THIRD UPDATED -- THIRD UPDATED -- THIRD UPDATED

The United States Patent and Trademark Office

PATENT TRIAL AND APPEAL BOARD

Appeal No: 2014-007,671
DANIELLE L. HERRITT Appellant: DANIELLE L. HERRI TT(3RD.PTY.REQ.), BIO
MCCARTER & ENGLISH LLP, Reexam Control No: DELIVERY SCIENCE INTERNATIONet al.
265 FRANKLIN STREET Hearing Room: 95/002,170
BOSTON, MA 02110 Hearing Docket: B
Hearing Date: A
Hearing Time: Wednesday, November 05, 2014
Location: 01:00 PM

Madison Building - East Wing
600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:

DRL - EXHIBIT 1007
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1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at
http://www.uspto. ,qov/patents/procéss/ file/efs/

2. Facsimile transmitted to: The USPTO Central fax number (official copy): (571) 273-8300
and the PTAB Hearing fax number (courtesy copy): (571) 273-9797.

3. By mail at the PTAB mailing address: Patent Trial and Appeal Board
. United States Patent and Trademark Office
P.O. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

(¥ I previously filed my oral hearing request pursuant to 37 C.F.R. § 41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 CF.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted. “

CHECK ONE:

() IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected: S

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Request: ELMO Projector

Participants in Oral Hearing:
Deborah M. Vernon (Reg. No. 55,699)
Kia L. Freeman (Reg. No. 47,577)
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Danielle L. Herritt 43,670

Typed or Printed Name of Attorney/Agent/Appellant Registration No.
() PATENT OWNER @§ THIRD PARTY REQUESTER

/Danielle L. Herritt/ November 4, 2014
Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage http://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Patent Owner

HOFFMANN & BARON LLP
6900 JERICHO TURNPIKE
SYOSSET,NY 11791
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US Patent No. 7,897,080
Appeal No. 2014-007,671
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing Third Updated
Third Party Requester’s Confirmation of Attendance at Oral Hearing was served
on November 4, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: _ /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Third Party Requester

ME1 19182989v.1
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Electronic Acknowledgement Receipt

EFSID: 20598225
Application Number: 95002170
International Application Number:
Confirmation Number: 6418

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM
First Named Inventor/Applicant Name: 7897080
Customer Number: 23869

Filer:

Danielle L. Herritt/Maureen Tierney

Filer Authorized By:

Danielle L. Herritt

Attorney Docket Number:

117744-00023

Receipt Date: 04-NOV-2014
Filing Date: 10-SEP-2012
Time Stamp: 11:08:31

Application Type:

inter partes reexam

Payment information:

Submitted with Payment no
File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)

080THIRDUpdatedHearingConf]

1084338

yes 4

irmation2014NOV4.PDF

<d9572cb8a48233f01ed5ff79fea63522be8
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Multipart Description/PDF files in .zip description
Document Description Start End
Reexam Miscellaneous Incoming Letter 1 3
Reexam Certificate of Service 4 4
Warnings:
Information:
Total Files Size (in bytes); 1084338

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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UPDATED -- UPDATED -- UPDATED

The United States Patent and Trademark Office

PATENT TRIAL AND APPEAL BOARD

Appeal No: 2014-007,671
DANIELLE L. HERRITT Appellant: DANIELLE L. HERRI TT(3RD.PTY.REQ.), BIO
MCCARTER & ENGLISH LLP, Reexam Control No: DELIVERY SCIENCE INTERNATIONet al.
265 FRANKLIN STREET Hearing Room: 95/002,170
BOSTON, MA 02110 Hearing Docket: B
Hearing Date: A
Hearing Time: Wednesday, November 05, 2014
Location: 01:00 PM

Madison Building - East Wing
600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:
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DRLOO7



1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at
http://www.uspto. ,qov/patents/procéss/ file/efs/

2. Facsimile transmitted to: The USPTO Central fax number (official copy): (571) 273-8300
and the PTAB Hearing fax number (courtesy copy): (571) 273-9797.

3. By mail at the PTAB mailing address: Patent Trial and Appeal Board
. United States Patent and Trademark Office
P.O. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

(¥ I previously filed my oral hearing request pursuant to 37 C.F.R. § 41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 CF.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted. “

CHECK ONE:

() IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected: S

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Request: ELMO Projector

Participants in Oral Hearing:
Danielle L. Herritt (Reg. No. 43,670)
Deborah M. Vernon (Reg. No. 55,699)
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Danielle L. Herritt 43,670

Typed or Printed Name of Attorney/Agent/Appellant Registration No.
() PATENT OWNER @§ THIRD PARTY REQUESTER

/Danielle L. Herritt/ November 3, 2014
Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage http://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Patent Owner

HOFFMANN & BARON LLP
6900 JERICHO TURNPIKE
SYOSSET,NY 11791
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US Patent No. 7,897,080
Appeal No. 2014-007,671
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing Updated Third
Party Requester’s Confirmation of Attendance at Oral Hearing was served on
November 3, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: _ /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Third Party Requester

MEL1 18985971v.1
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Electronic Acknowledgement Receipt

EFSID: 20586357
Application Number: 95002170
International Application Number:
Confirmation Number: 6418

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM
First Named Inventor/Applicant Name: 7897080
Customer Number: 23869

Filer:

Danielle L. Herritt/Maureen Tierney

Filer Authorized By:

Danielle L. Herritt

Attorney Docket Number:

117744-00023

Receipt Date: 03-NOV-2014
Filing Date: 10-SEP-2012
Time Stamp: 12:29:39

Application Type:

inter partes reexam

Payment information:

Submitted with Payment no
File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)

080UpdatedHearingConfirmati

1107256

yes 4

on2014NOV3.PDF

0652a7d5f46dcfac52e946e6140a3301921d|
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Multipart Description/PDF files in .zip description
Document Description Start End
Reexam Miscellaneous Incoming Letter 1 3
Reexam Certificate of Service 4 4
Warnings:
Information:
Total Files Size (in bytes); 1107256

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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SECOND UPDATED -- SECOND UPDATED -- SECOND UPDATED

The United States Patent and Trademark Office

PATENT TRIAL AND APPEAL BOARD

Appeal No: 2014-007,671
DANIELLE L. HERRITT Appellant: DANIELLE L. HERRI TT(3RD.PTY.REQ.), BIO
MCCARTER & ENGLISH LLP, Reexam Control No: DELIVERY SCIENCE INTERNATIONet al.
265 FRANKLIN STREET Hearing Room: 95/002,170
BOSTON, MA 02110 Hearing Docket: B
Hearing Date: A
Hearing Time: Wednesday, November 05, 2014
Location: 01:00 PM

Madison Building - East Wing
600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:
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1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at
http://www.uspto. ,qov/patents/procéss/ file/efs/

2. Facsimile transmitted to: The USPTO Central fax number (official copy): (571) 273-8300
and the PTAB Hearing fax number (courtesy copy): (571) 273-9797.

3. By mail at the PTAB mailing address: Patent Trial and Appeal Board
. United States Patent and Trademark Office
P.O. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

(¥ I previously filed my oral hearing request pursuant to 37 C.F.R. § 41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 CF.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted. “

CHECK ONE:

() IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected: S

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Request: ELMO Projector

Participants in Oral Hearing:
Danielle L. Herritt (Reg. No. 43,670)

Deborah M. Vernon (Reg. No. 55,699)

Kia L. Freeman (Reg. No. 47,577) DRL - EXHIBIT 1007
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Danielle L. Herritt 43,670

Typed or Printed Name of Attorney/Agent/Appellant Registration No.
() PATENT OWNER @§ THIRD PARTY REQUESTER

/Danielle L. Herritt/ November 3, 2014
Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage http://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Patent Owner

HOFFMANN & BARON LLP
6900 JERICHO TURNPIKE
SYOSSET,NY 11791
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US Patent No. 7,897,080
Appeal No. 2014-007,671
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing Second
Updated Third Party Requester’s Confirmation of Attendance at Oral Hearing was
served on November 3, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: _ /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Third Party Requester

MEL1 18985971v.1
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Electronic Acknowledgement Receipt

EFSID: 20595766
Application Number: 95002170
International Application Number:
Confirmation Number: 6418

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM
First Named Inventor/Applicant Name: 7897080
Customer Number: 23869

Filer:

Danielle L. Herritt/Maureen Tierney

Filer Authorized By:

Danielle L. Herritt

Attorney Docket Number:

117744-00023

Receipt Date: 03-NOV-2014
Filing Date: 10-SEP-2012
Time Stamp: 20:35:14

Application Type:

inter partes reexam

Payment information:

Submitted with Payment no
File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)

080SECONDUpdatedHearingC

1106481

yes 4

onfirmation2014NOV3.PDF

7e59f1c3b37be069d63380f35a2829cfff482)
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Multipart Description/PDF files in .zip description
Document Description Start End
Reexam Miscellaneous Incoming Letter 1 3
Reexam Certificate of Service 4 4
Warnings:
Information:
Total Files Size (in bytes); 1106481

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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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Appeal No. 2014-007671 of
Inter Partes Reexamination of:
US Patent No. 7,897,080 Confirmation No.: 6418

Named Inventor: Robert K. Yang ef al. Group Art Unit: 3991

Control No. 95/002,170 Examiner: Alan D. Diamond

Request Filed: September 10, 2012 M&E Docket: 117744-00023

Title: POLYETHYLENE OXIDE-BASED
FILMS AND DRUG DELIVERY
SYSTEMS MADE THEREFROM

H&B Docket: 1199-26
RCE/CON/REX

N N N N N N N N N N N N N

PATENT TRIAL and APPEAL BOARD

UNITES STATES PATENT AND TRADEMARK OFFICE
P.O. Box 1450

Alexandria, Virginia 22313-1450

UPDATE ON RELATED APPEAL

Both parties identified the appeal of the inter partes reexamination of US
Patent No. 7,824,588 as a Related Appeal. See Appellant (MonoSol) Appeal Brief,
March 10, 2014, at pp. 1-2 (referencing Appeal No. 2014-000547 of
Reexamination Control No. 95/001,753); and BDSI’s Respondent Brief in Inter
Partes Reexamination, April 10, 2014, at p. 2 (with three exceptions, agreeing to
Patent Owner’s identification of Related Appeals and Interferences). Requester
now updates the Board on the resolution of that related appeal and, for the Board’s
reference, provides the attached Decision on Appeal No. 2014-000547.

MEL1 19085583v.1
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

The attached Decision issued on April 17, 2014—after the respondent’s brief
was filed in this appeal. The attached Decision did not become final until June 17,
2014—after the briefing concluded in this appeal. The attached Decision on

Appeal is relevant to issues in this appeal.

