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 | aw
journal and (2) is not binding precedent of the

Boar d.
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ON BRI EF

Before RONALD HH SM TH, JOHN D. SM TH and PAK, Adninistrative
Pat ent Judges.

PAK, Adm ni strative Patent Judge.

DECI S| ON ON APPEAL

Cal anchi et al. (appellants) appeal fromthe exam ner’s
final rejection of clainms 1 through 3 and 7 through 11, which

are all of the clainms pending in the application.

! Application for patent filed Novenber 6, 1992.
According to the appellants, the application is a continuation
of Application No. 07/644,062, filed January 22, 1991, now
abandoned.
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Caiml is representative of the subject matter on appea
and reads as foll ows:

1. Atargeted drug release fornulation for delivery of
drugs to the intestinal tract of the ileumand col on of a
manmal consisting essentially of a plurality of nultidose
mnitablet units each said unit having a particle size of |ess
t han about
5 mm and consisting essentially of a mnitablet core
containing a drug selected fromthe group consisting of
penicillin G calcitonin, heparin, ferritin, sucralfate,
nmebeveri ne hydrochl orate, acarbase di met hycone, sinmethicone
and i nmunogl obul i n surrounded by two nmenbranes consi sting
essentially of a pH dependent pol yner which is soluble at a pH
greater than about 5.5 and the second of said nmenbranes
consi sting essentially of one or nore polynmers such that said
second nmenbrane is substantially insoluble in but perneable to
gastric fluids, and wherein

a) said fornmulation is characterized wth a
di ssolution rate in a simulated gastric
envi ronnent such that over a period of 8 hours
substantially all of the drug is rel eased, and
the release is further characterized by the
rel ease of no nore than about 10% drug after 3
hours and no nore than about 75% drug after 6
hours;

b) sai d pH dependent polynmer is selected fromthe
group consi sting of anionic copolyners based on
met hacrylic acid and nmethacrylic acid nethyl
ester, cellul ose acetate phthal ate,
hydr oxpr opyl nmet hyl cel | ul ose pht hal at e, pol yvi nyl
acetate phthal ate, shellac,
hydr oxpr opyl et hyl cel | ul ose acetate succi nat e,
car boxynet hyl cel | ul ose, cellul ose acetate
trinmellitate, copolyners of naleic acid and
derivatives of phthalic acid; and

Cc) said substantially insol uble nenbrane is
selected fromthe group consisting of copolyners

2



Appeal No. 95-4962
Application No. 07/972, 660

formed fromacrylic and nethacrylic acid esters
with a |l ow content of quaternary ammoni um
groups, neutral copolyners based on et hyl
acrylate and net hyl nethacrylate and havi ng an
aver age nol ecul ar wei ght of 800, 000,

et hyl cel | ul ose, pol yethyl ene, polysil oxanes and
m xtures thereof.
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The references relied on by the exam ner are:

| kegam et al. (lkegam) 4,533, 562 Aug.
06, 1985

Meht a 4, 800, 087 Jan. 24,
1989

Rem ngton’ s Pharmaceutical Sciences, Mack Publishing, (1990)
pp. 1306-1307 (hereinafter referred to as “Rem ngton”).

The references relied on by appellants are:

Zeitoun et al. (Zeitoun) 4,432, 966 Feb
21, 1984
Edgreen et al. (Edgreen) 4,503, 030 Mar .
05, 1985

The reference of record relied on by the Board is:

Ei chel et al. (Eichel) 0239, 361 Sep. 30, 1987
(Publ i shed European Patent Application)

The appeal ed clains stand rejected as foll ows:

(1) dains 1 through 3 and 7 through 10 under 35 U.S.C.
8§ 112, second paragraph, as being indefinite for failing to
particularly point out and distinctly claimthe subject matter
whi ch applicants regard as their invention;

(2) dains 1 through 3 and 7 through 10 under 35 U.S.C.
8§ 103 as unpatentabl e over Mehta in view of Remi ngton; and

(3) dains 1 through 3 and 7 through 10 under 35 U. S. C

8§ 103 as unpatentabl e over |kegam in view of Rem ngton.



