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INTRODUCTION

BioDelivery Sciences International, Inc. (“Petitioner’) petitioned for
an inter partes review of claims 15-19 of U.S. Patent No. 8,475,832 B2
(Ex. 1001, “the *832 patent™). Paper 2 (“Pet.”). Petitioner also sought to
join this proceeding with IPR2014-00325, an inter partes review of the same
challenged claims currently pending before the Board. Paper 6. RB
Pharmaceuticals Limited (“Patent Owner”) timely filed a Preliminary
Response. Paper 9 (“Prelim. Resp.”). In addition, Patent Owner filed an
Opposition to Petitioner’s Motion for Joinder. Paper 10. We have
jurisdiction under 35 U.S.C. § 314.

For the reasons provided below, we exercise our discretion and deny
the Petition under 35 U.S.C. § 325(d). Because we do not institute an inter
partes review, we dismiss as moot the Motion for Joinder under 35 U.S.C.
§ 315(c).

' Related Proceedings

Parties state that Patent Owner previously asserted the *832 patent
against Petitioner in Reckitt Benckiser Pharmaceuticals, Inc., v. BioDelivery
Sciences International, Inc., No. 5:13-cv-760 (E.D.N.C.). See Pet. 3; Paper
5, 3. The case was later dismissed without prejudice as premature on
procedural grounds. See Pet. 3; Paper 5, 3.

According to Patent Owner, Petitioner filed BioDelivery Sciences

International, Inc. V. Reckitt Benckiser Pharmaceuticals, Inc., No. 14-cv-529
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(E.D.N.C.), seeking a declaratory judgment of invalidity of the *832 patent
claims.' Prelim. Resp. 1-2.

Petitioner previously petitioned for review of, and the Board instituted
trial on, the same challenged claims of the *832 patent in [IPR2014-00325
(“the *325 IPR”), currently pending before the Board.

The '832 Patent

The ’832 patent relates to compositions and methods for treating
narcotic dependence using an orally dissolvable film comprising
buprenorphine and naloxone, where the film provides a bioequivalent effect
to Suboxone®. Ex. 1001, 4:55-58.

Suboxone® is an orally dissolvable tablet of buprenorphine and
naloxone. Id. at 4:51-55. Buprenorphine provides an effect of satisfying the
body’s urge for narcotics, but not the “high” assoéiated with misuse. Id. at
1:36-40. Naloxone reduces the effect and, thus, decreases the likelihood of
diversion and abuse of buprenorphine. Id. at 1:46-52. The tablet form,
however, still has the potential for abuse because it can be removed easily
from the mouth for later extraction and injection of buprenorphine. /d. at
1:55«-62. The film of the *832 patent “provides buccal adhesion while it is in
the user’s mouth, rendering it difficult to remove after placement.” Id. at

4:58-60.

! Patent Owner does not specify when Petitioner filed the declaratory
judgment action in the district court. We observe that, despite pointing to
the district court case, Patent Owner does not challenge Petitioner’s standing
in this proceeding as barred under 35 U.S.C. § 315(a)(1).

3
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The *832 patent teaches controlling the" local pH to maximize the
absorption of the buprenorphine while simultaneously minimizing the
absorption of the naloxone. Id. at 11:28-30. According to the 832 patent,
“it has been surprisingly discovered” that, at a local pH level from about 2 to
about 4, and most desirably from 3 to 4, the film composition of the
invention achieves bioequivalence to the Suboxone® tablet. Id. at 11:50-61.

The *832 patent defines bioequivalent as “obtaining 80% to 125% of
the Cmax and AUC values for a given active in a different product.” Id. at
3:48-50. According to the *832 patent, “Cmax refers to the mean maximum
plasma concentration after administration of the composition to a human
subject;” and “AUC refers to the mean area under the plasma concentration-
time curve value after administration of the compositions .” Id. at 3:9—-14.
The ’832 patent discloses:

[T]o be considered bioequivalent to the Suboxone® tablet, the
Cmax of buprenorphine is between about 0.624 and 5.638, and
the AUC of buprenorphine is between about 5.431 to about
56.238. Similarly, to be considered bioequivalent to the
Suboxone® tablet, the Cmax of naloxone is between about
41.04 to about 323.75, and the AUC of naloxone is between
about 102.88 to about 812.00.

Id at 17:41-47.
Hlustrative Claim
Among the challenged claims, claim 15 is the sole independent claim.
It reads: |

15. An orally dissolving film formulation comprising
buprenorphine and naloxone, wherein said formulation provides
an in vivo plasma profile having a Cmax of between about

4
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0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in
vivo plasma profile having a Cmax of between about 41.04
pg/ml to about 323.75 pg/ml for naloxone.

Asserted Grounds of Unpatentability
Petitioner asserts the following grounds, each of which challenges the

patentability of claims 15-19:

_ Basis i
§ 103
§ 103 Euro-Celtique and EMEA Study Report®
§ 103 Euro-Celtique, EMEA Study Report, and the *883 Application’
§ 103 Euro-Celtique, EMEA Study Report, and Yang’

ANALYSIS
Under 35 U.S.C. § 325(d),

In determining whether to institute or order a proceeding under

. chapter 31, the Director may take into account whether, and
reject the petition or request because, the same or substantially
the same prior art or arguments previously were presented to
the Office.

Patent Owner asks us to exercise our discretion under 35 U.S.C.

§ 325(d) and deny this Petition. Prelim. Resp. 20-33. Patent Owner argues

2 Oksche et al., Int’l Pub. No. WO 2008/025791 A1, published on March 6,
2008 (Ex. 1018) (“Euro-Celtique”).
3 European Medicines Agency (EMEA) Study Report on Suboxone®
Tablets, 2006 (Ex. 1015) (“EMEA Study Report™).
* Fuisz et. al., Int’] Pub. No. WO 03/030883 A1, published on April 17,2003
(Ex 1031) (“the ’883 Application”).

> Yang et al., U.S. Patent No. 7,357,891 B2, issued on April 15, 2008
(Ex. 1016) (“Yang”)

5
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that the Petition is redundant “because it substantially repeats the same
arguments and relies substantially on the same prior art that the same
Petitioner relied upon in its earlier [*325 IPR] Petition regarding the same
claims of the same patent.” Id. at 1. We agree. |

In the ’325 IPR, Petitioner challenged claims 15-19 of the *832 patent
on numerous grounds, including, among others, (1) grounds based on
Labtec® as the primary reference (for example, anticipation by Labtec, and

" obviousness over the combination of Labtec, Birch,” and Yang); and (2)
grounds based on Euro-Celtique as the primary reference (including
anticipation by Euro-Celtique, and obviousness over Eui‘o-Celtique, either
alone or in combination with Birch, or with Birch and Yang). See the *325
IPR, Paper 8 (“the ’325 IPR Pet.”). We instituted a trial to review whether
the challenged claims are anticipated by Labtec and/or rendered obvious
over the combination of Labtec, Birch, and Yang. See the *325 IPR, Paper
17.

In the *325 IPR, Petitioner did not explain any meaningful advantage
of the Euro-Celtique-based grounds over the Labtec-based grounds. To the
contrary, according to Petitioner, the Labtec-based grounds are not
cumulative to the Euro-Celtique-based grounds “at least because [Labtec]
explicitly ‘identifies and understands the criticality of pH’ to modify

absorption”—a teaching that, according to Petitioner; Patent Owner “stated

§ Leichs et al., Int’] Pub. No. WO 2008/040534 A2, published on April 10,
2008 (Ex. 1017) (“Labtec”).
" Birch et al., U.S. Patent Pub. No. 2005/0085440 A1, published on April 21,
2005 (Ex. 1019) (“Birch”).

6
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was lacking in Euro-Celtique” during the prosecution of the 832 patent.
The ’325 IPR Pet., 39. As a result, we exercised our discrétion and declined
to institute an inter partes review on all Euro-Celtique-based grounds. See
the *325 IPR, Paper 17, 20. |

Nearly two months after Patent Owner filed its Preliminary Response
in the 325 IPR, Petitioner filed this second Petition, challenging claims 15—
19 of the 832 patent based on four grounds: obviousness over (1) Euro-
Celtique alone, (2) the combination of Euro-Celtique and the EMEA Study
. Report, (3) the combination of Euro-Celtique, the EMEA Study Report, and
the *883 Application, or (4) the combination of Euro-Celtique, the EMEA
Study Report, and Yang. Pet. 34-54. Petitioner acknowlédges:

This petition is directed to the same five claims of the same
patent as the IPR2014-00325 proceedings: This - petition
involves the same parties as the IPR2014-00325 proceedings.
The grounds in this petition are substantially based on a subset
of the references cited in the IPR2014-00325 proceedings.
While grounds in this petition cite two references that were not
cited in IPR2014-00325, these two references are related to a
reference cited in IPR2014-00325.

Id. at 2-3.

The two references allegedly not cited in the *325 IPR are the EMEA
Study Report and the 883 Application. Petitioner, however, did present the
EMEA Study Report in the *325 IPR Petition. See the *325 IPR Pet., iii
(showing the EMEA Study Report as Ex. 1015 in the Exhibit list). In
addition, Petitioner specifically cited the EMEA Study Report for disclosing
the Cmax and AUC values of naloxone. Id. at 28, see also id. at 40—41

(citing the EMEA Study Report in claim chart for unpatentability grounds
7
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based on Lébtec), 49 (citing the EMEA Study Report in claim chart for
unpatentability grounds based on Euro-Celtique). Noting Petitioner’s
argument, we cited the EMEA Study Report in our decision to institute the
’325 IPR. See the ’325 IPR, Paper 17, 14 (ackriowledging Petitioner’s
reliance on page 12 of the EMEA Study Report). In the present case,
Petitioner cites the same page of the EMEA Study Report (page 12) for the
same disclosure, i.e., for disclosing “mean Cmax and AUC values for
. buprenorphine and naloxone following administration of Suboxone tablets
that fall within the ranges recited in claims 15-17.” Pet. 45. | *

Petitioner did not cite the *883 Application in the *325 IPR petition.
But, according to Petitioner, Euro-Celtique, “a primary reference in both this
petition and the IPR2014-00325 petition . . . repeatedly cites” the 883
Application. Id. at 3; see also id. at 49 (stating that Euro-Celtique identifies
the *883 Application as “describing ‘standard technology’ for preparing
ﬁl'ms”). Petitioner explains that the 883 Application is part of a family of
patent applications that resulted in Yang, a U.S. patent that Petitioner relied
on in the ’325 IPR. Id. at49. In its Motion for Joinder, Petitioner further
states that the *883 Application “is cited for the same relevant disclosure as a
related family member cited in the [*325 IPR] Petition (i.e., Yang).” Paper
6, 9.

Having considered the papers filed in this proceeding, as well as the
papers filed in'the *325 IPR, we agree with Patent Owner that Petitioner has
recycled previous art and arguments. See Prelim. Resp. 24-32. Petitioner

does not provide any persuasive reasoning as to why we should institute

8
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another inter partes review of the same challenged claims over “the same or
substantially the same prior art or arguments” that were presented in the
’325 IPR.® Based on the totality of the facts before us, we exercise our
discretion and deny the Petition under 35 U.S.C. § 325(d). We dismiss as
moot Petitioner’s Motion for Joinder with the *325 IPR.

ORDER
Accordingly, it is
ORDERED that Petitioner’s request for an inter partes review of
claims 15-19 of the *832 patent is denied; and
FURTHER ORDERED that the Motion for Joinder with Case
IPR2013-00325 is dismissed.

8 Petitioner contends that “[i]n addition to the recited limitations, Euro-
Celtique discloses features that are disclosed in the ‘832 patent but not
required by the claims 15-19,” such as a mucoadhesive film and a film that
delivers active through the mucosa. Pet. 41. This argument was not
presented in the 325 IPR. Petitioner does not, however, explain why these
features matter to our patentability analysis, if they are not required by the
challenged claims. |
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For PETITIONER:

Danielle L. Hernitt

McCarter & English, LLP .

dherritt@meccarter.com
Kia L. Freeman

McCarter & English, LLP
kfreeman@mccarter.com

For PATENT OWNER:

James M. Bollinger
Troutman Sanders LLP

james.bollinger@troutmansanders.com

Daniel A. Ladow
Troutman Sanders LLP

daniel.ladow(@troutmansanders.com
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TO: Mail Stop 8 REPORT ON THE
' Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court Eastern District of North Carolina on the following

[ Trademarks or [/ Patents. ( [ the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT

5:14-cv-529-H 9/20/2014 Eastern District of North Carolina
PLAINTIFF DEFENDANT

BioDelivery Sciences International, Inc.

Reckitt Benckiser Pharmaceuticals, Inc. et al

AR o PSR HOLDER OF PATENT OR TRADEMARK
1 g, QVJ-)QSQ SEE ATTACHED COPY OF COMPLAINT
2 1,997,080
38,453,378

47,834,588

S 7,357,89)

In the above—entitled case, the following patent(s)/ trademark(s) have been included:

DATE INCLUDED INCLUDED BY
[J Amendment [0 Answer [ Cross Bill [ Other Pleading
IS AR HOLDER OF PATENT OR TRADEMARK
7,458,292
2
3
4
5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT
CLERK (BY) DEPUTY CLERK DATE
JULIE A. RICHARDS /s/ Jade Felder 9/22/2014

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
Copy 2—Upon filing document adding patent(s), mail this copy to Director Copy 4—Case file copy

e B severs. |
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Director of the U.S. Patent & Trademark Office

P.O. Box 1450
Alexandria, VA 22313-1450

REPORT ON THE
FILING OR DETERMINATION OF AN
ACTION REGARDING A PATENT OR
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PATENT OR

DATE OF PATENT
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2
3
4
5
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BIODELIVERY SCIENCES INTERNATIONAL, INC.,
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V.

RB PHARMACEUTICALS LIMITED,
Patent Owner.
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Patent 8,475,832 B2

Before TONI R. SCHEINER, JACQUELINE WRIGHT BONILLA, and
ZHENYU YANG, Administrative Patent Judges.

.YANG, Administrative Patent Judge.

DECISION
Institution of Inter Partes Review
37CFR §42.108
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INTRODUCTION

BioDelivery Sciences International, Inc. (“Petitioner”) petitioned for
an inter partes review of claims 15-19 of U.S. Patent No. 8,475,832 B2
(Ex. 1001, “the *832 patent”). Paper 8 (“Pet.”). RB Pharmaceuticals
Limited (“Patent Owner”) timely filed a Prelifninary Response. Paper 15
(“Prelim. Resp.”). We have jurisdiction under 35 U.S.C. § 314.

For the reasons provided below, we determine that Petitioner has
satisfied the threshold requirement set forth in 35 U.S.C. § 314(a) and
established a reasonable likelihood that it would prevail in showing the
unpatentability of the challenged claims. Therefore, we institute an infer

partes review of claims 15-19 of the 832 patent.

The '832 Patent

The 832 patent relates to compositions and methods for treating
narcotic dependence using an orally dissolvable film comprising
buprenorphine and naloxone, where the film provides a bioequivalent efféct
to Suboxone®. Ex. 1001, 4:55-58.

Suboxone® is an orally dissolvable tablet of buprenorphine and
naloxone. Id. at 4:51-55. Buprenorphine provides an effect of satisfying the
body’s urge for the narcotics, but not the “high” associated with misuse. Id.
at 1:36-40. Naloxone reduces the effect and, thus, decreases the likelihood
of diversion and abuse of buprenorphine. Id. at 1:46-52. The tablet form,
however, still has the potential for abuse because it can be removed easily
from the mouth for later extraction and injection of buprenorphine. Id. at

1:55-62. The film of the 832 patent “provides buccal adhesion while it is in
2
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the user’s mouth, renderiﬁg it difficult to remove after placement.” Id. at
4:58-60.

The ’832 patent teaches controlling the local pH to maximize the
absorption of the buprenorphine while simultaneously minimizing the
absorption of the naloxone. Id. at 11:28-30. According to the *832 patent,
“it has been surprisingly discovered” that, at a local pH level from about 2 to
about 4, and most desirably from 3 to 4, the film composition of the
invention achieves bioequivalence to the Suboxone® tablet. Id. at 11:50-61.

The ’832 patent defines bioequivalent as “obtaining 80% to 125% of
the Cmax and AUC values for a given active in a different product.” Id. at
3:48-50. Acéording to the *832 patent, “Cmax refers to the mean maximum
plasma concentration after administration of the composition to a human
subject;” and “AUC refers to the mean area under the plasma concentration-
time curve value after administration of the compositions . .. .” Ex. 1001,
3:9-14. The ’832 patent discloses:

[T]o be considered bioequivalent to the Suboxone® tablet, the
Cmax of buprenorphine is between about 0.624 and 5.638, and
the AUC of buprenorphine is between about 5.431 to about
56.238. Similarly, to be considered bioequivalent to the
Suboxone® tablet, the Cmax of naloxone is between about
41.04 to about 323.75, and the AUC of naloxone is between
about 102.88 to about 812.00.

Id at 17:41-47.

Illustrative Claim
Among the challenged claims, claim 15 is the sole independent claim.

It reads:
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15. An lorally dissolving film formulation comprising
buprenorphine and naloxone, wherein said formulation provides
an in vivo plasma profile having a Cmax of between about

0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in
vivo plasma profile having a Cmax of between about 41.04

pg/ml to about 323.75 pg/ml for naloxone.

Asserted Grounds of Unpatentability

Petitioner asserts the following grounds, each of which challenges the

patentability of claims 15-19:

¢ Basis | " Reference(s) |
§ 102(b) Suboxone Tablet Label
§ 103 Suboxone Tablet Label
§ 103 - Suboxone Tablet Label and Yang
§ 103 Suboxone Tablet Label, Yang, and Birch
§ 102(b) Labtec
§ 103 Labtec
§ 103 Labtec and Birch
§ 103 ' Labtec, Birch, and Yang
§ 102(b) Euro-Celtique
§ 103 Euro-Celtique
§ 103 Euro-Celtique and Birch .
§ 103 Euro-Celtique, Birch, and Yang

" Suboxone Tablet Label, Revised September 2006 (Ex. 1013); Yang et al.,
U.S. Patent No. 7,357,891 B2 (Ex. 1016) (“Yang”); Leichs et al., Int’l Pub.
No. WO 2008/040534 A2 (Ex. 1017) (“Labtec”); Oksche et al., Int’l Pub.
No. WO 2008/025791 A1 (Ex. 1018) (“Euro-Celtique”); Birch et al., U.S.
Patent Publication No. 2005/0085440 A1 (Ex. 1019) (“Birch”).

4
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ANALYSIS

Preliminary Matters

Reitman Declaration ‘

In support of the Petition, Petitioner submits a declaration by
Dr. Maureen Reitman, who testifies that the pH of Suboxone® tablets “was
measured to be 3.5.” Ex. 1004 § 5. Patent Owner asks us to disregard the
Reitman Declaration because (1) Suboxone® tablets do not constitute prior
art for an inter partes review; and (2) the Reitman Declaration fails to
provide sufficient and reliable evidence. Prelim. Resp. 20-22.

Patent Owner’s argument is moot because we do not need to rely on
Reitman Declaration at this stage of the proceeding. Petitioner, in discussing
several asserted grounds, refers to pH 3-3.5 allegedly emphasized in the *832
patent. See, e.g., Pet. 36 (asserting that “[t]o the extent the pH range of
about 3 to about 3.5 is read into the challenged claims, the use of that pH
range was already described and obvious in view of Birch”). As Patent
Owner points out, however, “pH is not recited in the challenged claims.”
Prelim. Resp. 5. Thus, for purposes of this Decision, we do not address
Petitioner’s argument or the Reitman Declaration discussing the pH of

Suboxone® tablets.

Lack of expert testimony on claim construction

Patent Owner faults Petitioner for presenting no expert testimony on
how one of ordinary skill in the art would understand the term “film
formulation.” Prelim. Resp. 12. As explained below, in this case,

disclosures in the Specification provide sufficient guidance for claim

5
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construction. Thus, given the record before us, the absence of expert
testimony on claim construction is inconsequential. Patent Owner also
criticizes Petitioner for only relying on attorney argument. Prelim. Resp. 12.
We, however, are satisfied that evidence of record, as supplied by both
parties, is sufficient to allow us to construe claim terms for purposes of this

Decision.

Lack of expert testimony on anticipation and obviousness

To support the Petition, Petitioner submits two expert declarations:
Reitman Declaration addressing the pH of Suboxone® tablets (Ex. 1004),
and a declaration by Dr. Philip T. Lavin discussing certain data in the *832
patent (Ex. 1005). Patent Owner urges us to deny the Petition for the sole
reason that neither declaration presents direct analysis on anticipation or
obviousness. Prelim. Resp. 4-5; see also id. at 33-37. We decline to do so.

Patent Owner is correct that “[t]he Board expects that most petitions
and motions will rely upon affidavits of experts.” Prelim. Resp. 4 (quoting
Office Patent Trial Practice Guide, 77 Fed. Reg. 48,756, 48,763 (Aug. 14,
2012)). Especially in complex cases where obviousness is asserted as a
ground of unpatentability, “expert testimony may be critical, for example, to
establish the existence of certain features in the prior art or the existence (or
lack thereof) of a motivation to combine references.” Wyers v. Master Lock
Co., 616 F.3d 1231, 1240 n.5 (Fed. Cir. 2010) (citations omitted). But
expert testimony is not a per se requirement—where the technology is
simple, where the references are easily understandable without the need for

expert explanatory testimony, or where the factual inquiries underlying the

6
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obviousness determination are not in material dispute, expert testimony,
though it might be helpful, may not be indispensable. Allergan, Inc. v. Barr
Labs., Inc., 501 F. App’x 965, 972 (Fed. Cir. 2013). In addition, a reason to
combine prior art teachings may-exist “in the content of the public prior art,
in the nature of the problem addressed by the invention, or even in the
knowledge of one of ordinary skill in the art.” Princeton Biochemicals Inc:
v. Beckman Coulter Inc., 411 F.3d 1332, 1338-39 (Fed. Cir. 2005). And in
some cases, “the legal determination of obviousness may include recourse to
logic, judgment, and common sense, in lieu of expert testimony.” Wyers,
616 F.3d at 1239. Therefore, we reject a bright-line rule requiring expert
testimony analyzing unpatentability for all petitions for inter partes review.
At this stage of the proceedings, Petitioner has provided sufficient
evidence and we understand the prior art disclosures and a possible
reasoning to modify or combine the references without guidance of an

expert.

Claim Construction

In an inter partes review, the Board interprets a claim term in an
unexpired patent according to its broadest reasonable construction in light of
the specification of the patent in which it appears. 37 C.F.R. § 42.100(b).
Under that standard, we assign claim terms their ordinary and customary
meaning, as understood by a person of ordinary skill in the art, in the context
of the entire patent disclosure. In re Translogic Tech., Inc., 504 F.3d 1249,
1257 (Fed. Cir. 2007). |
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Petitioner asks us to construe the terms “film formulation” and
“provides an in vivo plasma profile” recited in independent claim 15. The .

parties propose the following constructions:

) “ wetmon Q? @ Mns Hiom «

film formulation ﬁlm composmon or dosage combmatlon of components
capable of being used to
prepare a single film

provides an in vivo | No construction needed results in an in vivo plasma
_ | plasma profile profile after a resulting film is
) adminstered to a human
subject

Prelim. Resp. 11; see also Pet. 22.

We address each term in turn.

“Film formulation”

Both parties argue that the Specification and prosecution history of the
’832 patent, as well as dictionary definitions support their respectlve
proposed claim constructions. Pet. 15-19; Prelim. Resp. 10-19.

According to Petitioner, during the prosecution of the 832 patent,

Applicant admitted that “[d]elivery of compounds such as
buprenorphine and naloxone was previously known, however,
the previously-accepted form of the delivery is in the form of a

_tablet (e.g., a Suboxone® tablet).” Applicant explained: “The
present invention is directed to formulation of a suitable film
product that provides a certain release profile.”

Pet. 16 (citations orﬁitted, emphasis added by Petitioner). Based on this,
Petitioner concludes that “Applicant distinguished a film formulation from a

resulting film product that provides a release profile.” Id. In other words,

8
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Petitioner contends that “film formulation” does not require a film, but
broadly encompasses a combination of components that are capable of
forming a single film, even if such components are not in the form of a film.
Id. at 15, 22.

Patent Owner points out that Petitioner emphasizes and relies on
misquoted language from the prosecution history. Prelim. Resp. 12-13.
Patent Owner contends that it explained the invention as directed to the
“formation of a suitable film product.” /d. at 13 (quoting Ex. 1007, 7
(emphasis added)). Patent Owner persuades us that the.quotes from the
prosecution history do not support Petitioner’s position.

In addition, Petitioner, citing two sentences from two U.S. patents
incorporated into the 832 patent by reference, asserts that “the specification
[of the *832 patent] distinguishes a film formulation from a resulting film
product.” Pet. 16-17. The 832 patent incorporates the two U.S. patents by
reference, however, to exemplify suitable processes to form the film
compositions. Ex. 1001, 15:29-32. An isolated sentence from each of those
two patents does not persuade us to read “film” out of the term “film
formulation,” as Petitioner suggests.

Nor do we find the rest of the Specification to support Petitioner’s
construction. Petitioner directs our attention to Table 5 of the 832 patent,
entitled “Formulations of Test Films . . . .” Pet. 17 (citing Ex. 1001, 18:44-
67). According to Petitioner, each of the three formulations listed in Table 5
“consists of a combination of components used in the preparation of a test

film.” Id. Petitioner contends that this table, together with excerpts
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referencing information in this table, provides the context to support its
construction. Id.

We disagree. First, we construe the term “film formulation,” not
“formulation.” In the context of the Specification, the use of the word
“formulation” alone does not inform the meaning of “film formulation.”
More importantly, the two paragraphs preceding Table 5 support Patent
Owner’s position that the term “film formulation” is synonymous with “film
product, film composition, or film dosage.” Prelim. Resp. 10. Indeed, the

“Specification explains:

Film dosages were prepared for use in an in vivo study to
determine the bioavailability of buprenorphine/naloxone tablets
and film formulations. Specifically, the films were tested to
determine whether the film provides a bioequivalent effect to
that of a tablet formulation. ‘

Three film formulations including 8 mg buprenorphine and 2
mg naloxone were prepared, each being buffered to a different
pH. The first film did not include any buffer, providing a local
pH of about 6.5. The second was buffered to a local pH level of
about 3-3.5. The third was buffered to a local pH value of about
5-5.5. The formulations are set forth in Table 5 below.

Ex. 1001, 18:30-42 (emphases added). Other passages in the Specification

provide additional examples:

This demonstrates that even less absorption of the naloxone
occurs for the film formulation at a local pH of 3.5 than the
tablet formulation. Given the goal of reducing the absorption
of naloxone, it appears that the film product . . . provides even
better results than the Suboxone® tablet formulation.

Id. at 23:49-55 (emphases added). The juxtaposition of “tablets” and “film
formulations,” the comparison of “film,” “film formulation,” and “film

product” with “tablet formulation,” as well as the reference to the first of the
10
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“three film formulations™ as “film,” all indicate that “film formulation”
refers to a film product, not merely components capable of being used to
prepare a film.

Petitioner also contends that Patent Owner could have claimed a -
“film,” but “instead chose to claim a ‘film formulation’ in the challenged
claims.” Pet. 19. We find this argument unpersuasive because Petitioner
does not point adequately to where a distinction appears in the 832 patent
between the usage of “film formulation” and “film dosage, film product,
film composition, film strip, and film,” or otherwise suggests that a “film
formulation” is not necessarily in the form of a film.

We conclude that Petitioner’s proposed construction of “film
formulation” is unreasonably broad in view of the Specification. The
broadest-construction rubric does not allow an unfettered license to interpret
claims to embrace anything remotely related to the claimed invention. In re
Suitco Surface, Inc., 603 F.3d 1255, 1260 (Fed. Cir. 2010). Accordingly, we
conclude that “film formulation” encompasses film dosage, film

composition, or film, but not a formulation that is not in the form of a film.

“Provides an in vivo plasma profile”

Petitioner contends the term “provides an in vivo plasma profile”
means “results in an in vivo plasma profile after a resulting film is
administered to a human subject.” Pet. 20-22. Patent Owner argues that the
term, having “a plain and uﬁambiguous meaning on its face and in the
context of the specification,” needs no construction. Prelim. Resp. 11, 19.

We agree with Patent Owner.

11
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The challenged claims require the claimed “film formulation” to
provide the recited in vivo plasma profile. Ex. 1001, 24:56-58. Petitioner
correctly recognizes that it is the film product that provides the in vivo
plasma profile. Pet. 20-21. Because Petitioner insists that “film
formulation” means “combination of components capable of” forming a
film, and not a film product, however, it adds the “resulting film” language

-into the construction of “provides an in vivo plasma profile.” In other
words, Petitioner would have us read “film” out of “film formulation” and
into “provides an in vivo plasma profile.” We decline to dd so. Because a-
“film formulation” is a film, it is unnecessary to include an additional
element of “resulting film” into “provides an in vivo plasma profile.” In
view of the plain and unambiguous meaﬁing on its face and in the context of
the Specification, we see no need to construe the term “provides an in ﬂrivo

plasma profile” beyond its ordinary meaning.

Patentability Analysis
Anticipation
Anticipation by Suboxone Tablet Label (Ex. 1013)

Petitioner asserts that Suboxone Tablet Label anticipates claims 15-19
of the "832 patent based on Petitioner’s proposed claim construction of “film
formulation.” See Pet. 27.

As discussed above, the term “film formulation,” as recited in
independent claim 15, requires a formulation in the form of a film. As
conceded by Petitioner, Suboxone Tablet Label does not disclose a

formulation in the form of a film. Pet. 39. Thus, Petitioner has not
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estéblished a reasonable likelihood that it would prevail in showing that
Suboxone Tablet Label anticipates the challenged claims. We deny this

ground.

Anticipation by Labtec (Ex. 1017)
Petitioner asserts that Labtec anticipates claims 15-19. Pet. 38-41.

Lébtec describes “non-mucoadhesive orally disintegrating film dosage forms
that mimic the pharmacokinetic profile of orally administered drug products
such as tablets . . ..” Ex. 1017, 3.2 One such tablet is Suboxone®. Id. at 23.
According to Petitioner, Labtec describes a film formulation
comprising buprenorphine and naloxone that mimics the pharmacokinetics
(i.e., in vivo plasma profile including Cmax and mean AUC) of Suboxone®
in relation to both active ingredients. Pet. 38-40. Petitioner points us to
Table A of Labtec, which lists “[e]xamples of doses for specific
pharmaceutically active agents that can be delivered per one strip of rapidly
dissolving oral film . . . along with preferred dosing schedules and
pharmacokinetic parameters.” Ex. 1017, 21; Pet. 38-40. Petitioner
‘contends that one example in Table A includes the combination of
buprenorphine HCl/naloxone HCI dehydrate, the active ingredients of
Suboxone®, as the pharmaceutical active agents for the described film.

Pet. 39-40; Ex. 1017, 23. Petitioner points to the éxample describing a

2 We cite to exhibit page numbers of Ex. 1017, rather than page numbers of
the published PCT application itself.
13
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Cmax of 1.84 and 3.0 ng/ml for buprenorphine, which Peﬁtioner contends
falls within “a Cmax of between about 0.624 ng/ml and about 5.638 ng/ml
for buprenorphine,” as recited in claim 15. Pet. 40 (citing Ex. 1017, 23).
Petitioner also points to the example further describing that “[m]ean peak
nalbxone levels range from 0.11 to 0.28 ng/ml in dose range of 1-4 mg,”
which Petitioner contends describes “a Cmax of between about 41.04 pg/ml
to about'323.75 pg/ml for naloxone,” also recited in claim 15. Jd.