Respectfully submitted,

Attorneys for Requester, McCarter & English, LLP

Dated: October 17, 2014 By: /Danielle L. Herritt/

Danielle L. Herritt (Reg. No. 43,670)
Kia L. Freeman (Reg. No. 47,577)
Direct Dial: 617-449-6513

MEL1 19085583v.1
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the Rebuttal Brief was
served on October 17, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Respondent

MEL1 19085583v.1
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

www.usplo.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR I ATTORNEY DOCKETNO. | CONFIRMATION NO. I
95/001,753 09/12/2011 7,824,588 117744-00016 6620
23869 7590 04/17/2014 I EXAMINER I
Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D
Syosset, NY 11791
I ART UNIT | PAPER NUMBER I
3991
I MAIL DATE | DELIVERY MODE I
04/17/2014 PAPER

Please find below and/or attached an Office communication concerning this application or proceeding.
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UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE PATENT TRIAL AND APPEAL BOARD

BIODELIVERY SCIENCES INTERNATIONAL, INC.
Requester

V.

MONOSOL RX, LLC
Patent Owner and Appellant

Appeal 2014-000547
Reexamination Control 95/001,753
Patent 7,824,588 B2
Technology Center 3900

Before CHUNG K. PAK, JEFFREY B. ROBERTSON, and
RAE LYNN P. GUEST, Administrative Patent Judges.

GUEST, Administrative Patent Judge.

DECISION ON APPEAL
This is a decision on appeal by the Patent Owner from the Patent
Examiner’s decision to reject pending claims in an inter partes

reexamination of U.S. Patent 7,824,588 B2 (herein after the “’588 patent”).’

" The ’588 patent issued November 2, 2010, to Robert K. Yang, et al.
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The Board’s jurisdiction for this appeal is under 35 U.S.C. §§ 6(b), 134, and

315. We AFFIRM.

I. BACKGROUND

A request for inter partes reexamination under 35 U.S.C. §§ 311-318
and 37 C.F.R. §§ 1.902-1.997 for the 588 patent was filed on
September 12, 2011, by a Third-Party Requester, BioDelivery Sciences
International, Inc. (hereinafter “Requester”). See Request for Inter Partes
Reexamination 1 (hereinafter “Request”); Requester’s Respondent Brief,
dated July 24, 2013 (hereinafter “Res. Br.”). The Patent Owner and
Appellant is MonoSol Rx, LLC (hereinafter “Patent Owner”). Patent
Owner’s Appeal Br. 1, dated June 24, 2013 (hereinafter “App. Br.”).

The ’588 patent is the subject of a litigation proceeding in the United
States District Court for the District of New Jersey styled MonoSol Rx, LLC
v. BioDelivery Sciences Int’l, Inc., 10-cv-5695. The litigation is currently
stayed pending the outcome of this Reexamination proceeding. See App.
Br. 2.

An oral hearing was held March 26, 2014. A transcript of the hearing
will be entered into the record in due course.

The 588 patent is directed to a method for forming a rapidly
dissolving film containing an active ingredient evenly or uniformly
distributed throughout the film. *588 patent, col. 1, 1. 35-42. According to
the 588 patent, “uniform distribution is achieved by controlling one or more
parameters, and particularly the elimination of air pockets prior to and

during film formation and the use of a drying process that reduces
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aggregation or conglomeration of the components in the film as it forms into
a solid structure.” Id. at col. 1, 11. 37-42.

The *588 patent originally contained claims 1-191. During
reexamination, Patent Owner amended claim 1 and added new independent
claims 192 and 193. Claims 1-193 are currently rejected by the Examiner.

Although Patent Owner appeals the rejection of all of the claims so
rejected, with respect to independent claims 25 and 50 and the claims that
depend therefrom, Patent Owner does not address the Examiner's specific
findings and conclusions articulated in the rejections or explain why these
positions are deficient. PO App. Br. 4. Accordingly, we summarily affirm the
Examiner’s rejections of claims 25 and 50 and the claims that depend
therefrom.

Consistent with the arguments presented by Patent Owner, we address
the rejections of claims 1-24, 75, 78, 81, 84, 87, 90, 93, 96, 99, 102, 105, 106,
111-132, 177, 178, 183, 186, 189, 192, and 193. Id

Claims 1, 192 and 193 are at issue in this appeal and read as follows
(with underlining showing additional ‘language over the original patented
claim):

1. A method of making a self-supporting therapeutic
active-containing film comprising:

(a) Mixing at least one edible polymer component, a
therapeutic active composition, and at least one polar solvent to
form a matrix;

(b) Forming a wet film from said matrix, said wet film
having a substantially uniform content of therapeutic active
composition throughout said wet film;

(c) Removing said polar solvent from said matrix with
heat and/or radiation energy by exposing said matrix to a

" DRL - EXHIBIT 1007
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temperature greater than the degradation temperature of said
therapeutic active composition_to form a self-supporting film;

wherein the temperature of the matrix 1s 100° C. or less
during said step of removing said polar solvent from said
matrix;

wherein the resulting self-supporting film maintains the
substantially uniform content of therapeutic active composition
per unit of film.

192. A method of making a self-supporting therapeutic
active-containing film comprising:

(a) Mixing at least one edible polymer component, a
therapeutic active composition and at least one polar solvent to
form a matrix;

(b) Forming a wet film from said matrix, said wet film
having a substantially uniform content of therapeutic active
composition throughout said wet film;

(c) Removing said polar solvent from said matrix with
heat and/or radiation energy by heating said matrix to a
temperature that is less than the boiling point of said at least
one polar solvent so as to form a viscoelastic film;

wherein the resulting viscoelastic film maintains the
substantially uniform content of therapeutic active composition
per unit of film.

193. A method of making a self-supporting therapeutic
active-containing film comprising:

(a) Mixing at least one edible polymer component, a
therapeutic active composition, and at least one polar solvent to
form a matrix;

(b) Forming a wet film from said matrix, said wet film
having a substantially uniform content of therapecutic active
composition throughout said wet film;

(¢) Using heat and/or radiation energy to remove said
polar solvent from said matrix to form a self-supporting
therapeutic active-containing film without forming bubbles;
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wherein the resulting self-supporting film maintains the
substantially uniform content of therapeutic active composition
per unit of film.

REJECTIONS OF CLAIMS BASED ON SECTION 112

Claims 1-24, 75, 78, 81, 84, 87, 90, 93, 96, 99, 102, 105, 106, 111-
132,177,178, 183, 186, 189, 192 and 193 stand rejected under 35 U.S.C.

§ 112, first and second paragraphs as indefinite, lacking in written
description support, and lacking an enabling disclosure.

Claim 1 was amended during reexamination to recite a self-supporting
therapeutic active-containing film in which there is “a substantially uniform
content of therapeutic active composition” in both the wet film and
maintained in the resulting self-supporting film “per unit of film.”

Claims 192 and 193 are new claims and have similar language to that added
to claim 1. |

The Examiner found that “[i]t is not clear exactly what is
encompassed by a substantially uniform content of therapeutic active
composition, and the 588 patent does not provide a definition for a
substantially uniform content of therapeutic active composition.” RAN at 9.
The Examiner thus rejects the claim as being indefinite under 35 U.S.C.

§ 112, second paragraph, and as lacking adequate written descriptive support
and lacking an enabling disclosure in the 588 patent under 35 U.S.C. § 112,
first paragraph. Id. at 9-10. The Examiner further explains that “it is not
clear how close to being uniform the product must be in order to be
considered ‘substantially uniform’. ‘Substantially uniform’ is not defined in

the *588 patent.” Id. at 68-69.
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Patent Owner argues that the phrase “substantially uniform content of
therapeutic active composition” means “a film having a degree of uniformity
of = 10% from the FDA label amount for the active per dosage unit.” App.
Br. 20.> In other words, the Patent Owner is arguing that the substantially
uniform content must be defined with respect to a particular active content
recognized and labeled by the FDA as a proper “dosage.”

In support of this meaning, the Patent Owner points to the background
of the *588 patent where the process of Fuchs is discussed as follows:

dosage forms formed by processes such as Fuchs, would not
likely meet the stringent standards of governmental or
regulatory agencies, such as the U.S. Federal Drug
Administration (“FDA”), relating to the variation of active in
dosage forms. Currently, as required by various world
regulatory authorities, dosage forms may not vary more than
10% in the amount of active present. When applied to dosage
units based on films, this virtually mandates that uniformity in
the film be present.

’588 patent, col. 2, 1. 25-44.

We disagree with the Patent Owner’s interpretation of the phrase

“substantially uniform content of therapeutic active composition.” The

> Cf App. Br. 24 (defining the phrase as “a degree of uniformity sufficient to
maintain the amount of active in each dosage unit within 10% of the

FDA amount of active.”); App. Br. 15 (defining only the term uniformity as
“the amount of active present may not vary more than 10% from amount of
the active set by the FDA, for example, in a unit dose (per unit of film, i.e. in
a film unit)”); Patent Owner’s Rebuttal Brief 3, dated September 9, 2013
(hereinafter “Reb. Br.”) (defining the phrase as “a degree of uniformity
consistent with FDA pharmaceutical products and must include the limited
variation such that the amount of active present may not vary more than

10% from the amount of the active set by the FDA per unit of film, i. e. per
therapeutic dosage unit.”).

6

"DRL - EXHIBIT 1007 .
| DRL028



Appeal 2014-000547
Reexamination Control 95/001,753
Patent 7,824,588 B2
FDA standard identified by Patent Owner in the portion of the *588 patent
reproduced supra, is not again referenced. In the remaining parts of the
’588 patent, uniformity is characterized not with respect to an FDA
recognized dosage, but with respect to the lack of agglomeration of active
material in any part of the film. For example, the 588 patent states that the
active material is “evenly distributed throughout the film,” which is
“achieved by . . . the use of a drying process that reduces aggregation or
conglomeration of the components in the film as it forms into a solid
structure.” ’588 patent, col. 1, 1. 37-42. An objective of the process is “a
substantially non-self-aggregating uniform heterogeneity throughout the area
of the films.” Id. at col. 4, 11. 5-9. The ’588 patent fufther describes “a
substantially reduced occurrence of; i.e. little or no, aggregation or
conglomeration of components within the film as is normally experienced
when films are formed by conventional drying methods.” Id., col. 6, 11. 25-
32. The process of the *588 patent provides “uniform distribution of
components for any given area in the film.” Id. at col. 7, 11. 26-29 (emphasis
added).