Appeal No. 95-4962
Application No. 07/972, 660

OPI NI ON
We have carefully reviewed the entire record before us,
including all of the argunents advanced by the exam ner and
appel l ants in support of their respective positions. This
review | eads us to conclude that the examner’s rejections are
not well-founded. Accordingly, we will not sustain any of the
foregoing rejections. Qur reasons for this determ nation

fol | ow.

35 U S.C 8§ 112, SECOND PARAGRAPH

The exam ner has rejected appealed clains 1 through 3 and
7 through 10 under 35 U.S.C. 8§ 112, second paragraph. In this
regard, the exam ner alleges that “[t]he term ‘derivatives’
appearing in ‘derivatives of phthalic acid’". . . leads to
specul ati on what particul ar conpounds are being clained.”
Al t hough the termin question appears to be broad, we note
that the broadness of claimlanguage shoul d not be equated

with indefiniteness within the neaning of 8 112. See ln re

Johnson, 558 F.2d 1008, 1016 n.17, 194 USPQ 187, 194 n. 17

(CCPA 1977);
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Inre MIler, 441 F.2d 689, 693, 169 USPQ 597, 600 (CCPA

1971); In re Gardner, 427 F.2d 786, 788, 166 USPQ 138, 140

(CCPA 1970); Ex parte Scherberich, 201 USPQ 397, 398 (Bd. App.

1977). Aso, we find that the examner’s allegation is

conclusory and is not sufficient to establish a prima facie

case of unpatentability under § 112, second paragraph.

Mor eover, the exam ner has not rebutted appellants’ position
set forth at pages 6 through 8 of the Brief, which refers to
prior patents to establish that the term“derivatives” is well
accepted in the art. Accordingly, we reverse the exam ner’s
decision rejecting clains 1 through 3 and 7 through 10 under

35 U.S.C. 8§ 112, second paragraph.

35 U S.C._§ 103

The exam ner has al so rejected appealed clains 1 through
3 and 7 through 11 under 35 U.S.C. 103 in view of either Mehta
or | kegam taken together with Rem ngton. W cannot sustain
these rejections for essentially those reasons set forth at
pages 8 through 14 of the Brief. W only add that the prior

art references relied on by the exam ner also do not teach,



nor woul d have suggested, the clainmed two nenbranes capabl e of
releasing a drug in the clained rate.

NEW REJECTI ON UNDER § 1. 196(b)

Under the provisions of 37 CFR 8 1.196(b), the foll ow ng
new ground of rejection is entered against clainms 1, 3, 7 and
9 through 11.

Clainms 1, 3, 7 and 9 through 11 are rejected under 35
U S C 8 103 as unpatentable over the disclosure of the
Ei chel reference.

The Eichel reference describes a “sustained-rel ease
pharmaceuti cal preparation conprising an adm xture of uncoated
and/ or single walled water soluble drug, such as aspirin, and
dual wal |l ed coated drug (enphasis supplied).” See abstract.
The dual wall structure has an inner wall m croencapsul ar
control coating and an outer wall enteric coating. 1d.; see
al so page 3, lines 15-18. *“The inner wall m croencapsul ar
control coating is preferably selected fromthe group
consi sting of ethyl cellul ose, hydroxy propyl cellul ose and
carboxy nethyl cellulose.” See page 3, lines 27-28. The
preferred outer wall enteric coating is cellul ose acetate
pht hal ate which dissolves at pH 7.5 as found in the intestine.
See page 3, lines 31-34. “Qther enteric coatings may be used

as long as they do not readily dissolve or disperse in the
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gastric juices of the stomach but do dissolve or disperse in
the intestinal fluid of the intestines.” See Page 3, |ines
34-36. The other enteric coatings include hydroxy propyl

cel lul ose phthal ate, polyvinyl acetate phthal ate, hydroxyethyl
et hyl cellul ose phthal ate, cellul ose acetate