In addition, Petitioner points to where Labtec describes AUC,.45 of
12.52, 20.22, and 34.89 hr.ng/ml, for 4, 8, and 16 mg buprenorphine,
respectively, which Petitioner contends falls within the mean AUC range for
buprenorphine as recited in claim 16. Id. For claim 17, which recites “a
mean AUC of between about 102.88 hr.pg/ml to about 812.00 hr.pg/ml for
naloxone,” Petitioner contends that Labtec describes “film formulations that
provide the same or bioequivalent pharmacokinetic profile as Suboxone
tablets.” Id. (citing Ex. 1017, 3:15-23). Petitioner relies on other evidence,
including the *832 patent itself (Ex 1001, 16:53-63) and a “Suboxone Tablet
Study Report” (Ex. 1015, 12), to establish that Suboxone tablets, and
therefore, films exhibiting the same pharmacokinetic profile, necessarily
exhibit mean AUC levels for naloxone that falls within the range recited in
claim 17. Id. at 40-41. |

Petitioner further points to where Labtec describes 2.0/0.5 or 8.0/2.0
mg as the preferred dose for buprenorphine/naloxone in a film, and 12-16
mg/day as the preferred dosing schedule, which Petitioner contends meets

the elements recited in dependent claims 18 and 19. Id. at41.
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In its Preliminary Response, Patent Owner first argues that “the
purpose of the *832 patent is to provide an orally dissolvable, mucoadhesive,
film dosage form containing buprenorphine and naloxone,” while Labtec, in
contrast, concerns “non-mucoadhesive” film dosages. Prelim. Resp. 30-31.
The challenged claims, however, only require a film formulation without
indicating whether it is mucoadhesive or non-mucoadhesive. Thus, we are
not persuaded that Petitioner’s challenge based on Labtec fails on this basis.

~ Patent Owner also asserts that Labtec teaches away because the
claimed invention provides a mucoadhesive film whereby buprenorphine is
absorbed through the oral mucosa, while Labtec only discloses a non-
mucoadhesive film whereby the active ingredients are absorbed |
predominantly through the gastrointestinal tract. Prelim. Resp. 30-32. |
Teaching away, however, is legally irrelevant to the question of anticipation..
Celeritas Technologies, Ltd. v. Rockwell Int’l Corp., 150 F.3d 1354, 1361
(Fed. Cir. 1998). In addition, Patent Owner does not propose that we
construe “film formulation” to require muco-adhesiveness or mucosal
absorption of buprenorphine, and we decline to read those unrecited features
into the challenged claims.

Patent Owner argues that Labtec does not “direct the skilled artisan to
that [claimed] composition ‘without any need for picking, choosing, and
combining various disclosures.”” Prelim. Resp. 32. Petitioner points to one
row in Table A of Labtec, however, when asserting disclosure of recited

elements regarding in vivo plasma profiles of buprenorphine and naloxone. -

Pet. 39-41 (citing Ex. 1017, 23).
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Patent Owner further contends that “Labtec merely states the desired
goal of having films that are bioequivalent [to] Suboxone® tablets” without
“a single, specific embodiment of a film containing buprenorphine alone or
together with naloxone, let alone one tested to determine a pharmacokinetic
profile.” Prelim. Resp. 31-32. Specifically, according to Patenf Owner, the
buprenorphine pharmacokinetic values referenced in Labtec “are éimply
those provided in the Suboxone® tablet label, and do not reflect the
pharmacokinetics of any film disclosed in Labtec.” Id. at 32 n.13.

“[A]nticipation does not require actual performance of suggestions in
a disclosure. Rather, anticipation only requires that thoée suggestions be
enabled to one of skill in the art.” Novo Nordisk Pharm., Inc. v. Bio-Tech.
Gen. Corp., 424 F.3d 1347, 1355 (Fed. Cir. 2005); see also Schering Corp.
v. Geneva Pharm., Inc., 339 F.3d 1373, 1380 (Fed. Cir. 2003) (“A reference
may enable one of skill in the art to make and use a compound even if the
author or inventor did not actually make or reduce to practice that subject
matter.”). |

As discussed above, Petitioner points-us to where Labtec discloses a
rapidly dissolving oral film with buprenorphine and naloxone as its active
agents. Pet. 38-40 (citing Ex. 1017, 21, 23). Petitioner also pointsusto
where Labtec discloses the film can be formulated to include pharmaceutical
active agents, a film-forming agent, and other ingredients. Pet. 39 (citing
Ex. 1017, 14-15). In addition, Petitioner explains where Labtec describes
formulating a film to ensure bioequivalence Between the film and an existing
product, such as the Suboxone® tablet. Pet. 40 (citing Ex. 1017, 4-5, 13).

Specifically, according to Petitioner, Labtec discloses the pharmacokinetic
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values of the Suboxone® tablet as the preferred pharmacokinetic parameters
for a film. Pet. 39-40 (citing Ex. 1017, 23). A a result, according to
Petitioner, one of ordinary skill in the art reading Labtec would have known
how to prepare buprenorphine/naloxone films as described in Table A, ie.,
the film formulations recited in challenged claims 15-19. Pet. 38-41 (citing,
for example, Ex. 1017, 16:13-15, 16:29-17:5).

Based on the foregoing and the record before us, we are persuaded -
that Petitioner has shown a reasonable likelihood that it would prevail in

demonstrating that Labtec anticipates claims 15-19.

Anticipation by Euro-Celtique (Ex. 1018)

Petitioner contends that Euro-Celtique anticipates claims 15-19.
Pet. 46-50. We determine that this ground is redundant in light of our
decision to institute review of anticipa;cion of the same claims based on
Labtec. Thus, we exercise our discretion not to institute on this ground. 37
C.FR. § 42.108(a).

Obviousness
Obviousness over Labtec, Birch (Ex. 1019), and Yang (Ex. 1016)

Petitioner argues that the challenged claims would have been obvious
over the combination of Labtec, Birch, and Yang. Pet. 44-45. Petitioner
relies on Birch “[t]o the extent the pH range of about 3 to about 3.5 is read
into the challenged claims.” Pet. 43. As noted above, pH levels are not

' recited in the challenged claims. Thus, we do not rely on Birch in our
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obviousness determination, except to note that Patent Owner has not asserted
that Birch teaches away from the claimed film formulations.

According to Petitioner, Labtec discloses components suitable for
making films that are bioequivalent to the Suboxone® tablets. Id. at 38, 45.
Petitioner contends that to the extent Labtec, together with the knowledge of
one skilled in the art, insufficiently teaches how to make a film (and thus
fails to anticipate the challenged claims), Yang explicitly supplies such
teaching. Id. at 45. As noted by Petitioner, Yang is one of the two U.S.
patents incorporated by reference into the 832 patent for the disclosure of
suitable processes to form the claimed film. Id. (citing Ex. 1001, 15:30-31).

Patent Owner argues that Petitioner fails to provide sufﬁciént
evidence to meet the threshold for instituting a trial on any obviousness
ground. Prelim. Resp. 33. First, according to Patent Owner, Petitioner does
not provide expert testimony on, or otherwise explain, the level of ordinary
skill in the art. Patent Owner contends that we should deny all asserted
obviousness grounds “for this reason alone.” Id. at 36. We disagree.

The skill-level determination is an important guarantee of objectivity
in an obviousness analysis. Graham v. John Deere Co.,383 U.S. 1, 17
(1966). But where the prior art itself reflects an appropriate level, and a
need for testimony is not shown, a specific finding on the level of skill in the
art is not required. Litton Indus. Products, Inc. v. Solid State Sys. Corp., 7155
- F.2d 158, 163-64 (Fed. Cir. 1985); In re Gentile, 11 F.3d 1069 (Fed. Cir.

- 1993). Petitioner’s failure to explicitly state the level of skill in the art is not

fatal for purposes of this Decision because we are persuaded that prior art in
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general, and Labtec and Yang specifically, reasonably reflect an appropriate
level of skill. |

Second, Patent Owner argues that Petitioner does not provide any
objective evidence, such as expert testimony, to support Petitioner’s asserted
reason to combine teachings in the references. Prelim. Resp. 37. But
testimony of an expert, as we explained above, is not the only source for
such evidence. Indeed, the reason to combine references sometimes may be
explicit or implicit from the prior art. Alza Corp. v. Mylan Labs., Inc., 464
F.3d 1286, 1290-91 (Fed. Cir. 2006). Here, Petitioner contends that Labtec
teaches the buprenorphine and naloxone as active ingredients for an orally
dissolving film with a preferred pharmacokinetics profile. Pet. 38-40. If it
does not do so adequately by itself, Petitioner contends that Labtec would
have motivated one skilled in the art to look to Yang for the method of
making a film. /d. at 45. We are persuaded that Petitioner reasonably
establishes that it would prevail in showing that an ordinary artisan would
have had a reason to consider the methods disclosed in Yang when reading
Labtec.

Third, Patent Owner alleges that

Labtec clearly teaches away from the subject matter claimed in
the *832 patent (directed to mucoadhesive film that delivers its
active through the oral mucosa), since Labtec is focused on a
non-mucoadhesive film that delivers its active not through the
oral mucosa (indeed, Labtec seeks to block oral absorption) but
in the intestinal tract. '

Prelim. Resp. 39. Teaching-away is a proper inquiry for determifﬁng
obviousness. In re Gurley, 27 F.3d 551, 553 (Fed. Cir. 1994). We find

Patent Owner’s argument, however, unpersuasive. As noted above, the
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challenged claims do not recite either the muco-adhesiveness or mucosal
absorption that Patent Owner emphasizes. We are persuaded Petitioner
reasonably establishes that Labtec’s teaching of a non-mucoadhesive film
that delivers its active in the gastrointestinal tract would not have
discouraged one skilled in the art from developing a film that meets all
limitations of the challenged claims.

‘ Based on the record before us, we are persuaded that Petitioner has
shown a reasonable likelihood that it would prevail in demonstrating that the

combination of Labtec, Yang, and Birch renders claims 15-19 obvious.

Other obviousness grounds

Petitioner also asserts that claims 15-19 would have been obvious
over: (1) Suboxone Tablet Label; (2) Suboxone Tablet Label and Yang; (3)
Suboxone Tablet Label, Yang, and Birch; (4) Labtec; (5) Labtec and Birch;
(6) Euro-Celtique; (7) Euro-Celtique and Birch; (8) Euro-Celtique, Birch,
and Yang. We determine that these grounds are redundant in light of our
decision to institute review of obviousness of the same claims based on
Labtec, Yang, and Birch. Thus, we exercise our discretion not to institute on

these grounds. 37 C.F.R. § 42.108(a).

CONCLUSION
For the foregoing reasons, the information presented in the Petition
establishes a reasonable likelihood that Petitioner would prevail in showing

the unpatentability of claims 15-19 of the *832 patent.
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The Board has not made a final determination on the patentability of
any challenged claim.
ORDER
Accordingly, it is
ORDERED that the Petition is granied as to claims 15-19 of the 832
patent with respect to the following alleged grounds:
1. Claims 15-19 under 35 U.S.C. § 102 as anticipated by Labtec;
2. Claims 15-19 under 35 U.S.C. § 103 as obvious over the
combination of Labtec, Yang, and Birch;
| FURTHER ORDERED that no ground other than those specifically
granted above is authorized for the inter partes review as to claims 15-19;
and
FURTHER ORDERED that pursuant to 35 U.S.C. § 314(a), inter
partes review of the *832 patent is hereby instituted commencing on the
entry date of this Order, and pursuant to 35 U.S.C. § 314(c) and 37 C.F.R.

§ 42.4, notice is hereby given of the institution of a trial.
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Case 1:13-cv-01461-RGA Document 93 Filed 05/28/14 Page 1 of 2 PageiD #: 1234

2. AO 120 (Rev. 3/04)

TO: Mail Stop 8 REPORT ON THE
' Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court Delaware on the following X Patents or Trademarks:
DOCKET NO. DATE FILED U.S. DISTRICT COURT
13cvi461-RGA 8/20/2013 DISTRICT OF DELAWARE
PLAINTIFF DEFENDANT

Reckitt Benckiser Pharmaceuticals Inc., et al.

Par Pharmaceutical Inc., et al.

PATENT OR DATE OF PATENT ‘
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 8,475,832 71212013 RB Pharmaceuticals Limited
8,017,150 MonoSol RXLLC

2 9/13/2011

3 8,603,514 12/10/2013 MoneSol RX LLC

4

S

In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
O Amendment ] Answer [J Cross Bill [ Other Pleading
PATENT OR DATE OF PATENT .
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK

1

2

3

4

5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT

See attached Order

CLERK

JOHN A. CERINO, CLERK OF COURT

(BY) DEPUTY CLERK

DATE
5/28/2014

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon

termination of action, mail this copy to Director
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Case 1:13-cv-02003-RGA Document 62 Filed 05/09/14 Page 1 of 2 PagelD #: 738

% AO 120 (Rev. 3/04)

TO: Mail Stop 8 REPORT ON THE
) Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court Delaware on the following X Patents or Trademarks:
DOCKET NO. DATE FILED U.S. DISTRICT COURT
13cv2003-RGA 12/6/2013 DISTRICT OF DELAWARE
PLAINTIFF DEFENDANT
Reckitt Benckiser Pharmaceuticals Inc., et al. Alvogen Pine Brook Inc., et al.
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 8,475,832 7/2/2013 RB Pharmaceuticals Limited
8,017,150 MonoSol RX LLC
2 9/13/2011
3 8,603,514 12/10/2013 MonoSol RX LLC
4
5
In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
[0 Amendment [ Answer [ Cross Bill [ Other Pleading
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1
2
3
4
5
In the above—entitled case, the following decision has been rendered or judgement issued:
DECISION/JUDGEMENT

See attached Order

CLERK (BY) DEPUTY CLERK DATE

JOHN A. CERINO, CLERK OF COURT 5/9/2014

Copy 1-—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
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Case 1:14-cv-00422-UNA Document 4 Filed 04/04/14 Page 1 of 1 PagelD #: 180

AO 120 (Rev. 08/10)

TO: Mail Stop 8 REPORT ON THE
' Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK

In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court DELAWARE on the following

[ Trademarks or [J Patents. ( [ the patent action involves 35 U.S.C. § 292.):

DOCKET NO. DATE FILED U.S. DISTRICT COURT
4/4/2014 DELAWARE

PLAINTIFF DEFENDANT
RECKITT BENCKISER PHARMACEUTICALS INC., RB PAR PHARMACEUTICAL, INC. and INTELGENX
PHARMACEUTICALS LIMITED, and MONOSOL RX LLC | TECHNOLOGIES CORP.

PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK

1 8,475,832 71212013 RB Pharmaceuticals Limited

2 8,017,150 9/13/2011 MonoSol RX, LLC

3 8,603,514 12/10/2013 MonoSol RX, LLC

4

5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
[ Amendment ] Answer 1 Cross Bill [} Other Pleading
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK

1

2

3

4

5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT

CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
Copy 2—Upon filing document adding patent(s), mail this copy to Director Copy 4—Case file copy
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Case 1:13-cv-01461-RGA Document 57

AO 120 (Rev. 08/10)

Filed 02/18/14 Page 1 of 1 PagelD #: 632

TO: Mail Stop 8 REPORT ON THE
’ Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court of Delaware on the following
] Trademarks or [ Patents. ( [ the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT
13-cv-1461-RGA 8/20/2013 of Delaware

PLAINTIFF DEFENDANT

RECKITT BENCKISER PHARMACEUTICALS, INC., RB
PHARMACEUTICALS LIMITED and MONOSOL RX, LLC,

PAR PHARMACEUTICAL, INC., INTELGENX
TECHNOLOGIES CORP., and LTS LOHMANN THERAPY

SYSTEMS CORP.

PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 U.S. 8,475,832 71212013 RB Pharmaceuticals Limited
2 U.S. 8,017,150 9/13/2011 MonoSol Rx, LLC

3

4

5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:

DATE INC INCLUDED BY
2/'1%]}5%94 ™ Amendment ] Answer [J Cross Bill [J Other Pleading
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 US. 8,603,514 12/10/2013 MonoSol RX, LLC

2

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT

CLERK

(BY) DEPUTY CLERK

DATE

Copy 1—Upon initiation of action, mail this copy to Director

Copy 2—Upon filing document adding patent(s), mail this copy to Director

Copy 3—Upon termination of action, mail this copy to Director

Copy 4—Case file copy
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Case 1:13-cv-01674-RGA Document 44 Filed 02/18/14 Page 1 of 1 PagelD #: 603

AO 120 (Rev. 08/10)

TO: Mail Stop 8 REPORT ON THE

’ Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN

P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court of Delaware on the following
[J Trademarks or [ Patents. ( [] the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT
13-cv-1674-RGA 10/8/2013 of Delaware

PLAINTIFF DEFENDANT

RECKITT BENCKISER PHARMACEUTICALS, INC., RB
PHARMACEUTICALS LIMITED and MONOSOL RX, LLC,

WATSON LABORATORIES, INC.

PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 US. 8,475,832 7/2/12013 RB Pharmaceuticals Limited
2 U.S.8,017,150 9/13/2011 MonoSol Rx, LLC

3

4

5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:

DAT INCL
M %9%’38%?4 CLUDEDBY ™ Amendment [ Answer [ Cross Bill [] Other Pleading
TR R o, Ptk HOLDER OF PATENT OR TRADEMARK

1 U.S. 8,603,514 12/10/2013 MonoSol RX, LLC

2

3

4

5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT

CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director
Copy 2—Upon filing decument adding patent(s), mail this copy to Director

Copy 4—Case file copy

Copy 3—Upon termination of action, mail this copy to Director

TEVA EXHIBIT 1002
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Case 1:13-cv-02003-RGA Document 24 Filed 01/24/14 Page 1 of 1 PagelD #: 322

A0 120 (Rev. 08/10)

‘TO' Mail Stop 8 REPORT ON THE
) Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court DELAWARE on the following
[1 Trademarks or [ Patents. ( [] the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT
13-cv-2003-RGA 12/6/2013 DELAWARE
PLAINTIFF DEFENDANT
Reckitt Benckiser Pharmaceuticals, Inc., RB Alvogen Pine Brook, Inc.
Pharmaceuticals Limited, and MonoSol RX, LLC
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 8,475,832 71212013 RB Pharmaceuticals Limited
2 8,017,150 9/13/2011 MonoSol RX, LLC
3
4
5
In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INC D INCLUDED BY
1/550%]:014 Ij Amendment [J Answer [1 Cross Bill [1 Other Pleading
PATENT OR DATE OF PATENT
TRADEMARK NO. OR TRADEMARK HOLDER OF PATENT OR TRADEMARK
1 8,603,514 12/10/2013 MonoSol RX, LLC
2
3
4
5
In the above—entitled case, the following decision has been rendered or judgement issued:
DECISION/JUDGEMENT
CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director
Copy 2—Upon filing document adding patent(s), mail this copy te Director

Copy 3—Upon termination of action, mail this copy to Director
Copy 4—Case file copy

TEVA EXHIBIT 1002
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AO 120 (Rev. 08/10)

TO: Mail Stop 8 REPORT ON THE
) Director of the U.S, Patent and Trademark Office FILING OR DETERMINATION OF AN
P.O. Box 1450 ACTION REGARDING A PATENT OR

Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court Eastern District of North Carolina on the following
{1 Trademarks or [ Patents. ( [ the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT

5:13-CV-760-BO

10/29/2013

Eastern District of North Carolina

PLAINTIFF

Reckitt Benckiser Pharmaceuticals, Inc., et al

DEFENDANT

BioDelivery Sciences International, Inc.

JULIE A. RICHARDS

Lauren Moore

TRt R o, A ARK HOLDER OF PATENT OR TRADEMARK
19,4175, %350 SEE ATTACHED COPY OF COMPLAINT
2
3
4
5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
[ Amendment [ Answer [J Cross Bill [] Other Pleading

TR o, el RN HOLDER OF PATENT OR TRADEMARK
1
2
3
4
5

In the above—entitled case, the following decision has been rendered or judgement issued:
DECISION/JUDGEMENT
CLERK (BY) DEPUTY CLERK DATE

10/30/2013

Copy 1—Upon initiation of action, mail this copy to Director

Copy 2—Upon filing documen

t adding patent(s), mail this copy to Director

Copy 3—Upon termination of action, mail this copy to Director

Copy 4—Case file copy
TEVA EXHIBIT 1002
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37. The Onsolis™ film product, like Bunavail™ also, according to BDSI, uses
BDSI’s BEMA film technology.

38.  The °292 and ’891 patents were subject to ex parte reexamination proceedings
before the United States Patent and Trademark Office (“USPTO”), initiated by BDSI in
Application Serial No. 90/012,097 and Application Serial No. 90/012,098, respectively. The
’588 patent is also subject to an infer parfes reexamination proceeding before the USPTO,
Application Serial No. 95/001,753, requested by BDSI.

39.  BDSI moved to stay the proceedings in the New Jersey Action pending resolution
by the USPTO of the infer partes reexamination of the °588 patent and the ex parte
reexaminations of the 292 and ’891 patents. The motion to stay was granted on March 7, 2012.

40. The inter partes reexamination of the ’588 patent is still pending before the
USPTO, but the ex parte reexaminations of the 292 and 891 patents have been resolved. The
USPTO issued reexamination certificates for both the *292 and *891 patents on July 3, 2012 and
August 21, 2012, respectively. Having failed to invalidate the *292 and *891 patents through the
ex parte reexaminations, on June 12, 2013, BDSI filed petitions to institute infer partes review of
the "292 and ’891 patents with the USPTQO, Case No. IPR2013-00315 and Case No. IPR2013-
00316, respectively. The petitions are still pending before the USPTO.,

41. Accordingly, there is a real, substantial, and continuing justiciable case or
controversy between Plaintiffs and Defendant BDSI regarding whether Defendant’s commercial
manufacture, use, sale, offer for sale, or importation into the United States of Bunavail™
according to BDSI’s 505(b)(2) NDA, will infringe one or more claims of the patent-in-suit.

Plaintiffs are entitled to a declaration that the making, using, sale, offer for sale, and importation
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into the United States of Bunavail™ according to BDSI’s 505(b)(2) NDA would infringe one or
more claims of the patent-in-suit.

COUNT I
(Declaratory Judgment as to U.S. Patent No. 8,475,832)

42.  Plaintiffs reallege paragraphs 1-41 above as if fully set forth herein.

43.  On information and belief, BDSI’s Bunavail™ product is covered by one or more
claims of the 832 patent.

44.  On information and belief, unless enjoined by this Court, BDSI intends to engage
in the commercial manufacture, use, sale, or offer for sale within the United States or importation
into the United States of Bunavail™, upon approval of its pending 505(b)(2) application.

45. Pursuant to 35 U.S.C. § 271(a)-(c), Defendant BDSI’s commercial manufacture,
use, sale, offer for sale, or importation into the United States, of Bunavail™ will infringe,
contribute to the infringement of, and/or induce the infringement of one or more claims of the
‘832 patent.

46.  On information and belief, by seeking approval to distribute BDSI’s Bunavail™,
BDSI intends to cause others -- specifically, for example, medical professionals and patients -- to
perform acts that BDSI knows will infringe one or more claims of the *832 patent.

47. On information and belief, BDSI knows (a) that its Bunavail™ product is
especially made or adapted for use in infringing one or more claims of the *832 patent and (b)
that the Bunavail™ product is not suitable for any substantial noninfringing use.

48.  The acts of infringement by BDSI set forth above will cause Plaintiffs irreparable
harm for which they have no adequate remedy at law, and those acts will continue unless

enjoined by this Court.

10
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49.  There is a real, substantial, and continuing justiciable case and controversy
between Plaintiffs and Defendant BDSI regarding whether Defendant BDSI’s commercial
manufacture and/or sale of Bunavail™ will infringe one or more claims of the *832 patent.
Plaintiffs are entitled to a declaration that such activities would infringe one or more claims of
the *832 patent.

COUNT I
(Infringement of U.S. Patent No. 8,475,832)

50.  Plaintiffs reallege paragraphs 1-49 above as if fully set forth herein.
51.  The submission of BDSI’s 505(b)(2) NDA is an act of infringement by BDSI of
one or more claims of the 832 patent under 35 U.S.C. § 271(e)(2)(A), which provides that:
It shall be an act of infringement to submit—
(A) an application under section 505(j) of the Federal Food,
Drug, and Cosmetic Act or described in section 505(b)(2)
of such Act for a drug claimed in a patent or the use of
which is claimed in a patent,
if the purpose of such submission is to obtain approval under such
Act to engage in the commercial manufacture, use, or sale of a
drug, veterinary biological product, or biological product claimed
in a patent or the use of which is claimed in a patent before the
expiration of such patent.
52. Plaintiffs are entitled to the relief provided by 35 U.S.C. § 271(e)(4), including,
inter alia, an Order of this Court that the FDA set the effective date of approval for BDSI’s

505(b)(2) NDA to be a date which is not any earlier than the expiration date of the '832 patent,

including any extensions of that date.

11
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PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request that this Court enter:

A. A declaratory judgment that the commercial manufacture, use, offer to sell, or
sale within the United States, or importation into the United States, of BDSI’s Bunavail™ would
infringe the 832 patent under 35 U.S.C. § 271(a)-(c);

B. A judgment that BDSI has infringed the ’832 patent by submitting BDSI’s
505(b)(2) NDA under 35 U.S.C. § 271(e)(2);

C. Preliminary and permanent injunctions, restraining and enjoining BDSI, its
officers, agents, attorneys, affiliates, divisions, successors and employees, and those acting in
privity or concert with them, from engaging in, causing, or inducing the commercial
manufacture, use, offer to sell, or sale within the United States, or importation into the United
States, of drugs and formulations, or from contributing to and/or inducing the use of methods,
claimed in the *832 patent;

D. An Order that the effective date of any approval of BDSI’s 505(b)(2) NDA be a
date that is not earlier than the expiration of the *832 patent, including any extensions thereof and
any later expiration of exclusivity associated with the patent;

E. A judgment and order finding that this is an exceptional case within the meaning
of 35 U.S.C. § 285 and awarding to Plaintiffs their reasonable attorneys’ fees;

F. A judgment granting Plaintiffs compensatory damages in an amount to be
determined at trial including both pre-judgment and post-judgment interest, if Defendant BDSI
commercially manufactures, uses, offers to sell, or sells in the United States, or imports into the
United States BDSI’s Bunavail™ before the expiration of the 832 patent, including any
extensions; and

G. Any and all other relief as the Court deems just and proper.

12
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Dated: October 29, 2013

Case 5:13-cv-00760-BO

Respectfully submitted,

/s/ Michael E. Ray

Michael E. Ray (N.C. State Bar 8480)

WOMBLE, CARLYLE, SANDRIDGE & RICE LLP
One West Fourth Street

Winston-Salem, NC 27101

Phone: 1-336-721-3648

Fax: 1-336-733-8312

E-mail: mray@wcsr.com

Attorneys for Plaintiffs

Of Counsel:

TROUTMAN SANDERS LLP

Daniel A. Ladow

James M. Bollinger

TROUTMAN SANDERS LLP

405 Lexington Avenue

New York, NY 10174

(212) 704-6000

(212) 704-5929 (Fax)
daniel.ladow(@troutmansanders.com
james.bollinger@troutmansanders.com

Troy S. Kleckley

Aaron Rugh

TROUTMAN SANDERS LLP

600 Peachtree Street, NE

Suite 5200

Atlanta, GA 30308

(404) 885-3000

(404) 885-3900 (Fax)

troy kleckley@troutmansanders.com
aaron.rugh@troutmansanders.com

Attorneys for Plaintiffs
Reckitt Benckiser Pharmaceuticals, Inc.
and RB Pharmaceuticals Limited
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Of Counsel:

James F. Hibey

Timothy C. Bickham
STEPTOE & JOHNSON LLP
1330 Connecticut Avenue, NW
Washington DC 20036

(202) 429-3000

(202) 429-3902 (Fax)
jhibey@steptoe.com
tbickham@steptoe.com

Attorneys for Plaintiff
MonoSol Rx, LLC

14

EXHIBIT 1002

Case 5:13-cv-00760-BO  RpgupmenthcFieshiOZN 1 PRGBS TIOALS LTD.



IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NORTH CAROLINA

WESTERN DIVISION
RECKITT BENCKISER ) _
PHARMACEUTICALS, INC., RB ) Civ. No. 5:13-cv-760
PHARMACEUTICALS LIMITED, and )
MONOSOL RX, LLC, g
Plaintiffs, )
V. )
BIODELIVERY SCIENCES g
INTERNATIONAL, INC., )
Defendant. )
COMPLAINT

Plaintiffs Reckitt Benckiser Pharmaceuticals, Inc. (“RBP”), RB Pharmaceuticals Limited
(“RBP UK”), and MonoSol Rx, LLC (“MonoSol”) (“collectively, “Plaintiffs”) hereby file this
Complaint against Defendant BioDelivery Sciences International, Inc. (“BDSI”), and allege as

follows:

NATURE OF THE ACTION

1. This is an action for infringement of United States Patent No. 8,475,832 (“the
’832 patent”), arising under the Food and Drug Laws and Patent Laws of the United States,
Titles 21 and 35 of the United States Code, respectively, and for a declaratory judgment of patent
infringement under 28 U.S.C. §§ 2201 and 2202.

2. Pursuant to New Drug Application 22-410, the United States Food and Drug
Administration (“FDA”) authorized Plaintiffs to market a pharmaceutical drug product used to
treat opioid dependence that is sold under the name Suboxone®. Suboxone® is a sublingual,

transmucosal film that contains the active ingredients buprenorphine hydrochloride and naloxone
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hydrochloride. Plaintiffs have manufactured and continue to manufacture and sell Suboxone®
for the U.S. market.

3. BDSI has submitted a New Drug Application under 21 U.S.C. § 355(b)(2) (the
“505(b)(2) NDA”) to the FDA seeking approval to manufacture and sell a competing
pharmaceutical drug product to Suboxone® that contains the same active ingredients and is
intended to treat the same medical indications. BDSI intends to market its competing product
under the name Bunavail™,

4, BDSI’s submission of its application to the FDA constitutes an act of patent
infringement under 35 U.S.C. § 271(e). Furthermore, a real and justiciable controversy exists
between Plaintiffs and BDSI regarding whether Bunavail™ infringes the 832 patent. Therefore,
Plaintiffs also seek a declaration that the sale of BDSI’s proposed product will infringe the *832
patent under 35 U.S.C. § 271(a)-(c).

THE PARTIES

5. Plaintiff RBP is a Delaware corporation having a principal place of business at
10710 Midlothian Turnpike, Suite 430, Richmond, Virginia.

6. Plaintiff RBP UK is a United Kingdom corporation having a principal place of
business at 103-105 Bath Road, Slough, UK.

7. Plaintiff MonoSol is a Delaware limited liability company having a principal
place of business at 30 Technology Drive, Warren, New Jersey.

8. Defendant BDSI is a Delaware corporation having a principal place of business at

801 Corporate Center Drive, Suite 210, Raleigh, North Carolina.
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JURISDICTION AND VENUE

9. This Court has subject matter jurisdiction over this action pursuant to 28 U.S.C.
§§ 1331, 1338(a), 2201, and 2202, and 35 U.S.C. § 271.

10.  This Court has personal jurisdiction over BDSI because BDSI resides in this
judicial district.

11. Venue is proper in this district under 28 U.S.C. §§ 1391 and 1400.

THE PATENT-IN-SUIT

12.  Plaintiff RBP UK is the lawful owner of the *832 patent. The ’832 patent, entitled
“Sublingual and Buccal Film Compositions,” was duly and legally issued on July 2, 2013, to
Garry L. Myers, Samuel D. Hilbert, Bill J. Boone, B. Arlie Bogue, Pradeep Sanghvi, and
Madhusudan Hariharan as inventors. The named inventors assigned their rights to MonoSol,
who subsequently assigned its rights in the ‘832 patent to Reckitt Benckiser Healthcare (UK)
Limited, which then assigned its rights to RBP UK. MonoSol manufactures Suboxone® for the
US market. A true copy of the *832 patent is attached hereto as Exhibit A.

PLAINTIFFS’ SUBOXONE® PRODUCTS

13.  Plaintiff RBP is the owner of New Drug Application (“NDA”) No. 22-410 for
Suboxone® (buprenorphine hydrochloride and naloxone hydrochloride) sublingual film.

14. On August 30, 2010, the FDA approved NDA No. 22-410 for the manufacture,
marketing, and sale of Suboxone® sublingual film for the maintenance treatment of opioid
dependence. Plaintiff RBP has sold Suboxone® sublingual film since its approval.

15. RBP also owns NDA No. 20-733 for Suboxone® sublingual tablet. Suboxone®
sublingual tablet contains the same active ingredients as Suboxone® sublingual film

(buprenorphine hydrochloride and naloxone hydrochloride).
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BDSI’s ATTEMPT TO CIRCUMVENT THE HATCH-WAXMAN ACT

16. In 1984, Congress enacted the Drug Price Competition and Patent Term
Restoration Act, commonly known as the “Hatch-Waxman Act” and codified at 21 U.S.C. § 355.
The Hatch-Waxman Act was intended to balance two important public policy goals. First,
Congress wanted to ensure that drug manufacturers would have meaningful patent protection and
a period of marketing exclusivity to enable them to recoup their investments in the development
of valuable new drugs. Second, Congress sought to ensure that, once the patent protection and
marketing exclusivity for these drugs expire, consumers would benefit from the availability of
lower priced generic versions of approved drugs.