Requiring a particular film to have an amount of active relative to a
FDA recognized dosage considers the active amount in each individual
“dosage unit” as compared to a particularly preferred or desired dosage.
Patent Owner’s interpretation disregards whether or not the active is
agglomerated within the film and considers only a total amount of active
material per dosage sized film rather than uniformity at any given area in the
film, be it a small selected area, an area of the film consistent with a

particular dosage, or an entire roll of film. Accordingly, the sentence relied
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upon by the Patent Owner, stating that uniformity is “virtually mandated” by
FDA requirements that the éctual dosage be within a range of the labeled
dosage, does not provide a definition of what would be considered
“uniform,” in light of the description of the 588 patent.

Further, the *588 patent describes three tests for determining
uniformity. The first test was a visual inspection by “either the naked eye or
under slight magnification. By viewing the films it was apparent that they
were substantially free of aggregation, i.e. the carrier and the actives
remained substantially in place and did not move substantially from one
portion of the film to another.” Id. at col. 28, 1I. 1-9. This first test is not
consistent with the Patent Owner’s interpretation because the test does not
measure the active content with respect to any particular desired dosage.
Further, Patent Owner’s interpretation does not exclude the presence of
agglomerated particles, which is the purpose of the visual appearance test.

The second test involved cutting out “dosage forms” “from random
locations throughout the film” and additively weighing the randomly
selected dosage forms. Id. at col. 28, 1. 10-16. Table 2 shows that with
each additional dosage form, the weight increased by exactly 0.04g. Id. at
col. 28, 11. 19-65. The 588 patent explains that “each component has a
unique density. Therefore, when the components of different densities are
combined in a uniform manner in a film, as in the present invention,
individual dosages forms from the same film of substantially equal
dimensions, will contain the same mass.” Id. at col. 29, 11. 3-9. This second
test also is not consistent with the Patent Owner’s interpretation because the

test does not measure the active content with respect to any particular
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desired dosage. Rather, the second test is directed towards comparing the
active content at various locations on the same film.

The third test involved dissolving “individual doses” and testing for
the amount of active in films of particular size. Id. at col. 29, 1l. 10-12. The
’588 patent states that “[t]his demonstrates that films of substantially similar
size cut from different locations on the same film contain substantially the
same amount of active.” Id. at col. 29, 11.-13-15. Although the third test
determines the actual amount of active within a dosage sized film, the third
test also is not consistent with Patent Owner’s interpretation because the test
does not measure the active content with respect to any particular desired
dosage. Rather, the third test is directed towards comparing the active
content at various locations on the same film. .

Accordingly, we conclude that the term “uniform” in the claims is not
directed to uniformity as compared to a particular FDA dosage as proposed
by Patent Owner, but rather non-agglomerated and evenly dispersed active
content for any area of a given film.

This claim interpretation is more consistent with the Examiner’s
interpretation of the phrase “unit of film,” with which the Patent Owner
agrees. App. Br. 17. The Examiner determined that the phrase “unit of
film” was broad, but definite, and indicated that “[i]t could be a roll of
finished film, it could be a standard area of dried film before being cut, or it
could be a dosage unit. Any size can be a unit.” RAN 11.

Further, we agree with the Examiner that, while the term “uniform”
appears definite in light of the *588 patent, we are not instructed as to the

scope to which a film may be “substantially uniform.” We are not provided
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a degree of agglomeration or an amount of unevenly dispersed active
material for which the film would still be acceptable. Considering that the
second, additive-weight-based test shows only complete uniformity, with no
additional films weighing more or less than exactly 0.04g, we are not
instructed as to what deviation in weight would be considered “substantially
uniform.” Further, we are not provided the results of the dissolution test as
evidence of a range of acceptable uniformity.

Words of degree may lack precision, but they do not necessarily
render a claim indefinite. Seattle Box Co., Inc. v. Indus. Crating & Packing,
Inc., 731 F.2d 818, 826 (Fed. Cir. 1984) (A term of degree is definite if the
specification “provides some standard for measuring that degree. . . . that is,
whether one of ordinary skill in the art would understand what is claimed
when the claim is read in light of the specification.”). As discussed above,
under the proper interpretation of the term “uniform,” the *588 patent
provides no standard or guidance by which the term “substantially” can be
measured or determined. Nor is there any intrinsic and/or extrinsic evidence
relied upon by Patent Owner to show that such term has a known meaning in
the art. Thus, we agree with the Examiner that such relative expression,
amenable to any number of plausible claim constructions, is deemed
indefinite within the meaning of 35 U.S.C. § 112, second paragraph.

Ex parte Miyazaki, 89 USPQ2d 1207, 1211 (BPAI 2008) (“[During
prosecution of a patent application,] if a claim is amenable to two or more
plausible claim constructions [upon giving it the broadest reasonable
interpretation consistent with the Specification], the USPTO is justified in

requiring the applicant to more precisely define the metes and bounds of the
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claimed invention by holding the claim unpatentable under 35 U.S.C. § 112,
second paragraph, as indefinite.”); see also In re Morris, 127 F.3d 1048,
1056 (Fed. Cir. 1997) (“It is the applicants’ burden to precisely define the
invention, not the PTO’s. See 35 U.S.C. § 112,92 . ... [Tlhis section puts
the burden of precise claim drafting squarely on the applicant.”).

Since we are unable to determine an acceptable degree of
agglomeration or degree of uniformity for any area of a given film to be
considered “substantially uniform,” we decline to reach the question of
whether the 588 patent provides written descriptive support and an enabling
disclosure under 35 U.S.C. § 112, first paragraph. In re Wilson, 424, F.2d
1382, 1385 (CCPA 1970); In re Steele, 305 F.2d 859, 862 (CCPA 1962).
However, we will address the propriety of the certain prior art rejections
maintained by the Examiner for the sake of administrative and judicial
efficiency because we need not understand the exact scope of “substantially
uniform” to resolve certain prior art rejections and/or can give a certain
conditional interpretation of “substantially uniform” to resolve certain prior
art rejections as is readily apparent from the discussions below. See, e.g.,
Ex parte Saceman, 27 USPQ2d 1472, 1474 (Bd. Pat. App. & Int. 1993);

Ex parte Ionescu, 222 USPQ 537, 540 (Bd. Pat. App. & Int. 1984).

REJECTIONS BASED ON CHEN
Claims 192 and 193 stand rejected under 35 U.S.C. § 102(b) as being
anticipated by Chen.” Claim 1 and the claims that depend therefrom stand

3 WO 00/42992, published July 27, 2000, naming Li-Lan Chen et al. as
inventors.

11
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rejected under 35 U.S.C. § 102(b) as anticipated by or, in the alternative,
under 35 U.S.C. § 103(a) as obvious over Chen, either alone or view of
additional prior art.* Patent Owner does not argue for the separate
patentability of any dependent claims. Accordingly, the dependent claims
stand or fall with claim 1.

Patent Owner contends that Chen fails to disclose a step of removing
the polar solvent “by exposing the matrix to a temperature greater than the
degradation temperature of said therapeutic active composition,” as recited
in claim 1.> Patent Owner argues that Chen teaches away from drying a film
at a temperature above the degradation temperature of the therapeutic active
composition. PO App. Br. 25-27. Patent Owner relies on the statement in
Chen that the film is “dried under aeration at a temperature between 40-
100°C so as to avoid destabilizing the agents contained within the
formulation.” Id. at 27; Chen, p. 15, 1. 19-29. Patent Owner argues that by
this statement “Chen says such temperatures should be avoided” and that
“Chen is concerned about keeping the temperature low to avoid destabilizing

active agents.” App. Br. 26 and 27.

* Other additional art combined with Chen includes Le Person (Le Person,
et al., “Near infrared drying of pharmaceutical thin films: experimental
analysis of internal mass transport,” Chem. Eng. Processing, Vol. 37,

pp. 257-263 (1998)), Bernstein (US 5,656,297, issued August 12, 1997),
Staab (US 5,393,528, issued February 28, 1995) and Hijiya (US 4,562,020,
issued December 31, 1985).

> Patent Owner does not present separate the arguments with respect to
claims 1, 192, and 193. However, only claim 1 includes a requirement that
the temperature be greater than the degradation temperature of the
therapeutic active composition.

12
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We disagree with Patent Owner that Chen’s statement suggests that
higher temperatures “should be avoided” or “keeping the temperature low.”
Rather, Chen teaches a temperature range in order “to avoid destabilizing the
“agents contained within the formulation.” Chen, p. 15, 1l. 28-29. We
disagree with Patent Owner that this statement wbuld have suggested the
skilled artisan limit the drying temperature to any particular temperature
within the recited range of 40-100°C, provided that the film does not, in fact,
result in degraded active ingredients. Thus, we find this statement in Chen
consistent with the 588 patent. See *588 patent, col. 12, 11. 33-43.

Moreover, we agree with the Examiner that the skilled artisan would
“have optimized Chen’s drying Step by using as high a drying temperature as
possible within Chen’s disclosed the range of 40-100°C without
destabilizing the active agent becausé temperature is a results-effective
variable with respect to active agent destabilization as taught by Chen; and
so as to dry Chen’s film as quickly as possible.” RAN 28-29 and 74. We
note that the example in Chen of drying for only 9 minutes (Chen, p. 17,
11. 13-15) is consistent with the description in the *588 patent of “drying the
film within about 10 minutes or fewer.” *588 patent, col. 7, 1. 33-35; see
RAN 74. Patent Owner has not persuasively rebutted the Examiner’s
rationale as to the skilled artisan’s reasonable optimization of temperatures
within the range disclosed in Chen.

With respect to all of the claims on appeal, Patent Owner contends
that Chen fails to disclose a film having a “substantially uniform content of
therapeutic active composition per unit of film.” According to Patent

Owner, Chen does “not indicate or establish that the substantially uniform
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content of the components is such that, for example, the amount of the active
in individual dosage units varies by no more than 10% with respect to the
desired/label amount for a particular film.” App. Br. 28. Patent Owner
argues that “[t]he actual degree of uniformity must be established through a
determination of the actual amount of therapeutic active in at least samples
of dosage units, which Chen does not disclose.” Id. at 28 and 31-32. Patent
Owner further argues that Figure 5 of Chen demonstrates that “in six
instances the amount of active released from Chen’s films is greater than
110% of the expected/desired amount.” Id. at 30; Reb. Br. 5-6.

Initially, we note that Patent Owner’s arguments substantially rely on
Patent Owner’s proposed claim interpretation which emphasizes uniformity
with respect to a FDA-recognized dosage. For example, Patent Owner
emphasizes a lack of evidence to support that the films of Chen are
inherently within 10% of a recognized FDA dosage. Reb. Br. 5-6 Also,
Patent Owner’s arguments with respect to Figure 5 are exclusively related to
release of an amount of active being more than 110% of “an
expected/desired amount of pharmaceutical active for that drug.” Reb. Br. 5.

