-43 and 45-46 as bei ng unpat entable under 35 U. S. C

1 Application for patent filed 18 January 1995. The application on appeal is said
to be a continuation of application 08/038,597, filed 16 March 1993. The real party in
interest is Syntex (U S.A) Inc
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§ 103 over Pagay, U. S. Patent 5,330,759 (1994)2 in view of

Porter, U S. Patent 4,556,552 (1985) is reversed.

-

According to applicants, the clains stand or fal

together with claim42.

Claim42
Claim 42 reads [indentation and paragraph nunbering
added] :

An aqueous enteric coating dispersion
[1] free of organic solvents, detackifiers,
glidants, and optional excipients and
[2] suitable for use in the preparation of an
enteric coated pharnmaceutical dosage form
[3] the dispersion prepared by conmbining in
[a] water
[b] one or nore anionic polynmers being
synt hesi zed from nethacrylic acid and an
acrylic acid ester,
[c] one or nore plasticizers selected from
triethyl citrate and di butyl phthal ate, and
[d] anmoni um hydr oxi de.

2 Pagay is based on an application filed 26 August 1992 and therefore is prior art
vis-a-vis applicants under 35 U.S.C. § 102(e).
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Pagay

Pagay descri bes an aqueous enteric coating dispersion
containing itens [a], [b] and [c] of applicants' claim42.

Pagay differs fromthe subject matter of claim42 in that
claimd42 requires the presence of amoni um hydroxi de wher eas
Pagay does not describe the use of anmoni um hydroxi de. The
Pagay enteric coating dispersion is used to coat capsul es
"using air at a tenperature in the range from 30EC to 60EC'
(col. 3, lines 5-6).

There is no indication in Pagay that spray nozzles wll
clog at tenperatures in the range of 30EC to 60EC. 1In an
EXAMPLE (col. 5), coating using air tenperatures of 40E-44EC

is described (col. 6, line 43).

Porter
Porter al so describes agueous enteric coating dispersions
made fromfilmform ng polyners, a plasticizer, an auxiliary
filmform ng pol yner, pignment particles and optionally an
anti-caking agent (col. 2, lines 42-46). The polyners and
pl asticizers are different fromthose descri bed by Pagay.

Porter describes the use of an anti-coal escing or stabilizing
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agent whi ch nmay be ammoni um hydroxide (col. 4, lines 5-6).
According to Porter (col. 4, lines 9-21):

The ammonia is not part of the coating powder; it is
added after suspending the coating powder in water
for about % hour, and before the spraying step. The
coating suspension may be sprayed w thout adding the
anti-coal esci ng agent, but there may be cl oggi ng
problens if the spray equi pnent becones too hot. |If
the anti-coal escing agent is added to the coating
suspensi on, the coating suspension will not begin to
coal esce and clog the spray apparatus until the

t enperature reaches about 60EC., whereas w thout the
anti coal esci ng agent the coating suspension nmay
start to coal esce and clog the spray apparatus when
the tenperature reaches about 27E- 30EC.

Exanm ner's rational e

The exam ner reasons that it would have been obvious to
i ncl ude ammoni um hydroxide in the enteric coatings of Pagay.
According to the exam ner (Exam ner's Answer, pages 3-4):

Wi |l e Pagay *** do[es] not nention any clogging
problem it would have been obvious to one of
ordinary skill in the art to add an anti-coal esci ng
agent such as ammoni um hydr oxi de as di scl osed by

Porter *** since the spray tenperature [of Pagay] is

- 4 -
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above the val ue which Porter *** teach[es] that

cl ogging at the nozzle may occur.

Di scussi on

It is true that applicants in their specification do not
tell us clearly why anmoni um hydroxide is present or desirable
in their aqueous enteric coating dispersion. But, the fact is
t hat ammoni um hydroxide is present and claim42 requires the
presence of ammoni um hydr oxi de. Thus, if there would
have been any reason to add anmoni um hydroxi de to the Pagay
enteric agqueous coating dispersion, we mght agree with the
exam ner's rejection.

On this particular record, our difficulty with the
examner's rationale is that Pagay does not suggest that any
cl oggi ng probl em exi sts when spraying the Pagay enteric
conpositions at tenperatures at which Porter says an anti -
coal esci ng agent may be needed. Thus, on this record, any
spray cl oggi ng probl em descri bed by Porter nmay be a function
of the polyner and plasticizers used by Porter and not the
spray tenperature per se. Gven that clogging was a known
problemas early as the issue date (1985) of Porter, had Pagay

encountered a cl oggi ng problem surely sonet hing woul d have
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been sai d about the problemin the Pagay specification. Pagay
mentions no clogging problem Accordingly, on this record,
there is no reason or notivation to add anmoni um hydroxi de to

t he Pagay aqueous enteric coating dispersion. Conpare Snths

| ndustries Medical Systens, Inc. v. Vital Signs, Inc., 183

F.3d 1347, 1356, 51 USPQRd 1415, 1420-21 (Fed. Gr. 1999)
(There is no basis for concluding that an invention would have
been obvious solely because it is a conbination of elenents
that were known in the art at the tine of the invention. The
rel evant inquiry is whether there is a reason, suggestion, or
notivation in the prior art that would | ead one of ordinary
skill in the art to conbine the teachings of the references,
and that woul d al so suggest a reasonable |ikelihood of
success. Such a suggestion or notivation may conme fromthe
references thensel ves, fromknow edge by those skilled in the
art that certain references are of special interest in a
field, or even fromthe nature of the problemto be sol ved).
-8

For the benefit of the exam ner and applicants, we nmake

the foll owi ng observation. Caim42 contains the limtation

"free of organic solvents, detackifiers, glidants, and



Appeal 97-1939
Appl i cation 08/ 375, 049

optional excipients" (enphasis added). On the other hand, the
specification describes a coating "free of organic sol vents,

detackifiers, glidants, and antifoam agents" (enphasis added;

page 3, lines 15-16). |In fact, the specification seens to
state that excipients "nmay or may not be present” (page 4,
line 17). Accordingly, there is a question of whether the
invention, as presently clainmed, is described in the
specification as required by the first paragraph of 35 U S.C
§ 112. The exam ner and applicants may wish to look into the
matter when prosecution resunes before the exam ner.

REVERSED.

FRED E. McKELVEY, Seni or )

Adm ni strative Patent Judge )
)
)

RI CHARD E. SCHAFER ) BOARD OF

PATENT

Adm ni strative Patent Judge ) APPEALS AND
) | NTERFERENCES
)
)

JAMESON LEE )

Adm ni strative Patent Judge )
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cc (via First Cdass mail);

Derek P. Freyberg, Esq.

HELLER, EHRVAN, WHI TE & McAULI FFE
525 University Avenue

Palo Alto, CA 94301-1900