17. Under 21 U.S.C. § 355(b)(1), the NDA applicant is required to submit extensive
testing and safety information concerning the drug (“505(b)(1) applications™). In addition, the
NDA applicant must submit information on “any patent which claims the drug for which the
applicant submitted the application or which claims a method of using such drug and with
respect to which a claim of patent infringement could reasonably be asserted.” Once the NDA is
approved, the FDA lists this patent information in its Approved Drug Products with Therapeutic
Equivalence Evaluations, commonly known as the “Orange Book.”

18.  Both the NDA for the Suboxone® sublingual film and the NDA for the
Suboxone® sublingual tablet are 505(b)(1) applications. The 832 patent is listed in the FDA’s
Orange Book as covering Suboxone® sublingual film. There are no unexpired patents listed on
the Orange Book for Suboxone® sublingual tablet.

19.  The Hatch-Waxman Act amended the FD&C Act to provide for applications filed
under 21 U.S.C. § 355(b)(2) (“505(b)(2) applications™), which allow applicants to obtain FDA

approval for other versions of previously-approved drugs without having to repeat the extensive

] TEVA EXHIBIT 1002
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testing required for a new drug application. Section 505(b)(2) applications can rely, in part, on
FDA’s previous findings of safety and efficacy for an approved drug product.

20.  If a 505(b)(2) applicant relies on previous FDA findings of safety and efficacy for
a previously-approved drug product, the 505(b)(2) applicant must identify the drug application
which formed the basis for FDA approval (“Reference Listed Drug” or “RLD?”).

21, Under 21 U.S.C. § 355(b)(2)(A), the 505(b)(2) applicant must make one of the
following four certifications with respect to each of the patents listed in the Orange Book for the
previously-approved drug product: (i) that the patent information has not been filed (“Paragraph
[” certifications); (ii) that the patent has expired (“Paragraph II” certifications); (iii) that the
patent will expire on a specific date (“Paragraph III” certifications); or (iv) that the “patent is
invalid or will not be infringed by the manufacture, use, or sale of the new drug for which the
application is submitted” (“Paragraph IV” certifications).

22.  If a 505(b)(2) applicant makes a Paragraph IV certification, the Hatch-Waxman
Act, 21 U.S.C. § 355(b)(3), requires the 505(b)(2) applicant to give notice to the patent owner of
the factual and legal basis for the applicant's opinion that the patent is invalid or will not be
infringed.

23. If the 505(b)(2) application includes a Paragraph IV certification, the patent
owner can file an infringement action within 45 days of receiving the notice of Paragraph IV
certification. Such a filing by the patent owner triggers a 30-month injunction or stay of FDA
approval, beginning on the date of receipt of the notice. See 21 U.S.C. § 355(c)(3)C). This 30-
month period is intended to allow time for judicial resolution on the merits of any patent
infringement, validity, and/or enforceability claims, before the competitor is allowed entry into

the market.
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24, On July 31, 2013, Defendant BDSI submitted a 505(b)(2) NDA to the FDA,
seeking approval to engage in the commercial manufacture and/or sale of Bunavail™. See
BDSI’s August 1, 2013 press release, attached as Exhibit B. BDSI has not made a certification
under 21 U.S.C. § 355(b)(2)(A)(iv) as to the 832 patent or any other patent.

25. Although the most similar alternative to Defendant BDSI’s Bunavail™ film
product is Suboxone® sublingual film (NDA No. 22-410), BDSI’s 505(b)(2) application uses
Suboxone® sublingual tablet (NDA No. 20-733) as the reference drug.

26. On information and belief, BDSI's Bunavail™ product, like Suboxone® film and
unlike Suboxone® tablet, is a mucoadhesive, erodible, high surface area to weight ratio
polymeric dosage form, that is orally delivered and applied to a mucosal surface. Additionally,
the excipient profile and associated functionality are distinct from those of the Suboxone® tablet.
See MonoSol’s FDA Citizen Petition dated August 12, 2013, attached as Exhibit C. According
to BDSI, Bunavail™ uses BDSI’s BioErodible MucoAdhesive (“BEMA”) drug delivery
technology.

27. Further, while BDSI has not yet announced the strength of the Bunavail™
product, BDSI has enrolled patients into a clinical trial with the following strengths: 3.5/0.6 mg
and 5.25/0.9 mg (buprenorphine/naloxone). The strengths of BDSI’s buprenorphine/naloxone
product in the clinical trial are “most similar” to the 4 mg/1 mg (buprenorphine/naloxone)
strength of the Suboxone® film product. See BDSI, Clinical Trial, An Open Label Study to
Assess the Safety and Tolerability of BEMA® Buprenorphine NX In Opioid Dependent
Subjects, attached as Exhibit D.

28.  BDSI’s decision to use Suboxone® tablet as the reference drug instead of

Suboxone® film was a blatant attempt to avoid providing RBP with a notice of Paragraph IV
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certification to the *832 patent, thereby preventing RBP from filing an infringement action within
45 days of receiving the notice of Paragraph IV certification and obtaining a 30-month injunction
against BDSI, as permitted under 21 U.S.C. § 355(c)(3)(C).

29. In a Citizen’s Petition dated December 2, 2011, Docket No. FDA-2011-P-0869,
Plaintiffs requested that the FDA “[rlefuse the submission of any 505(b)(2) NDA for a
buprenorphine/naloxone drug product consisting of a polymer film for application to the oral
mucosal membranes unless such 505(b)(2) NDA references NDA No. # 22-410 (Suboxone®),
which is the NDA for the sublingual film formulation of this product, and makes the appropriate
certifications with respect to all patents listed for NDA #22-410.”

30.  After BDSI submitted its 505(b)(2) application, a different FDA regulation
applied; and on August 12, 2013, the Plaintiffs re-filed the Citizen’s Petition which was assigned
docket number FDA-2013-P-0995.

31. On September 18, 2013, the FDA responded to both Citizen’s Petitions, granting
them in part and denying them in part (attached as Exhibit E). Importantly, the FDA did not
reject BDSI’s 505(b)(2) application and found that “[i]n the absence of a pharmaceutically
equivalent product, a 505(b)(2) applicant is not required to select a listed drug that is the ‘most
similar’ (in [petitioner’s} view) to the proposed product as long as reliance on the listed drug is
scientifically justified.”

32. Bunavail™ will compete directly with Suboxone® sublingual film. In its 2012
annual report, attached as Exhibit F, BDSI stated that:

Currently, we remain on track to file the NDA for BUNAVAIL™ with the
U.S. Food and Drug Administration (FDA) in mid-summer 2013, putting
BDSI in the position to introduce the next branded transmucosal
buprenorphine/naloxone film into the marketplace for opioid dependence.

This filing will include data from our positive pivotal bioequivalence
study completed in the second half of 2012, as well as data from the

Case 5:13-cv-00760-B0  RogumeahdGiRe L0/22/AR \PAgE A cALs Lo



“Suboxone conversion” safety study which completed in early 2013. In
the latter, we were able to demonstrate favorable tolerability of
BUNAVAIL™ in opioid dependent subjects when switched from
Suboxone. We believe that BUNAVAIL™ will offer an alternative
treatment option with advantages over Suboxone, a product that generated
sales in excess of $1.5 billion in 2012, according to Wolters Kluwer. As
we stated earlier this year, we are evaluating strategic options for the
commercialization of BUNAVAIL™, including partnerships as well as
leading the commercialization on our own. We plan to finalize this
strategy and decision in the second half of 2013.

33. In a press release dated August 9, 2013, attached as Exhibit G, BDSI stated that
“[ilf approved, BUNAVAIL will be the first buccal film dosage form containing buprenorphine
for the treatment of opioid dependence that will compete with the market leader Suboxone . .. .”

34, On October 9, 2013, BDSI issued another press release, attached as Exhibit H,
announcing that its NDA for Bunavail™ “has been accepted for filing by the [FDA]” and that
“the review of the BUNAVAIL NDA is expected to be completed by early June 2014.”

35.  Plaintiffs have been deprived of relief available under the Hatch-Waxman Act,
including a stay by the FDA of any approval of BDSI’s 505(b)(2) NDA until “the expiration of
the thirty-month period beginning on the date of the receipt of the notice provided under
subsection (b)(3) of this section or such shorter or longer period as the court may order.”

21 U.S.C. § 355(c)(3)(C).

BDSI’s REPEATED PATTERN OF INFRINGEMENT, FILING ADVERSARY
PROCEEDINGS AGAINST MONOSOL’S PATENTS, AND DELAY

36. In an action pending in the United States District Court for the District of New
Jersey, Docket No. 3:10-cv-05695-FLW-DEA (“the New Jersey Action”), Plaintiff MonoSol
asserted patent infringement claims against BDSI in connection with the Onsolis™ film product.
Plaintiff MonoSol asserted infringement of U.S. Patent No. 7,425,292 (“the ‘292 patent”) as well

as U.S. Patents Nos. 7,357,891 (“the *891 patent”) and 7,824,588 (“the *588 patent”).
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Case 1:13-cv-02003-UNA Document 4 Filed 12/06/13 Page 1 of 1 PagelD #: 100

AO 120 (Rev. 08/10)

- Mail Stop 8 REPORT ON THE
TO: " Director of the U.S. Patent and Trademark Office | FILING OR DETERMINATION OF AN
P.0. Box 1450 ACTION REGARDING A PATENT OR

Alexandria, VA 22313-1450 TRADEMARK

In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court DELAWARE on the following

] Trademarks or [A Patents. ( [] the patent action involves 35 U.S.C. § 292.):

DOCKET NO. DATE FILED U.S. DISTRICT COURT
12/6/2013 DELAWARE
PLAINTIFF DEFENDANT
Reckitt Berrckiser Pharmaceuticals, Inc., RB Alvogen Pine Brook, Inc. and Alvogen Group, Inc.

Pharmaceuticals Limited and MonoSol RX, LLC

TRA R o, A ARg HOLDER OF PATENT OR TRADEMARK
1 8,475,832 71212013 RB Pharmaceuticals Limited
2 8,017,150 9/13/2011 MonoSol RX, LLC
3
4
5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
{1 Amendment [] Answer [J Cross Bill [J Other Pleading

TRAD AR O, D T RADARR HOLDER OF PATENT OR TRADEMARK
1
2
3
4
5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT
CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
Copy 2—Upon filing document adding patent(s), mail this copy to Director Copy 4—Case file copy

TEVA EXHIBIT 1002
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Case 1:13-cv-01674-UNA Document 4 Filed 10/08/13 Page 1 of 1 PagelD #: 101

AO 120 (Rev. 08/10)

TO: Mail Stop 8 REPORT ON THE

) Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN

P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, YA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court of Delaware on the following
[ Trademarks or [/ Patents. ( [ the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT
10/8/2013 of Delaware

PLAINTIFF DEFENDANT

RECKITT BENCKISER PHARMACEUTICALS, INC., RB WATSON LABORATORIES, INC. and ACTAVIS, INC.
PHARMACEUTICALS LIMITED and MONOSOL RX, LLC,

TR R o, petiiagi HOLDER OF PATENT OR TRADEMARK
1 U.S. 8,475,832 71212013 RB Pharmaceuticals Limited
2 U.S.8,017,150 9/13/2011 MonoSol Rx, LLC
3
4
5

In the above—entitled case, the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY
[J Amendment [ Answer [ Cross Bill [ Other Pleading

TRARE R . R e HOLDER OF PATENT OR TRADEMARK
1
2
3
4
5

In the above—entitled case, the following decision has been rendered or judgement issued:

DECISION/JUDGEMENT
CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
Copy 2—Upeon filing document adding patent(s), mail this copy to Director Copy 4—Case file copy
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Case 1:13-cv-01461-UNA Document 4 Filed 08/20/13 Page 1 of 1 PagelD #: 103

AQ 120 (Rev. 08/10)

TO: Mail Stop 8 REPORT ON THE

‘ Director of the U.S. Patent and Trademark Office FILING OR DETERMINATION OF AN

P.O. Box 1450 ACTION REGARDING A PATENT OR
Alexandria, VA 22313-1450 TRADEMARK
In Compliance with 35 U.S.C. § 290 and/or 15 U.S.C. § 1116 you are hereby advised that a court action has been
filed in the U.S. District Court of Delaware on the following
[J Trademarks or [V Patents. ( [] the patent action involves 35 U.S.C. § 292.):
DOCKET NO. DATE FILED U.S. DISTRICT COURT
8/20/2013 of Delaware

PLAINTIFF DEFENDANT

RECKITT BENCKISER PHARMACEUTICALS, INC., RB PAR PHARMACEUTICAL, INC., INTELGENX
PHARMACEUTICALS LIMITED and MONOSOL RX, LLC,| TECHNOLOGIES CORP., and LTS LOHMANN THERAPY
SYSTEMS CORP.

bR o P HOLDER OF PATENT OR TRADEMARK
1 U.S. 8,475,832 7/2/2013 RB Pharmaceuticals Limited
2 U.S.8,017,150 9/13/2011 MonoSol Rx, LLC
3
4
5

In the above—entitled case. the following patent(s)/ trademark(s) have been included:
DATE INCLUDED INCLUDED BY .
[J Amendment [ Answer [ Cross Bili [} Other Pleading

N A DARE HOLDER OF PATENT OR TRADEMARK
1
2
3
4
5

In the above—entitled case, the following decision has been rendered or judgement issuved:

DECISION/JUDGEMENT

CLERK (BY) DEPUTY CLERK DATE

Copy 1—Upon initiation of action, mail this copy to Director Copy 3—Upon termination of action, mail this copy to Director
Copy 2—Upon filing document adding patent(s), mail this copy to Director Copy 4—Case file copy
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UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
12/537,571 07/02/2013 8475832 1199-82 5630
23869 7590 06/12/2013
Hoffmann & Baron LLP
6900 Jericho Turnpike

Syosset, NY 11791

ISSUE NOTIFICATION

The projected patent number and issue date are specified above.

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(application filed on or after May 29, 2000)

The Patent Term Adjustment is 231 day(s). Any patent to issue from the above-identified application will
include an indication of the adjustment on the front page.

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that
determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information
Retrieval (PAIR) WEB site (http://pair.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the
Office of Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee
payments should be directed to the Application Assistance Unit (AAU) of the Office of Data Management
(ODM) at (571)-272-4200.

APPLICANT(s) (Please see PAIR WEB site http://pair.uspto.gov for additional applicants):

Garry L. Myers, Kingsport, TN;
Samuel D. Hilbert, Jonesboro, TN;
Bill J. Boone, Johnson City, TN;

B. Arlie Bogue, New Carlisle, IN;
Pradeep Sanghvi, Schererville, IN;
Madhusudan Haritharan, Munster, IN;

The United States represents the largest, most dynamic marketplace in the world and is an unparalleled location
for business investment, innovation, and commercialization of new technologies. The USA offers tremendous
resources and advantages for those who invest and manufacture goods here. Through SelectUSA, our nation
works to encourage and facilitate business investment. To learn more about why the USA is the best country in
the world to develop technology, manufacture products, and grow your business, visit SelectUSA.gov.
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PART B - FEE(S) TRANSMITTAL

Complete and send this form:, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
Commzissioner for Patents
P.0O. Box 1450
Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

s e i S - o -
INSTRUCTIONS: This form should be used for transmiiting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through S should be completed where
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed 1o the current cousespondence address as
indicated unless corrected below or directed otherwise in Block !, by {a) specifying a new correspondence address: and/or (b) indicaling a separate "['CE ADDRESS™ for
maintenance fee notifications. . .

Note: A certificale of mailing can only be used for domestic mailings of the

Fec(s) Transmiutal. This certificate cannot be used for any other accompanying

CURRENT CORRESPONDENCE ADDRESS (Note: Use Blueh 1 for uny chiange of addresss apers. Each additional paper, such as an assignment or formal drawing. must
. ave ils own certificate of mailing or transmission.

Certificate of Mailing or Transmission

23869 7590 U32402033 I hereby certily Lhat this Fee(s) Transmiual is being deposited with the United
Hoffmann & Baron LLP States Postal Service with sufficient postage for first class mail in an envelope
6900 Jericho T ik addressed to the Mail Siop ISSUE FEE address above, or being facsinmile

- €rcno lurnpike transmitted to the USPTO (571) 273-2885, on the date indicated below.
Syosser, NY 11791 5 s o e s
Depcsitor's name)
) {Signatare) i
{Daic}
§ APPLICATIONNO. |  FILINGDATE | FIRS ' NAMED INVENTOR { ATTORNEY DOCKETNO. | CONFIRMATIONNO |
2537511 08/07/2009 "~ Garry L. Myers ’ 1199-82 5630
TITLE OF INVENTION: SUBLINGUAL AND BUCCAL FILM COMPCSITIONS
| APPLN.TYPE | ENTITYSTATUS { ISSUEFEEDUE | PUBLICATION FEE DUE } PREV. PAID ISSUE FEE { TOTAL FEE(S)DUE 1 DATE DUE i
nonprovisional  UNDISCOUNTED $1780 $300 50 $2080 08726/2013
% EXAMINER % ARTUNIT § CLASS-SUBCLASS i
EPPS -SMITH, JANETL 1633 424-435000
T Change of cormespondence address or indication of "Bee Address® (37 3 Tor printing on the patent front page, list -
CFR 1.363). i or fndieation e primting patent ron! pug , Hoffmann & Baron, LLP
(1) the names of up 103 registered patent attormneys et e e 2
D Change of corres) nde’nce address (or Change of Correspondence or agents OR, alternatively, B
Address form PTO/SB/122) atached. . (2) the: name of a single firm (having as a member a 2 .
[J "Fee Address” indication (or "Fee Address" Indication form registered-attorney or agent) and the names of up to
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Custorer I'registered patent attorneys or agents. If no name is 3 B ]
Nuomber is required. listed, no name will be printed. . e

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENY (print or type)

PLEASE NOTE: Uiless an assignee is identified below, 1o assignee data will appear on the patent. If an assigace is identified bélow, the document has been filed for
recordation as sct forth'in 37 CFI§ 3.11. Completion of this fornis NOT a substitute for filing-an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)
RB Pharmaceuticals Limited Slough, United Kingdom

Please check the:appropriale assignee category or calegories (will not be printed on the patent) : D_Individua] 59 Corporation or other private group entity {1 Government

4a. "the following fee(s) are submitted: 4b. Payment of Fee(s); (Please first reapply sny previously paid issue fee shown above)
Issue Fee {3 A cheek is enclosed.
{4 publication Fee (No-small entity discount pecnitied) 3 Payment by credit card. Form PTO-2038 is-attached.
CJ Advance Ocder - # of Copies 4 The Director is hereby authorized to charge 1%\'32;@211 fee(s), any deficiency, or credil any

overpayment, to Deposit Account Number (enclose an exira copy of this form).

Page 2 of 4
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5. Change in Entily Status (from status indicated above)
a Applicant certifying micro entity statas. See 37 CFR 1,29 NOTE: Absent a valid cectification of Micro Entity Status (see form PTO/SB/1SA and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.
a Applicant asserting smiall entity staws. See 37 CFR 1.27 NOTE: If the application was previously under micro entity status, checking this box will he taken
1o be a sotification of loss of entitlement to micro entity status.

] Applicant changing to regular undiscounted tec status. NOTE: Checking this box will be' taken to Le a notification of Joss of entitlement to small o micro
entity status, as applicable.

NOTL:: The Issue Fee and Publication [ee (if required) will not be i\ccepted from anyone othir than the applicant: a registered attorney or agent: or the assignee or other party in
interest as shown by the records of the United States Patent.and Trademark Office, . :

/Stephen J. Brown/ Date  May 28 2013
43,518

Authorized Signature

Typed or printed name _ﬁg{-{t‘eﬂr’ BFOWNN

Registration No.

‘this collection of information is required:by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO (o process)
an application. Confidentiality is governed by 35 U.5.C. 122 and 37 CFR 1.14. This collection is estimated o take 12 minutes to complete, including gathering, preparing, and
submitiing the completed application form to the USPTO. Time will viry dépending upon the individual ¢ase. Any comments on the amount of time you require to complete
this form and/or suggestions for reducing this burden, should be sent o the Chief Information Officer, U.S. Patent and Tradeniark Office, 11.S. Depatmient of Commerce. P.O.
Box 1450, Alexandiia, Virginia 22313-1450. DO NOT SEND FEES OR COMFPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450,
Alexandria, Virginia 22313-1450.

Under the Paperwork Reduction Act of 1995 no persons aie required to respond to a collection of information unless it displays a valid OMB control number.

Pagc 3 of4
PTOL:85 {(Rev. 02/11) Approved for use through 0873172013, OMB 0651-0033 1I.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE.
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Electronic Patent Application Fee Transmittal

Application Number:

12537571

Filing Date:

07-Aug-2009

Title of Invention:

SUBLINGUAL AND BUCCAL FILM COMPOSITIONS

First Named Inventor/Applicant Name:

Garry L. Myers

Filer:

Daniel A. Scola/Ivory Edwards

Attorney Docket Number: 1199-82
Filed as Large Entity
Utility under 35 USC 111(a) Filing Fees
Description Fee Code Quantity Amount Sullaj-s'l's(tsa)l in
Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Petition:
Patent-Appeals-and-Interference:
Post-Allowance-and-Post-Issuance:
Utility Appl Issue Fee 1501 1 1780 1780
Publ. Fee- Early, Voluntary, or Normal 1504 1 30€I)'EVA EkHiBIT 105;200
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS L1D.




Description Fee Code Quantity Amount SU{JJ-STS::; in
Extension-of-Time:
Miscellaneous:
Total in USD ($) 2080
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Electronic Acknowledgement Receipt

EFSID: 15894088
Application Number: 12537571
International Application Number:
Confirmation Number: 5630
Title of Invention: SUBLINGUAL AND BUCCAL FILM COMPOSITIONS
First Named Inventor/Applicant Name: Garry L. Myers
Customer Number: 23869
Filer: Daniel A. Scola/Ivory Edwards
Filer Authorized By: Daniel A. Scola
Attorney Docket Number: 1199-82
Receipt Date: 29-MAY-2013
Filing Date: 07-AUG-2009
Time Stamp: 13:44:47
Application Type: Utility under 35 USC 111(a)

Payment information:
Submitted with Payment yes
Payment Type Deposit Account
Payment was successfully received in RAM $2080
RAM confirmation Number 15029
Deposit Account 082461
Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.17 (Patent application and reexamination preagssmgHiesT) 1002

ITEVAPHARMACUEUTTCALS USA, INU. V. RB PHARMACUEU ITTCALS L1D.




Charge any Additional Fees required under 37 C.F.R. Section 1.19 (Document supply fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.20 (Post Issuance fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.21 (Miscellaneous fees and charges)

File Listing:

Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)

267985
1 Issue Fee Payment (PTO-85B) 1199_82 RCE_lssue_Fee.PDF no 2

0a5869ae5831f00006acb30fc504e1b00837]
751e

Warnings:

Information:

31886
2 Fee Worksheet (SB06) fee-info.pdf no 2

ba7979d41d857fc3f0aled 1d1e01882004b
12279

Warnings:

Information:

Total Files Size (in bytes); 299871

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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Application No. Applicant(s)
. . . 12/537,571 MYERS ET AL.
Examiner-Initiated Interview Summary
Examiner Art Unit
Janet Epps-Smith 1633

All participants (applicant, applicant’s representative, PTO personnel):

(1) Janet Epps-Smith. (3) .
(2) Stephen Brown. 4) .

Date of Interview: 20 May 2013.

Type: [X Telephonic [ Video Conference
[ Personal [copy given to: [] applicant [ applicant’s representative]

Exhibit shown or demonstration conducted: [ Yes ] No.
If Yes, brief description:

Issues Discussed []101 [J112 [J102 [X103 []Others

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)
Claim(s) discussed: 1 and 17.
Identification of prior art discussed:

Substance of Interview
(For each issue discussed, provide a detailed description and indicate if agreement was reached. Some topics may include: identification or clarification of a
reference or a portion thereof, claim interpretation, proposed amendments, arguments of any applied references etc...)

Applicants explained that the prior art is silent regarding the use of a buffer to provide a local pH which would achieve
optimized absorption of burenorphine and naloxone. The examiner agreed that the prior art does not teach the
claimed local pH.

Applicant recordation instructions: It is not necessary for applicant to provide a separate record of the substance of interview.

Examiner recordation instructions: Examiners must summarize the substance of any interview of record. A complete and proper recordation of
the substance of an interview should include the items listed in MPEP 713.04 for complete and proper recordation including the identification of the
general thrust of each argument or issue discussed, a general indication of any other pertinent matters discussed regarding patentability and the
general results or outcome of the interview, to include an indication as to whether or not agreement was reached on the issues raised.

] Attachment

U.S. Patent and Trademark Office

PTOL-413B (Rev. 8/11/2010) Interview Summary TEVA IIE:’)? %INI%020021 30520
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.Uspto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
23860 7590 0512412013
Hoffmann & Baron LLLP EPPS -SMITH, JANET L
6900 Jericho Turnpike
Syosset, NY 11791 | ART UNIT PAPERNUMBER |
1633
DATE MAILED: 05/24/2013
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. |  CONFIRMATION NO.
12/537,571 08/07/2009 Garry L. Myers 1199-82 5630

TITLE OF INVENTION: SUBLINGUAL AND BUCCAL FILM COMPOSITIONS

APPLN. TYPE ENTITY STATUS ISSUE FEE DUE PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE

nonprovisional UNDISCOUNTED $1780 $300 $0 $2080 08/26/2013

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT.
PROSECUTION ON THE MERITS IS CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS.
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308.

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS
STATUTORY PERIOD CANNOT BE EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW
DUE.

HOW TO REPLY TO THIS NOTICE:

I. Review the ENTITY STATUS shown above. If the ENTITY STATUS is shown as SMALL or MICRO, verify whether entitlement to that
entity status still applies.

If the ENTITY STATUS is the same as shown above, pay the TOTAL FEE(S) DUE shown above.

If the ENTITY STATUS is changed from that shown above, on PART B - FEE(S) TRANSMITTAL, complete section number 5 titled
"Change in Entity Status (from status indicated above)".

For purposes of this notice, small entity fees are 1/2 the amount of undiscounted fees, and micro entity fees are 1/2 the amount of small entity
fees.

II. PART B - FEE(S) TRANSMITTAL, or its equivalent, must be completed and returned to the United States Patent and Trademark Office
(USPTO) with your ISSUE FEE and PUBLICATION FEE (if required). If you are charging the fee(s) to your deposit account, section "4b"
of Part B - Fee(s) Transmittal should be completed and an extra copy of the form should be submitted. If an equivalent of Part B is filed, a
request to reapply a previously paid issue fee must be clearly made, and delays in processing may occur due to the difficulty in recognizing
the paper as an equivalent of Part B.

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to
Mail Stop ISSUE FEE unless advised to the contrary.

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due.
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
Commlssmner for Patents
P.O.Box 1
Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks 1 through 5 should be completed where
ppropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
1cated unless corrected below or directed otherwise in Block 1, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for

malntenance fee notifications.

Note: A certificate of mailing can only be used for domestic mailings of the
Fee(s) Transmittal. This certificate cannot be used for any other accompanying

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) apers. Each additional paper, such as an assignment or formal drawing, must
Eave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission

23869 7590 05/24/2013 I hereby certify that this Fee(s) Transmittal is being deposited with the United
Hoffmann & Baron LLP States Postal Service with sufficient postage for first class mail in an envelope
dd d to the Mail S ISSUEpFEEg dd; by b f: Fi
. . addressed to the Mail Stop address above, or being facsimile
6900 Jericho Turnplke transmitted to the USPTO (571) 273-2885, on the date indicated below.

Syosset, NY 11791

(Depositor's name)

(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
12/537,571 08/07/2009 Garry L. Myers 1199-82 5630
TITLE OF INVENTION: SUBLINGUAL AND BUCCAL FILM COMPOSITIONS
| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $1780 $300 $0 $2080 08/26/2013
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
EPPS -SMITH, JANET L 1633 424-435000
1. Change of correspondence address or indication of "Fee Address" (37 2. For printing on the patent front page, list
CFR 1.363). . 1
(1) the names of up to 3 registered patent attorneys
| Chan%e of correspondence address (or Change of Correspondence or agents OR, alternatively,
Address form PTO/SB/122) attached. 2
(2) the name of a single firm (having as a member a
[ "Fee Address" indication (or "Fee Address” Indication form registered attorney or agent) and the names of up to
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 2 registered patent attorneys or agents. If no name is 3
Number is required. listed, no name will be printed.

3. ASSIGNEE NAME AND RESIDENCE DATA TO BE PRINTED ON THE PATENT (print or type)

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for
recordation as set forth in 37 CFR 3.11. Completion of this form is NOT a substitute for filing an assignment.

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STATE OR COUNTRY)

Please check the appropriate assignee category or categories (will not be printed on the patent) : [ ndividuat Corporation or other private group entity [ Government

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
[ Issue Fee [ A check is enclosed.
[ Publication Fee (No small entity discount permitted) | Payment by credit card. Form PTO-2038 is attached.
(] Advance Order - # of Copies (1 The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any
overpayment, to Deposit Account Number (enclose an extra copy of this form).
Page 2 of 4 TEVA EXHIBIT 1002
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5. Change in Entity Status (from status indicated above)

d Applicant certifying micro entity status. See 37 CFR 1.29 NOTE: Absent a valid certification of Micro Entity Status (see form PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

| Applicant asserting small entity status. See 37 CFR 1.27 NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

| Applicant changing to regular undiscounted fee status. NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

NOTE: The Issue Fee and Publication Fee (if required) will not be accepted from anyone other than the applicant; a registered attorney or agent; or the assignee or other party in
interest as shown by the records of the United States Patent and Trademark Office.

Authorized Signature Date

Typed or printed name Registration No.

This collection of information is required by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process)
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering, preparing, and
submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you require to complete
this form and/or suggestions for reducing this burden, should be sent toalt'f}lle Cﬁief Information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O.
Box 1450, Alexandgria, Virginia 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450,
Alexandria, Virginia 22313-1450.

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.Uspto.gov

| APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
12/537,571 08/07/2009 Garry L. Myers 1199-82 5630
| EXAMINER |
23860 7590 0512412013
Hoffmann & Baron LLP EPPS -SMITH, JANET L,
6900 Jericho Turnpike
Syosset, NY 11791 | ART UNIT PAPER NUMBER |

1633

DATE MAILED: 05/24/2013

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)
(application filed on or after May 29, 2000)

The Patent Term Adjustment to date is 132 day(s). If the issue fee is paid on the date that is three months after the
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half
months) after the mailing date of this notice, the Patent Term Adjustment will be 132 day(s).

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that
determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval
(PAIR) WEB site (http://pair.uspto.gov).

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0101 or (571)-272-4200.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with
your submission of the attached form related to a patent application or patent. Accordingly, pursuant to
the requirements of the Act, please be advised that: (1) the general authority for the collection of this
information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the
principal purpose for which the information is used by the U.S. Patent and Trademark Office is to process
and/or examine your submission related to a patent application or patent. If you do not furnish the
requested information, the U.S. Patent and Trademark Office may not be able to process and/or examine
your submission, which may result in termination of proceedings or abandonment of the application or
expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom
of Information Act (5§ U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of
records may be disclosed to the Department of Justice to determine whether disclosure of these
records is required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting
evidence to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel
in the course of settlement negotiations.

. A record in this system of records may be disclosed, as a routine use, to a Member of Congress

submitting a request involving an individual, to whom the record pertains, when the individual has
requested assistance from the Member with respect to the subject matter of the record.

. A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency

having need for the information in order to perform a contract. Recipients of information shall be
required to comply with the requirements of the Privacy Act of 1974, as amended, pursuant to 5
U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this
system of records may be disclosed, as a routine use, to the International Bureau of the World
Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

. A record in this system of records may be disclosed, as a routine use, to another federal agency for

purposes of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy
Act (42 U.S.C. 218(c)).

. A record from this system of records may be disclosed, as a routine use, to the Administrator,

General Services, or his/her designee, during an inspection of records conducted by GSA as part of
that agency's responsibility to recommend improvements in records management practices and
programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance
with the GSA regulations governing inspection of records for this purpose, and any other relevant
(i.e., GSA or Commerce) directive. Such disclosure shall not be used to make determinations about
individuals.