We did not adopt the Patent Owner’s proposed claim interpretation for
the reasons discussed above and determine that the term “uniform content of
therapeutic active composition” means non-agglomerated and evenly
dispersed active content for any area of a given film, with the qualifier
“substantially” expanding the scope to encompass some undefined
agglomeration or some undefined degree of unevenly dispersed active
material to also be acceptable. Accordingly, we do not find Patent Owner’s

arguments, including those regarding the release data over time in Figure 5

14
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of Chen, to be compelling of a lack of uniformity. Figure 5 does not suggest

agglomerated or unevenly dispersed active content for any area of a given

film. Figure 5 merely indicates that different amounts of active material

releases from the Chen films at various times, which is not shown to be an

indicator that the active material is agglomerated or unevenly dispersed.
'We agree with the Examiner that there is sufficient evidence to find

that Chen inherently discloses a film with a substantially uniform content of

therapeutic active composition per unit of film. RAN 21, 69-73, and 75.

In a case such as this where patentability rests upon a property of the
claimed material not disclosed within the art, the PTO has no reasonable
method of determining whether there is, in fact, a patentable difference
between the prior art materials and the claimed material. Therefore, where
the claimed and prior art products are identical or substantially identical, or
are produced by identical or substantially identical processes, the PTO can
require an applicant to prove that the prior art products do not necessarily
possess the characteristics of his claimed product. In re Spada, 911 F.2d
705, 708 (Fed. Cir. 1990); In re Best, 562 F.2d 1252, 1255 (CCPA 1977).
However, the initial burden of presenting a case of unpatentability remains
with the Requester and Examiner. If that burden is met, only then does the
burden of coming forward with evidence or argument shift to the Patent
Owner. See In re Oetiker, 977 F.2d 1443, 1445 (Fed. Cir. 1992).

Although Patent Owner argues that the drying process of Chen is a
conventional drying method that is distinguishable from the drying process

of the *588 patent (App. Br. 29; Reb. Br. 14-15), we find that Chen describes

15
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a substantially identical process to that described in the 588 patent. RAN
70 and 75.

Claim 1 does not recite any particular film drying steps. The evidence
does not support Patent Owner’s contention that the processes disclosed in
Chen and in the *588 patent are clearly distinguishable. The *588 patent
describes its drying process generally and does not clearly identify how a
drying step can vary from a conventional drying process and avoid
agglomerations of the active ingredients. For example, the ’588 patent states
that agglomerations form from “conventional drying methods such as a
high-temperature air-bath using a drying oven, drying tunnel, vacuum drier,
or other such drying equipment.” However, the description of non-
agglomerating drying methods in the *588 patent does not clearly distinguish
such drying equipment. See col. 14, 11. 13-14 (“the inventive process is not
limited to any particular apparatus for the above-described desirable
drying.”). The ’588 patent is not limited to any particular drying methods
but rather includes a variety of drying methods. Id. col. 7, 1l. 6-25; col. 25,
1. 15-16 (“When a controlled or rapid drying process is desired, this may be
through a variety of methods.”). The only process clearly distinguished by
the *588 patent is “uncontrolled air currents, either above or below the film”
which “can create non-uniformity in the final film product.” Id., col. 7,

11. 19-21; see also col. 6, 11. 50-61; col. 12, 11. 47-57 (“The films are
Controllably dried to prevent aggregation and migration of components, as
well as preventing heat build up within.”); col. 10, 1. 67-col. 11, 1. 4; col. 13,
11. 13-15; col. 25, 11. 2-8. The 588 patent does not exclude top air flow

(id at col. 11, 11. 6-23) nor does the *588 patent require bottom directed
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drying, since it only describes this process as either exemplary or preferable.

See id. at col. 6, 11. 53-58; col. 7, 11. 6-8; col. 12, 11. 56-57; col. 25, 11. 22-23.
Chen describes a process in which a film is dried in a “drying oven

with aeration controller” as illustrated in Figure 2. Chen, p. 6, 1. 2. Figure 2

is reproduced below.

oy MIXING AND DEGASSING TANK B

< DIE CUTIING 13
DRYING OVEN WITH
AERATION CONTROLLER 11 ()
e QUICK DISSOLVING § QUICK DISSOLYING INTRAORAL
INTRARAL. FILM 12 ) UNIT DOSE 14
e
T U U U 2 i~/

L >/ |
o=

COATING SLOT WITH &»PQLYESTER BACKING BELT 10
THICKNFSS CONTROIFR G

FIG.2

Figure 2 depicts a schematic of a manufacturing process for a dosage
unit. Chen, p. 5,1 31-p. 6,1. 3.

Figure 2 shows that at the initial drying stage, air currents are not
directed onto the top of the film. Thus, we find that Chen teaches controlled
drying and avoiding air currents directed onto the top surface of a film. The
drying process of Chen is not sufficiently distinguished from the general

drying method of the *588 patent.
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Patent Owner’s position is supported by the testimony of Dr. Rounds,®
who testifies that Chen uses “a high presence of air flowing over the
surface(s) of the wet film product” and that “uneven air currents flow]ing]
over the wet film surface . . . can cause disruption of the fluid matrix and the
components held therein, causing compositional non-uniformity of active
content in the final, resulting film product.” Rounds Decl. § 16. We give
little weight to Dr. Rounds’ testimony because neither the “hot air
circulating oven” nor the controlled air flow of Chen is distinguished from
the equipment of the 588 patent. Dr. Rounds does not address Figure 2
which appears to show air diverted from the wet film surface consistent with
the requirement for “controlled drying” in the *588 patent.

Moreover, the Examiner also finds that Chen’s Table 4 describes -
weight per dosage film, thickness, density and water content measurements
with minimal deviation as evidence that substantially uniform content of
therapeutic active is inherent in the films described by Chen. RAN 15 and
71; see Chen p. 20, Table 4. The measured weight per dosage film as
described in Chen is consistent with the additive weight test described in the
’588 patent for determining uniformity. Specifically, the 588 patent states:
“when the components of different densities are combined in a uniform
manner in a film, as in the present invention, individual dosages forms from
the same film of substantially equal dimensions, will contain the same
mass.” ’588 patent, col. 29, 1. 4-9. Because the claims require only a

“substantially uniform” film, which is broader than complete uniformity, but

S Declaration of Rhyta S. Rounds, dated January 9, 2012 and entered into the
record on January 10, 2012 with Patent Owner’s Response (hereinafter
“Rounds Declaration” or “Rounds Decl.”).
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indefinite as to the degree of agglomeration or unevenly dispersed active
material that would still be considered substantially uniform, for the purpose
of applying art to the claims, we find that a weight deviation of + 0.001
satisfies the limitation of “substantially uniform” active content. This
amount is well within the less than 10% Vafiation of active content per film
unit requirement of claim 3.” Patent Owner does not persuasively show a
distinction between the additive weight test of the 588 patent and the
consistent weight measurements of Chen.

Accordingly, the Examiner’s finding of inherency based on the
processes of Chen and the *588 patent being “substantially identical” is
supported by the evidence of record, as well as the Examiner’s finding that
Chen teaches films with consistent weight per unit film. Accordingly, the
burden was properly shifted to Patent Owner to demonstrate that the process
of Chen does not, 1n fact, teach a film having a substantially uniform content

of therapeutic active composition per unit of film.

REJECTIONS BASED ON PEH
Claims 192 and 193 stand rejected under 35 U.S.C. § 102(b) as being
anticipated by or, in the alternative, under 35 U.S.C. § 103(a) as obvious

over Peh,® either alone or in view of additional prior art.’

7 While Patent Owner does not clearly argue the limitation of claim 3
separately from independent claims 1, 192 and 193, we note that Patent
Owner refers to claim 3 in distinguishing the scope over that of claim 1.
App. Br. 23; Reb. Br. 3.

® Kok Khiang Peh et al., “Polymeric Films as Vehicle for Buccal Delivery:
Swelling, Mechanical, and Bioadhesive Properties,” J. Pharm. Pharmaceut.
Sci., Vol. 2, No. 2, pp. 53-61 (1999).
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In affirming the rejection of claims 192 and 193 as anticipated by

Chen under 35 U.S.C. § 102(b) and as unpatentable under 35 U.S.C. § 112,

it is unnecessary to address the additional rejections maintained by the

Examiner for claims 192 and 193. See In re Gleave, 560 F.3d 1331, 1338

(Fed. Cir. 2009) (holding that obviousness rejections need not be reached

upon affirming a rejection of all claims as anticipated).

of:

SUMMARY

For the reasons discussed above, we affirm the Examiner’s rejections

. Claims 1-24, 75, 78, 81, 84, 87, 90, 93, 96, 99, 102, 105, 106, 111-

132, 177, 178, 183, 186, 189, 192, and 193, under 35 U.S.C. § 112,
as being indefinite; -

. Claims 25-28, 30-33, 35, 36, 40, 42-53, 55-58, 60, 61, 65, 67-74,

76, 77,79, 80, 82, 83, 85, 86, 88, 89, 91, 92, 94, 95, 97, 98, 100,
101, 103, 104, 107-110, 133-139, 141-143, 155-161, 163-165, 179-
182, 184, 185, 187, 188, 190-193 under 35 U.S.C. § 102(b) as
being anticipated by Chen;

. Clamms 1-3, 5-8, 10, 11, 15, 17-24, 75, 78, 81, 84, 87, 90, 93, 96,

99, 102, 105, 106, 111-117, 119-121, 177, 178, 183, 186, and 189
under 35 U.S.C. § 102(b) as anticipated by or, in the alternative,
under 35 U.S.C. § 103(a) as obvious over Chen;

. Claims 4, 14, 29, 39, 54, 64, 118, 140, and 162 under 35 U.S.C.

§ 103(a) as being unpatentable over Chen,

. Claims 1, 122-132, 144-154 and 166-176 under 35 U.S.C. § 103(a)

as being unpatentable over the combination of Chen and Le
Person;

. Claims 2, 5, 8,9, 12, 15, 16, 18, 34, 37, 41, 59, 62, 66, 84, 99, 113,

and 121 under 35 U.S.C. § 103(a) as being unpatentable over the
combination of Chen and Bernstein;

9 Other additional art combined with Peh includes Le Person, Staab, Chen,
Strobush (U.S. 5,881,476, issued March 16, 1999), Bernstein, and Hijiya.
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7. Claims 13, 14, 17, 38, 39, 42, 63, 64 and 67 under 35 U.S.C.
§ 103(a) as being unpatentable over Chen in combination with
Staab or Hijiya;
8. Claims 2, 5, 8, 15, 84, 99 and 113 under 35 U.S.C. § 103(a) as
being unpatentable over the combination of Chen and Hijiya.
For the reasons discussed above, we do not reach the Examiner’s
rejections based on 35 U.S.C. § 112, first paragraph, or the Examiner’s
rejections based on the teachings of Peh alone or in view of additional prior

art.