t et rahydropht hal ate, shellac “or other filmformng materials
whi ch di ssolve or disperse in the intestine but renain intact
in the stomach are possible alternatives. See page 3, |ines
36-39 and page 4, lines 48-51. “The dual walled coated drug
has a del ayed, gradual, long-termrel ease which takes place in
the intestines. . . .” See abstract. The core drug enpl oyed
i ncludes vitamns, mnerals, antibiotics and other anal gesics.
See page 3, lines 42-43. Any drug can be used so long as it
is reasonably water soluble. See page 3, line 40. It can be
inferred fromthe teaching of a mcrocapsul e having a core
drug that the particle size of the core drug is |l ess than
about 5 mMmas required by the clains. See, e.g., page 6, |line
64. Although the Eichel reference does not specifically
nmention the clainmed property which is defined in terns of

di ssolution rates, we find that the Ei chel reference provides
the dissolution studies of a dual coated aspirin set forth in
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Tables | and Il at pages 5 and 6. These studies indicate that
the dissolution rate i s dependent on the anount of polyners
enpl oyed. See al so the paragraph bridgi ng pages 4 and 5.
Moreover, the desired sustained-release rate of a drug is
dependent on the desired concentration of a drug in a bl ood
stream thus avoiding the risk of toxicity associated with a
hi gher concentration of the drug therein. See page 3, lines
60- 65 and page 4, lines 1-9. Accordingly, we conclude that
opti m zing the anbunt of the polynmers enployed to obtain
desired dissolution rates presunably as cl ai ned woul d have
been obvious to one of ordinary skill in the art. See In re
Woodr uf f,

919 F.2d 1575, 1578, 16 USPQ2d 1934, 1936-37 (Fed. Cir. 1990);

In re Boesch, 617 F.2d 272, 276, 205 USPQ 215, 219 (CCPA 1980)

(optimzing a known result-effective variable is well within
the anmbit of one of ordinary skill in the art). One of
ordinary skill in the art would have had a reasonabl e
expectation of avoiding the risk of toxicity associated with a
hi gh concentration of a drug in the blood streamvia

controlling the rate of its dissolution.
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Thi s deci sion contains a new ground of rejection pursuant
to 37 CFR 8 1.196(b) (anended effective Dec. 1, 1997, by final
rule notice, 62 Fed. Reg. 53,131, 53,197 (Cct. 10, 1997), 1203
Of. Gaz. Pat. & Trademark O fice 63,122 (Oct. 21, 1997)). 37
CFR 8§ 1.196(b)) provides that “[a] new ground of rejection
shall not be considered final for purposes of judicial
review’

37 CFR 8 1.196(b) al so provides that the appellants,

WTH N TWO MONTHS FROM THE DATE OF THE DECI SI ON, nust exerci se

one of the following two options with respect to the new
ground of rejection to avoid term nation of proceedings (37
CFR 8 1.197(c)) as to the rejected cl ai ns:

(1) Submit an appropriate anendnent of the
clainms so rejected or a showing of facts relating to
the clains so rejected, or both, and have the matter
reconsi dered by the exam ner, in which event the
applicant will be remanded to the exam ner.

(2) Request that the application be reheard
under 8 1.197(b) by the Board of Patent Appeals and
Interferences upon the same record.

No tinme period for taking any subsequent action in
connection with this appeal may be extended under 37 CFR

§ 1.136(a).

REVERSED; 37 CFR § 1. 196(b)
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RONALD HH SM TH
Adm ni strative Patent Judge

BOARD OF PATENT
APPEALS AND
| NTERFERENCES

JOHN D. SM TH
Adm ni strative Patent Judge

CHUNG K. PAK
Adm ni strative Patent Judge

N N N N N N N N N N N
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Anmeri can Honme Products Corporation
Pat ent Law Departnent - B #22

One Canpus Drive

Par si ppany, New Jersey 07054

CKP/jrg
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