. A record from this system of records may be disclosed, as a routine use, to the public after either

publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35
U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 CFR 1.14, as a
routine use, to the public if the record was filed in an application which became abandoned or in
which the proceedings were terminated and which application is referenced by either a published
application, an application open to public inspection or an issued patent.

. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local

law enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or
regulation.
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Application No. Applicant(s)
12/5637,571 MYERS ET AL.
: IH i i AlA (First Inventor to
Notice of Allowability E::;‘E'S;S_Smith fggg"“ File) Status
No

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1. X This communication is responsive to Amendment filed 04/30/2013.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

2. [J An election was made by the applicant in response to a restriction requirement set forth during the interview on ; the restriction
requirement and election have been incorporated into this action.

3. [X] The allowed claim(s) is/are 1,4-10.17.18.20-23 and 27-31. As a result of the allowed claim(s), you may be eligible to benefit from the
Patent Prosecution Highway program at a participating intellectual property office for the corresponding application. For more
information, please see htip://www. uspio.gov/patents/init_events/oph/index.isg or send an inquiry to ERPHfeedback@usgio.gov .

4. [J Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:

a)[J Al b)[J Some *c)[] None of the:
1. [ Certified copies of the priority documents have been received.
2. [ Cettified copies of the priority documents have been received in Application No.
3. [] Copies of the certified copies of the priority documents have been received in this national stage application from the

International Bureau (PCT Rule 17.2(a)).
* Certified copies not received: __

Interim copies:
a) [ Al b) [J some ) ] None of the: Interim copies of the priority documents have been received.

Applicant has THREE MONTHS FROM THE “MAILING DATE” of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5. [J CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
[0 including changes required by the attached Examiner's Amendment / Comment or in the Office action of

Paper No./Mail Date .

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

6. [] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)

1. [0 Notice of References Cited (PTO-892) 5. [ Examiner's Amendment/Comment

2. [ Information Disclosure Statements (PTO/SB/08), 6. [] Examiner's Statement of Reasons for Allowance
Paper No./Mail Date

3. [J Examiner's Comment Regarding Requirement for Deposit 7. [ Other .

of Biological Material
4. X Interview Summary (PTO-413),
Paper No./Mail Date 05/20/2013 .

/Janet Epps-Smith/
Primary Examiner, Art Unit 1633

U.S. Patent and Trademark Office
PTOL-37 (Rev. 03-13) Notice of Allowability Part of Paper No./Mail Date 20130520
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | 557571 MYERS ET AL.
LTI
JANET EPPS -SMITH 1633
CPC
Symbol Type Version
CPC Combination Sets
Symbol Type Set Ranking Version
US ORIGINAL CLASSIFICATION INTERNATIONAL CLASSIFICATION
CLASS SUBCLASS CLAIMED NON-CLAIMED
424 435 A 13/ 00 (2006.01.01)
A 9/ 14 (2006.01.01)
CROSS REFERENCE(S)
A 31/ 44 (2006.01.01)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
424 422 434 484
514 282
NONE

Total Claims Allowed:

19
(Assistant Examiner) (Date)
/JANET EPPS -SMITH/
Primary Examiner.Art Unit 1633 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 NONE

U.S. Patent and Trademark Office

Part of Paper No. 20130520
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Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification | 557571 MYERS ET AL

JANET EPPS -SMITH 1633

NONE
Total Claims Allowed:
19
(Assistant Examiner) (Date)
/JANET EPPS -SMITH/
Primary Examiner.Art Unit 1633 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 NONE

U.S. Patent and Trademark Office Part of Paper No. 20130520
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Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | 557571 MYERS ET AL.
H““H““H“HH“ “m ““ “ ““H“ “‘ o o
JANET EPPS -SMITH 1633
X Claims renumbered in the same order as presented by applicant O CPA O T.b. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original
1 1 9 17
2 10 18
3 19
2 4 11 20
3 5 12 21
4 6 13 22
5 7 14 23
6 8 24
7 9 25
8 10 26
11 15 27
12 16 28
13 17 29
14 18 30
15 19 31
16
NONE
Total Claims Allowed:
19
(Assistant Examiner) (Date)
/JANET EPPS -SMITH/
Primary Examiner.Art Unit 1633 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 NONE
U.S. Patent and Trademark Office Part of Paper No. 20130520
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UNITED STATES PATENT AND TRADEMARK OFFICE

Page 1 of 1

BIB DATA SHEET

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450
WWW.Uspto.gov

CONFIRMATION NO. 5630

SERIAL NUMBER
12/537,571

FILING or 371(c)
DATE
08/07/2009
RULE

CLASS
424

GROUP ART UNIT
1633

ATTORNEY DOCKET
NO.
1199-82

APPLICANTS

08/21/2009

Garry L. Myers, Kingsport, TN;
Samuel D. Hilbert, Jonesboro, TN;
Bill J. Boone, Johnson City, TN;

B. Arlie Bogue, New Carligle, IN;
Pradeep Sanghvi, Schererville, IN;
Madhusudan Hariharan, Munster, IN;

*k CONTINUING DATA kkkkkhkkhkhkhkkhhhhhkhhhkhhd
*k FOREIGN APPLICATIONS kkkkhkdkhkhkhhhkhkhhkhkkhkhkkd
** IF REQUIRED, FOREIGN FILING LICENSE GRANTED **

Foreign Priority claimed

Verified and

Acknowledged

D Yes QNO

35 USC 119(a-d) conditions met D Yes QNO

/JANET L EPPS
-SMITH/
Examiner's Signature

D Met after
Allowance

Initials

STATE OR
COUNTRY

TN

SHEETS
DRAWINGS

0 31

TOTAL
CLAIMS

INDEPENDENT
CLAIMS

7

ADDRESS

Hoffmann & Baron LLP
6900 Jericho Turnpike
Syosset, NY 11791
UNITED STATES

TITLE

SUBLINGUAL AND BUCCAL FILM COMPOSITIONS

FILING FEE
RECEIVED |No.
1188 No.

for following:

FEES: Authority has been given in Paper
to charge/credit DEPOSIT ACCOUNT

|Q All Fees

|0 1.16 Fees (Filing)

|EI 1.18 Fees (Issue)

|EI Other

|0 Credit

|
|
|EI 1.17 Fees (Processing Ext. of time) |
|
|
|

BIB (Rev. 05/07).
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Application/Control No. Applicant(s)/Patent Under
Reexamination
Index of Claims 12537571 MYERS ET AL.
LT
JANET EPPS -SMITH 1633
v Rejected - Cancelled N | Non-Elected A Appeal
= Allowed + Restricted | Interference o) Objected
[0 cClaims renumbered in the same order as presented by applicant O cpa O T.D. O R.1.47
CLAIM DATE
Final Original [05/20/2013
1 1 =
2
3
2 4 =
3 5 =
4 6 =
5 7 =
6 8 =
7 9 =
8 10 =
11
12
13
14
15
16
9 17 =
10 18 =
19
11 20 =
12 21 =
13 22 =
14 23 =
24
25
26
15 27 =
16 28 =
17 29 =
18 30 =
19 31 =

U.S. Patent and Trademark Office

Part of Paper No. : 20130520
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EAST Search History

EAST Search History

EAST Search History (Prior Art)

Ref
1t

Hits

Search Query

DBs

Default
Operator

Plurals

Time
Stamp

St

1332

(matrix or liposome or polymeric or
carrier) and (buprenorphine) and
naloxone and buffer

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/21
18:48

1236

St and pH

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/21
18:48

614

S2 and (film or biofilm)

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/21
18:49

580148

film forming polymer

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPO;
DERWENT;
[BM_TDB

AND

ON

2011/08/21
18:49

22690

film forming polymer

US-PGPUB;
USPAT;
USOCR;
FPRS;

EPO; JPO;
DERWENT;
[BM_TDB

NEAR

ON

2011/08/21
18:49

56

S3 and $H

US-PGPUB;
USPAT;
USOCR;
FPRS;

EPO; JPO;
DERWENT;
[BM _TDB

NEAR

ON

2011/08/21
18:49

S7

48

(film dosage).clm.

US-PGPUB;
USPAT;
USOCR;
FPRS;

EPO; JPO;
DERWENT;
[BM _TDB

NEAR

ON

2011/08/21
18:50

S6 and S7

US-PGPUB;

NEAR

ON

2011/08/21
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EAST Search History

USPAT; 18:50
USOCR,;

FPRS;

EPO; JPG;

DERWENT;

IBM_TDB

S9 41388 (buprenorphine) and naloxone and US-PGPUB;OR ON 2011/08/21

buffer USPAT; 18:56
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

S10 43 S7 and S9 US-PGPUB; HOR ON 2011/08/21

USPAT; 18:56
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

S11 470 US-20070148097-$.DID. OR US- US-PGPUB; iOR ON 2011/08/22
6228863-%$.DID. OR US-6310072-$.DID. jUSPAT; 11:04
OR US-6375957-$.DID. OR US-6469170-§USOCR;
$.DID. OR US-4582835-3.DID. OR US-  {{FPRS;

4464378-%.DID. OR US-4990617-%.DID. {EPO; JPO;
OR US-5272149-$.DID. OR US-4154932-4DERWENT
$.DID. OR US-5512578-$.DID. OR US-
5512593-%$.DID. OR US-5552406-%$.DID.
OR US-5817665-$.DID. OR US-5834480-
$.DID. OR US-5856332-$.DID. OR US-
6034091-$.DID. OR US-6277384-%$.DID.
OR US-6291675-$.DID. OR US-6475494-
$.DID. OR US-6696066-$.DID. OR US-
6995169-$.DID. OR US-7144587-$.DID.
OR US-7172767-$.DID. OR US-7384653-
$.DID. OR US-7402591-$.DID. OR US-
7419686-$.DID. OR US-7749542-$.DID.
OR US-20020010127-$.DID. OR US-
20020013301-%$.DID. OR Us
20020058673-%.DID. OR US-
20030004178-%$.DID. OR US-
20030031712-%$.DID. OR US-
20030044458-%.DID. OR US-
20030068392-%.DID. OR US-
20030124185-$.DID. OR US-
20030191147-$.DID. OR US-
20030211157-$.DID. OR US-
20040086561-%$.DID. OR US-
20050048115-%$.DID. OR US
20050063909-$.DID. OR US-
20050191340-%.DID. OR US-
20050192309-%.DID. OR US-
20060058332-%$.DID. OR US-
20060058333-$.DID. OR US-
20060069113-%$.DID. OR US-
20070122348-$.DID.

S12 {11566 (myers-g$ or hilbert-s$ or boone-b$ or {§US-PGPUB;OR ON 2011/08/22
bogue-b$ or sanghvi-P$ or hariharan- USPAT,; 11:12
M$).in. USOCR;

FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.

file:///Cl/Users/jeppssmith/Documents/e-Red %20Folder/12537571/EASTSearchHistory.12537571_AccessibleVersion.htm[5/20/2013 2:29:03 PM]



EAST Search History

S13 41332 (matrix or liposome or polymeric or US-PGPUB; 1OR ON 2011/08/22
carrier) and (buprenorphine) and USPAT; 11:13
naloxone and buffer USOCR;

FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S14 35 S$13 and S12 US-PGPUB; OR ON 2011/08/22
USPAT; 11:13
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

S17 4918 (matrix or liposome or polymeric or US-PGPUB;OR ON 2011/08/22
carrier) and (buprenorphine) and USPAT; 14:10
naloxone and buffer and absorption USOCR;

FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S18 417 naloxone adj25 absorption US-PGPUB; HOR ON 2011/08/22
USPAT; 14:11
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S$19 5 S$17 and S18 US-PGPUB; OR ON 2011/08/22
USPAT; 14:11
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

S20 {1332 (matrix or liposome or polymeric or US-PGPUB;iOR ON 2011/08/22
carrier) and (buprenorphine) and USPAT; 16:34
naloxone and buffer USOCR;

FPRS;
EPO; JPG;
DERWENT;
IBM_TDB

S21 §70 US-20070148097-$.DID. OR US- US-PGPUB; {OR ON 2011/08/22
6228863-$.DID. OR US-6310072-$.DID. {USPAT,; 16:39
OR US-6375957-$.DID. OR US-6469170-3USOCR;
$.DID. OR US-4582835-3.DID. OR US-  {{FPRS;

4464378-3.DID. OR US-4990617-$.DID. {EPO; JPO;
OR US-5272149-$.DID. OR US-4154932-4{DERWENT
$.DID. OR US-5512578-$.DID. OR US-
5512593-$.DID. OR US-5552406-$.DID.

OR US-5817665-$.DID. OR US-5834480-

$.DID. OR US-5856332-$.DID. OR US-
6034091-$.DID. OR US-6277384-3.DID.

OR US-6291675-$.DID. OR US-6475494-

$.DID. OR US-6696066-$.DID. OR US-
6995169-$.DID. OR US-7144587-3.DID.

OR US-7172767-$.DID. OR US-7384653-

$.DID. OR US-7402591-$.DID. OR US-
7419686-$.DID. OR US-7749542-3.DID.

OR US-20020010127-$.DID. OR US-
20020013301-$.DID. OR US

20020058673-$.DID. OR US-
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EAST Search History

20030004178-$.DID. OR US-
20030031712-$.DID. OR US
20030044458-%$.DID. OR US-
20030068392-%$.DID. OR US-
20030124185-$.DID. OR US-
20030191147-$.DID. OR US
20030211157-$.DID. OR US
20040086561-$.DID. OR US-
20050048115-$.DID. OR US-
20050063909-$.DID. OR US-
20050191340-$.DID. OR US
20050192309-$.DID. OR US-
20060058332-$.DID. OR US-
20060058333-$.DID. OR US-
20060069113-$.DID. OR US-
20070122348-$.DID.
S22 $21 and (film adj50 dosage) US-PGPUB; OR ON 2011/08/22
USPAT,; 16:39
USOCR;
FPRS;
EPO; JPG;
DERWENT
S23 $21 and (film adj50 dosage) US-PGPUB;OR ON 2011/08/22
USPAT; 16:40
USOCR;
FPRS;
EPO; JPG;
DERWENT
S27 ("1897543").PN. US-PGPUB; OR OFF 2011/08/29
USPAT,; 08:15
USOCR;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S28 ("20100087470").PN. US-PGPUB;{OR OFF 2011/08/29
USPAT,; 08:19
USOCR;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S29 &8 and naloxone US-PGPUB; HOR ON 2011/08/29
USPAT,; 08:20
USOCR;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S30 28 and naloxone and absorption and US-PGPUB;iOR ON 2011/08/29
citric USPAT; 08:24
USOCR;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
S31 28 and naloxone and absorption and US-PGPUB;iOR ON 2011/08/29
citric and pH USPAT; 08:55
USOCR;
FPRS;
EPO; JPG;
DERWENT;
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EAST Search History

diBM_TDB

\l
3
3
3
3
3

S32

28 and naloxone and absorption and
citric and pH and (suppress or block)

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/29
09:03

S33

S28 and naloxone and absorption and
citric and pH and block

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/29
09:03

S34

S28 and naloxone and absorption and
citric and pH and polymer

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/29
09:26

S35

("20110033541").PN.

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

OFF

2011/08/29
10:22

S36

S35 and inhibit

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2011/08/29
10:23

S37

1581

(buprenorphine) and naloxone and
buffer

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2012/05/01
13:42

S38

692

837 and sublingual

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2012/05/01
13:43

S39

492

S38 and citric

US-PGPUB;
USPAT;
USOCR,;
FPRS;

EPO; JPC;
DERWENT;
[BM_TDB

OR

ON

2012/05/01
13:43

$40

S38 and citric.clm.

US-PGPUB;
USPAT;
USOCR;
FPRS;

OR

ON

2012/05/01
13:43

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.

file:///Cl/Users/jeppssmith/Documents/e-Red %20Folder/12537571/EASTSearchHistory.12537571_AccessibleVersion.htm[5/20/2013 2:29:03 PM]



EAST Search History

EPO; JPG;
DERWENT;
IBM_TDB
$41 §10 ((buprenorphine) and naloxone and US-PGPUB; {OR ON 2012/05/01
buffer).clm. USPAT; 13:47
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
42 43 suboxone near sublingual US-PGPUB;iOR ON 2012/05/01
USPAT; 13:51
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
A3 2 ("20110262522").PN. US-PGPUB; iOR OFF 2012/05/02
USPAT; 14:26
USOCR,;
FPRS;
EPO; JPG;
DERWENT;
IBM_TDB
EAST Search History (I nterference)
Ref {iHits iSearch Query DBs Default iPlurals iTime
# Operator Stamp
L2 45 suboxone near sublingual US-PGPUB; {OR ON 2013/05/20
USPAT; 14:25
UPAD
L3 {543 {iBUPRENORPHINE ADJ5 NALOXONE US-PGPUB; {OR ON 2013/05/20
USPAT; 14:26
UPAD
L4 {377 {3 AND (POLYMERIC OR FILM) US-PGPUB; {OR ON 2013/05/20
USPAT; 14:26
UPAD
L5 1306 {4 AND FILM US-PGPUB; {OR ON 2013/05/20
USPAT; 14:26
UPAD
L6 148 {4 AND FILM.CLM. US-PGPUB; {OR ON 2013/05/20
USPAT; 14:26
UPAD
L7 47 6 AND PH.CLM. US-PGPUB; {OR ON 2013/05/20
USPAT; 14:27
UPAD
S15 {2 "11634280" US-PGPUB; {OR ON 2011/08/22
USPAT; 11:21
UPAD
S16 42 S15 and opiate and (agonist or US-PGPUB; {OR ON 2011/08/22
antagonist) USPAT; 11:24
UPAD
S24 {2 "11634280" US-PGPUB; {OR ON 2011/08/22
USPAT; 17:05
UPAD
S25 i1 24 and opiate and (agonist or US-PGPUB; {OR ON 2011/08/22
antagonist) and naloxone and USPAT; 17:05
buprenorphine UPAD
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S26 24 and opiate and (agonist or US-PGPUB; {OR ON 2011/08/22
antagonist) and naloxone USPAT; 17:086
UPAD
44 "Term Removed" US-PGPUB; {COR OFF 2012/05/02
USPAT; 19:28
UPAD

5/20/2013 2:29:01 PM

C:\ Users\ jeppssmith\ Documents\ EAST\ Workspaces\ 12537571.wsp
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Application/Control No. Applicant(s)/Patent under
Search Notes Reexamination

12/537,571 MYERS ET AL.

Examiner Art Unit

Janet Epps-Smith 1633

EARCH NOTE
SEARCHED S ¢ OTES
(INCLUDING SEARCH STRATEGY)
Class Subclass Date Examiner DATE EXMR
Inventor name search 8-22-11 JLE
Plus search 8-22-11 JLE
East-see attached 8-29-11 JLE
searcH notes updated 4-30-2012 JLE
Search notes updated in EAST-text
search only in USPAT, UPAD, PGPUB | 2202013 | JLE
INTERFERENCE SEARCHED
Class Subclass Date Examiner
Text search only
no class searched in 5-20-2013 JLE
UPAD, USPAT, PGPUB
U.S. Patent and Trademark Office Part of Paper No. 20130520
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UNITED STATES PATENT AND TRADEMARK OFFICE

Commissioner for Patents

United States Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

www.usplo.gov
Hoffmann & Baron LLP
6900 Jericho Turnpike FM A [] [L' E @

Syosset NY 11791 MAY 0 6 2013

OFFICE OF PETITIONS

Doc Code: TRACK1.GRANT

Decision Granting Request for ‘
Prioritized Examination Application No.: 12/537,571
(Track | or After RCE)

1. THE REQUEST FILED __April 30, 2013 IS GRANTED.

The above-identified application has met the requirements for prioritized examination
A. [] foran original nonprovisional application (Track I).
B. B for an application undergoing continued examination (RCE).

2. The above-identified application will undergo prioritized examination. The application will be
accorded special status throughout its entire course of prosecution until one of the following occurs:

A filing a petition for extension of time to extend the time period for filing a reply;
B. filing an amendment to amend the application to contain more than four independent
claims, more than thirty total claims, or a multiple dependent claim;

filing a request for continued examination;
filing a notice of appeal;

filing a request for suspension of action;
mailing of a notice of allowance;
mailing of a final Office action;

IOoOmMmMOoOO

completion of examination as defined in 37 CFR 41.102; or
R abandonment of the application.

Telephone inquiries with regard to this decision should be directed to JoAnne Burke at 571-272-4584. In
his/her absence, calls may be directed to Brian Brown, 571-272-5338.

[JoAnne Burke / Petitions Examiner
[Signature] (Title)

U.S. Patent and Trademark Office
PT0O-2298 (Rev. 02-2012)
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Doc code: RCEX PTO/SB/30EFS (07-09)

Doe description: Request for Continued Examination (RCE} Approved for use through 07/31/2012. OMB 0651-00631
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information uniess i contains a valid OMB control number.

REQUEST FOR CONTINUED EXAMINATION(RCE)TRANSMITTAL
(Submitted Only via EFS-Web)

Application | 547574 Filing | »400.08-07 Docket Number | o5 05 pop At 1 633
Number Date (if applicable) Unit

First Named Examiner .

Inventor Garry L. Myers Name Epps-Smith, Janet L.

This is a Request for Continued Examination (RCE} under 37 CFR 1.114 of the above-identified application.
Request for Continued Examination (RCE} practice under 37 CFR 1.114 does not apply to any utility or plant application filed prior to June 8,
1995, or to any design application. The Instruction Sheet for this form is located at WWW . USPTQ.GOV

SUBMISSION REQUIRED UNDER 37 CFR 1.114

Note: If the RCE is proper, any previcusly filed unentered amendments and amendments enclosed with the RCE wiil be entered in the order
in which they were filed unless applicant instructs otherwise. If applicant does not wish {o have any previously filed unentered amendment(s}
entered, applicant must request non-eniry of such amendmeni(s}.

D Previously submitied. If a final Office action is outstanding, any amendments filed after the final Office action may be considered as a
submission even if this box is not checked.

|:| Consider the arguments in the Appeal Brief or Reply Brief previously filed on

[] Other

Enclosed

Amendment/Reply
D Information Disclosure Statement (IDS})

|:| Affidavii{s)y Declaration{s)}

[] Other

MISCELLANEOUS

D Suspension of action on the above-identified application is requested under 37 CFR 1.103{(c) for a pericd of months
{Period of suspension shall not exceed 3 months; Fee under 37 CFR 1.17{i) required)

[] Other

FEES

The RGE fee under 37 CFR 1.17(e} is required by 37 CFR 1.114 when the RCE is filed.
The Director is hereby authorized to charge any underpayment of fees, or credit any overpayments, {o
Deposit Account No 082481

SIGNATURE CF APPLICANT, ATTCRNEY, OR AGENT REQUIRED

Patent Practitioner Signature
[] Applicant Signature

TEVA EXHIBIT 1002
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Doc code: RCEX

Doe description: Request for Continued Examination (RCE}

PTO/SBI30EFS (07-09)

Approved for use through 07/31/2612. OMB 06651-00631

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information uniess i contains a valid OMB control number.

Signature of Registered U.S. Patent Practitioner

Signature

[Stephen J. Brown/

Date (YYYY-MM-DD)

2013-04-3¢

Name

Stephen J. Brown

Registration Number

43519

This collection of information is required by 37 CFR 1.114. The information is required to obtain or retain a benefit by the public which is to
file {and by the USPTO to process) an application. Confidentiality is govemed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is
estimated to take 12 minutes to complete, including gatherning, preparing, and submitiing the completed application form 1o the USPTO. Time
will vary depending upaon the individual case. Any comments on the amount of lime you require to complete this form andfor suggestions for

reducing this burden, should be sent to the Chief Information Gfficer, U.S. Patent and Trademark Office, U.S. Department of Commerce,
P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-8199 and selfect option 2.

EFS - Web 2.1.15
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 83-579) requires that you be given certain information in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant to the requirements of the Act, please be
advised that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b}X2}; (2) furnishing of the information
solicited is voluntary; and (3} the principal purpose for which the information is used by the U.S. Patent and Trademark Office
is to process and/or examine your submission related to a patent application or patent. If you do not furnish the requested
information, the U.S. Patent and Trademark Office may not be able to process and/or examine your submission, which may
result in termination of proceedings or abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:
1. The information on this form will be treated confidentially to the extent allowed under the Freedom of Information

Act (5 U.5.C. 552) and the Privacy Act (5 U.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of information Act requires disclosure of these records.

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence fc a
court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of settlement
negotiations.

3. A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a

request involving an individual, to whom the record pertains, when the individual has requested assistance from the
Member with respect to the subject matter of the record.

4. A record in this system of records may be disclosed, as a routine use, to a contractar of the Agency having need
for the information in order to perform a contract. Recipients of information shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a{m).

5. A record related to an Internaticnal Application filed under the Patent Cooperation Treaty in this system of records
may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property Organization,
pursuant to the Patent Cooperation Treaty.

8. A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes of
National Security review (35 U.5.C. 181) and for review pursuant to the Atomic Energy Act (42 U.5.C. 218(c}}.

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, General Services,
or his/her designee, during an inspection of records conducted by GSA as part of that agency's responsibility to
recommend improvements in records management practices and programs, under autherity of 44 U.5.C. 2904 and
2906. Such disclosure shall be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant (i.e., G8A or Commerce) directive. Such disclosure shall not be used toc make
determinations about individuals.

8. A record from this system of records may be disclosed, as a routine use, 1o the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.5.C. 151. Further, a record may
be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, io the public if the record was filed in an
application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspections or an issued patent.

8. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enfarcement agency, if the USPTO becomes aware of a viclation or potential violation of law or regulation.
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PTO/SB/22 (03-13)

Approved for use through 3/31/2013. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

Docket Number (Optional)

PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a) |1199-82 RCE

Application Number Filed

12537571 August 7, 2009

" SUBLINGUAL AND BUCCAL FILM COMPOSITIONS

Art Unit Examiner

1633 Epps-Smith, Janet L.

This is a request under the provisions of 37 CFR 1.136(a) to extend the period for filing a reply in the above-identified application.

The requested extension and fee are as follows (check time period desired and enter the appropriate fee below):

Fee Small Entity Fee Micro Entity Fee
One month (37 CFR 1.17(a)(1)) $200 $100 $50 $ 200
|:| Two months (37 CFR 1.17(a)(2)) $600 $300 $150 $
I:' Three months (37 CFR 1.17(a)(3)) $1,400 $700 $350 $
D Four months (37 CFR 1.17(a)(4)) $2,200 $1,100 $550 $
|:| Five months (37 CFR 1.17(a)(5)) $3,000 $1,500 $750 $

Applicant asserts small entity status. See 37 CFR 1.27.

Applicant certifies micro entity status. See 37 CFR 1.29.
Form PTO/SB/15A or B or equivalent must either be enclosed or have been submitted previously.

A check in the amount of the fee is enclosed.

The Director has already been authorized to charge fees in this application to a Deposit Account.

]
]
[
D Payment by credit card. Form PTO-2038 is attached.
]

The Director is hereby authorized to charge any fees which may be required, or credit any overpayment, to
Deposit Account Number 082461

|:| Payment made via EFS-Web.

WARNING: Information on this form may become public. Credit card information should not be included on this form. Provide
credit card information and authorization on PTO-2038.

| am the
|:| applicant/inventor.
|:| assignee of record of the entire interest. See 37 CFR 3.71. 37 CFR 3.73(b) statement is enclosed (Form PTO/SB/96).
attorney or agent of record. Registration number 43’51 9
|:| attorney or agent acting under 37 CFR 1.34. Registration number
/Stephen J. Brown/ April 30, 2013
Signature Date
Stephen J. Brown 973-331-1700
Typed or printed hame Telephone Number

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signhature requirements and certifications. Submit
multiple forms if more than one signature is required, see below®.

* Total of 1 forms are submitted.

This collection of information is required by 37 CFR 1.136(a). The information is required to obtain or retain a benefit by the public, which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 6 minutes to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS
TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0O-9199 and select option 2.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the requirements of
the Act, please be advised that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2)
furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is used by the
U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent application or
patent. If you do not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or abandonment of the
application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence
to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of
settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record pertains, when the individual has requested assistance from
the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having
need for the information in order to perform a contract. Recipients of information shall be required to comply
with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this system of
records may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property
Organization, pursuant to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes
of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C.
218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency’s
responsibility to recommend improvements in records management practices and programs, under authority of
44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations governing
inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such
disclosure shall not be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a
record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record
was filed in an application which became abandoned or in which the proceedings were terminated and which
application is referenced by either a published application, an application open to public inspection or an issued
patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Compositions

Mail StOp AF Certificate of EFS-Web Transmission

.o Thereby certify that this correspondence is being transmitted to the U.S.
Commissioner for Patents Patent and Trademark Office via the Office's electronic filing system.
P.O. Box 1450

Dated: April 30, 2013

Alexandria, Virginia 22313-1450

Signature: Stephen J. Brown \Stephen J. Brown\

AMENDMENT AND RESPONSE WITH
REQUEST FOR CONTINUED EXAMINATION

Madam:

In response to the Final Office Action dated May 2, 2012, and Advisory Action dated
November 2, 2012, Applications make the following amendments and remarks. This
communication is filed concurrently with a Request for Continued Examination.

Amendments to the Claims begin on page 2 of this paper.

Remarks begin on page 5 of this paper.
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Amendments to the Claims:

This listing of claims shall replace all previous listings in this application:

1. (Currently Amended) A film dosage composition comprising:

A polymeric carrier matrix;

b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;

c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and

d. A buffer in an amount to provide a local pH for said composition of a value
sufficient to optimize absorption of said buprenorphine, wherein said local pH
is from about 3 [[2]] to about 3.5 in the presence of saliva.

2. (Canceled).

3. (Cancelled).

4. (Original) The composition of claim 1, wherein said film dosage composition
provides a bioequivalent absorption of buprenorphine to that of a tablet having an
equivalent amount of buprenorphine or a pharmaceutically acceptable salt thereof.

5. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one polymer in an amount of at least 25% by weight of said
composition.

6. (Original) The composition of claim 1, wherein said buffer is present in an amount of
from about 2:1 to about 1:5 by weight of buffer to buprenorphine.

7. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one self-supporting film forming polymer.

8. (Original) The film dosage composition of claim 1, wherein said buprenorphine is
present in an amount of from about 2 mg to about 16 mg per dosage.

9. (Original) The film dosage composition of claim 1, wherein said buffer comprises
sodium citrate, citric acid, and combinations thereof.

10. (Original) The film dosage composition of claim 1, wherein said buffer comprises

acetic acid, sodium acetate, and combinations thereof.
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11. (Cancelled).

12. (Cancelled).

13. (Cancelled).

14. (Cancelled).

15. (Cancelled).

16. (Cancelled).

17. (Currently Amended) A method of treating narcotic dependence of a user,
comprising the steps of:

a. providing a composition comprising:
i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
iv. A buffer in an amount to provide a local pH of about 3 [[2]] to about
3.5 for said composition of a value sufficient to optimize absorption of
said buprenorphine and also sufficient to inhibit absorption of said
naloxone; and
b. administering said composition to the oral cavity of a user.

18. (Original) The composition of claim 17, wherein said method provides a
bioequivalent absorption of buprenorphine to that of a tablet having an equivalent
amount of buprenorphine or a pharmaceutically acceptable salt thereof.

19. (Cancelled).

20. (Original) The method of claim 17, wherein said film dosage composition is
administered to the user through buccal administration, sublingual administration, and
combinations thereof.

21. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of at least 1 minute.

22. (Original) The method of claim 17, wherein said film dosage composition remains in

the oral cavity of the user for a period of between about 1 and 1.5 minutes.
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23. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of up to 3 minutes.

24. (Cancelled).

25. (Cancelled).

26. (Cancelled).

27. (Original) An orally dissolving film formulation comprising buprenorphine and
naloxone, wherein said formulation provides an in vivo plasma profile having a Cmax
of between about 0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in
vivo plasma profile having a Cmax of between about 41.04 pg/ml to about 323.75
pg/ml for naloxone.

28. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 5.431 hr.ng/ml to about 56.238 hr.ng/ml for buprenorphine.

29. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 102.88 hr.pg/ml to about §12.00 hr.pg/ml for naloxone.

30. (Original) The formulation of claim 27, wherein said formulation comprises about 2
to about 16 mg of buprenorphine or a salt thereof.