TIME PERIOD FOR RESPONSE

In accordance with 37 C.F.R. § 41.79(a)(1), the “[p]arties to the
appeal may file a request for rehearing of the decision within one month of
the date of: . . . [t]he original decision of the Board under § 41.77(a).” A
request for rehearing must be in compliance with 37 C.F.R. § 41.79(b).
Comments in opposition to the request and additional requests for rehearing
must be in accordance with 37 C.F.R. § 41.79(c) & (d), respectively. Under
37 C.F.R. § 41.79(e), the times for requesting rehearing under paragraph (a)
of this section, for requesting further rehearing under paragraph (d) of this
section, and for submitting comments under paragraph (c) of this section
may not be extended.

An appeal to the United States Court of Appeals for the Federal
Circuit under 35 U.S.C. §§ 141-144 and 315 and 37 C.F.R. § 1.983 for an
inter partes reexamination proceeding “commenced” on or after
November 2, 2002 may not be taken “until all parties’ rights to request
rehearing have been exhausted, at which time the decision of the Board is

final and appealable by any party to the appeal to the Board.” 37 CFR.
21
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§ 41.81. See also MPEP § 2682 (8th ed., Rev. 7, July 2008). In the event
neither party files a request for rehearing within the time provided in

37 C.F.R. §41.79, and this decision becomes final and appealable under
37 C.F.R. § 41.81, aparty seeking judicial review must timely serve notice

on the Director of the United States Patent and Trademark Office. See
37 C.F.R. §§90.1 and 1.983.

AFFIRMED

ak

PATENT OWNER:

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

THIRD-PARTY REQUESTER:

McCarter & English, LLP
265 Franklin Street
Boston, MA 02110
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The United States Patent and Trademark Office

PATENT TRIAL AND APPEAL BOARD

Appeal No: 2014-007,671
DANIELLE L. HERRITT Appellant: DANIELLE L. HERRI TT(3RD.PTY.REQ.), BIO
MCCARTER & ENGLISH LLP, Reexam Control No: DELIVERY SCIENCE INTERNATIONet al.
265 FRANKLIN STREET Hearing Room: 95/002,170
BOSTON, MA 02110 Hearing Docket: B
Hearing Date: A
Hearing Time: Wednesday, November 05, 2014
Location: 01:00 PM

Madison Building - East Wing
600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:
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1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at
http://www.uspto. ,qov/patents/procéss/ file/efs/

2. Facsimile transmitted to: The USPTO Central fax number (official copy): (571) 273-8300
and the PTAB Hearing fax number (courtesy copy): (571) 273-9797.

3. By mail at the PTAB mailing address: Patent Trial and Appeal Board
. United States Patent and Trademark Office
P.O. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

&) I previously filed my oral hearing request pursuant to 37 C.F.R. § 41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 CF.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted. “

CHECK ONE:

K) IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection.
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected:

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Request: ELMO Projector
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Danielle L. Herritt 43,670

Typed or Printed Name of Attorney/Agent/Appellant Registration No.
() PATENT OWNER 3 THIRD PARTY REQUESTER

/Danielle L. Herritt/ October 2, 2014
Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage http://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Patent Owner

HOFFMANN & BARON LLP
6900 JERICHO TURNPIKE
SYOSSET,NY 11791
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United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uSplo.gov
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Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D

Syosset, NY 11791

ART UNIT I PAPER NUMBER |
3991
MAIL DATE | DELIVERY MODE I
09/16/2014 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.

PTOL-90A (Rev. 04/07)
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing Third Party
Requester’s Confirmation of Attendance at Oral Hearing was served on
October 2, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: _ /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Third Party Requester

MEL1 18985971v.1
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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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The United States Patent and Trademark Office

ERTTRIAL AND APPEAL BOARD
N HIKEAL A AEPTAL DU

Appeal No: 2014-007,671
HOFFMANN & BARON LLP Appellant; MONOSOL RX, LLC(OWNER), et al.
6900 JERICHO TURNPIKE Reexam Control No: 95/002,170
SYOSSET, NY 11791 Hearing Room: B
Hearing Docket: A
Hearing Date: Wednesday, November 05, 2014
Hearing Time: 01:00 PM
Location: Madison Building - East Wing

600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:

1. PREFERRED: Via the USPTO Electronic Filing System (EFS) at

http://www. uspto.gov/patents/process/file/efs/
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2. Facsimile transmitted to: The USPTO Central fax number (official copy): (571) 273-8300
and the PTAB Hearing fax number (courtesy copy): (571) 273-9797.

3. By mail at the PTAB mailing address: Patent Trial and Appeal Board
United States Patent and Trademark Office
P.0. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

HECK ONE:
§§l previously filed my oral hearing request pursuant to 37 C.F.R. § 41.73(b).

) I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.
§ 41.73(d). A request for oral hearing and the fee set forth in 37 C.F.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted.

CHECK ONE:
IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:

Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellany)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the
total number of participating and observing attendees if more than three are expected: _&

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the '‘Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Aooinunar Ckricipant (Micnagr T. CHAkANSAY (R&.No. 3/ 600>
ﬁE@UE&TZ USEOF R ELMO PRAJECTYR & AV EQUIPHET TV DispiaY
POWER POINT SLIDSS WrTH UsR CONNETTT)p)

Dani€l A. ScorAa® 1R, 29 858

Typed or Printed Name of Attorney/Algent/Appellant ) Registration No.
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N PATENT QWNER () THIRD PARTY REQUESTER
V7. % 9/2/)es
Sigrhtire's 2 ey/Agent/Appellant Date

additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Third Party Requester

DANIELLE L. HERRITT
MCCARTER & ENGLISH LLP,
265 FRANKLIN STREET
BOSTON, MA 02110
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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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CERTIFICATE OF FIRST CLASS SERVICE

It is certified that a copy of the foregoing Patent Owner’s Confirmation of
Attendance at Oral Hearing was served, by first class mail, postage prepaid, on
September 22, 2014, in its entirety on the Respondent, Third Party Requester
(Respondent) as provided in 37 CFR § 1.903, 37 CFR § 1.248 and 37 C.F.R.

§ 41.73(b) at the address below.

DANIELLE L. HERRITT
McCARTER & ENGLISH LLP

265 FRANKLIN STREET

BOSTON, MASSACHUSETTS 02110

/Michael 1. Chakansky/

Michael I. Chakansky

Registration No.: 31,600

Attorney for the Patentee/Appellant
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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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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. |
95/002,170 09/10/2012 7897080 117744-00023 6418
23869 7590 09/16/2014 | |
EXAMINER
Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D
Syosset, NY 11791
| ART UNIT | PAPER NUMBER |
3991
| MAIL DATE | DELIVERY MODE |
09/16/2014 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.
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The Umf&d Sfcﬁes :amem and mdemark Ofﬁce

Appeal No: 2014-007,671
DANIELLE L. HERRITT Appellant: DANIELLE L. HERRI TT(3RD.PTY.REQ.), BIO
MCCARTER & ENGLISH LLP, Reexam Control No:  DELIVERY SCIENCE INTERNATIONet al.
265 FRANKLIN STREET Hearing Room: 95/002,170
BOSTON, MA 02110 Hearing Docket: B
Hearing Date: A
Hearing Time: Wednesday, November 05, 2014
Location: 01:00 PM

Madison Building - Fast Wing
600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:
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1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at
hitp://www.uspto.gov/patents/process/file/efs/

2. Facsimile transmitted to: The USPTO Central fax number (official copy): (§71) 273-8300
and the PTAB Hearing fax number (courtesy copy): (5871) 273-9797.

3.By mail at the PTAB mailing address: Patent Trial and Appeal Board
United States Patent and Trademark Office
P.0. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

() I previously filed my oral hearing request pursuant to 37 C.F.R. §41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 C.F.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted.

CHECK ONE:

() IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected:

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in
the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:
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Typed or Printed Name of Attorney/Agent/Appellant Registration No.

() PATENT OWNER () THIRD PARTY REQUESTER

Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage http://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Patent Owner

HOFFMANN & BARON LLP
6900 JERICHO TURNPIKE
SYOSSET, NY 11791
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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. |
95/002,170 09/10/2012 7897080 117744-00023 6418
23869 7590 09/16/2014 | |
EXAMINER
Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D
Syosset, NY 11791
| ART UNIT | PAPER NUMBER |
3991
| MAIL DATE | DELIVERY MODE |
09/16/2014 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.
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The Umf&d Sfcﬁes :amem and mdemark Ofﬁce

Appeal No: 2014-007,671
HOFFMANN & BARON LLP Appellant: MONOSOL RX, LLC(OWNER), et al.
6900 JERICHO TURNPIKE Reexam Control No: 95/002,170
SYOSSET, NY 11791 Hearing Room: B
Hearing Docket: A
Hearing Date: Wednesday, November 05, 2014
Hearing Time: 01:00 PM
Location: Madison Building - Fast Wing

600 Dulany Street, 9th Floor
Alexandria, Virginia 22313-1450

NOTICE OF HEARING
RESPONSE REQUIRED WITHIN 21 DAYS

Your attention is directed to 37 CFR § 41.73. The above identified appeal will be heard by
the Patent Trial and Appeal Board on the date indicated. Hearings will commence at the time set,
and as soon as the argument in one appeal is concluded, the succeeding appeal will be taken up.
The time allowed for argument is 30 minutes for each appellant or respondent who has
requested an oral hearing, unless additional time is requested and approved before the argument
commences. As the hearing relates to an appeal of a reexamination, the hearing will be open
to the public.

Pursuant to § 41.73(d), if any other party to the appeal desires to participate in the oral
hearing, but did not request an oral hearing pursuant to § 41.73(d), i.e., within two months after
the mailing date of the Examiner's Answer, then this other party will be permitted to participate
in the hearing by filing a separate request for oral hearing and the fee set forth in 37 C.F.R. §
41.20(b)(3) within 21 DAYS of the mailing date of this Notice, as well as a confirmation of
attendance at the oral hearing.

CONFIRMATION OF ATTENDANCE OR WAIVER OF THE HEARING IS REQUIRED
WITHIN 21 DAYS OF THE MAILING DATE OF THIS NOTICE. Failure to respond will be
treated as a waiver of your request to participate in the oral hearing. If you are no longer
interested in participating in the oral hearing, you must still file a waiver of oral hearing with the
Board. This allows the panel to promptly act on the appeal without waiting for the oral hearing
date.