31. (Original) The formulation of claim 27, wherein said formulation comprises about

0.5 to about 4 mg of naloxone or a salt thereof.
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REMARKS
Independent claims 1 and 17 have been amended to recite a local pH range of about 3
to about 3.5. This limitation was previously claimed in claims 3 and 19, respectively.
Accordingly, no new matter has been added.
Claims 3, 11-16, 19, and 24-26 have been cancelled without prejudice.
Claims 1, 4-10, 17-18, 20-23, and 27-31 are pending.

Rejection under 35 U.S.C. §103

In the Office Action, the Examiner rejected claims 1 and 3-31 under 35 U.S.C.
§103(a) as allegedly obvious over Oksche (WO 2008/025791, counterpart U.S. Patent
Application Publication No. 2010/0087470). The Examiner stated that, although Oksche

fails to disclose pH values, the determination of a suitable pH range would have been obvious
and routine experimentation. The Examiner stated that Oksche discloses a Suboxone tablet,
and thus it would have been obvious to modify Oksche accordingly. Finally, the Examiner
stated that the “open range” of the pH in the claims (i.e., using the term “about™) further
demonstrates its obviousness. Applicants respectfully traverse this rejection.

Although believed unnecessary, claims 3, 11-17, 19, and 24-26 have been cancelled to
further prosecution. The rejection of these claims has been rendered moot and withdrawal is

respectfully requested.

Claims 1, 4-10, 17-18, and 20-23:

Independent claims 1 and 17 have been amended to recite a local pH range of about 3
to about 3.5. Claims 4-10 and 18 and 20-23 depend from claims 1 and 17, respectively.

As previously argued, the claimed pH range achieves the goals of optimizing the
absorption of one component (buprenorphine) and minimizing the absorption of a second
component (naloxone). The Applicants have repeatedly shown that Oksche is completely
devoid of any recitation of any pH range. Thus, there is absolutely no direction in Oksche to
allow one of ordinary skill in the art to come up with the claimed invention. And, assuming
arguendo that Oksche disclosed a pH, there is simply no predictability in modifying that pH

to the claimed level and expecting to achieve the significant results claimed.
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Moreover, Applicants have repeated demonstrated that experimental results in the
specification show that the claimed pH range has unexpected benefits. A detailed discussion
of these results is presented below for completeness. To briefly summarize, , the present
applicants have discovered that the suitable buffer capacity actually differs from that which
would be expected from pH partition theory. For example, the buffer capacity for a product
including both the buprenorphine and naloxone would be one that minimizes the absorption
of the naloxone but optimizes the absorption of the buprenorphine — a concept not disclosed
nor considered by Oksche. For example, the present inventors have discovered that at a pH
of about 3-3.5, the relative absorptions can be controlled effectively.

In response, to these experimental results and argument, the Examiner has essentially
conceded that they are sufficient to overcome the rejection over Oksche, but that the claims
are not commensurate in scope to the data:

Applicant’s argument that the Examples show significant benefits when a pH
of about 3.5 is used is used as compared to a pH of 6.5 and 5.5, Example 8§
tested products at a pH of frem 3.0-3.5 is not sufficient to provide evidence of
unexpected or significant benefits associated with the full scope of the claimed
invention, which recites a “local pH of about 2 to about 3.5 in the presence of
saliva.” Applicant showing is not commensurate in scope with the claimed
invention.

(Advisory Action at 2-3 (emphasis original).) Applicants note that the Examiner has not
alleged that the experimental results are to be expected or otherwise rebutted the
demonstration of unexpected results.

Accordingly, although believed unnecessary and only to further prosecution,
Applicants have amended independent claims 1 and 17 to recite the local pH range of about 3
to about 3.5 to provide a scope that is fully and expressly supported by the experimental
results. In view of the claims amendments, the Examiner’s comments, and the experimental
results Applicants submit that the alleged prima facie obviousness has been rebutted. For this
reason alone, reconsideration and withdrawal of the rejection are respectfully solicited for
claims 1, 4-10, 17-18, and 20-23.

As discussed above, previously described in the earlier responses, and as supported

throughout the specification, the Applicant has surprisingly identified that the optimized
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adsorption of buprenorphine and the optimized limited adsorption of naloxone do not follow
traditional or expected adsorption profiles. Both compounds are conjugate organic acids with
pKa’s at approximately 8, and yet as the pH of the film for delivering the agents decreases,
one compound undergoes a optimum adsorption, but the other compound surprisingly trends
the opposite direction and is inhibited at the same lower pH levels. This divergence allows
the Applicant to produce a film which delivers buprenorphine to the bloodstream and passes
the naloxone to the gut where it is ineffective, thus providing a treatment regime for
buprenorphine. At the same time, the film is protected from abuse, because if a patient
diverts the dosage, the naloxone inhibits the opioid effect when injected, snorted or otherwise
administered in a drug abuse attempt.

To counter the experimental evidence and surprising results, the Examiner has offered
only a single reference, Oksche, in an obviousness rejection. Oksche is completely silent
regarding adjusting pH to optimize the adsorption of buprenorphine and minimize the
adsorption of naloxone. The only evidence offered by the Examiner for such a conclusion is
that Oksche mentions pH modifiers such as “citric acid, tartaric acid, phosphoric acid,
hydrochloric acid and maleic acid” in the context of “secondary components such as
preservatives, anti-oxidants, surfactants, viscosity enhancers, colouring agents, flavouring
agents, pH modifiers, sweeteners or taste-masking agents [that] may be incorporated into the
composition.” Oksche, [0072]. Thus, the Examiner concludes that optimizing the pH is
obvious in view of Oksche because pH modifiers are mentioned in passing. The Examiner
relies on MPEP 2144.05 and asserts that “it would have been obvious to the ordinary skilled
artisan... to modify their teachings so as to identify the optimal range of pH/dosage in an
effort to identify formulations that would provide optimal adsorption of both agonist and
antagonist. As per MPEP 2144.05, ... identification of the optimal pH/dosage appears to be a
matter of routine experimentation.” Advisory Action dated November 6, 2012, p. 4.

Applicant submits that the Fxaminer’s arguments are misplaced for at least two
reasons. First, MPEP 2144.05 applies for “Obviousness of Ranges,” yet nothing within the
disclosure of Oksche describes any range of pH. Oksche is completely silent regarding any
amounts of acids, bases, buffers or anything substantive beyond the passing mention of

“secondary components.” Thus, the Examiner’s conclusion that it would be obvious to
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provide a specific range of pH for controlling adsorption of one active and inhibiting the
adsorption of a similar active cannot be supported by that disclosure. Therefore, the
Examiner is impermissibly relying on Applicant’s own discovery of the significance of pH
ranges in optimizing adsorption.

Second, even accepting for the sake of argument that MPEP 2144.05 applied because
Oksche somehow provides some concept of pH, the instructions within that section of the
MPEP again leads to the conclusion that reliance on Oksche is not proper. “A particular

parameter must first be recognized as a result-effective variable, i.e. a variable which

achieves a recognized result, before the determination of the optimum or workable ranges of
said variable might be characterized as routine experimentation.” MPEP 2144.05(I1)(B)
(citing In re Antonie, 559 F.2d 618 (CCPA 1977)) (emphasis added.) Here, Oksche is
completely silent regarding the necessity of adding an acid or buffer. Oksche treats such
components in the same manner as a flavoring agent, coloring agent, taste masking agent, or
any number of other secondary components. Oksche does not indicate that the pH of 2-3.5
would lead to an optimized buprenorphine adsorption AND a minimized naloxone
adsorption. Oksche never identifies nor understands the criticality of pH, and therefore
cannot be asserted for the conclusion that it’s merely a results effective variable that can be
modified.

Moreover, based on the disclosure of Oksche one of skill in the art would have had a
no rationale to use pH to modify absorption. Significantly, Oksche actually discusses
enhancing absorption of buprenorphine over the mucosa. However, this discussion has
nothing to do with pH, but rather points to permeation enhancers:

In order to allow absorption of buprenorphine over the mucosa of the
mouth, and particularly sublingually, in one embodiment the dosage forms
may additionally use agents that enhance absorption of the active agent,
i.e. so-called permeation enhancers.

Such permeation enhancers may be selected from the group comprising
propandiol, dexpanthenol, and oleic acid. The permeation enhancers may also
be selected from the group comprising saturated or unsaturated fatty acids,
hydrocarbons, linear or branched fatty alcohols, dimethylsulfoxide, propylene
glycol, decanol, dodecanol, 2-octyldodecanol, glycerine, ethanol or other
alcohols.
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(1 0085-86 (emphasis added).) None of these would be considered to modify pH or act as
buffers.

Furthermore, this is but one of many variables and ingredients that could be
considered to effect absorption of the active ingredients. Accordingly, one of skill in the art
with knowledge of the absorption of the actives from a tablet at pH 6.5, would have had no
rationale to turn to pH out of all parameters to optimize absorption, much less to drastically
reduce the pH to 3 to 3.5 and expect optimum results.

In sum, the rejection is completely devoid of any evidence or reasoning sufficient to
demonstrate that one of skill in the art would have had any rationale to modify Oksche to
arrive at the claimed invention.

For these additional reasons, the rejection falls short of providing a prima facie case

for the obviousness of the claims. Reconsideration and withdrawal are respectfully solicited.

As noted above, the previous discussion of the experimental results is included here
for completeness:

Experimental Results

Even further, as explained in detail in the application as filed and in the previous
response, one of ordinary skill in the art would have expected that a product would follow pH
partition theory. According to pH partition theory, one would expect that saliva (which has a
pH of about 6.5) would maximize the absorption of both actives. However, it has been
surprisingly discovered by the Applicant that by buffering the dosage to a particular pH level,
the optimum levels of absorption of the buprenorphine and the naloxone may be achieved. It
has been discovered that the desirable local pH of a composition including buprenorphine and
naloxone is between about 2 to about 3.5. At this local pH level, the desired absorption of the
buprenorphine and the naloxone is achieved. As described in the application as filed and in
the Examples (discussed below), controlling the local pH of the film compositions of the
present invention provides a system in which the desired release and/or absorption of the
components is achieved.

As such, if one of ordinary skill in the art was to simply modify the pH, that person

would have followed pH partition theory and used a pH of about 6.5.
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The present inventors have undertaken significant experimentation to determine the
conditions to effectively and efficiently deliver a suitable dosage of buprenorphine and, in
appropriate circumstances, to effectively and efficiently inhibit the absorption of naloxone.
The inventors have determined that the buffer selected and the buffer capacity used in the
film has a significant and dramatic effect on the absorption of actives. However, the arrival
at this invention is not simply limited to mere selection of pH ranges, and must take into
account the Cmax and AUC values for the product.

The Examples are set forth in the application as filed, and as can be seen, the
Applicant discovered that optimized values can be achieved when the pH of the film falls
within the claimed range. These results are surprising, particularly in view of pH partition
theory, which would be understood that a pH of about 6.5 would be successful in achieving
the desired balance between drug solubility and ionization.

The tests conducted by the Applicant demonstrate surprising and very effective results
at the claimed pH levels. Again, these levels are certainly not obvious over Oksche’s general
disclosure (including lack of any pH range) and the present examples demonstrate the
surprising effect that is achieved.

In particular, the Examples show the significant benefits when a pH of about 3.5 is
used as compared to a pH of 6.5 and 5.5. See, for example, Example §, which tested products
at a pH of from 3.0-3.5.

As has previously been explained, the present applicants have discovered that the
suitable buffer capacity actually differs from that which would be expected from pH partition
theory. For example, the buffer capacity for a product including both the buprenorphine and
naloxone would be one that minimizes the absorption of the naloxone but optimizes the
absorption of the buprenorphine — a concept not disclosed nor considered by Oksche. For
example, the present inventors have discovered that at a pH of about 2-3.5, the relative

absorptions can be controlled effectively.
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Claims 27-31:

Independent claim 27 recites that the “formulation provides an in vivo plasma profile
having a Cmax of between about 0.624 ng/ml and about 5.638 ng/ml for buprenorphine and
an in vivo plasma profile having a Cmax of between about 41.04 pg/ml to about 323.75 pg/ml
for naloxone.” Claims 28-31 depend from claim 27.

These claims have not been addressed in any of the art rejections, except by number.
Thus, the limitations of these claims have never been addressed by the Examiner.
Accordingly, these claims have not been rejected on any grounds.

Moreover, while Oksche does discuss the Cmax for buprenorphine, it is completely
silent as to the Cmax for naloxone. Thus, even if the Examiner had applied the reference to
the claims 27-31, Oksche would fall far short of supporting a rejection of claims 27-31 as
obvious.

For these reasons, the rejection does not present a prima facie case for the
obviousness of claims 27-31. Reconsideration and withdrawal of the rejection as to these

claims are respectfully solicited.

Conclusion
In view of the foregoing, it is submitted that rejection has been met and the claims are
in condition for allowance. Prompt entry of the amendments and allowance of the application

are respectfully solicited.

The fees for a one month extension of time is also due with this submission, to be
charged to Deposit Account No. 08-2461. If any additional fees are due, the Commissioner is
hereby authorized to charge payment any fees associated with this communication, or credit
any overpayment, to Deposit Account No. 08-2461. Such authorization includes
authorization to charge fees for extensions of time, if any, under 37 C.F.R § 1.17 and also
should be treated as a constructive petition for an extension of time in this reply or any future

reply pursuant to 37 C.F.R. § 1.136.
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If there are any questions or if additional information is required, the Examiner is

respectfully requested to contact Applicant’s attorney at the number listed below.

Respectfully submitted,

/Stephen J. Brown/
Stephen J. Brown
Registration No.: 43,519
Attorney for Applicants

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700
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1. The processing fee set forth in 37 CFR 1.17(i)(1), the prioritized examination fee set forth in
37 CFR 1.17(c), and if not already paid, the publication fee set forth in 37 CFR 1.18(d) have
been filed with the request. The basic filing fee, search fee, examination fee, and any required
excess claims and application size fees are filed with the request or have been already been
paid.

2. The application contains or is amended to contain no more than four independent claims and no
more than thirty total claims, and no multiple dependent claims.

3. The applicable box is checked below:

. [ ] Original Application (Track One) - Prioritized Examination under § 1.102(e)(1)

i. (a) The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the utility application via EFS-Web.
—OR---
(b) The application is an original nonprovisional plant application filed under 35 U.S.C. 111(a).
This certification and request is being filed with the plant application in paper.

ii. The executed inventor's oath or declaration is filed with the application. (37 CFR 1.63 and 1.64)

L. Request for Continued Examination - Prioritized Examination under § 1.102(e)(2)

i. Arequest for continued examination has been filed with, or prior to, this form.

ii. Ifthe application is a utility application, this certification and request is being filed via EFS-Web.

iii. The application is an original nonprovisional utility application filed under 35 U.S.C. 111(a), oris
a national stage entry under 35 U.S.C. 371.

iv. This certification and request is being filed prior to the mailing of a first Office action responsive
to the request for continued examination.

v. No prior request for continued examination has been granted prioritized examination status
under 37 CFR 1.102(e)(2).

sinatre/ St€PNEN J. Brown, Reg. No. 43,519/ o April 30, 2013
Pmimieq StEPNEN J. Brown Featonon umer 43519

Note: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4(d) for signature requirements and certifications.
Submit multiple forms if more than one signature is required.”

forms are submitted.

|:| *Total of
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with your
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the requirements of
the Act, please be advised that: (1) the general authority for the collection of this information is 35 U.S.C. 2(b)(2); (2)
furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is used by the
U.S. Patent and Trademark Office is to process and/or examine your submission related to a patent application or
patent. If you do not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or abandonment of the
application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

Page 2

The information on this form will be treated confidentially to the extent allowed under the Freedom of
Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from this system of records may
be disclosed to the Department of Justice to determine whether disclosure of these records is required by the
Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence
to a court, magistrate, or administrative tribunal, including disclosures to opposing counsel in the course of
settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record pertains, when the individual has requested assistance from
the Member with respect to the subject matter of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having
need for the information in order to perform a contract. Recipients of information shall be required to comply
with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in this system of
records may be disclosed, as a routine use, to the International Bureau of the World Intellectual Property
Organization, pursuant to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal agency for purposes
of National Security review (35 U.S.C. 181) and for review pursuant to the Atomic Energy Act (42 U.S.C.
218(c)).

A record from this system of records may be disclosed, as a routine use, to the Administrator, General
Services, or his/her designee, during an inspection of records conducted by GSA as part of that agency’s
responsibility to recommend improvements in records management practices and programs, under authority of
44 U.S.C. 2904 and 2906. Such disclosure shall be made in accordance with the GSA regulations governing
inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce) directive. Such
disclosure shall not be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a
record may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record
was filed in an application which became abandoned or in which the proceedings were terminated and which
application is referenced by either a published application, an application open to public inspection or an issued
patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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PTO/SB/06 (09-11)

Approved for use through 1/31/2014. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

APPLICATION AS FILED - PART |

PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number | Fiing Date
Substitute for Form PTO-875 12/537,571 08/07/2009 D To be Mailed
eNnTiTY: [XLArRceE [ smaLL [] Micro

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.

** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.
The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
L
EXAMINATION FEE
(37 CFR 1.16(0), (), or (q)) N/A N/A N/A
TOTAL CLAIMS ) N
(87 CFR 1.16() minus 20 = X3 =
INDEPENDENT CLAIMS ) N
(37 GFR 1.16(h)) minus 3 = X% =
If the specification and drawings exceed 100 sheets
] of paper, the application size fee due is $310 ($155
ASF;PCL;%?-TSN SIZE FEE for small entity) for each additional 50 sheets or
¢ 16(s)) fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[ MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
P—
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
— | 04/30/2013 | A-1en PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
E AMENDMENT PAID FOR
=3 I BEE minus | 31 ) x 580 -
Independent . ; .
E 527 3@3’1.&%» 3 Minus 7 =0 x $420 =
= | [ application Size Fee (37 CFR 1.16(s))
<C  f—
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16()))
TOTAL ADD’L FEE
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
— AMENDMENT PAID FOR
v B vinus | - - xs -
= | Independent . ; ox
) (272€:r11.1esr1(h)) Minus = X $ =
Z | [ Appiication size Fee (37 CFR 1.16(s))
=
< |:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16()))
TOTAL ADD’L FEE

LIE
/MARISSA BLYTHER/

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES PATENT AND TRADEMARK OFFICE

Commissioner for Patents

United States Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

WWW.USpngOV

Hoffmann & Baron LLP
6900 Jericho Turnpike
Syosset, NY 11791

In re Application of Myers et al. :

Application No. 12/537,571 : Decision on Petition
Filing Date: August 7, 2009 : '

Attorney Docket No. 1199-82

This is a decision on the petition under 37 CFR 1.137(a) filed November 15, 2012, to revive the
above-identified application.

The petition is granted.

On May 2, 2012, the Office mailed a final Office action setting statutory period for reply of three
months.

An amendment was filed with payment for a three-month extension of time on October 22, 2012.

The Office issued an Advisory Action on November 6, 2012, which indicates the October 22,
2012 reply is not a proper reply to the final Office action.

Since a proper reply was not timely filed in response to final Office action, the application
became abandoned on November 3, 2012.

The instant petition asserts a Notice of Appeal would have been prepared and timely filed on
November 2, 2012, absent events involving Hurricane Sandy.

A review of the record indicates the petition satisfies the requirements set forth in 37 CFR
1.137(a). Therefore, the petition is granted, and the application is hereby revived.

The Notice of Appeal filed with the petition has been entered. The two-month period for
filing the appeal brief runs from the date of this decision. See MPEP 1205.

The file does not indicate a change of address has been submitted even though the address given
on the petition differs from the address of record. If appropriate, a request to change the address
of record should be filed. A courtesy copy of this decision is being mailed to the address given
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Application No. 12/537,571 Page 2

on the petition; however, the Office will mail all future correspondence solely to the address of
record.

Technology Center Art Unit 1633 will be informed of the instant decision in order to ensure the
art unit is aware the application has been revived.

- Telephone inquiries regarding this communication should be directed to Petitions Attorney
Steven Brantley at (571) 272-3203.

(Ggre

Charles Steven Brantley
Senior Petitions Attorney
Office of Petitions

cc:  Hoffman & Baron LLP
6 Campus Drive
Parsippany, NJ 07054
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PTO/SB/31 (07-09)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

Docket Number (Optional)
NOTICE OF APPEAL FROM THE EXAMINER TO

THE BOARD OF PATENT APPEALS AND INTERFERENCES 1199-82

| hereby certify that this correspondence is being facsimile transmitted In re Application of
to the USPTO or deposited with the United States Postal Service with Garry Myers
sufficient postage as first class mail in an envelope addressed to
“Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313- Application Number Filed
1450" [37 CFR 1.8(a)] 12/537,571 August 7, 2009
on
For SUBLINGUAL BUCCAL ADHESION
Signature
Art Unit Examiner
I;%eg or printed 1633 Janet L. Epps-Smith

Applicant hereby appeals to the Board of Patent Appeals and Interferences from the last decision of the examiner.

The fee for this Notice of Appeal is (37 CFR 41.20(b)(1)) $ 630.00
|:| Applicant claims small entity status. See 37 CFR 1.27. Therefore, the fee shown above is reduced
by half, and the resulting fee is: $

A check in the amount of the fee is enclosed.

Payment by credit card. Form PTO-2038 is attached.

The Director has already been authorized to charge fees in this application to a Deposit Account.

The Director is hereby authorized to charge any fees which may be required, or credit any overpayment
to Deposit Account No. 082461 )

O O Oooad

A petition for an extension of time under 37 CFR 1.136(a) (PTO/SB/22) is enclosed.

WARNING: Information on this form may become public. Credit card information should not
be included on this form. Provide credit card information and authorization on PTO-2038.

| am the

[] applicantinventor. /Stephen J. Brown/

Signature
assignee of record of the entire interest.
O See 37 CFR 3.71. Statement under 37 CFR 3.73(b) is enclosed. Stephen J. Brown
(Form PTO/SB/96) Typed or printed name
attorney or agent of record. 43,519 973-331-1700

Registration number

Telephone number

|:| attorney or agent acting under 37 CFR 1.34.

Registration number if acting under 37 CFR 1.34. November 1 5= 2012

Date

NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required.
Submit multiple forms if more than one signature is required, see below™.

*Total of 1 forms are submitted.

This collection of information is required by 37 CFR 41.31. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO
to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11, 1.14 and 41.6. This collection is estimated to take 12 minutes to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.




Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection
with your submission of the attached form related to a patent application or patent. Accordingly,
pursuant to the requirements of the Act, please be advised that: (1) the general authority for the
collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary;
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark
Office is to process and/or examine your submission related to a patent application or patent. If you do
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or
abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1. The information on this form will be treated confidentially to the extent allowed under the
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from
this system of records may be disclosed to the Department of Justice to determine whether
disclosure of these records is required by the Freedom of Information Act.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures to
opposing counsel in the course of settlement negotiations.

3. Arecord in this system of records may be disclosed, as a routine use, to a Member of
Congress submitting a request involving an individual, to whom the record pertains, when the
individual has requested assistance from the Member with respect to the subject matter of the
record.

4. Arecord in this system of records may be disclosed, as a routine use, to a contractor of the
Agency having need for the information in order to perform a contract. Recipients of
information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 552a(m).

5. Arecord related to an International Application filed under the Patent Cooperation Treaty in
this system of records may be disclosed, as a routine use, to the International Bureau of the
World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal
agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to
the Atomic Energy Act (42 U.S.C. 218(c)).

7. Arecord from this system of records may be disclosed, as a routine use, to the Administrator,
General Services, or his/her designee, during an inspection of records conducted by GSA as
part of that agency’s responsibility to recommend improvements in records management
practices and programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall
be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not
be used to make determinations about individuals.

8. Arecord from this system of records may be disclosed, as a routine use, to the public after
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which
became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspection or an
issued patent.

9. Arecord from this system of records may be disclosed, as a routine use, to a Federal, State,
or local law enforcement agency, if the USPTO becomes aware of a violation or potential
violation of law or regulation.
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PTO/SB/61 (07-09)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

Docket Number (Optional)

PETITION FOR REVIVAL OF AN APPLICATION FOR PATENT

ABANDONED UNAVOIDABLY UNDER 37 CFR 1.137(a) 1199-82
First Named Inventor: 3arry Myers Art Unit; 1633
Application Number: 12/537,571 Examiner: Janet L. Epps-Smith

Filed: AAugust 7, 2009

Title:
SUBLINGUAL BUCCAL ADHESION

Attention: Office of Petitions
Mail Stop Petition
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

NOTE: If information or assistance is needed in completing this form, please contact
Petitions Information at (571) 272-3282.

The above-identified application became abandoned for failure to file a timely and proper reply to a notice or action by
the United States Patent and Trademark Office. The date of abandonment is the day after the expiration date of the
period set for reply in the Office notice or action plus any extensions of time actually obtained.

APPLICANT HEREBY PETITIONS FOR REVIVAL OF THIS APPLICATION.

NOTE: A grantable petition requires the following items:

(1) Petition fee.

(2) Reply and/or issue fee.

(3) Terminal disclaimer with disclaimer fee — required for all utility and plant applications filed
before June 8, 1995, and for all design applications; and

(4) Adequate showing of the cause of unavoidable delay.

1. Petition fee

|:| Small entity — fee $ (37 CFR 1.17(l)). Applicant claims small entity status.
See 37 CFR 1.27.

Other than small entity — fee $_630.00 (37 CFR 1.17(1)).

2. Reply and/or fee

A The reply and/or fee to the above-noted Office action in the form of
Notice of Appeal (identify the type of reply):

|:| has been filed previously on

is enclosed herewith.

B Theissue fee of $

|:| has been filed previously on

|:| is enclosed herewith.

[Page 1 of 3]
This collection of information is required by 37 CFR 1.137(a). The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 8 hours to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case.
Any comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information
Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR
COMPLETED FORMS TO THIS ADDRESS. SEND TO: Mail Stop Petition, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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PTO/SB/61 (07-09)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PETITION FOR REVIVAL OF AN APPLICATION FOR PATENT ABANDONED
UNAVOIDABLY UNDER 37 CFR 1.137(a)

3. Terminal disclaimer with disclaimer fee

Since this utility/plant application was filed on or after June 8, 1995, no terminal disclaimer is required.

A terminal disclaimer (and disclaimer fee (37 CFR 1.20(d)) of $ for a small entity or
$ for other than a small entity) disclaiming the required period of time is enclosed
herewith (see PTO/SB/63).

4. An adequate showing of the cause of the delay, and that the entire delay in filing the required reply from the due date
for the reply until the filing of a grantable petition under 37 CFR 1.137(a) was unavoidable, is enclosed.

WARNING:

Petitioner/applicant is cautioned to avoid submitting personal information in documents filed in a patent application
that may contribute to identity theft. Personal information such as social security numbers, bank account
numbers, or credit card numbers (other than a check or credit card authorization form PTO-2038 submitted for
payment purposes) is never required by the USPTO to support a petition or an application. If this type of personal
information is included in documents submitted to the USPTO, petitioners/applicants should consider redacting
such personal information from the documents before submitting them to the USPTO. Petitioner/applicant is
advised that the record of a patent application is available to the public after publication of the application (unless
a non-publication request in compliance with 37 CFR 1.213(a) is made in the application) or issuance of a patent.
Furthermore, the record from an abandoned application may also be available to the public if the application is
referenced in a published application or an issued patent (see 37 CFR 1.14). Checks and credit card
authorization forms PTO-2038 submitted for payment purposes are not retained in the application file and
therefore are not publicly available.

/Stephen J. Brown/ November 15, 2012
Signhature Date

Stephen J. Brown 43,519

Typed or printed name Registration Number, if applicable
Hoffmann & Baron LLP 973-331-1700
. . Address Telephone Number
6 Campus Drive, Parsippany, NJ 07054

Address

Enclosure Fee Payment

(I Reply
|:| Terminal Disclaimer Form

[] Additional sheets containing statements establishing unavoidable delay
Notice of Appeal and Fee.

CERTIFICATE OF MAILING OR TRANSMISSION (37 CFR 1.8(a))
| hereby certify that this correspondence is being:
deposited with the United States Postal Service on the date shown below with sufficient postage as first
|:| class mail in an envelope addressed to Mail Stop Petition, Commissioner for Patents, P.O. Box 1450,
Alexandria, VA 22313-1450.

transmitted by facsimile on the date shown below to the United States Patent and Trademark Office at
|:| (571) 273-8300.

Date Sighature

Typed or printed name of person sighing certificate

[Page 2 of 3]
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PTO/SB/61 (07-09)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

PETITION FOR REVIVAL OF AN APPLICATION FOR PATENT ABANDONED
UNAVOIDABLY UNDER 37 CFR 1.137(a)

NOTE: The following showing of the cause of unavoidable delay must be signed by all applicants or by any other
party who is presenting statements concerning the cause of delay.

/Stephen J. Brown/ November 15, 2012
Sighature Date
Stephen J. Brown 43,519
Typed or printed name Registration Number, if applicable

(In the space provided below, please explain in detail the reasons for the delay in filing a proper reply.)

On October, 22, 2012, an Amendment and Response After Final Office Action was filed with the United States Patent and
Trademark Office in the captioned case in response to the Final Office Action of May 2, 2012. The deadline to file a Notice of
Appeal in the captioned case was November 2, 2012, and Applicants had intended to file the Notice of Appeal on November 2,
2012 to provide as much time as possible for the Examiner to consider the Amendment and Response prior to entering the
appeals process.

As is common knowledge, Hurricane Sandy struck the Northeast United States on October 29-30, 2012. As a result of the storm,
power was knocked out in our Offices in Parsippany, NJ from October 29, 2012 through the evening of November 7, 2012.
Moreover, the City of Parsippany issued a notice that no vehicles other than Emergency vehicles were allowed on the streets that
lasted to November 4, 2012, and the Governor of New Jersey issued an urgent request to avoid necessary travel through at least
November 7, 2012. In sum, we had no access to our Offices until November 8, 2012.

Beginning on November 8, 2012, our attorneys diligently began running and addressing our dockets, which were unavailable
without power. On November 12, 2012, the abovesigned was finally able to determine that the deadline to file a Notice of Appeal
in the captioned case had passed and immediately contacted the USPTO to determine how this situation should be addressed.
Because November 12, 2012, was a Federal Holiday no office personnel were available to answer the abovesigned's questions.

On November 13, 2012, the abovesigned called the Inventor's Assistance Center (Reference No. 1-238269732) and was
connected with the Patent Ombudsman Program. The abovesigned left a voicemail message outlining the above facts, inquiring
about any provisions for late filing due to the storm, and requesting guidance. No response was received on November 13, 2012.

On November 14, 2012, the above signed again contacted the Patent Ombudsman Program and left a voicemail message
outlining the above facts, inquiring about any provisions for late filing due to the storm, and requesting guidance. Later that day,
Lola from the Patent Ombudsman Program returned the abovesigned’s call. She indicated that they had no guidance as to how
to proceed in the face of the above facts. She further indicated that she would contact the Art Unit responsible for the captioned
case and inquire as to their guidance. A return email was promised to provide guidance.

On the same day, the abovesigned left a voicemail message for Examiner Janet Epps-Smith requesting guidance.

On November 15, 2012, the undersigned was contacted by Examiner Smith, who indicated that she had no guidance as to how to
proceed in the face of the above facts. She further indicated that her only suggestion was to file a Petition for Revival.

On the same day, the abovesigned was called by Ms. Mindy Bickel of the Patent Ombudsman Program, who indicated that the
only guidance she had was that deadlines were tolled as long as the U.S. Postal Service was unable to provide service in our
area. She further indicated that she had only received that information herself on the previous day. Ms. Bickel then suggested
that only way known to her to proceed was to file a petition for revival.

This Petition for Revival and a Notice of Appeal are being filed on November 15, 2012.

In view of the foregoing, the abovesigned submits that the cause of the delay and the entire length of the delay in filing the Notice
of Appeal were unavoidable.

(Please attach additional sheets if additional space is needed.)

[Page 3 of 3]
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection
with your submission of the attached form related to a patent application or patent. Accordingly,
pursuant to the requirements of the Act, please be advised that: (1) the general authority for the
collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary;
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark
Office is to process and/or examine your submission related to a patent application or patent. If you do
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to
process and/or examine your submission, which may result in termination of proceedings or
abandonment of the application or expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1. The information on this form will be treated confidentially to the extent allowed under the
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from
this system of records may be disclosed to the Department of Justice to determine whether
disclosure of these records is required by the Freedom of Information Act.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures to
opposing counsel in the course of settlement negotiations.

3. Arecord in this system of records may be disclosed, as a routine use, to a Member of
Congress submitting a request involving an individual, to whom the record pertains, when the
individual has requested assistance from the Member with respect to the subject matter of the
record.

4. Arecord in this system of records may be disclosed, as a routine use, to a contractor of the
Agency having need for the information in order to perform a contract. Recipients of
information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 552a(m).

5. Arecord related to an International Application filed under the Patent Cooperation Treaty in
this system of records may be disclosed, as a routine use, to the International Bureau of the
World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

6. A record in this system of records may be disclosed, as a routine use, to another federal
agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to
the Atomic Energy Act (42 U.S.C. 218(c)).

7. Arecord from this system of records may be disclosed, as a routine use, to the Administrator,
General Services, or his/her designee, during an inspection of records conducted by GSA as
part of that agency’s responsibility to recommend improvements in records management
practices and programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall
be made in accordance with the GSA regulations governing inspection of records for this
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not
be used to make determinations about individuals.

8. Arecord from this system of records may be disclosed, as a routine use, to the public after
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37
CFR 1.14, as a routine use, to the public if the record was filed in an application which
became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspection or an
issued patent.

9. Arecord from this system of records may be disclosed, as a routine use, to a Federal, State,
or local law enforcement agency, if the USPTO becomes aware of a violation or potential
violation of law or regulation.
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Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.
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Application/Control Number: 12/537,571 Page 2
Art Unit: 1633

DETAILED ACTION
1. Claims 1 and 3-31 are presently pending for examination.
2. The text of those sections of Title 35, U.S. Code not included in this action can
be found in a prior Office action.
Claim Rejections -35USC § 112
3. The rejection of claims 1-10, 13-14, 16-23, 25-26 under 35 U.S.C. 112, first
paragraph, as failing to comply with the written description requirement, is withdrawn in
response to Applicant’s argument.
Response to Amendment/Arguments
Claim Rejections - 35 USC § 103
4. Claims 1, and 3-31 remain rejected under 35 U.S.C. 103(a) as being
unpatentable over Oksche et al. (as applied above).
5. Applicant's arguments filed 10/22/2012 have been fully considered but they are
not persuasive.
6. Applicants traversed the instant rejection on the grounds that Oksche et al. does
not disclose the pH range recited in the instant claims, and does not provide any
direction that one of ordinary skill in the art could follow and come up with the claimed
invention. Moreover, Applicants traversed that they have discovered that a desirable
local pH of a composition including buprenorphine and naloxone is between about 2 to
about 3.5 (page 9, 2™ q of the response filed 10/22/2012). Applicants then argued that
their Examples show significant benefits when a pH of about 3.5 is used as compared to

a pH or 6.5 and 5.5, Example 8 tested products at a pH of from 3.0-3.5 (page 10, 3" €)).
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Applicants then concluded that: “The present inventors have discovered that at a pH of

about 2-3.5, the relative absorptions can be controlled effectively.”

7. Moreover, Applicants argued that their definition of the term “optimize” is
expressly an unequivocally defined in the specification. Applicant’s definition appears at
41 [0013] of the specification as filed. It is noted that Applicant’s definition states that the

"optimum" absorption of the instant invention provides “bioequivalent absorption as

administration of the currently available Suboxone(R) tablet.”"

8. Contrary to Applicant’s assertions, Oksche et al. discloses the Suboxone® tablet

which Applicants assert that the presently claimed invention provides an optimized
absorption of buprenorphine, see § [0012] of Oksche et al. which teaches: "[A]nother
buprenorphine preparation aimed at preventing this potential possibility of abuse has
recently gained administrative approval in the United States (Suboxone®). The
Suboxone® preparation comprises buprenorphine hydrochloride and the opioid
antagonist naloxone hydrochloride dihydrate. The presence of naloxone is intended to
prevent parenteral abuse of buprenorphine as parenteral co-administration of
buprenorphine and naloxone in e.g. an opioid-dependent addict will lead to serious
withdrawal symptoms.”

9. Applicant’s argument that the Examples show significant benefits when a pH of
about 3.5 is used as compared to a pH or 6.5 and 5.5, Example 8 tested products at a
pH of from 3.0-3.5, is not sufficient to provide evidence of unexpected or significant

benefits associated with the full scope of the claimed invention, which recites a “local pH
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of about 2 to _about 3.5 in the presence of saliva.” Applicant's showing is not

commensurate in scope with the claimed invention.

10.  As stated in the prior Office Action, contrary to Applicant’s assertions, and in light
of the open range of pH recited in the instant claims (i.e. as it relates to the use of the
term “about” to define the claimed pH range), it is clear that the sublingual film
formulations of Oksche et al. are designed so as to prevent development of
dependency. Thus, it would have been obvious to the ordinary skilled artisan, at the
time of the instant invention, to modify their teachings so as to identify the optimal range
of pH/dosage in an effort to identify formulations that would provide optimal absorption
of both agonist and antagonist. As per MPEP 2144.05 [R-5], since the general
conditions of the instantly claimed invention are disclosed in the prior art, identification
of the optimal pH/dosage appears to be a matter of routine experimentation.

11.  Regarding the rationale for combining prior art elements according to known
methods to yield predictable results, all of the claimed elements were known in the prior
art and one skilled in the art could have combined the element as claimed by known
methods with no change in their respective functions, and the combination would have

yielded predictable results to one of ordinary skill in the art at the time of the invention.
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12.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Janet Epps-Smith whose telephone number is (571)272-
0757. The examiner can normally be reached on M-F, 10AM-6:30PM.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Joseph Woitach can be reached on (571)-272-0739. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/JANET L. EPPS -SMITH/
Primary Examiner, Art Unit 1633
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Application No. Applicant(s)
Advisory Action 12/537,571 MYERS ET AL.
Before the Filing of an Appeal Brief Examiner Art Unit
Janet Epps-Smith 1633

--The MAILING DATE of this communication appears on the cover sheet with the correspondence address --

THE REPLY FILED 22 October 2012 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE.
NO NOTICE OF APPEAL FILED
1. X The reply was filed after a final rejection. No Notice of Appeal has been filed. To avoid abandonment of this application, applicant must timely file
one of the following replies: (1) an amendment, affidavit, or other evidence, which places the application in condition for allowance;
(2) a Notice of Appeal (with appeal fee) in compliance with 37 CFR 41.31; or (3) a Request for Continued Examination (RCE) in compliance with
37 CFR 1.114 if this is a utility or plant application. Note that RCEs are not permitted in design applications. The reply must be filed within one of
the following time periods:
a) |z The period for reply expires 6 months from the mailing date of the final rejection.
b) D The period for reply expires on: (1) the mailing date of this Advisory Action; or (2) the date set forth in the final rejection, whichever is later.
In no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection.
c) D A prior Advisory Action was mailed more than 3 months after the mailing date of the final rejection in response to a first after-final reply filed
within 2 months of the mailing date of the final rejection. The current period for reply expires months from the mailing date of
the prior Advisory Action or SIX MONTHS from the mailing date of the final rejection, whichever is earlier.
Examiner Note: If box 1 is checked, check either box (a), (b) or (c). ONLY CHECK BOX (b) WHEN THIS ADVISORY ACTION IS THE
FIRST RESPONSE TO APPLICANT'S EIRST AFTER-FINAL REPLY WHICH WAS FILED WITHIN TWO MONTHS OF THE FINAL
REJECTION. ONLY CHECK BOX (c) IN THE LIMITED SITUATION SET FORTH UNDER BOX (c). See MPEP 706.07(f).
Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1.136(a) and the appropriate
extension fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The
appropriate extension fee under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally
set in the final Office action; or (2) as set forth in (b) or (c) above, if checked. Any reply received by the Office later than three months after the
mailing date of the final rejection, even if timely filed, may reduce any earned patent term adjustment. See 37 CFR 1.704(b).
NOTICE OF APPEAL
2. |:| The Notice of Appeal was filed on . A brief in compliance with 37 CFR 41.37 must be filed within two months of the date of filing the
Notice of Appeal (37 CFR 41.37(a)), or any extension thereof (37 CFR 41.37(e)), to avoid dismissal of the appeal. Since a Notice of
Appeal has been filed, any reply must be filed within the time period set forth in 37 CFR 41.37(a).
AMENDMENTS

3. |:| The proposed amendments filed after a final rejection, but prior to the date of filing a brief, will not be entered because
a) |:| They raise new issues that would require further consideration and/or search (see NOTE below);
b) |:| They raise the issue of new matter (see NOTE below);
c) |:| They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for
appeal; and/or
d) O They present additional claims without canceling a corresponding number of finally rejected claims.
NOTE: . (See 37 CFR 1.116 and 41.33(a)).
4. |:| The amendments are not in compliance with 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324).
5. x Applicant’s reply has overcome the following rejection(s): See Continuation Sheet.
6. |:| Newly proposed or amended claim(s) would be allowable if submitted in a separate, timely filed amendment canceling the non-
allowable claim(s).
7. For purposes of appeal, the proposed amendment(s): (a) [] will not be entered, or (b) [] will be entered, and an explanation of how the
new or amended claims would be rejected is provided below or appended.
AFFIDAVIT OR OTHER EVIDENCE
8. [ The affidavit or other evidence filed after final action, but before or on the date of filing a Notice of Appeal will not be entered because

applicant failed to provide a showing of good and sufficient reasons why the affidavit or other evidence is necessary and was not earlier
presented. See 37 CFR 1.116(e).

9. [0 The affidavit or other evidence filed after the date of filing the Notice of Appeal, but prior to the date of filing a brief, will not be entered
because the affidavit or other evidence failed to overcome all rejections under appeal and/or appellant fails to provide a showing of good
and sufficient reasons why it is necessary and was not earlier presented. See 37 CFR 41.33(d)(1).

10. [J The affidavit or other evidence is entered. An explanation of the status of the claims after entry is below or attached.

REQUEST FOR RECONSIDERATION/OTHER

11. [ The request for reconsideration has been considered but does NOT place the application in condition for allowance because:

See attached document.

12. [ Note the attached Information Disclosure Statement(s). (PTO/SB/08) Paper No(s).

13. [] Other: .

STATUS OF CLAIMS

14. The status of the claim(s) is (or will be) as follows:

Claim(s) allowed:

Claim(s) objected to: .

Claim(s) rejected: 1 and 3-31.
Claim(s) withdrawn from consideration:

/Janet Epps-Smith/
Primary Examiner, Art Unit 1633
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Continuation Sheet (PTOL-303) Application No. 12/537,571

Continuation of 5. Applicant's reply has overcome the following rejection(s): The rejection of claims 1-10, 13-14, 16-23, 25-26 under 35
U.S.C. 112, first paragraph, as failing to comply with the written description requirement, is withdrawn in response to Applicant's argument..
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant(s) Myers et al. Examiner: Janet L. Epps-Smith
Serial No.: 12/537,571 Group Art Unit: 1633
Confirmation No.: 5630 Docket: 1199-82
Filed: August 7, 2009 Dated: October 22,2012
For: Sublingual and Buccal Film
Compositions

Mail StOp AF Certificate of EFS-Web Transmission

.o Thereby certify that this correspondence is being transmitted to the U.S.
Commissioner for Patents Patent and Trademark Office via the Office's electronic filing system.
P.O. Box 1450

Dated: October 22,2012

Alexandria, Virginia 22313-1450

Signature: /Jane Callahan/Jane Callahan

AMENDMENT AND RESPONSE
AFTER FINAL OFFICE ACTION

Madam:
In response to the Final Office Action dated May 2, 2012, a response to which is due

by August 2, 2012, please amend the application as follows:

Amendments to the Claims begin on page 2 of this paper.

Remarks begin on page 7 of this paper.
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Applicants: Myers et al.

Serial No.: 12/537,571

Docket No.: 1199-82

Amendment and Response dated October 22, 2012
Page 2

Amendments to the Claims:

This listing of claims shall replace all previous listings in this application:

1. (Previously Amended) A film dosage composition comprising:

A polymeric carrier matrix;

b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;

c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and

d. A buffer in an amount to provide a local pH for said composition of a value
sufficient to optimize absorption of said buprenorphine, wherein said local pH
is from about 2 to about 3.5 in the presence of saliva.

2. (Canceled).

3. (Previously Amended) The composition of claim 1, wherein the local pH of said
composition is from about 3 to about 3.5.

4. (Original) The composition of claim 1, wherein said film dosage composition
provides a bioequivalent absorption of buprenorphine to that of a tablet having an
equivalent amount of buprenorphine or a pharmaceutically acceptable salt thereof.

5. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one polymer in an amount of at least 25% by weight of said
composition.

6. (Original) The composition of claim 1, wherein said buffer is present in an amount of
from about 2:1 to about 1:5 by weight of buffer to buprenorphine.

7. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one self-supporting film forming polymer.

8. (Original) The film dosage composition of claim 1, wherein said buprenorphine is

present in an amount of from about 2 mg to about 16 mg per dosage.
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Serial No.: 12/537,571

Docket No.: 1199-82

Amendment and Response dated October 22, 2012
Page 3

9. (Original) The film dosage composition of claim 1, wherein said buffer comprises
sodium citrate, citric acid, and combinations thereof.

10. (Original) The film dosage composition of claim 1, wherein said buffer comprises
acetic acid, sodium acetate, and combinations thereof.

11. (Previously Amended) A film dosage composition comprising:

A polymeric carrier matrix;

b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;

c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and

d. A buffer in an amount sufficient to inhibit the absorption of said naloxone,
while also optimizing absorption of said buprenorphine when administered
orally.

12. (Previously Amended) The composition of claim 11, wherein said composition has a
local pH of about 2 to about 3.5.

13. (Previously Amended) The composition of claim 11, wherein said composition has a
local pH of about 3 to about 3.5.

14. (Previously Amended) The composition of claim 13, wherein said buffer is present in
an amount sufficient to provide-a bioequivalent level of absorption of buprenorphine
as a tablet having an equivalent amount of buprenorphine or a pharmaceutically
acceptable salt thereof.

15. (Previously Amended) A film dosage composition comprising:

a. A polymeric carrier matrix;

b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;

c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and

d. A buffering system;
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Serial No.: 12/537,571

Docket No.: 1199-82

Amendment and Response dated October 22, 2012

Page 4
wherein said buffering system comprises a buffer capacity sufficient to maintain
the ionization of naloxone during the time which said composition is in the oral
cavity of a user, and also sufficient to optimize the absorption of said
buprenorphine.

16. (Previously Amended) The composition of claim 15, wherein said composition has a
local pH of about 2 to about 3.5.

17. (Previously Amended) A method of treating narcotic dependence of a user,
comprising the steps of:

a. providing a composition comprising:
i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
iv. A buffer in an amount to provide a local pH of about 2 to about 3.5 for
said composition of a value sufficient to optimize absorption of said
buprenorphine and also sufficient to inhibit absorption of said
naloxone; and
b. administering said composition to the oral cavity of a user.

18. (Original) The composition of claim 17, wherein said method provides a
bioequivalent absorption of buprenorphine to that of a tablet having an equivalent
amount of buprenorphine or a pharmaceutically acceptable salt thereof.

19. (Previously Amended) The method of claim 17, wherein said composition has a local
pH of about 3 to about 3.5.

20. (Original) The method of claim 17, wherein said film dosage composition is
administered to the user through buccal administration, sublingual administration, and
combinations thereof.

21. (Original) The method of claim 17, wherein said film dosage composition remains in

the oral cavity of the user for a period of at least 1 minute.
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22. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of between about 1 and 1.5 minutes.
23. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of up to 3 minutes.
24. (Previously Amended) A process of forming a film dosage composition comprising
the steps of:
a. casting a film-forming composition, said film-forming composition
comprising:
i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
iv. A buffer in an amount to provide a local pH of said composition of a
value sufficient to optimize absorption of said buprenorphine and also
sufficient to inhibit absorption of said naloxone; and
b. drying said film-forming composition to form a self-supporting film dosage
composition.
25. (Previously Amended) The process of claim 24, wherein said composition has a local
pH of about 2 to about 3.5.
26. (Previously Amended) A film dosage composition comprising a therapeutically
sufficient amount of buprenorphine or a pharmaceutically acceptable salt thereof and
a therapeutically sufficient amount of naloxone or a pharmaceutically acceptable salt
thereof, said film dosage composition having a bioequivalent release profile as a
tablet containing about 2 times the amount of buprenorphine or a pharmaceutically
acceptable salt thereof, and wherein said composition provides a local pH of from
about 2 to about 3.5.
27. (Original) An orally dissolving film formulation comprising buprenorphine and

naloxone, wherein said formulation provides an in vivo plasma profile having a Cmax
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of between about 0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in
vivo plasma profile having a Cmax of between about 41.04 pg/ml to about 323.75
pg/ml for naloxone.
28. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 5.431 hr.ng/ml to about 56.238 hr.ng/ml for buprenorphine.
29. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 102.88 hr.pg/ml to about §12.00 hr.pg/ml for naloxone.
30. (Original) The formulation of claim 27, wherein said formulation comprises about 2
to about 16 mg of buprenorphine or a salt thereof.

31. (Original) The formulation of claim 27, wherein said formulation comprises about

0.5 to about 4 mg of naloxone or a salt thereof.
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REMARKS

Claims 1 and 3-31 are pending in this office action.

Rejection Under 35 U.S.C. §112

In the Office Action, the Examiner rejected claims 1-3, 13-14, 16-23, and 25-26 under
35 U.S.C. §112, first paragraph, as allegedly containing new matter. The Examiner stated
that the amendments to the pH from about 2 to about 3.5 for buprenorphine was not in the
specification. The Examiner pointed to paragraph [0016] which discusses the pH that inhibits
naloxone, but alleged that there was no support in the specification for the pH with regard to

buprenorphine.

The Applicant respectfully traverses this rejection and directs the Examiner to
paragraph [0064], for example. This paragraph states, in relevant part:

In such combination films [including buprenorphine and naloxone], it has
been discovered that the local pH of the film composition should preferably be
in the range of about 2 to about 4, and more preferably about 3 to about 4...
Most preferably the local pH of the film composition is about 3.5. At this
local pH level, absorption of the buprenorphine is optimized while absorption
of the naloxone is inhibited.

There is clear and literal support in the application as filed for the local pH of a
combination film (e.g., including buprenorphine and naloxone) being from about 2 to about
3.5. Additional support for the pH being about 3.5 may be found in additional paragraphs,
including, for example, paragraphs [0067] and [0087], as well as Example 8, which is directly
related to an Analysis of In Vivo Absorption of a Film Having a Ph of From 3-3.5 (paragraphs
[0097]-[0101].

In view of the significant literal support for this pH range in the application as filed,
the Applicant respectfully traverses the rejection. There is ample support in the application

for the claimed limitations, and thus the rejection should be withdrawn.
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Rejection under 35 U.S.C. §103

In the Office Action, the Examiner rejected claims 1 and 3-31 under 35 U.S.C.
§103(a) as allegedly obvious over Oksche (WO 2008/025791, counterpart US
2010/0087470). The Examiner stated that, although Oksche fails to disclose pH values, the
determination of a suitable pH range would have been obvious and routine experimentation.
The Examiner stated that Oksche discloses a Suboxone tablet, and thus it would have been
obvious to modify Oksche accordingly. Finally, the Examiner stated that the “open range” of

the pH in the claims (i.e., using the term “about™) further demonstrates its obviousness.

Applicant’s Response

The Applicant respectfully traverses the instant rejection, noting that the reference
cited would simply not direct one of ordinary skill in the art to using a pH range that is
clearly claimed. In fact, there is no direction in Oksche that one of ordinary skill in the art
could follow and come up with the claimed invention. Finally, the Applicant has
demonstrated through the examples shown in the application that the presently claimed range
demonstrates unexpected and significant improvements, particularly when compared to that
of the prior art and when compared to what one of ordinary skill in the art would have been
led to believe (i.e., through partition theory, as explained in the application as filed at
paragraph [0100]).

In addition, the Applicant traverses the Examiner’s opinion that the term “optimize” is
not limiting. The Examiner stated that limitations from the specification are not read into the
claims, which is correct, however, the term “optimize” is expressly and unequivocally
defined in the specification. The Applicant is permitted to be its own lexicographer, and
terms that are given definition in the specification are defined as such in the claims. (CITE).

The claims specifically identify a particular pH range, which is sufficient to achieve
the goals of optimizing the absorption of one component (buprenorphine) and minimizing the
absorption of a second component (naloxone). There is absolutely no identified pH range in

Oksche, and thus no direction whatsoever to allow one of ordinary skill in the art to come up
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with the claimed invention. There is simply no predictability in modifying the pH of Oksche
to the claimed level and expecting to achieve the significant results claimed.

Even further, as explained in detail in the application as filed and in the previous
response, one of ordinary skill in the art would have expected that a product would follow pH
partition theory. According to pH partition theory, one would expect that saliva (which has a
pH of about 6.5) would maximize the absorption of both actives. However, it has been
surprisingly discovered by the Applicant that by buffering the dosage to a particular pH level,
the optimum levels of absorption of the buprenorphine and the naloxone may be achieved. It
has been discovered that the desirable local pH of a composition including buprenorphine and
naloxone is between about 2 to about 3.5. At this local pH level, the desired absorption of the
buprenorphine and the naloxone is achieved. As described in the application as filed and in
the Examples (discussed below), controlling the local pH of the film compositions of the
present invention provides a system in which the desired release and/or absorption of the
components is achieved.

As such, if one of ordinary skill in the art was to simply modify the pH, that person
would have followed pH partition theory and used a pH of about 6.5. This is far outside the

claimed range.

Experimental Results

The present inventors have undertaken significant experimentation to determine the
conditions to effectively and efficiently deliver a suitable dosage of buprenorphine and, in
appropriate circumstances, to effectively and efficiently inhibit the absorption of naloxone.
The inventors have determined that the buffer selected and the buffer capacity used in the
film has a significant and dramatic affect on the absorption of actives. However, the arrival
at this invention is not simply limited to mere selection of pH ranges, and must take into
account the Cmax and AUC values for the product.

The Examples are set forth in the application as filed, and as can be seen, the
Applicant discovered that optimized values can be achieved when the pH of the film falls

within the claimed range. These results are surprising, particularly in view of pH partition
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theory, which would be understood that a pH of about 6.5 would be successful in achieving
the desired balance between drug solubility and ionization.

The tests conducted by the Applicant demonstrate surprising and very effective results
at the claimed pH levels. Again, these levels are certainly not obvious over Oksche’s general
disclosure (including lack of any pH range) and the present examples demonstrate the
surprising effect that is achieved.

In particular, the Examples show the significant benefits when a pH of about 3.5 is
used as compared to a pH of 6.5 and 5.5. See, for example, Example §, which tested products
at a pH of from 3.0-3.5.

As has previously been explained, the present applicants have discovered that the
suitable buffer capacity actually differs from that which would be expected from pH partition
theory. For example, the buffer capacity for a product including both the buprenorphine and
naloxone would be one that minimizes the absorption of the naloxone but optimizes the
absorption of the buprenorphine — a concept not disclosed nor considered by Oksche. For
example, the present inventors have discovered that at a pH of about 2-3.5, the relative

absorptions can be controlled effectively.

Conclusion

The fees for a three month extension of time is also due with this submission, to be
charged to Deposit Account No. 08-2461. If any additional fees are due, the Commissioner is
hereby authorized to charge payment any fees associated with this communication, or credit
any overpayment, to Deposit Account No. 08-2461. Such authorization includes
authorization to charge fees for extensions of time, if any, under 37 C.F.R § 1.17 and also
should be treated as a constructive petition for an extension of time in this reply or any future
reply pursuant to 37 C.F.R. § 1.136.

If there are any questions or if additional information is required, the Examiner is

respectfully requested to contact Applicant’s attorney at the number listed below.

Respectfully submitted,
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/Stephen J. Brown /
Stephen J. Brown
Registration No.: 43,519
Attorney for Applicant(s)

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



Electronic Patent Application Fee Transmittal

Application Number:

12537571

Filing Date:

07-Aug-2009

Title of Invention:

SUBLINGUAL AND BUCCAL FILM COMPOSITIONS

First Named Inventor/Applicant Name:

Garry L. Myers

Filer:

Stephen J. Brown/Jane Callahan

Attorney Docket Number:

1199-82

Filed as Large Entity

Utility under 35 USC 111(a) Filing Fees

Description

Fee Code

Quantity

Amount

Sub-Total in
UsD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:

Extension - 3 months with $0 paid

1253
T UTICA

1
S USA_INC_\

129evA E
RB PHARMACEL.

XHIBIT 100290

[ICALS LTD




o ) Sub-Total in
Description Fee Code Quantity Amount USD($)
Miscellaneous:
Total in USD ($) 1290

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.




Electronic Acknowledgement Receipt

EFS ID: 14040836
Application Number: 12537571
International Application Number:
Confirmation Number: 5630
Title of Invention: SUBLINGUAL AND BUCCAL FILM COMPOSITIONS
First Named Inventor/Applicant Name: Garry L. Myers
Customer Number: 23869
Filer: Stephen J. Brown/Jane Callahan
Filer Authorized By: Stephen J. Brown
Attorney Docket Number: 1199-82
Receipt Date: 22-0CT-2012
Filing Date: 07-AUG-2009
Time Stamp: 14:06:31
Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type Deposit Account
Payment was successfully received in RAM $1290
RAM confirmation Number 390
Deposit Account 082461
Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.17 (Patent application and reexamination preagssmgHiesT) 1002

ITEVAPHARMACUEUTTCALS USA, INU. V. RB PHARMACUEU ITTCALS L1D.




Charge any Additional Fees required under 37 C.F.R. Section 1.19 (Document supply fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.20 (Post Issuance fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.21 (Miscellaneous fees and charges)

File Listing:
Document —r . File Size(Bytes Multi Pages
Document Description File Name ( y V . . 9
Number Message Digest | Part/.zip| (ifappl.)
- . 83250
. . 1199-82_Petition_for_Extensio
1 Extension of Time . no 2
n_of Time.PDF
9b443c049d40812e7780a20a68877f3c4a3
dc697
Warnings:
Information:
42569
5 1199-82_amendment_and_res e 1
ponse_dated_10-22-12.PDF y
4ae585¢8801148737011b24fae291bc3312
bdb95
Multipart Description/PDF files in .zip description
Document Description Start End
Amendment After Final 1 1
Claims 2 6
Applicant Arguments/Remarks Made in an Amendment 7 11
Warnings:
Information:
30341
3 Fee Worksheet (SB06) fee-info.pdf no 2
abab3a%6ad62bd647¢7510140fbc592381
Warnings:
Information:
Total Files Size (in bytes); 156160

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.




This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.




PTO/SB/22 {1012}

Approved for use through /812013, OMB 0651-0031

LS. Patert and Trademark Office; U.3. DEPARTMENT OF COMMERCE

Undar the Paperwork Reduction Act of 1835, no persons are required to respond to g collection of information uniess i displays a valid OMB control number.
Docket Number (Optional)

PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a} | 1199-82

Application Number 12/537,571 Fited AugUSt 7, 2009

" Sublingual and Buccal Film Compositions

Art Unit Examine

1633 "Janet L. Epps-Smith

This is a request under the provisions of 37 CFR 1.136{a)} i exiend the pericd for filing a reply in the above-identified application.

The requesied exiension and fee are as follows (check time period desired and enter the appropriate fee below):

Faoe Small Enlity Fee
|:| One month (37 CFR 1173 (1)) $150 $75 8
[] Two months (37 CFR 1 17(a)2)) $570 $285 $
IE Three months (37 CFR 1.17{a}(3}) $1,290 $645 $ 1,290
|:| Four months (37 CFR 1.17(a}{4)) $2,010 $1,005 &
[[] Five months (37 CER 1 17(a)(5)) $2,730 $1,365 $

D Applicant claims small entity status. See 37 CFR 1.27.
D A check in the amount of the fee is enclosed.
D Payment by credit card. Form PT(-2038 is atiached.

|:| The Director has already been authorized to charge fees in this application o a Deposit Account.

The Director is hereby authorized fo charge any fees which may be reguired, or cradit any overpayment, io

Dapasit Account Number 08-2461

|:| Payment made via EFS-Web.
WARNING: Information on this form may become public. Credit card information should not be included on this form. Provide
credit card information and authorization on PTO-2038.
tam the
|:| applicantinventor.
|:| assignee of record of the entire interest. See 37 CFR 3.71. 37 CFR 23.73{b) staiement is enclosed (Form PTQ/SB/O

43,519

>
3
~2

gtiorney or agent of record. Registration number

|:| atiorney or agent acting under 37 CFR 1.34. Registration number

/Stephen J. Brown/ October 22, 2012

Signature Date
Stephen J. Brown 973-331-1700
Typed or printed name Telephone Number

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature requirements and cerfifications. Submit
muitivle forms If more than one signature is required, see below™.

|. * Total of 1 forms are submitted.

is required to obtain or retain a benefit by the public, which is to file {and ky the
and 37 CFR 1.11 and 1.14. This collection is estimaied {o take 8 minutes to
ication form to the USPTO. Time will vary de upon the individual case. Any

This collection of information is required by 37 CFR 1.136(2). The informati
USPTO to process) an application. Confidentiality is governed by 35 1J.8.C.
complete, including gathering, preparing, angd submitting the completed app!

comments on the amount of time you require {c compiete this form andior suggestions for reducing this burden should be sent to the Chief information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS

Feler )

TO THIS ADBRESS. SEND TO: Mail Stop PCT, Cammissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-14580.

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



Privacy Act Statement

The Privacy Act of 1874 {P.L. 93-579) requires that you he given certain information in connection with vour
submission of the attached form related to a patent application or patent. Accordingly, pursuant to the reguirements of
the Act, please ba advised that: {1} the ganeral authority for the collection of this information is 35 U.8.C. 2{6}{2}; (2}
furnishing of the information solicited is voluntary; and (3) the principal purpose for which the information is used by the
U.S. Patent and Trademark Office is to process and/or examing vour submission ralatad o a patent application or
patent. if you do not furnish the requasted information, the U.S. Patent and Trademark Office may not be able o
process and/or examine your submission, which may result in termination of procesdings or abandonment of the
application or expiration of tha patent.

The information provided by vou i this form will be subject to tha following routing uses:

1. The information on this form will be treated confidentially to the endent allowsd under the Fraedom of
Information Act (5 U.S.C. 552} and the Privacy Act (5 U.8.C 552a). Records from this system of records may
be disclosed to the Depariment of Justice to delermine whether disclosure of these records is required by the
Fraaedom of Information Act.

2. Arecord from this system of records may be disclosed, as a routine use, in the course of presenting evidence
to a court, magistrate, or adminisirative tribunal, including disclosures to opposing counsal in the course of
sattlernent negoliations.

3. Arecord in this system of records may be disclesed, as a routine use, to a Member of Congress submitting a
request involving an individual, to whom the record partains, when the individual has requested assistance from
the Member with respect to the subject matter of the record.

4. Avrecord in this system of racords may be disclosed, as a rouline use, {0 a confracior of the Agency having

need for the information in order o parform a contract. Recipients of information shall be required to comply
with the requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 552a{m).

5. Arecord relatad {o an International Application filed under the Patent Cooperation Traaty in this system of
records may be disclosed, as a routine use, fo the International Bureau of the World Intsliectual Property
Organization, pursuant to the Patent Cooperation Treaty.

8. Arecord in this system of records may he disclosad, as a routing use, 1o ancther faderal agency for purposes
of National Security review (35 U.8.C. 181) and for review pursuant o the Alomic Energy Act (42 U.S.C.
218{c)).

7. Arecord from this systern of racords may be disclosad, as a routing use, to the Administrator, General
Services, or his/her dasignee, during an inspaction of records conducted by GSA as part of that agency's
responsibility o recommend improvements in records management practices and programs, under authority of
44 U.8.C. 2804 and 2908. Such disciosure shall be made in accordance with the GSA regulations governing
inspection of records for this purpese, and any other relevant {i.e., GSA or Commerce) directive. Such
disclosure shall not be used fo make delerminations about individuals.

8. A record from this system of records may be disclosed, as a routing use, to the public after either publication of
the application pursuant to 35 U.8.C. 122{b) or issuance of a patent pursuant to 35 U.8.C. 151, Further, a
record may be disclosed, subject to the limitations of 37 CFR 1.14, as a rouline use, o the public if the record
was filed in an application which became abandonad or in which the proceedings weare tarminated and which
application is referenced by either a published application, an application open o public inspaction or an issuad
patent.