Confirmation or waiver of the hearing should be indicated by completing the form below and
returning it to the Board. This form may be filed with the Board by any one of the following
three alternative methods:

1.PREFERRED: Via the USPTO Electronic Filing System (EFS) at

http://'www.uspto.gov/patents/process/file/efs
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2. Facsimile transmitted to: The USPTO Central fax number (official copy): (§71) 273-8300
and the PTAB Hearing fax number (courtesy copy): (5871) 273-9797.

3.By mail at the PTAB mailing address: Patent Trial and Appeal Board
United States Patent and Trademark Office
P.0. BOX 1450
Alexandria, Virginia 22313-1450

In all communications relating to this appeal, please identify the appeal by its number.

CHECK ONE:

() I previously filed my oral hearing request pursuant to 37 C.F.R. §41.73(b).

() I am now filing my initial request to participate in the oral hearing pursuant to 37 C.F. R.

§ 41.73(d). A request for oral hearing and the fee set forth in 37 C.F.R. § 41.20(b)(3) are either
attached to this hearing communication or have already been submitted.

CHECK ONE:

() IN-PERSON HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() TELEPHONIC HEARING - ATTENDANCE CONFIRMED (EFS-Web selection:
Confirmation of Hearing by Appellant)

() VIDEO HEARING - ATTENDANCE CONFIRMED (EFS-Web selection: Confirmation of
Hearing by Appellant)

() HEARING ATTENDANCE WAIVED (EFS-Web selection: Waiver of Hearing by
Appellant)

To aid the oral hearings staff in scheduling hearing rooms, please indicate the

total number of participating and observing attendees if more than three are expected:

To aid the judges in determining whether any conflicts exist that may require a recusal, please
list in the 'Comments' section the names of any additional person(s) who will be participating in

the oral hearing. (Upon arrival, all persons presenting arguments must sign in at the Usher's
desk.)

Comments/Special Requests:

Typed or Printed Name of Attorney/Agent/Appellant Registration No.
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() PATENT OWNER () THIRD PARTY REQUESTER

Signature of Attorney/Agent/Appellant Date

The 'Hearings' tab of the PTAB webpage htip://www.uspto.gov/ip/boards/bpai/index.jsp provides
additional information about oral hearings.

Please direct other inquiries to the PTAB Hearings Clerk at 571-272-9797.

cc: Third Party Requester

DANIELLE L. HERRITT
MCCARTER & ENGLISH LLP,
265 FRANKLIN STREET
BOSTON, MA 02110
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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. |
95/002,170 09/10/2012 7897080 117744-00023 6418
23869 7590 07/12/2014 | |
EXAMINER
Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D
Syosset, NY 11791
| ART UNIT | PAPER NUMBER |
3991
| MAIL DATE | DELIVERY MODE |
07/12/2014 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.
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United Siates Patent and Trademark Office

Under Secretary of Commerce for Intellectual Property and
Director of the United States Patent and Trademark Office
P.O. Box 1430

Alexandria, Virginia 22313-1450

wwaw Lspto.gov

HOFFMANN & BARONLLP  Appeal No: 2014-007671

6900 JERICHO TURNPIKE Inter Partes Reexamination

SYOSSET, NY 11791 Control No: 95/002,170
Appellant: 7897080 et al.

Patent Trial and Appeal Board Docketing Notice

Inter Partes Reexamination Control No. 95/002,170 was received from the Technology Center at
the Board on July 08, 2014 and has been assigned Appeal No: 2014-007671.

In all future communications regarding this appeal, please include both the Inter Partes
Reexamination Control Number and the appeal number.

The mailing address for the Board is:

PATENT TRIAL and APPEAL BOARD
UNITED STATES PATENT AND TRADEMARK OFFICE
P.0. BOX 1450
ALEXANDRIA, VIRGINIA 22313-1450

Telephone inquiries can be made by calling 571-272-9797 and referencing the appeal number
listed above.

By order of the Patent Trial and Appeal Board.
JAG

cc: Third Party Requester

DANIELLE L. HERRITT
MCCARTER & ENGLISH LLP,
265 FRANKLIN STREET
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BOSTON, MA 02110
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PTO/AIA/32 (03-13)

Approved for use through 03/31/2013. OMB 0651-0031

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

Under thePaperwork 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)

REQUEST FOR ORAL HEARING BEFORE

THE PATENT TRIAL AND APPEAL BOARD 117744-00023
I hereby certify that this correspondence is being facsimile In re Application of
transmitted to the USPTO, EFS-Web transmitted to the USPTO, or Yang et al. (USPN 7,897,080)
deposited with the United States Postal Service with sufficient Application Number Filed
postage in an envelope addressed to "Commissioner for Patents, P.0. |95/002,170 September 10, 2012
Box 1450, Alexandria, VA 22313-1450" [37 CFR 1.8(a)] For
on June 25, 2014 . | POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE THEREFROM
Signature /Dame”e L. Herntt/ Art Unit Examiner
Typed or printed name Danielle L. Herritt 3991 Alan D. Diamond

Applicant hereby requests an oral hearing before the Patent Trial and Appeal Board in the appeal of the above-identified application.

The fee for this Request for Oral Hearing is (37 CFR 41.20(b)(3)) ¢ 1,300.00

D Applicant asserts small entity status. See 37 CFR 1.27. Therefore, the fee shown above is reduced
by 50%, and the resulting fee is: S

Applicant certifies micro entity status. See 37 CFR 1.29. Therefore, the fee shown above is reduced

by 75%, and the resulting fee is: S
Form PTO/SB/15A or B or equivalent must either be enclosed or have been submitted previously

EI A check in the amount of the fee is enclosed.
EI Payment by credit card. Form PTO-2038 is attached.
D 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. 50-4876

I:I Payment made via EFS-Web.

D A petition for an extension of time under 37 CFR 1.136(b) (PTO/SB/23 or equivalent) is enclosed.
For extensions of time in reexamination proceedings, see 37 CFR 1.550.

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.

lam the

I:l applicant attorney or agent of record D attorney or agent acting under 37 CFR 1.34
Registration number 43,670 Registration number

signature /Danielle L. Herritt/

Typed or printed name Danielle L. Herritt

Telephone Number 617-449-6513
Date June 25,2014

NOTE: This form must be signed in accordance with 37 CFR 1.33. See 37 CFR 1.4 for signature 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 41.20(b)(3). 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-PTO-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.

2. 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.

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 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. 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.

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. 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.

8. 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.

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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Patent No.: 7,897,080
Reexamination No.: 95/002,170
117744-00023

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing Respondent’s Request for
Oral Hearing (PTO/AIA/32) was served on June 25, 2014, by first class mail, directed to the
patent owner at the correspondence address of record for the subject patent at the following

address:
Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791,

By: /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Respondent

MEI 18412323v.1
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Electronic Patent Application Fee Transmittal

Application Number:

95002170

Filing Date:

10-Sep-2012

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM

First Named Inventor/Applicant Name:

7897080

Filer:

Danielle L. Herritt/Maureen Tierney

Attorney Docket Number:

117744-00023

Filed as Large Entity

inter partes reexam Filing Fees

Description Fee Code Quantity Amount Suz-s'l's(t:)l in

Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Petition:
Patent-Appeals-and-Interference:

Request for Oral Hearing 1403 1 1300 1300

Post-Allowance-and-Post-Issuance:

Extension-of-Time:
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o ) Sub-Total in
Description Fee Code Quantity Amount USD($)
Miscellaneous:
Total in USD ($) 1300
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Electronic Acknowledgement Receipt

EFSID: 19406732
Application Number: 95002170
International Application Number:
Confirmation Number: 6418

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM
First Named Inventor/Applicant Name: 7897080
Customer Number: 23869

Filer:

Danielle L. Herritt/Maureen Tierney

Filer Authorized By:

Danielle L. Herritt

Attorney Docket Number:

117744-00023

Receipt Date: 25-JUN-2014
Filing Date: 10-SEP-2012
Time Stamp: 13:49:55

Application Type:

inter partes reexam

Payment information:

Submitted with Payment

yes

Payment Type Deposit Account
Payment was successfully received in RAM $1300

RAM confirmation Number 13453

Deposit Account 504876

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 pﬁiﬁslslng_fg% HIRIT 1

007
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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 . . File Size(Bytes Multi Pages
Document Description File Name ( y V . . 9
Number Message Digest | Part/.zip| (ifappl.)
. . ) 321333
1 Oral Hearing Request - Third Party 080RequestforOralHearing2014 no 5
Requester JUN25.PDF
43fe781ca644ccal4239ba2f398ed58fa230
adec
Warnings:
Information:
5691

o . 080COSforRequestforOralHeari
2 Reexam Certificate of Service ng2014JUN25.PDF no 1

c36aa7cf417168fcc2463514a000816c4d20
76ae

Warnings:

Information:

30054
3 Fee Worksheet (SB06) fee-info.pdf no 2
44af82b34f1a4f2912ed6da07701f202596b)
Warnings:
Information:
Total Files Size (in bytes); 357078

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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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inter Partes Reexamination of Yang et al. Examiner: Alan D. Diamond
U.S. Patent No. 7,897,080 Group Art Unit: 3991
Reexamination Control No. 95/002,170 Confirmation No. 6418

H&B Docket: 1199-26 RCE/CON/REX
Filed: September 10, 2012 M&E Docket: 117744-00023

For: POLYETHYLENE-OXIDE BASED FILMS AND
DRUG DELIVERY SYSTEMS MADE THEREFROM

REQUEST FOR ORAL HEARING

Mail Stop Inter Partes Reexam Certificate of EFS-Web Transmission

Central Reexamination Unit I hereby certify that this correspondence is being transmitted
Commissioner for Patents via the U.S. Patent and Trademark Office electronic filing

U.S. Patent and Trademark Office system (EFS-Web) to the USPTO on June 17, 2014.

P.O. Box 1450

Alexandria, VA 22313-1450 Signed: Michael I. Chakansky /Michael I Chakansky/Reg. No. 31,600

Dear Madame:

Patent owner MonoSol Rx, LLC (Appellant) hereby requests an oral hearing in the above-
captioned proceeding. Appellant considers an oral hearing necessary and desirable for a proper
presentation of its appeal. 37 C.F.R. § 41.73(a). This request is being timely submitted within
two months after the examiner’s answer, which was dated April 25, 2014, and includes a
certification that same was served in its entirety on all other parties to the proceeding.
Authorization is hereby provided to charge the fees due in connection with this submission to

Deposit Account No. 08-2461. 37 C.F.R. § 41.73(b) and 37 C.F.R. § 41.20(b)(3).
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Registration No. 29,855

Michael 1. Chakansky
Registration No. 31,600

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700

Attorneys for the Appellant, Patent Owner
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CERTIFICATE OF FIRST CLASS SERVICE

It is certified that a copy of this REQUEST FOR ORAL HEARING has been

served, by first class mail, postage prepaid, on June 17, 2014, in its entirety on the Respondent,
Third Party Requester (Respondent) as provided in 37 CFR § 1.903, 37 CFR § 1.248 and 37

C.F.R. § 41.73(b) at the address below.