3. A record from this system of records may be disclosed, as a routine use, to a Federal, Siate, or local law
erforcemant agency, if the USPTO becomes aware of a violation or potential violation of law or reguiation.

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



PTO/SB/06 (07-06)

Approved for use through 1/31/2007. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

* If the entry in column 1 is less than the entry in column 2, write “0” in column 3.
** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20”.
*** If the “Highest Number Previously Paid For” IN THIS SPACE is less than 3, enter “3”.

PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number | Filing Date
Substitute for Form PTO-875 12/537,571 08/07/2009 | [ 7o be Mailed
APPLICATION AS FILED — PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY [] OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($) RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A N/A
(37 CFR1.16(a) (b} or (c))
[ searcH Fee N/A N/A N/A N/A
(37 CFR1.16(K). (i), or (m))
|:| EXAMINATION FEE
(37 CFR 1.16(0), (B), or (@) N/A N/A N/A N/A
O 2o |- K- e -
INDEPENDENT CLAIMS ) N _ _
(37 CFR 1.16(h)) minus 3 = X $ = X $ _
If the specification and drawings exceed 100
O sheets of paper, the application size fee due
ASF;P&%U?N SIZE FEE is $250 ($125 for small entity) for each
¢ 16(s)) additional 50 sheets or fraction thereof. See
35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL TOTAL
APPLICATION AS AMENDED — PART I
OTHER THAN
(Column 1) (Column 2) (Column 3) SMALL ENTITY OR SMALL ENTITY
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
| 10/22/2012 | j\eren PREVIOUSLY EXTRA RATE®) | Fee 5) RATE ($) FEE ($)
E AMENDMENT PAID FOR
S Ig}(?)') (27 OFR ~ 30 Minus | = 31 -0 X$ = OR | x seo= 0
5 .
5 g;ig;;grﬁe&th» -7 Minus | =7 -0 X$ = OR | x $250= 0
<§E I:l Application Size Fee (37 CFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD'L OR ADDL 0
FEE FEE
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER PRESENT ADDITIONAL ADDITIONAL
AFTER PREVIOUSLY EXTRA RATE (§) FEE ($) RATE ($) FEE ($)
— AMENDMENT PAID FOR
5 ;r.?g(?)l) (37 CFR * Minus I * _ X $ = OR | X$ =
S s ] - = A o
5 I:l Application Size Fee (37 CFR 1.16(s))
=
<C |:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j)) OR
TOTAL TOTAL
ADD’L OR ADDL
FEE FEE

Legal Instrument Examiner:
/YOLANDA CHADWICK/

The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. | CONFIRMATION NoO. |
12/537,571 08/07/2009 Garry L. Myers 1199-82 5630
23869 7590 05/02/2012 | |
EXAMINER
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE EPPS -SMITH, JANET L

SYOSSET, NY 11791

| ART UNIT | PAPER NUMBER |
1633
| MAIL DATE | DELIVERY MODE |
05/02/2012 PAPER

Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.

TEVA EXHIBIT 1002

PTOL-90A (Rev. 04/07) TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



Application No. Applicant(s)

12/537,571 MYERS ET AL.
Office Action Summary Examiner AriUnit

Janet Epps-Smith 1633

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X Responsive to communication(s) filed on 29 February 2012.
2a)[X] This action is FINAL. 2b)[] This action is non-final.
3)[J An election was made by the applicant in response to a restriction requirement set forth during the interview on
___;therestriction requirement and election have been incorporated into this action.
4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

5)X Claim(s) 1 and 3-31 is/are pending in the application.

5a) Of the above claim(s) ______is/are withdrawn from consideration.
6)[] Claim(s) ____is/are allowed.
7)Xl Claim(s) 1 and 3-31 is/are rejected.
8)[] Claim(s) ____is/are objected to.
9)[J Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

10)[C] The specification is objected to by the Examiner.
11)[] The drawing(s) filed on is/are: a)[_] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
12)[C] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

13)[C] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or ().
a)[J Al b)[] Some * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. _____
3.[]] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) |:| Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)
2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _
3) X Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date 2-29-2012. 6) |:| Other:
U.S. Patent and Trademark Office
PTOL-326 (Rev. 03-11) Office Action Summary Part of Paper No./Mail Date 20120425

TEVA EXHIBIT 1002
TEVA PHARMACEUTICALS USA, INC. V. RB PHARMACEUTICALS LTD.



Application/Control Number: 12/537,571 Page 2
Art Unit: 1633

DETAILED ACTION
1. Claims 1 and 3-31 are presently pending for examination.
2. The text of those sections of Title 35, U.S. Code not included in this action can

be found in a prior Office action.
Claim Rejections - 35 USC § 112

3. The following is a quotation of the first paragraph of 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and process of
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall
set forth the best mode contemplated by the inventor of carrying out his invention.

4. Claims 1-10, 13-14, 16-23, 25-26 are rejected under 35 U.S.C. 112, first
paragraph, as failing to comply with the written description requirement. The claim(s)
contains subject matter which was not described in the specification in such a way as to
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the
application was filed, had possession of the claimed invention. (New Matter).

5. Applicants have amended the claims to recite “a local pH...to optimize
absorption of buprenorphine, wherein said local pH is from about 2 to about 3.5 in the
presence of saliva." According to Applicants, support for this amendment could be found
at paragraphs [0013-0017].

6. According to the specification as filed at § [0016] pH 3-3.5 is the Cmax of
naloxone. Moreover, the specification defines the Cmax as the mean maximum plasma
concentration after administration of the composition to a human subject. The claims

are drawn to a composition that produces a local pH of about 3.5, this pH represents the
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Cmax of naloxone. However, the claimed compositions are directed to inhibit the
absorption of naloxone and optimize absorption of buprenorphine.

7. The specification does disclose a local pH of 2-4 as useful for optimizing the
absorption of buprenorphine, paragraph [0013]. However, the disclosure of a local pH
of 3.5 is clearly disclosed as related to the absorption of naloxone and is not disclosed
as specifically related to the absorption of buprenorphine, paragraph [0016]. After
reviewing the specification as filed for support for the limitation "about 3.5" as it relates
to the absorption of buprenorphine, it is clear that the specification does not provide

support for this limitation.

Response to Amendment/Arguments

Claim Rejections - 35 USC § 102
8. The rejection of claims 1, 4, 5, 7-10, 15, 17, and 20-24 under 35 U.S.C. 102(b) as
being anticipated by Oksche et al. WO2008/025791A1 (Citations are taken from
US2010/0087470) is withdrawn in response to Applicant’'s amendment.

Claim Rejections - 35 USC § 103
9. Claims 1, and 3-31 remain rejected under 35 U.S.C. 103(a) as being
unpatentable over Oksche et al. (as applied above).
10.  Applicant's arguments filed 02/29/2012 have been fully considered but they are
not persuasive.
11.  Applicants traverse the instant rejection on the grounds that the buffering system

used in the instant claims is sufficient to "optimize" the absorption of buprenorphine.
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Moreover, Applicants argue that a pH of about 5.5 may be useful for maximizing the
absorption of buprenorphine, however not to “optimize” the absorption of buprenorphine
(see 1°' 9§ on page 9 of reply filed 2/29/2012). The use of the term “optimize” according
to Applicants is based upon their definition of the term as set forth in the specification as
filed at [0013]. However, contrary to Applicant's assertions, in response to applicant's
argument that the references fail to show certain features of applicant’s invention, it is
noted that the features upon which applicant relies (i.e., the definition of the term
“optimize”) are not recited in the rejected claim(s). Although the claims are interpreted
in light of the specification, limitations from the specification are not read into the claims.
See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). Applicant’s
definition of the term “optimize” provided in the specification is not sufficiently precise
and definite such that the ordinary skilled artisan would be able to adequately be
apprised of the full scope of the claimed invention.. For example, the specification as

filed recites: “optimizing the absorption” does not refer to reaching the maximum

absorption of the composition, and rather refers to reaching the optimum level of

absorption at a pH of about 2 to about 4. Further, the specification teaches that "An

'optimum’ Cmax of buprenorphine is about 0.67 to about 5.36 mg/ml at dosages of from

2-16 mg buprenorphine at a given pH. The definition here appears to provide an
example of optimum buprenorphine (an optimum). Moreover, the use of the term
"about" provides an open range (i.e. non-precise) regarding the level of buprenorphine

concentration.
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12.  Furthermore, Applicants argued the following (see 1° full § on page 11 of reply
filed 2/29/2012): “As can be seen, one must consider a number of variables and
consider many different features in order to consider the absorption of the

buprenorphine "optimized", as presently claimed, so_as fo provide a biocequivalent

release level as that of a Suboxone® tablet having similar levels of buprenorohine. The

particular buffering levels and amount play a critical role in determining the
effectiveness of the composition. The buffer capacity must be considered so as to
provide the desired absorption levels of both actives. The discovery of the desirable
buffer capacity was certainly not contemplated in Oksche and would not have been
predictable.”

13.  Contrary to Applicant’s assertions, Oksche et al. discloses the Suboxone® tablet

which Applicants assert that the presently claimed invention provides an optimized
absorption of buprenorphine, see q [0012] of Oksche et al. which teaches: "[A]nother
buprenorphine preparation aimed at preventing this potential possibility of abuse has
recently gained administrative approval in the United States (Suboxone®). The
Suboxone® preparation comprises buprenorphine hydrochloride and the opioid
antagonist naloxone hydrochloride dihydrate. The presence of naloxone is intended to
prevent parenteral abuse of buprenorphine as parenteral co-administration of
buprenorphine and naloxone in e.g. an opioid-dependent addict will lead to serious
withdrawal symptoms.”

14.  As stated in the prior Office Action, contrary to Applicant’s assertions, and in light

of the open range of pH recited in the instant claims (i.e. as it relates to the use of the
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term “about” to define the claimed pH range), it is clear that the sublingual film
formulations of Oksche et al. are designed so as to prevent development of
dependency. Thus, it would have been obvious to the ordinary skilled artisan, at the
time of the instant invention, to modify their teachings so as to identify the optimal range
of pH/dosage in an effort to identify formulations that would provide optimal absorption
of both agonist and antagonist. As per MPEP 2144.05 [R-5], since the general
conditions of the instantly claimed invention are disclosed in the prior art, identification
of the optimal pH/dosage appears to be a matter of routine experimentation.
15.  Regarding the rationale for combining prior art elements according to known
methods to yield predictable results, all of the claimed elements were known in the prior
art and one skilled in the art could have combined the element as claimed by known
methods with no change in their respective functions, and the combination would have
yielded predictable results to one of ordinary skill in the art at the time of the invention.
Conclusion
16. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time
policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within
TWO MONTHS of the mailing date of this final action and the advisory action is not
mailed until after the end of the THREE-MONTH shortened statutory period, then the
shortened statutory period will expire on the date the advisory action is mailed, and any

extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of
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the advisory action. In no event, however, will the statutory period for reply expire later

than SIX MONTHS from the mailing date of this final action.

17.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Janet Epps-Smith whose telephone number is (571)272-
0757. The examiner can normally be reached on M-F, 10AM-6:30PM.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Joseph Woitach can be reached on (571)-272-0739. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

/JANET L. EPPS -SMITH/
Primary Examiner, Art Unit 1633
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AMENDMENT AND RESPONSE

Sir:
In response to the office action dated August 31, 2011, a response to which is due by
February 29, 2012 in view of the concurrently filed petition for three month extension of

time, please amend the application as follows:

Amendments to the Claims begin on page 2 of this paper.

Remarks begin on page 7 of this paper.
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Amendments to the Claims:

This listing of claims shall replace all previous listings in this application:

1. (Currently Amended) A film dosage composition comprising:
A polymeric carrier matrix;
b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;
c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
d. A buffer in an amount to provide a local pH ef for said composition of a value

sufficient to optimize absorption of said buprenorphine, wherein said local pH

is from about 2 to about 3.5 in the presence of saliva.

2. (Canceled).

3. (Currently Amended) The composition of claim 1 2, wherein the local pH of said
composition is from about 3 to about 3.5 [[4]].

4. (Original) The composition of claim 1, wherein said film dosage composition
provides a bioequivalent absorption of buprenorphine to that of a tablet having an
equivalent amount of buprenorphine or a pharmaceutically acceptable salt thereof.

5. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one polymer in an amount of at least 25% by weight of said
composition.

6. (Original) The composition of claim 1, wherein said buffer is present in an amount of
from about 2:1 to about 1:5 by weight of buffer to buprenorphine.

7. (Original) The composition of claim 1, wherein said polymeric carrier matrix
comprises at least one self-supporting film forming polymer.

8. (Original) The film dosage composition of claim 1, wherein said buprenorphine is
present in an amount of from about 2 mg to about 16 mg per dosage.

9. (Original) The film dosage composition of claim 1, wherein said buffer comprises

sodium citrate, citric acid, and combinations thereof.
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10. (Original) The film dosage composition of claim 1, wherein said buffer comprises
acetic acid, sodium acetate, and combinations thereof.
11. (Currently Amended) A film dosage composition comprising;:
a. A polymeric carrier matrix;
b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;
c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
d. A buffer in an amount sufficient to inhibit the absorption of said naloxone,

while also optimizing absorption of said buprenorphine when administered

orally.
12. (Currently Amended) The composition of claim 11, wherein said composition has a

local pH of about 2 to about 3.5 [[4]].

13. (Currently Amended) The composition of claim 11, wherein said composition has a

local pH of about 3 to about 3.5 satd-bufferispresentinanameountsufficientto

14. (Currently Amended) The composition of claim 13, wherein a-therapeuticalhy

rption-of buprenorphine-comprses-said buffer is present in an amount

sufficient to provide-a bioequivalent level of absorption of buprenorphine as a tablet

having an equivalent amount of buprenorphine or a pharmaceutically acceptable salt
thereof.
15. (Currently Amended) A film dosage composition comprising:
a. A polymeric carrier matrix;
b. A therapeutically effective amount of buprenorphine or a pharmaceutically
acceptable salt thereof;
c. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
d. A buffering system;
wherein said buffering system comprises a buffer capacity sufficient to maintain

the ionization of naloxone during the time which said composition is in the oral
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cavity of a user, and also sufficient to optimize the absorption of said

buprenorphine.

16. (Currently Amended) The composition of claim 15, wherein said composition has a
local pH of about 2 to about 3.5 [[4]].
17. (Currently Amended) A method of treating narcotic dependence of a user,
comprising the steps of:
a. providing a composition comprising:
i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof;, and

iv. A buffer in an amount to provide a local pH of about 2 to about 3.5 for

said composition of a value sufficient to optimize absorption of said

buprenorphine_and also sufficient to inhibit absorption of said
naloxone; and
b. administering said composition to the oral cavity of a user.

18. (Original) The composition of claim 17, wherein said method provides a
bioequivalent absorption of buprenorphine to that of a tablet having an equivalent
amount of buprenorphine or a pharmaceutically acceptable salt thereof.

19. (Currently Amended) The method of claim 17, wherein said composition has a local
pH of about 3 [[2]] to about 3.5 [[4]].

20. (Original) The method of claim 17, wherein said film dosage composition is
administered to the user through buccal administration, sublingual administration, and
combinations thereof.

21. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of at least 1 minute.

22. (Original) The method of claim 17, wherein said film dosage composition remains in

the oral cavity of the user for a period of between about 1 and 1.5 minutes.
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23. (Original) The method of claim 17, wherein said film dosage composition remains in
the oral cavity of the user for a period of up to 3 minutes.
24. (Currently Amended) A process of forming a film dosage composition comprising
the steps of:
a. casting a film-forming composition, said film-forming composition
comprising:
i. A polymeric carrier matrix;
ii. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof;
iii. A therapeutically effective amount of naloxone or a pharmaceutically
acceptable salt thereof; and
iv. A buffer in an amount to provide a local pH of said composition of a
value sufficient to optimize absorption of said buprenorphine_and also

sufficient to inhibit absorption of said naloxone; and

b. drying said film-forming composition to form a self-supporting film dosage
composition.

25. (Currently Amended) The process of claim 24, wherein said composition has a local
pH of about 2 to about 3.5 [[4]].

26. (Currently Amended) A film dosage composition comprising a therapeutically
sufficient amount of buprenorphine or a pharmaceutically acceptable salt thereof and
a therapeutically sufficient amount of naloxone or a pharmaceutically acceptable salt
thereof, said film dosage composition having a bioequivalent release profile as a
tablet containing about 2 times the amount of buprenorphine or a pharmaceutically

acceptable salt thereof, and wherein said composition provides a local pH of from

about 2 to about 3.5.

27. (Original) An orally dissolving film formulation comprising buprenorphine and
naloxone, wherein said formulation provides an in vivo plasma profile having a Cmax
of between about 0.624 ng/ml and about 5.638 ng/ml for buprenorphine and an in
vivo plasma profile having a Cmax of between about 41.04 pg/ml to about 323.75

pg/ml for naloxone.
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28. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 5.431 hr.ng/ml to about 56.238 hr.ng/ml for buprenorphine.
29. (Original) The formulation of claim 27, wherein said formulation provides a mean
AUC of between about 102.88 hr.pg/ml to about 812.00 hr.pg/ml for naloxone.
30. (Original) The formulation of claim 27, wherein said formulation comprises about 2
to about 16 mg of buprenorphine or a salt thereof.
31. (Original) The formulation of claim 27, wherein said formulation comprises about

0.5 to about 4 mg of naloxone or a salt thereof.
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REMARKS

The present application has been amended. Specifically, the claims have been
amended to recite a particular local pH value and/or to recite that the buffer optimizes
absorption of buprenorphine while also inhibiting absorption of the naloxone. Support for
these amendments may be found, for example, at paragraphs [0013-17] and in the claims of
the application as filed. It is noted that terms such as “optimize” and “inhibit” are defined in

the application. No new matter is introduced through this Amendment.

Brief Description of the Invention

To aid the Examiner’s understanding, the Applicant believes that it is beneficial to
provide a concise explanation of the invention. Delivery of compounds such as
buprenorphine and naloxone was previously known, however, the previously-accepted form
of the delivery is in the form of a tablet (e.g., a Suboxone® tablet). The present invention is
directed to the formation of a suitable film product that provides a certain release profile and
in some embodiments, is bioequivalent result to, for example, a Suboxone® tablet. The
desired result is a product that provides a Cmax that is 80-125% the level provided by, for
example, the Suboxone® tablet at the same dosage levels of the buprenorphine and the
naloxone.

The desired film product includes the delivery of buprenorphine and naloxone
together. The film is either a single-layered film or a multi-layered film. In either case, it is
desired to provide a product that is cognizant of both the buprenorphine and naloxone. That
is, the absorption of the buprenorphine should be “optimized” (as defined at paragraph [0019]

of the application) to provide a desired level of absorption, but at the same time the

absorption of the naloxone should be inhibited to provide a minimal, if any, level of
absorption. As explained in detail throughout the application, the present applicants have
discovered that the film product should include a buffer that provides a specific buffer
capacity to the film in order to achieve the desired result.

As set forth in the application as filed, according to pH partition theory, one would
expect that saliva (which has a local pH of about 6.5) would maximize the absorption of both

actives, given their respective pKa levels. See, for example, the Examples in the application
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as filed. As generally understood, absorption of an active depends on the available unionized
form of the active. Thus, as the local pH of the surrounding environment is lowered, basic
actives will be more ionized, and less will be available for absorption.

Thus, it would be contrary to think of lowering the pH from 6.5 to pH 5.5, and
especially to pH 3.5, given the above-mentioned theory. However, as explained in the
application as filed, the absorption of the buprenorphine was increased by dropping the pH
from 6.5 to 5.5. The absorption at a pH of 5.5 was, however, higher than desired (i.c., it was
“maximized”, not “optimized”). Extrapolating this further, it was surprising to find that the
absorption for the buprenorphine decreased to a desirable level upon further lowering of the
pH. As explained in the application as filed and in the Examples, controlling the local pH by
providing a buffer having a specific buffer capacity in the film compositions of the present
invention provides a system in which the desired release and/or absorption of the components
is achieved.

For film products including both buprenorphine and naloxone, it was particularly
surprising to find that both may be included in one film by providing a buffer having a pH of
from about 2 to about 3.5. At this buffer capacity, it was found that the absorption of the
buprenorphine may be optimized to a desirable level, while at the same time the absorption of
the naloxone may be inhibited to a desirable level.

The present applicants have discovered that following pH partition theory actually
does not result in a suitable product. This discovery was completely surprising and was not
known prior to the invention. The claims have been amended where applicable to reflect the

essence of the invention.

Response to Rejection

In the Office Action, the Examiner rejected claims 1, 4, 5, 7-10, 15, 17 and 20-24
under 35 U.S.C. §102(b) as allegedly anticipated by Oksche (WO 2008/025791, counterpart
US 2010/0087470). The Examiner alleged that Oksche discloses the use of modified

cellulose materials to administer buprenorphine and naloxone orally. The Examiner also
pointed to the use of citric acid, tartaric acid, phosphoric acid, hydrochloric acid and maleic

acid.
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The applicant respectfully traverses the instant rejection, and notes that the claims
recite that the buffering system is sufficient to “optimize” the absorption of buprenorphine.
To clarify the claims, the Applicant has amended claim 1 to recite that the pH for the
buprenorphine is from 2 to 3.5. This pH allows for absorption of buprenorphine, but, in the
case where naloxone is present, its absorption is minimized. The naloxone is included in the
formulation, for example, as an antagonistic component if the product is injected or snorted
by a product abuser, but its effect is minimized when the product is taken as intended, such as
orally. As explained above, a pH of about 5.5 may be useful in maximizing absorption,
however, not “optimizing” the absorption as defined in the application as filed. Even further,
for the other claims as pending, the claims recite the use of a buffer that is suitable to not only
optimize the absorption of buprenorphine, but also at the same time to inhibit the absorption
of the naloxone.

The mere disclosure of the use of a pH modifier, for example, citric acid, is not the
same as providing a buffer system that is sufficient to provide a buffer capacity suitable to
optimize the absorption of the buprenorphine, let alone inhibit the absorption of the naloxone.
Oksche completely fails to acknowledge that the pH of the system plays any role in the
optimization or inhibition of the actives to be administered. Oksche merely discloses the
inclusion of “suitable pH modifiers”, without providing any discussion as to their use, their
amount, the resulting pH levels, or their relation to the absorption of the buprenorphine.
Oksche completely failed to recognize that providing a particular buffer capacity would be
beneficial or important in the absorption of the buprenorphine. Oksche does not disclose any
particular buffer capacity, either expressly or implicitly. Oksche only generally discloses
flavoring agents, pH modifiers, and taste masking agents, each of which may have a
pronounced effect on the pH of the material.

The present application is based upon the discovery that the delivery and absorption
of buprenorphine can be optimized to a desired level through administration via a film if the
pH is balanced appropriately.

Since Oksche fails to disclose the present limitation of a buffer capacity suitable to

optimize the absorption of the buprenorphine, it cannot anticipate the claims as pending.
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Next, in the Office Action, claims 1-31 were rejected under 35 U.S.C. §103(a) as
allegedly obvious over Oksche. The Examiner acknowledged that the reference fails to
disclose the specific range of pH in the claims. However, the Examiner alleged that it would
have been obvious to identify the optimal pH in an effort to provide optimal absorption of
both the buprenorphine and the naloxone. In short, the Examiner alleged that the pH range
would be a matter of routine experimentation.

The Applicant respectfully traverses the instant rejection and notes that the general
disclosure in Oksche of a buffer is not sufficient to establish a prima facie case of
obviousness. As an initial matter, it appears that the Examiner has set forth an “obvious to
try” rejection. In order to establish that it would have been obvious to try certain variations,
there must be a “finite number” of choices to choose from, which provide predictable results.
Here, there are a significant number of pH ranges to choose from, ranging from 1-14 and
including all fractions thereof. In addition, there are a significantly high number of potential
buffers from which to choose, including acids, bases, and combinations thereof. Oksche
provides absolutely no teaching as to what a suitable buffer that can provide a suitable buffer
capacity is, nor is there simply a finite number of choices available.

Even further, for reasons stated in detail in the application, the proper buffering
capacity is not one of routine experimentation nor is it one that can be predictably selected by
one of ordinary skill in the art. Those skilled in the art would have simply relied upon pH
partition theory and selected a buffering capacity that follows this theory — for example, a pH
commensurate with the pKa of the active. However, as explained in the application,
following pH partition theory did not result in a suitable product and the proper buffer
capacity actually varied from that expected by the theory. Thus, the buffer capacity suitable
to optimize the absorption of the buprenorphine and, at the same time, to inhibit the

absorption of the naloxone, is not predictable.

The present inventors have undertaken significant experimentation to determine the
conditions to effectively and efficiently deliver a suitable dosage of buprenorphine and, at the
same time, to effectively and efficiently inhibit the absorption of naloxone. The inventors
have determined that the buffer selected and the buffer capacity used in the film has a

significant and dramatic affect on the absorption of actives. However, the arrival at this
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invention is not simply limited to mere selection of pH ranges, and must take into account the
Cmax and AUC values for the product.

As can be seen, one must consider a number of variables and consider many different
features in order to consider the absorption of the buprenorphine “optimized™, as presently
claimed, so as to provide a bioequivalent release level as that of a Suboxone® tablet having
similar levels of buprenorphine. The particular buffering levels and amount play a critical
role in determining the effectiveness of the composition. The buffer capacity must be
considered so as to provide the desired absorption levels of both actives. The discovery of
the desirable buffer capacity was certainly not contemplated in Oksche and would not have
been predictable.

The claims include both components to be together in a single film, with a buffer
capacity that is suitable for both. The inventors have found that the two components may be
used together with a single buffer capacity that optimizes the absorption of the buprenorphine
but concurrently inhibits the absorption of the naloxone. This discovery was certainly not
disclosed or contemplated in Oksche.

Oksche fails to disclose or suggest any buffering capacity and, in fact, fails to even
acknowledge that buffering capacity can play a role in the relative absorptions of the
components. Oksche merely states that buffers can be used, but includes nothing further.
This general disclosure of a buffer is not sufficient to render obvious claims that require a
particular buffer capacity to optimize the absorption of buprenorphine and inhibit the
absorption of naloxone.

The Examiner alleged that modification of the pH values would be obvious.
However, the Applicant respectfully disagrees and notes that there has been undertaken a
significant course of experimentation to determine how pH can have an effect on the
absorption (which is summarized in the application as filed). Oksche merely discloses that
certain additives may be used, including acids as well as bases. One of ordinary skill in the
art would therefore be led to believe that any particular pH value, whether neutral, acidic or
basic, would be acceptable based upon the disclosure of Oksche. Further, there is no reason
to believe, based upon the teachings of Oksche, that pH would even play any role in the

effectiveness of the composition.
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Some of the claims recite a particular Cmax value for both the buprenorphine and the
naloxone — which is not disclosed or even suggested in Oksche. Oksche is completely silent
as to the Cmax for the naloxone, and merely discusses values for the buprenorphine.
Summarizing the invention, the present invention includes embodiments that provide a
bioequivalent release and absorption as that of a Suboxone® tablet, both for the
buprenorphine and the naloxone, which is not disclosed in Oksche.

At best, Oksche generally discloses that acids and bases may be used in the system,

but does not even consider the pH effect on the absorption, let alone varying pH values in one

composition.

As explained above, the present applicants have discovered that the suitable buffer
capacity actually differs from that which would be expected from pH partition theory. For
example, the buffer capacity for a product including both the buprenorphine and naloxone
would be one that minimizes the absorption of the naloxone but optimizes the absorption of
the buprenorphine — a concept not disclosed nor considered by Oksche. For example, the
present inventors have discovered that at a pH of about 2-3.5, the relative absorptions can be
controlled effectively. Alternatively, if the pH of the formulation is 2-3.5, the desired
absorption profile may be achieved for buprenorphine while minimizing absorption of the
naloxone.

One of ordinary skill in the art reading Oksche would not be led to believe that pH
would play any role in the absorption. Even further, with respect to those claims including
buprenorphine and naloxone, one of ordinary skill in the art certainly would not believe that
varying local pH values would have any determinable or noticeable effect. There is no
rational basis to modify Oksche to arrive at the presently claimed invention, and it would not
be predictable to one of ordinary skill in the art to arrive at the claimed invention. For these

reasons, these claims including the dual-region composition are allowable over Oksche.

There is no rational basis to arrive at the presently claimed invention based upon
Oksche. Further, based upon the experimentation undertaken by the Applicants, and

summarized in the application, the results obtained were certainly not predictable. Oksche
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states nothing about the buffer capacity playing any role whatsoever in the optimum
absorption, and one of ordinary skill in the art would not think it plays any role. There would

be no reason to modify Oksche to arrive at any of these specific limitations as presently

claimed. As such, claims 1-31 are not obvious over Oksche for a multitude of reasons.

Information Disclosure Statement

The Applicant is submitting herewith an Information Disclosure Statement, citing
several references. Included in this submission is the citation of U.S. Publication No.
2011/0262522, which specifically claims pH ranges that are outside those presently claimed.
In fact, based upon the disclosure of this reference, it would not be obvious to those of

ordinary skill in the art to make or use the presently-claimed invention.

Conclusion

The fees for a three month extension of time is also due with this submission, to be
charged to Deposit Account No. 08-2461. In addition, the fee for a late filed IDS may also be
charged to the same Deposit Account. If any additional fees are due, the Commissioner is
hereby authorized to charge payment any fees associated with this communication, or credit
any overpayment, to Deposit Account No. 08-2461. Such authorization includes
authorization to charge fees for extensions of time, if any, under 37 C.F.R § 1.17 and also
should be treated as a constructive petition for an extension of time in this reply or any future
reply pursuant to 37 C.F.R. § 1.136.

If there are any questions or if additional information is required, the Examiner is

respectfully requested to contact Applicant’s attorney at the number listed below.

Respectfully submitted,

/Jon A. Chiodo/

Jon A. Chiodo
Registration No.: 52,739
Attorney for Applicant(s)

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700
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(87) Abstract

The iavention concerns a solid medicament preparation which can decompose in agueous media and has a fAat—, Foil—, paper—
or wafer-type presentation for the spplication and release of active substances in the buccal cavity. The invention is charecterized in
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(57) Zusammen{assung

Eine feste, in whssrigen Medien zerfalisfihige Arzneizubereitung mit flacher, folien—, papier— oder oblatenfdrmiger Darreichungsform
zur Applikation und Freisetzung von Wirkstoffen in der Mundhohie ist gokennzeichnet dureh einen Gehalt an Buprenorphin, cinem
dem Buprencrphin pharmakologischh vergleichbaren Wirkstoff, oder einem therapeutisch geeigneten Salz des Buprenorphins oder des
pharmakologisch vergleichbaren Wirkstoffes.
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ABSTRACT

A solid pharmaceutical preparation, disintegratable in
agquecus media, with a flat, foil-shaped, paper-shaped or
wafer-shaped administration form, for application and
release of active substances in the oral cavity is charac-
terized by a content of buprenorphine, of an active
substance pharmacclogically comparable to buprenorphine, or
of a therapeutically suitable salt of bruprenorphine or the
pharmacologically comparable active substance.
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Flat pharmaceutical preparation for application and release
of buprencorphine ox of a pharmacologically comparable
substance in the oral cavity, and process for the

production thereof

The present invention relates to a pharmaceutical
preparation for application of buprenorphine or
pharmacologically comparable active substances in the
region of the oral cavity, respectively the oral mucosa.
More particularly, it relates to a preparation that is
adapted to be flat and in the form of a feil-, paper- or
wafer-shaped administration form.

Flat active substance carriers have already been developed
and produced for various purposes. DE-0S 27 46 414 can be
regarded as fundamental to thig administration form, said
document describing a foil-type tape of active substance,
binder and further active substances, with a direct
relation existing, by reason of the homogeneous thickness,
density and width, between a unit of length of the tape and
the dose of active substance contained therein. The
advantages of the continuoug dosage property have been
recognized also by other applicants and have been described
in specific individual variants. Thus, DE-PS 36 30 603
claims a flat-shaped carrier material, for example in the
form of a separating layer, with an active substance-
containing coating, the latter being peelable, in doses,
off the carrier material after having been previously
separated into dosage units.