DANIELLE L. HERRITT
McCARTER & ENGLISH LLP

265 FRANKLIN STREET

BOSTON, MASSACHUSETTS 02110

/Michael I. Chakansky/

Michael 1. Chakansky

Registration No.: 31,600

Attorney for the Patentee/Appellant
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EXAMINER

Hoffmann & Baron LLP
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Syosset, NY 11791
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3991 20140530
DATE MAILED:

Please find below and/or attached an Office communication concerning this application or

proceeding.

Commissioner for Patents

The rebuttal brief filed May 27, 2014 by Patent Owner Appellant has been entered.

The rebuttal brief filed May 27, 2014 by Third Party Requester Appellant has been entered.

No further response by the specialist is appropriate. Any further reply/comments by any party will be not be considered, and may
be returned to the party that submitted it. The reexamination proceeding is being forwarded to the Patent Trial and Appeal Board for

decision on the appeal(s).

/Alan Diamond/
Patent Reexamination Specialist
Central Reexamination Unit 3991

PTO-90C (Rev.04-03)
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Control No. Patent Under Reexamination
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Third Party Requester 95/002,170 7897080
. . Examiner Art Unit
Inter Partes Reexamination

Alan Diamond 3991

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

[ (THIRD PARTY REQUESTER'S CORRESPONDENCE ADDRESS) —

Danielle L. Herritt
McCarter & English LLP
265 Franklin Street
Boston, MA 02110

Enclosed is a copy of the latest communication from the United States Patent and Trademark Office
in the above-identified reexamination proceeding. 37 CFR 1.903.

Prior to the filing of a Notice of Appeal, each time the patent owner responds to this communication,
the third party requester of the inter partes reexamination may once file written comments within a
period of 30 days from the date of service of the patent owner's response. This 30-day time period is
statutory (35 U.S.C. 314(b)(2)), and, as such, it cannot be extended. See also 37 CFR 1.947.

If an ex parte reexamination has been merged with the inter partes reexamination, no responsive
submission by any ex parte third party requester is permitted.

All correspondence relating to this inter partes reexamination proceeding should be directed to the
Central Reexamination Unit at the mail, FAX, or hand-carry addresses given at the end of the
communication enclosed with this transmittal.

U.S. Patent and Trademark Office Paper No. 20140530
PTOL-2070 (Rev. 07-04)
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Inter Partes Reexamination of: )
)
US Patent No. 7,897,080 ) Confirmation No.: 6418
)
Named Inventor: Robert K. Yang et al. ) Group Art Unit: 3991
)
Control No.: 95/002,170 ) Examiner: Alan D. Diamond
)
Request Filed: September 10, 2012 ) M&E Docket: 117744-00023
)
Title: POLYETHYLENE OXIDE-BASED ) H&B Docket: 1199-26
FILMS AND DRUG DELIVERY ) RCE/CON/REX
SYSTEMS MADE THEREFROM )
Mail Stop Inter Partes Reexam
Attn: Central Reexamination Unit
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
REBUTTAL BRIEF

BioDelivery Systems, Inc. (“BDSI”) respectfully submits this rebuttal brief
pursuant to 37 CFR 41.66 and 37 CFR 41.71 within one month of the Examiner’s

Answer.

Certificate Regarding Word Count Pursuant to 37 CFR 1.943(c)

I hereby certify that this Brief does not exceed 7,000 words in total length, based on WORD’s
count of the words beginning on page 1 and continuing through the end of the signature page in
this brief.

Signed: Danielle L. Herritt /Danielle L. Herritt/ Reg. No. 43,670 Dated: May 27, 2014
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

INTRODUCTION

In its April 10, 2014 Patent Owner’s Cross-Respondent’s Brief, MonoSol
attempts to demonstrate that the newly-added recitations in the ‘080 patent are
clear, enabled and/or supported by written description. But it does not do so by
relying on the specification. Instead, MonoSol relies on unsupported attorney
argument (see, e.g., Section A below), third party declarations (see, e.g., Section
C), and/or inherency (see, e.g., Section D). In other words, MonoSol has failed to
present any arguments or rely on any evidence relevant to the proposed rejections
under 35 USC 112. And MonoSol’s interpretation of the claims, and in particular
its interpretation of the newly-added recitations, has changed throughout this
proceeding—making it difficult for the Office, and others, to understand how
MonoSol’s amended or new claims relate to, or are supported by, the specification

of the ‘080 patent.

A. Claims Reciting the Term ‘““Suitable for Commercialization...”
Lack Clarity, Written Description, and Enablement.

MonoSol does not address BDSI’s proposed rejections of the ‘080 claims
containing the term “suitable for commercialization and regulatory approval ...
including analytical chemical testing which meets the standards of the U.S. Food

and Drug Administration relating to variation of an active in individual dosage

ME1 17947926v.1
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units” under 35 USC 112. MonoSol instead relies on several irrelevant arguments
based on a mischaracterization of the Examining Panel’s construction of this term.
Nowhere does MonoSol identify the support from the ‘080 specification necessary

to satisfy the requirements of Section 112.

1. MonoSol’s shifting claim construction demonstrates the lack of
clarity of the “suitable for commercialization...” term.

The newly-added claim term “suitable for commercialization ...” is
indefinite. See BDSI March 10, 2014 Appeal Brief in Inter Partes Reexamination
(“Cross-Appeal Brief”), at 14-17, 20-21. By introducing yet another proposed
construction of this added term, MonoSol further demonstrates the lack of clarity

of this term.

a. MonoSol’s current proposed construction is inconsistent
with the Panel’s construction.

In responding to BDSTI’s proposed rejection for lack of clarity, MonoSol
mischaracterizes the Panel’s construction of the “suitable for
commercialization...” term. MonoSol claims “there is only one interpretation set
forth by both the Examiner and MonoSol.” MonoSol’s April 10, 2014 Patent

Owner’s Cross-Respondent’s Brief (“Cross-Respondent’s Brief”), at 12:11-12.

ME1 17947926v.1
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However, as illustrated in the table below, the construction now proposed by

MonoSol is not the Panel’s construction.

“['T]he bright line test for such
suitability is based on performing
analytical chemical tests for uniformity
of content of active, said tests showing a
particular variation of active, for
example, not more than 10%.” RAN at
14:3-5.

“[S]uitability for commercialization and
FDA approval in the context of the
present invention is clearly directed to
maintaining the uniformity of content of
the pharmaceutical active from start to
finish in the manufacture of the
pharmaceutical resulting film.
Moreover, commercialization inherently
requires the ability to mass produce the
films at scale and that film products
from different manufacturing runs will
fall within the FDA uniformity
requirements.” Cross-Respondent’s
Brief at 12:22-13:3.

There are multiple critical differences between MonoSol’s current proposed

construction and the Panel’s construction. For example, the Panel’s construction

does not mention “mass production” or uniformity between “manufacturing runs.”

Neither the Panel’s construction nor the claims mentions “maintaining the
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uniformity of content of the pharmaceutical active” and the Panel’s construction

. . . 1
does not mention “maintaining” at all.

b. MonoSol’s current proposed construction is inconsistent
with its own previously proposed constructions.

In its Cross-Respondent’s Brief, MonoSol proposes a construction that is
inconsistent with previous constructions it proposed during reexamination.
Although MonoSol now argues that the term does not require that all requirements
for FDA approval be met, MonoSol previously argued, in an attempt to distinguish
the prior art, that the term should be construed to require compliance with FDA
requirements. See March 13, 2013 Reply (“Reply-2”) at 66:16-20 (“[BDSI] has
not provided any proof that Chen’s process examples ... will provide a process
suitable for commercial manufacture, a process which produces products which are

regulatory approvable by the FDA...”).

MonoSol criticizes the Clevenger Declaration for “not discussing suitability
for FDA approval and commercialization in connection with maintaining the
uniformity of content in the amount of active.” Cross-Respondent’s Brief at 15:2-5
(emphasis added). This criticism is misplaced. The Panel never defined “suitable

for commercialization ...” in terms of “maintaining” anything.

_4-
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MonoSol’s shifting and inconsistent construction of this term supports,
rather than rebuts, BDSI’s proposed rejection of the “suitable for

commercialization ...” term for lack of clarity under Section 112.

2. Lack of Written Description

MonoSol has not responded in substance to BDSI’s proposed rejection for
lack of written description for the “suitable for commercialization...” term. See
Cross-Respondent’s Brief at 12-15. MonoSol fails to identify any language in the
‘080 specification, examples, figures, or original claims purportedly supporting

this newly-added recitation. See id.

For the sake of completeness, BDSI notes that MonoSol cites a single
sentence from the ‘080 specification as alleged support for this recitation®, which
sentence reads “[o]ther factors, such as mixing techniques, also play a role in the
manufacture of pharmaceutical film suitable for commercialization and regulatory
approval.” ‘080 patent at 3:58-60, quoted in Cross-Respondent’s Brief at 8. This
sentence by no means provides written description of “suitable for

commercialization ...,” in particular in light of the Panel’s construction of this term

g In addition to the preamble, MonoSol also relies on this single sentence as

support for newly-added steps (e) and (f).
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involving a “bright line test ... based on performing analytical chemical tests.” See

RAN at 14:3-5.

3. Lack of Enablement

MonoSol has not responded in substance to BDSI’s proposed rejection for
lack of enablement for the newly-added term “suitable for commercialization ...”.

See Cross-Respondent’s Brief at 12-15.

Instead, MonoSol devotes over three pages of its Cross-Respondent’s Brief
to arguing that BDSI’s interpretation of the Lin Declaration, together with its claim
construction, is “absurd.” Id. at 12-15. But MonoSol has failed to explain why.
For example, BDSI has demonstrated that, when applying the standard outlined in
the Lin Declaration—which mandates compliance with FDA requirements—the
‘080 patent is not enabled. Cross-Appeal Brief at 17-19. In response, MonoSol
disavows its previous proposed construction, and does not explain how the ‘080
specification enables the newly-recited term under any construction. See Cross-
Respondent’s Brief at 12-15.

BDSI’s proposed rejections based upon the newly-added “suitable for
commercialization...” term are proper. The Panel erred by not adopting these

rejections, as this newly-added term is not clear, is not described, and is not
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enabled. MonoSol’s Cross-Respondent Brief does not effectively rebut the lack of
clarity, but demonstrates the lack of clarity by proposing yet another construction

of this term.