The practicability of the flat format in general and the
advantages afforded in the manufacture of the adminis-
tration form and in the dosing when employing such
administration form have been recognized in the priocr art.
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Morecver, further advantages of such administration forms
can be derived such as the fact that, relative to the
weight of the administration form, a relatively large
surface may be printed on the said administration form,
thereby making it possible to increase intake safety, as
well as affording the possibility of discrete intake
without any licuid being available.

Despite these obvious advantages, such flat administration
forms have hitherto hardly been successful. Obviously, the
advantage as compared te conventional administration forms
does not suffice for many manufacturers of pharmaceutics to
develop products of thig type comprising the usual active
ingredients and to pursue the legal drug approval thereof.
Moreover, existing production machinery and existing know-
how cannot be made use of for these novel products; this
means that the necessity of large investments would arise.
Despite the above-described advantages of flat, film- or
paper-like administration forms, the therapeutic and/or
economic advantage in administration of common active
substances which are also perorally applicable ig
apparently not great enough as compared to¢ conventional
tablets to justify the costs of switching over t¢ these
administration forms.

Ona of the substances that are little suitable for peroral
administration is buprenorphine, an opiate which has been
successfully used in the therapy of pain for years. After
peroral application it is hardly biocavalable, i.e. it
appears in the blood circulation only to the very small
extent of a few percent of the dose taken {(McQuay & Moore,
in: Bupenorphine, ed. Cowan & Lewis, New York 1995).
Presumably, the reason for the lack in bicavailability lies
in the extensive decompogition of the substance during the
first liver passage following gastrointestinal absorption
("first-pass effect"). A possibility of avoiding the first-
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pass effect in oral administration is to bring the active
substance to absorption already on the oral mucosa. In
order to enter the central systemic circulation, an active
substance which enters into the blood via the oral mucosa
does not have to first pass the portal system and thus, in
concentrated form, the liver, which metabolizes the active
substance. A prerequisite for buccal or sublingual
application, however, is a sufficient permeability of the
oral mucosa to the active substance, taking into
congideration the required dose. Permseability in turn
depends to a large extent on the physicochemical properties
of the active substance. Since buprenorphine is effective
in very small doses, and since it has the required
physicochemical characteristics, buccal or sublingual
application is very attractive.

In fact, apart from injectable administration forms there
area -~ at least in Germany - no commercially available
peroral administration forms, but only so-called sublingual
tablets, which comprige buprencrphine (Temgesic® sub-
lingual). It is true that such tablets take into account
the fact that sublingual application of the active
substance is preferable to peroral administration - even
though they do so above all by way of their intake
directions as only these suggest the sublingual
administration, not the tablet itself. However, they offer
a vehicle which has considerable drawbacks for this purpose
of application. Among these disadvantages is, firstly, the
not inconsgiderable disintegration tims, which in the case
of pressed tablets is at least several minutes even under
favorable conditions, and in the cage of the commercially
available tablets is typically about 5 to 10 minutes, For
patients suffering from severe, acute pain this
digsintegration time results in an unwanted delay of the
onset of action; in a substitution or withdrawal therapy.,
however, this puts a strain on the medicinal personnel with
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respect to the time required for administration, since the

' personnel must supervise that the tablaets are used as

directed and must prevent improper removal of the non-
disinfegrated tablet from the mcuth. Further disadvantages
of the tablet are the foreign body sensation occurring
during the disintegration time, but also the great
variability in the extent cf sublingual absorption, which
ig caused by the active substance during or after
disintegration ¢f the tablet having for the most part no
direct contact with the oral mucosa, but being released
into the saliva; the saliva, however, can be retained in
the oral cavity for a vexry variable time, which is more ox
less haphazard, before being swallowed.

The present invention provides, in one aspect thereof,-
pharmaceutical preparations based on, and having the general
advantages of, flat, film-like or paper-like active
substance carriers which by reason of the combination with
a special active substance have additicnal economical
and/or therapeutical advantages, apart from those mentioned
above, over pharmaceutical preparations of the same active
substance based on conventional administration forms such
as tablets. In addition, the preseﬁt invention preferably
provides an administration form for buprencrphine that
releases the active substance in the oral cavity while not

having the disadvantages described in the prior art.

More gpecifically, the present inventicn provides, in one
aspect, buccal pharmaceutical preparation for treating acute -
conditions of pain or for addiction therapy, comprising as
active substance buprenorphine or a therapeutically
acceptable salt thereof, or an opiate active substance or a
therapeutically suitable salt thereof, characterised by a
flat, film-like administration form, disintegratable in the

aqueous medium of the oral cavity, which has a mucoadhesive,
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film forming pelymers of small thickness, for rapid active
gubgtance transfer through short diffusion paths, while
having a large surface appropriate to the effective dose.

Additionzlly, the invention provides method of producing a
pvharmaceutical preparation as herein before described,
characterized in that in a first step the active

substance (s}, tegether with a water-soluble polymer capable
of film-formation, is (are) dissolved in a suitable,
hydrophile solvent, optionally in presence of further
dissclved or suspended auxiliary agents, that in a second
step the scluticon or suspension is applied, in a continuous
process and with even thickness, to a tape or a process sheet
or feil, where, in a third step, it is largely freed from the
solvent, thereby forming a sheet-shaped or tape-shaped
starting material, wherefrom, in a fourth step, the dosage or

multidosage units are separated by cutting or punching.

Further, the invention provides method of producing a
pharmaceutical preparation as herein before described,
characterized in that in a first step the active
substance(s), together with a water-soluble, thermoplastic
polymer capable of film-formation, is ({are} formed, under
action of heat and/or .pressure, and optionally in presence of
further auxiliary substances, into a sheet-shaped or tape-
shaped starting material, from which starting material the
dosage or multidosage units are separated by cutting or
punching.

The invention may be achieved in accerdance with the features
of the claimsg providing an administration form on the basis of
flat, foil-, paper- or wafer-like active substance carrier,
which administration form contains an active substance
buprenorphine, respectively one of its therapeutically
acceptable salts, or a therapeutically ccomparable active
substance. As will be explained in the fcllowing, an
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administration form according to Claim 1 may be considered by
far superior to a conventional administration form for
administering buprenorphine — boeth from the eccnomical as well
asz the therapeutical point of view - and it is especially
suitable, on the one hand, for analgesia in cases of acute
conditions of pain, and, on the other hand, for the therapy of
cpiate or cocaine addiction in the sense of a substitution

therapy or a withdrawal program.

The pharmaceutical preparation according to claim 1 can,
upén application, be brought into direct contact with the
oral mucosa. Due to the flat design, immediately after
application about half 6f the surface of the administration
form, which is large anyway, is located directly on the
mucosa. The buprenorphine released thus encounters two.
factors particularly favorable for entry into the bodir.
namely a short diffusion path and a large diffusion area.
This reduces the portion of buprenorphine that is
swallowed, which in the case of many other active agents
would not be a particular problem. However, with
bﬁprenorphina, swallowing of the active substance should be
avoided if possible, or should be reduced since, for the
above mentioned reasons, swallowed buprenorphine is
ineffective. Even in the case of the most gimple embodiment
according to the invention, and given a disintegration time
of a few minutes following application or following
introduction into agqueous madia, the superiority of a
buprencrphine-containing f£ilm over a buprenorxphine-
containing tablet will thus become evident. »

An improved contagt of the pharmaceutical preparstion with
th'ev‘;ral mucosa ca.n be achieved ﬁh:.;;ugh selec\:i.nr_:r auxiliary
substances. It is known of certain orally applicable
auxiliary agents which are commonly used in pharmaceutics
that they have mucoadhesive properties. Examples for such
mucoadhesive substances are polyacrylic acid, carboxy-

\ tragacanth, algiric acid, gelatin,
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hydroxymethylcellulose, methylcellulose and gum arabic. In
addition, it is known of various non-mucoadhesive
substances that in certain mixing ratios they develop
mucoadhesive properties too., An example for such a mixture
is glycercl monooleata/water in a ratio of 84:16 (Engstrdm
et al,, Pharm. Tech. Eur. 7 [18955], No. 2, pages 14-17).

In the casé that mucoadhesive auxiliary subgtances are
used, it is preferable for the administration form of the
pharmaceutical preparation according to the invention to
have a two-layer or multi-layer structure. It can thereby
be prevented that the preparation conglutinates various
parts of the mucesa with each other, which would lead to
sensations of considerable discomfort during application.
In addition, it is in such a case preferable for the
‘administration form to have a structure the non-
mucoadhesive layer of which has a permesbility to the
active substance which is relatively smaller than that of
the muccadhesive layer, it thereby being possible to
prevent that active substance losses occur due to active
substance being released into the saliva instead of to the

mucosa.

Pharmaceutical preparations according to the present
invention are also those containing, apart from the active
substance buprencorphine or an active substance
pharmacologically comparable thereto, one or more further
active substances. Such a preparation can be advantageous
in several respects. On the one hand it is a recognized
method for treating several gsymptoms or conditicns
occurring simultaneously to administer a fixed active
substance combination in a medicament. To this end, it is
possible to incorporate any therapeutically appropriate
active substances into the preparation according to the
present invention. On the other hand, the combination, as
according to the invention, of an opiate active substance
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with another substance that is capable of reducing the
specific risks of opiate administration is especially
useful and advantageous.

Thus - possibly partial - opiate antagonists, such as, for
example, nalbuphine, naloxone or naltrexone, can be )
combined with the opiate active substance, which results in
the risk of addiction or habituation involved in the
repeated administration of the preparation being diminished
by reason of the fact that the dose cannot be increased
without at the same time accepting an increage of the
antagonistic effect. The success of this strategy will
depend on the selection of a suitable antagonist as well as
the selecticn of the dose ratio.

Though buprenorphine - optionally in the form of one of its
therapeutically acceptable salts -~ is the most preferred
active subétanne, the invention also relates to such active
substances as are pharmacologically similar or comparable
oto buprenorphine'since the advantages of the invention
described herein also apply in these cases, though to
different extent. Further suitable active substances, which
are also described herein as being "pharmacologically
similar or comparable®, are, in particular, those
substances belonging to the opiates or opicids since many
of these not only exhibit pharmacodynamic but zalso
pharmacokinetic similarities to bupxenorphine, that is a
relatively low dose, good capacity for permeating
membranes, and a high first-pass effect. Particularly
preferred are morphine derivatives or dihydromorphine
derivatives as well as substances from the methadone and
fentanyl group.

In order not to premote any improper application or one
that does not conform to the intended use, pharmaceutical
preparations according to the invention will typically be
present predivided into doses and separated from each other
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in a suitable package, so that when removing a dosage unit
it will be possible tc remove only one unit at a time, such
as in the case of a blister pack, where each dosage unit is
sealed individually in a deep-drawn cup. Within programs
for treatment of opiate or cocaine addiction it may,
however, also be useful to supply physicians who are
providing the medical care, for example, with preparations
in the form of packaging units wherein said preparations
are present as undivided sheet-like or tape-like material,
from which the dosage units can be separated for the

- purpose of application. This facilitates mass application
and affords the physicians who are administering the
preparations the possibility of separating from one and the
same material various dosage units in accordance with the
given dosage reguirements.

since the pharmaceutical preparation according to the
present invention is expected to exhibit increased bioc-
availability as compared to known preparations, it will
possibly be necessary to adjust the dosage. In the case of
buprenorphine the individual analgesic dose will be about
0.1 to 1 mg; in addiction or substitution therapy, however,
this value might be considerably higher.

In accordance with the invention the manufacture of the
pharmaceutical preparation is performed in several steps.
For preparing the web-shaped starting material - from which
ultimately either individual doses or entire packaging
units will be separated by cutting or punching - two basic
process variants are suitable. The first group of processes
includes those where a tape, or a process sheet or feoil, is
evenly coated with aqueous or solvent-containing liquids
being in part of higher viscosity, and where this is
subsequently subjected to a drying process. To this end,
first, a coating mass isg prepared, for which purpose at
least one water-scluble polymer capable of forming a film,
the active substance(s) and a suitable, vaporizable liguid
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must be intimately mixed. If required it is possible to
incorporate further auxiliary substances such as
disintegration-modifying polymers, softeners, fillers,
texturs~providing substances, pigments, dyes, taste

‘corrigents, solubilizers, substances for adjwsting the pH,

*smoothing agents, dulling agents, disintegration
promcters, etc. As an altermative, the web-like starting
material may be made by thermoplastic forming, i.e. without
the aid of liguids.. Suitable processes ars, inter alia, any
hot-melt coating methods as well as. any extrusion methods.
As a prerequisite, the polymer or polymer mixture capable
of film-formation must in this casze be thermoplastically
formable. The required ingredients are mixed and, under
action cf.pressure and/or heat, formed by extruding,
blowing or by coating of tapes, shests or foils, and, after
solidification, transferred for further processing.
Suitabkle for the manufacture of prabarations according to
the present invention that have a multi-layer structure are
correspondingly modified methods, it being irrelevant
whether several web-sbapéd materials ars simultaneocusly or
subsegquently produced and combined.

Throughout this specification and the claims which follow,
unless the context requires otherwise, the word "comprise",

or variations such as "comprises" or "comprising", will be

understood to imply the inclusion of a stated integer or

group o©f integers or steps but not the exclusion of any
other integer or group of integers or steps.

The referencs to any prior art in this specification is not,
and should not be taken as, an acknowledgement or any form
of suggestion that the pricr art forms part of the common
general knowledge in Australia.
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The claims defining the invention are as follows:

1. Buccal pharmaceutical preparaticon for treating acute
conditions of pain or for addiction therapy, comprising as
active substance buprenorphine or a therapeutically )
acceptable salt thereof, cor an opiate active substance or a
therapeutically suitable salt therecof, characterised by a
flat, film-like administration form, disintegratable in the
agueous medium of the oral cavity, which has a mucoadhesive;
active substance-containing layer baged on water-scluble,
film-forming polymers of small thickness, for rapid active
substance transfer through short diffusion paths, while
having a large surface appropriate to the effective dose.

2. rharmaceutical preparation accordirng to claim 1,
characterized by a mono- or multi-layered structure having
a mucoadhesive active substance-containing layer based on
water-soluble, film-forming polymers of small thickness for
rapid active substance uptake through short diffusion
paths. ’

3. Pharmaceutical preparation according to claim i or 2,
characterized by a non—mnéoadhasive outer layer, opposed to
the mucoadhesive surface, which outer layer has a lower
permeability to the active substance.

4. Pharmaceutical preparation according to any one of the
preceding claims, characterized by a single-dose
buprencrphine céntent of 0.1 - 1 mg. v

5. Pharmaceutical preparation according to any one of the
pieceding claims, characterized in that it is equipped with
biocadhesive or mucoadhesive properties by the addition of
an adhesion-promoting auxiliary substance or auxiliary
stance mixture.
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6. Pharmaceutical preparation according to claim 5,
characterized in that further active substance is present

which is suitable for treating addicticn to opiates.

7. Pharmaceutical preparation according to claim 6,
characterized in that further active substance is, at least
partially, capable of opiate. antagonist action.

8. Pharmaceutical preparation according to claim 7,
characterized in that it contains nalbuphine, naloxone or

naltrexone.

9. Pharmaceutical preparation according to one or more of
the preceding claims, characterized in that it is present
as an undivided, sheet-shaped or tape-shaped material, from
which it is possible to separate dosage units for the
purpose of apﬁ‘ication.

10. Pharmaceutical preparation according to one or more of
the preceding claims, characterized in that it is present

predivided into doses.

11, Pharmaceutical preparation according to cne or more
of the preceding claims, characterized in that, per dosage
unit, it has a content of active substance which is
suitable for analgesia.

12. Pharmaceutical preparation according to one or more of
the preceding c¢laims, characterized in that, per dosage
unit, it has a content of active substance which is
suitable for opiate or cocaine substitution therapy.

13. Method of producing a pharmaceutical preparation
according to one or more of the preceding claims,

TEVA EXHIBIT 1002
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characterized in that in a first step the active sub-
stance({s}, together with a water-soluble polymer capable of
film-formation, is {are) dissolved in a suitable,
hydrophile solvent, optionally in presence of further
dissolved or suspended auxiliary agents, that in a saecond
step the sclution or suspension ig applied, in a continuous
process and with even thickness, to a tape or a process
sheat or foil, where, in a third step, it is largely freed
from the solvent, thereby forming a sheet-shaped or tape-
shaped starting material, wherefrom, in a fourth step, the
desage or multidosage units are separated by cutting or

punching.

14. Method of producing a pharmaceutical preparation
according to one or more of the preceding claims,
characterized in that in a first step the active sub-
stance(s), together with a water-soluble, thermoplastic
polymer capable of film-formation, is (are) formed, under
action of heat and/or pressure, and optiocnally in presence
of further auxiliary substances, into a sheet-shaped or
tape-shaped starting material, from which starting material
the dosage or multidosage units are separated by cutting or
punching.

15. Method of prcducing a pharmaceutical preparation
according to claim 13 or 14, characterized in that a
plurality of simultanecusly or subsegquently prepared,
sheet-shaped or tape-shaped starting materials are combined
to form a multilayered material, from which the dosage or
multidosage units are separated.
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16. Buccal pharmaceutical preparations or methods for
producing same substantially as herein described with
reference to the Examples.

DATED this 20th day of September, 2001
LTS LOHMANN THERAPIE-SYSTEME GMBH

By its Patent Attorneys
DAVIES COLLISON CAVE
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PTO/SB/22 (09-11)

Approved for use through 07/31/2012. OMB 0651-0031

U.S. Patent and Trademark Office; U.S. DEPARMENT OF COMMERCE

Under the paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.

Docket Number (Optional)
PETITION FOR EXTENSION OF TIME UNDER 37 CFR 1.136(a) 1199-82
Application Number 12/537,571 Filed August 7, 2009
For  Sublingual and Buccal Film Compositions
Art Unit 1633 ExaminerJanet L. Epps-Smith

This is a request under the provisions of 37 CFR 1.136(a) to extend the period for filing a reply in the above identified
application.

The requested extension and fee are as follows (check time period desired and enter the appropriate fee below):

Fee Small Entity Fee
[J One month (37 CFR 1.17(a)(1)) $150 $75 $
[J Two months (37 CFR 1.17(a)(2)) $560 $280 3
Three months (37 CFR 1.17(a)(3)) $1270 $635 $ 1270
|:| Four months (37 CFR 1.17(a)(4)) $1980 $990 $
[J Five months (37 CFR 1.17(a)(5)) $2690 $1345 $

Applicant claims small entity status. See 37 CFR 1.27.
A check in the amount of the fee is enclosed.
Payment by credit card. Form PTO-2038 is attached.

The Director has already been authorized to charge fees in this application to a Deposit Account.

& OO0 O

The Director is hereby authorized to charge any fees which may be required, or credit any overpayment, to
Deposit Account Number 086421

WARNING: Information on this form may become public. Credit card information should not be included on this form.
Provide credit card information and authorization on PTO-2038.

| am the |:| applicant/inventor.

I:l assignee of record of the entire interest. See 37 CFR 3.71.
Statement under 37 CFR 3.73(b) is enclosed (Form PTO/SB/96).

attorney or agent of record. Registration Number 52,739

I:l attorney or agent under 37 CFR 1.34.
Registration number if acting under 37 CFR 1.34

/Jon A. Chiodo/ February 29, 2012
Signature Date
Jon A. Chiodo 973-331-1700
Typed or printed hame Telephone Number

NOTE: Signatures of all the inventors or assignees of record of the entire interest or their representative(s) are required. Submit multiple forms if more than one
signature is required, see below.

Totalof ] forms are submitted.

This collection of information is required by 37 CFR 1.136(a). The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.11 and 1.14. This collection is estimated to take 6 minutes to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain information in connection with
your submission of the attached form related to a patent application or patent. Accordingly, pursuant to
the requirements of the Act, please be advised that: (1) the general authority for the collection of this
information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; and (3) the
principal purpose for which the information is used by the U.S. Patent and Trademark Office is to process
and/or examine your submission related to a patent application or patent. If you do not furnish the
requested information, the U.S. Patent and Trademark Office may not be able to process and/or examine
your submission, which may result in termination of proceedings or abandonment of the application or
expiration of the patent.

The information provided by you in this form will be subject to the following routine uses:

1.

The information on this form will be treated confidentially to the extent allowed under the
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records
from this system of records may be disclosed to the Department of Justice to determine
whether disclosure of these records is required by the Freedom of Information Act.

A record from this system of records may be disclosed, as a routine use, in the course of
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures
to opposing counsel in the course of settlement negotiations.

A record in this system of records may be disclosed, as a routine use, to a Member of
Congress submitting a request involving an individual, to whom the record pertains, when
the individual has requested assistance from the Member with respect to the subject matter
of the record.

A record in this system of records may be disclosed, as a routine use, to a contractor of the
Agency having need for the information in order to perform a contract. Recipients of
information shall be required to comply with the requirements of the Privacy Act of 1974, as
amended, pursuant to 5 U.S.C. 552a(m).

A record related to an International Application filed under the Patent Cooperation Treaty in
this system of records may be disclosed, as a routine use, to the International Bureau of
the World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty.

A record in this system of records may be disclosed, as a routine use, to another federal
agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to
the Atomic Energy Act (42 U.S.C. 218(c)).

A record from this system of records may be disclosed, as a routine use, to the
Administrator, General Services, or his/her designee, during an inspection of records
conducted by GSA as part of that agency’s responsibility to recommend improvements in
records management practices and programs, under authority of 44 U.S.C. 2904 and 2906.
Such disclosure shall be made in accordance with the GSA regulations governing
inspection of records for this purpose, and any other relevant (i.e., GSA or Commerce)
directive. Such disclosure shall not be used to make determinations about individuals.

A record from this system of records may be disclosed, as a routine use, to the public after
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of
37 CFR 1.14, as a routine use, to the public if the record was filed in an application which
became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public inspection or an
issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal,
State, or local law enforcement agency, if the USPTO becomes aware of a violation or
potential violation of law or regulation.
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International Application Number:
Confirmation Number: 5630
Title of Invention: SUBLINGUAL AND BUCCAL FILM COMPOSITIONS
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Information:

Total Files Size (in bytes); 6193779

This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see 37 CFR
1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date shown on this
Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions of 35
U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the application as a
national stage submission under 35 U.S.C. 371 will be issued in addition to the Filing Receipt, in due course.

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PATENT APPLICATION FEE DETERMINATION RECORD | Application or Docket Number | Filing Date
Substitute for Form PTO-875 12/537,571 08/07/2009 | [ 7o be Mailed
APPLICATION AS FILED — PART | OTHER THAN
(Column 1) (Column 2) SMALL ENTITY [] OR SMALL ENTITY
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(37 CFR1.16(K). (i), or (m))
|:| EXAMINATION FEE
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(37 CFR 1.16(h)) minus 3 = X $ = X $ _
If the specification and drawings exceed 100
O sheets of paper, the application size fee due
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35 U.S.C. 41(a)(1)(G) and 37 CFR 1.16(s).
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TOTAL TOTAL
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FEE FEE

Legal Instrument Examiner:

/KAREN VESTAL/

The “Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to
process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering,
preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and Trademark Office, U.S.
Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.
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UNITED STATES PATENT AND TRADEMARK OFFICE

Commissioner for Patents

United States Patent and Trademark Office
’ P.O. Box 1450
Alexandria, VA 22313-1450

www.usplo.gov

HOFFMANN & BARON, LLP MA"'ED
6900 JERICHO TURNPIKE FEB 09 2012
SYOSSET, NY 11791

QFFICE OF PETITIONS

In re Application of Myers etal. .

Application No. 12/537,571 : Letter
Filing Date: August 7, 2009 : S

Attorney Docket No. 1199-82

This is a notice regarding the request for acceptance of a fee deficiency submission under
37 CFR 1.28(c) filed January 6, 2012.

The deficiency payment of $1,722 is hereby accepted.

The change of status to large entity has been entered and made of record.

Telephone inquiries regarding this communication should be directed to Petitions Attorney
Steven Brantley at (571) 272-3203.

A

Charles Steven Brantley
Senior Petitions Attorhey
Office of Petitions
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” CENTRALFAX CENTER @ 002/003

JAN 0 6 2012

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant(s): Myers et al, Examiner: Epps-Smith, Janet L.
Application No.: 12/537,571 Group Art Unit: 1633

Filed: August 7, 2009 : Docket: 1199-82

For: SUBLINGUAL AND BUCCAL

Dated: J
ated anuaryoqm’{)%ﬁa DALLEN  @8B88R14 882461 19537571
@1 FC:1461 1722.69 DA

FILM COMPOSITIONS

Confirmation No.: 5630

Mail Stop: Applications Assistance Unit
Commissioner for Patents

P.O. Box 1450,

Alexandria, VA 22313

v i — PO

NOTIFICATION OF CHANGE TO LARGE ENTITY STATUS
PURSUANT TO 37 CFR § 1.27 (£)(2) AND CORRECTION OF ERROR IN
CLAIMING SMALL ENTITY STATUS PURSUANT TO 37 CFR §1.28(c)

Sir:

Applicant filed the above-referenced patent application claiming small entity status. The
assertion of small entity status and the prior payments of fees as a small entily were made in
good faith and were not made with any attempt to deceive the Office.

It has been discovered that this application incorrectly claimed small entity status and that
such status as a small entity was continued in error. Pursuant to 37 C.F.R. §1.28(c)(1), please
accept this staternent to correct the erroneously claimed small entity slatus.

Submitted hercwith is an itemized statement of the deficiencies owed pursuant to 37
C.F.R. §1.28(c)(2), as follows:

Fee Paid as Current Large Deficiency

Fee Description Date Paid  Small Entity Entity Fee Owed
Basic Filing
Utility Fee 08/07/2009 $82.00 $380.00 $298.00
Utility Search Fee 08/07/2009 $270.00 $620.00 $350.00
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P ‘T){/OB/2012 09:
PR CENTRAL FAX CENTER
Application No. 12/537,571 JAN 06 2012
Change 1o Large Entity Status
Docket No. 1199-82
Page 2
Utility Examination Fee 08/07/2009 $110.00 $250.00 $140.00
Claims
2 independont claims in eXCe55 4g/07/2009 $220.00 $500.00  $280.00
11 claims in excess of twenty 08/07/2009 $286.00 $660.00 $374.00
2 independent claims in excess 000009 $220.00 '$500.00  $280.00
of three
Total Fees Paid: $1188.00
Total Fees Due as Large
Entity: $2910.00

Total Fees Due Herewith: : $1722.00

A fee 0f $1,722.00 is believed to be due with this submission. The Commissioner is

hereby authorized to ¢harge payment of the fees associated with this communication, or any
additional fccs, which may be due or credit any overpayment, to Deposit Account No. 08-2461.
Such authorization includes authorization to charge fees for extensions of time, if any, under 37
C.FR § 1,17 and also should be treated as a constructive petition for an extension of time in this
reply or any future reply pursuant to 37 C.F.R. § 1.1;36.

Pursuant to 37 C.F.R. §1.28(d), it is respectﬁ.;illy submitted that the deficiency payment
authorized herewith provides notification of a loss o;‘." entitlement to small entity status for this
patent.

Please direct any questions regarding this submission to Applicant’s undersigned
attormey.

Respcctfully submitted,

Jef A. Chiodo, Esq.
/.~ Registration No. 52,739
Attorney for Applicant

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700
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.Docket No.: 1199-82

DATE: January 6, 2012
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DETAILED ACTION
Claim Rejections - 35 USC § 102
1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(b) the invention was patented or described in a printed publication in this or a foreign country or in
public use or on sale in this country, more than one year prior to the date of application for patent in
the United States.

2. Claims 1, 4, 5, 7-10, 15, 17, and 20-24 are rejected under 35 U.S.C. 102(b) as
being anticipated by Oksche et al. WO2008/025791A1 (Citations are taken from
US2010/0087470).

3. Instant claim 1 is drawn to the following: A film dosage composition comprising:
a. A polymeric carrier matrix; b. A therapeutically effective amount of buprenorphine or a
pharmaceutically acceptable salt thereof; c. A therapeutically effective amount of
naloxone or a pharmaceutically acceptable salt thereof; and d. A buffer in an amount
to provide a local pH of said composition of a value sufficient to optimize
absorption of said buprenorphine.

4. See the following embodiments of Oksche et al. at the following paragraphs:

5. [0055] In one embodiment one may use non-gelatin film materials, e.g. films of
modified cellulose materials as dosage forms. In this case, buprenorphine and
optionally opioid antagonists such as naloxone are incorporated into the film matrix and
films thus prepared may be administered orally.

6. [0046] The pharmaceutical dosage form in accordance with the invention will be

administered such that the maximal dosage per day is 32 mg of buprenorphine. Once a
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patient is enrolled in substitution therapy, the initial dosage will be typically between 2
mg to 4 mg of buprenorphine. The formulations may be administered once a day, every
two days, preferably every three days or even less frequently.

7. [0072] Suitable pH modifiers include citric acid, tartaric acid, phosphoric acid,
hydrochloric acid and maleic acid. Suitable sweeteners include aspartame and
thaumatin. Suitable taste-masking agents include sodium bicarbonate, ion-exchange
resins, cyclodextrin inclusion compounds, adsorbates or microencapsulated actives.

8. [0085] In order to allow absorption of buprenorphine over the mucosa of the
mouth, and particularly sublingually, in one embodiment the dosage forms may
additionally use agents that enhance absorption of the active agent, i.e. so-called
permeation enhancers.

9. [0092] The polymer amount within the matrix may be between approximately 3%
by weight and approximately 98% by weight and preferably between 7 and 80% by
weight and even more preferably between 20 and 50% by weight, the weight

percentages being based on the total weight of the dosage forms.

Claim Rejections - 35 USC § 103
10.  The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.
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11.  Claims 1-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Oksche et al. (as applied above).

12.  Oksche et al. as describe above is incorporated here. However, the disclosure of
this reference does not teach formulations buprenorphine and naloxone, where the
buffer is present in an amount sufficient to inhibit the absorption of naloxone.
Furthermore, the cited reference does not teach the specific range of pH recited in the
instant claims.

13.  According to the specification as filed, the buffer is present in such an amount so
as to provide optimal release from the film and/or absorption into the body an amount of
the agonist and the antagonist, see paragraph [0067]. Additionally, the reference
specification as filed teaches that any buffer system may be used, as desired, however
they preferably include sodium citrate, and citric acid. These features are already
disclosed in Oksche et al., see § [0072], which states that buprenorphine/naloxone
formulations may comprise the citric acid as a pH modifier.

The following embodiments of Oksche et al. are also disclosed: [0012] Another
buprenorphine preparation aimed at preventing this potential possibility of abuse has
recently gained administrative approval in the United States (Suboxone.RTM.). The
Suboxone.RTM. preparation comprises buprenorphine hydrochloride and the opioid
antagonist naloxone hydrochloride dihydrate. The presence of naloxone is intended to
prevent parenteral abuse of buprenorphine as parenteral co-administration of
buprenorphine and naloxone in e.g. an opioid-dependent addict will lead to serious

withdrawal symptoms.
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[0013] However, there remains a need for other diversion and/or abuse-resistant
dosage forms of buprenorphine, which can be used in drug substitution therapy as
described above. Additionally, it would be desirable to have a buprenorphine
preparation available which is diversion and/or abuse-resistant in cases where the
preparation is used for drug substitution therapy and which could also provide efficient

analgesia in cases where the preparation is administered to alleviate pain in a patient.

It is clear that the sublingual film formulations of Oksche et al. are designed so as to
prevent development of dependency. Thus, it would have been obvious to the ordinary
skilled artisan, at the time of the instant invention, to modify their teachings so as to
identify the optimal range of pH/dosage in an effort to identify formulations that would
provide optimal absorption of both agonist and antagonist. As per MPEP 2144.05 [R-5],
since the general conditions of the instantly claimed invention are disclosed in the prior
art, identification of the optimal pH/dosage appears to be a matter of routine
experimentation.

Regarding the rationale for combining prior art elements according to known
methods to yield predictable results, all of the claimed elements were known in the prior
art and one skilled in the art could have combined the element as claimed by known
methods with no change in their respective functions, and the combination would have

yielded predictable results to one of ordinary skill in the art at the time of the invention.
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Any inquiry concerning this communication or earlier communications from the
examiner should be directed to JANET L. EPPS -SMITH whose telephone number is
(671)272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30
PM.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’'s
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

JANET L. EPPS -SMITH
Primary Examiner
Art Unit 1633

/JANET L. EPPS -SMITH/
Primary Examiner, Art Unit 1633
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