B. Claims Reciting the Term ‘“Analytical Chemical Tests” Lack
Clarity and Written Description.

1. Lack of Clarity

MonoSol has not addressed BDSI’s proposed rejection for lack of clarity of
the “analytical chemical tests” term. See Cross-Appeal Brief at 16-19. Instead,

MonoSol repeats and reproduces block quotations of the RAN. /d.

In the quoted passage from the RAN, the Panel found that the difference
between chemical and physical testing is that chemical testing involves “direct
testing for the amount of active.” RAN at 16:24-26 quoted in Cross-Respondent’s
Brief at 17. MonoSol argues that Example M of the ‘080 patent is an example of
analytical chemical testing because Example M describes the use of a
spectrophotometer to measure light absorption, which produces measurements
“directly related to the amount of active present.” Cross-Respondent’s Brief at 19.
But MonoSol does not even say that the Example M testing is “direct testing for
the amount of active.” Accordingly, this passage does not support MonoSol’s

position or justify the Panel’s failure to adopt this rejection.

-7 -

ME1 17947926v.1

DRL - EXHIBIT 1007
DRL098



US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

2. Lack of Written Description

The term “analytical chemical tests” does not appear in the specification, a

point which MonoSol does not dispute. See Cross-Respondent’s Brief at 16-19.

MonoSol quotes several passages from the ‘080 specification, but none
discusses the combination of “analytical” and “chemical” together in the context of
testing for uniformity. Instead of demonstrating how the ‘080 patent provides
written description, MonoSol merely relies upon the Panel’s finding that
“analytical chemical tests” requires direct testing for the amount of the claimed
pharmaceutical and/or bioactive active. Id. at 17. MonoSol has failed to point out
how the specification conveys to one of ordinary skill in the art this narrow

definition of “analytical chemical tests.” See MPEP 2163.02.

Further, in an attempt to distinguish the prior art, MonoSol argued for a
narrower construction of “analytical chemical tests,” one that excludes visual
inspection and weight measurement. Reply-2 at 53-59. But MonoSol has not
identified a single test in the ‘080 specification that meets its newly-invented

criteria.

Instead, MonoSol only points to the use of a spectrophotometer to test for

the concentration of dye in Example M. See Cross-Respondent’s Brief at 19:4-5.
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But it is undisputed that a dye is not a pharmaceutical or bioactive active, as
claimed. See MonoSol September 3, 2013 Response to ACP, at 66. MonoSol has
not explained how a test for the concentration of a dye would be useful in direct
testing for a pharmaceutical or bioactive active, as claimed. Accordingly,
MonoSol has failed to identify any written description in the ‘080 specification that

supports the Examiner’s non-adoption of BDSI’s proposed rejection.

MonoSol claims that BDSI somehow admits that Example M “provides an
actual example of using a chemical analytical test to determine directly the amount
of active in films made by the ‘080 Patent processes.” See Cross-Respondent’s
Brief at 19. BDSI admitted no such thing. It is unclear how MonoSol can make
such a leap from the quoted language. A sentence stating that measuring active
content would have been obvious does not support—or even suggest—that

Example M of the ‘080 patent provides an example of “analytical chemical tests.”

BDSI’s proposed rejections based upon the newly-added term “analytical
chemical tests” are proper. The Examiner erred by not adopting these rejections,
as this newly-added term is neither clear nor described in the specification. For the

reasons stated above, all claims should have been rejected under Section 112.
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C. Claims Requiring that in a Film “Active...Varies by No More Than

10%” and ““Less than 5%| 2%\1%) 0.5%” Lack Written
Description, Clarity, and Enablement.

1. Lack of Written Description

MonoSol makes no substantive argument challenging BDST’s proposed
rejection based on lack of written description for the recitations that
“active...varies by no more than 10%” and “less than 5%|2%]1%/| 0.5%.” See
Cross-Respondent’s Brief at 19:18-20:2. Instead, MonoSol alleges that BDSI
raised this argument for the first time on appeal. This allegation is not true. BDSI
made this argument during reexamination. Compare Apr. 12, 2013 Comment at
17:3-5 (“In over 100 examples, the ‘080 Patent never demonstrates that any
disclosed method results in a film that satisfies the recited active variation
limitation as determined by analytical chemical testing.”), with Cross-Appeal Brief
at 30:14-17 (“Again, despite over 100 examples and 150 total original pages of
specification, the ‘080 patent discloses no method that results in a film that
satisfied the new variation/uniformity recitation as verified by analytical chemical

testing.”).

Because MonoSol has not substantively addressed this proposed rejection,

BDSI’s arguments are apparently unopposed.

-10 -
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2. Lack of Clarity and Enablement

Although MonoSol purports to substantively challenge BDSI’s proposed
lack of enablement and clarity rejections based on recitations that active varies by
no more than 10% and/or by less than 5%, 2%, 1%, or 0.5%—it does not make any
arguments relevant to these proposed rejections. See Cross-Respondent’s Brief at
19-26. Instead, MonoSol makes three irrelevant arguments: (a) that Chen
allegedly teaches a process for producing films with 30% variation in weight, (b)
that Staab allegedly teaches films that lack uniformity, and (c) that the Declaration
of MonoSol’s expert, Dr. Bogue, exemplifies the use of analytical chemical tests to
show films with uniformity of content in the amount of active. Id. None of these
arguments addresses BDSI’s proposed lack of enablement and clarity rejections.
Neither the teachings of the prior art references nor an expert’s post-grant opinions

cure the lack of enablement and clarity of the claims of the ‘080 patent.

a. Chen does not cure the lack of clarity and enablement of
claimed degrees of active uniformity within a film.

MonoSol argues that Chen teaches that films made according to Chen’s
process have a 30% variation in the amount of active between “separately
manufactured films.” Cross-Respondent’s Brief at 22:2-4. This argument is

irrelevant to the limitations at issue. The limitations at issue do not concern a
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comparison between “separately manufactured films.”> See, e.g., step (f) of claim

1 and step (e) of claim 82.

Further, Chen discloses processes for manufacturing film with the recited
“uniformity of content of said active in substantially equal sized individual dosage
units of said visco-elastic film is such that the amount of the active varies by no
more than 10%.” See Chen Table 4, at 20 (disclosing that the dried film of Chen’s
Example 1, when rounded to two decimal places, as in Table 2 of the ‘080 patent,
1s 0.03 g/ dosage film with a variation of 0%). Moreover, Dr. Reitman confirmed
that film manufactured according to Chen’s Example 7 process featured that
recited uniformity. See Declaration of Dr. Maureen Reitman, Exhibit 2 to Cross-

Appeal Brief (“Reitman Decl.”), at 7.

Most importantly, MonoSol’s premise is flawed. Even if Chen did teach a
manufacturing process that did not result in film with the recited uniformity, such
teaching would not cure the lack of enablement and indefiniteness in the ‘080

patent claims.

The comparison is addressed with respect to the relevant limitation in

section D below.
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b. Staab does not cure the lack of clarity and enablement of
claimed degrees of active uniformity within a film.

Similarly, MonoSol contends that Staab demonstrates film lacking the
recited uniformity. Cross-Respondent’s Brief at 23-24. Again, MonoSol’s
premise is flawed. Whether or not Staab discloses non-uniform films, the claims
of the ‘080 patent reciting the claimed degrees of active uniformity within a film

are still indefinite and not enabled.

Taking one line out of context in its effort to distinguish Staab, MonoSol
extracts an incorrect desired amount of active for Staab. See Cross-Respondent’s
Brief at 23-24. MonoSol then argues that there is a 100% variation from that
incorrect “desired” amount. See id. This is a new argument, which was never
presented to the Panel.” But in any event, any difference with respect to a desired
amount of active is not relevant because the limitation at issue is not directed to

active variation from a desired amount.

MonoSol argues that Staab intended the exemplary film to contain 5% active
(i.e., 9.5 mg)—based on a misreading of the third line in the table on column 11 of

Staab. See Cross-Respondent’s Brief at 23 (relying on the line in Staab

On the contrary, MonoSol argued to the Panel that Staab’s “perfect yield”

was suspect. See Reply-2 at 69 (emphasis omitted).
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“benzalkonium chloride (50% aqueous) ... 10%”). But the sentence that
introduces the relevant example in Staab identifies the intended amount as “19 mg
of benzalkonium chloride.” Staab at 11:24-25. And the following paragraph
confirms that the amount intended was obtained: “[t]his procedure was utilized to
produce two[-]inch square films each containing 19 mg benzalkonium chloride and
about 190 mg in weight.” Id. at 11:49-51. Thus, not only did Staab obtain 19 mg

films, but Staab intended to do so.

According to Staab’s disclosure, the film dosages each contained 10%
active—that is, the same active percentage. And importantly, by only addressing a
difference from an alleged target, MonoSol does not dispute that the active in
Staab’s film varies by no more than 10%, and/or by less than 5%, 2%, 1%, or

0.5%. See Cross-Respondent’s Brief at 23-24.

C. Example M and the declaration of MonoSol’s expert
cannot cure the lack of enablement and indefiniteness of
the claims of the ‘080 patent.

The third irrelevant argument raised by MonoSol, in an attempt to
demonstrate clarity and/or enablement, is based upon an expert declaration
submitted during the reexamination proceeding. Specifically, MonoSol relies upon

the March 13, 2013 Declaration of Dr. Bogue to somehow support the Panel’s non-
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adoption of this rejection. Cross-Respondent’s Brief at 25-26. It is unclear how
this expert declaration providing uniformity data collected after the filing of the

‘080 patent could establish clarity or enablement.

Neither does MonoSol’s reliance on Example M provide clarity and/or
enablement for the multiple different degrees of uniformity of active claimed. See,
e.g., independent claims 1, 82, 315, and 318. Example M does not include a
pharmaceutical and/or bioactive active and thus cannot enable the degrees of such

active uniformity claimed.

For the reasons set forth in BDSI's Cross-Appeal Brief, the Panel erred by

not adopting these rejections, as this newly-added term is not clear and is not

enabled.

D. Claims Reciting the Term ‘“‘Repeating Steps (a) Through (e) to
Form Additional Resulting Films...” Lack Written Description,
Enablement, and Clarity.

After MonoSol amended two of its claims to include a new step, step (f),
wherein other methods steps are repeated to form additional films such that the
active content in the resulting film and the additional films varies no more than

10% from the desired amount (see claims 82 and 315), BDSI properly raised
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Section 112 rejections. This new step is not described anywhere in the ‘080

specification.

1. Lack of Written Description and Enablement

MonoSol neither addresses BDSI’s proposed rejections nor demonstrates
how the Panel’s non-adoption is proper. Instead, MonoSol relies on irrelevant

arguments that do not address written description and enablement.

a. MonoSol fails to demonstrate written description or
enablement.

In an attempt to demonstrate written description and enablement, MonoSol
cites a single passage from the background of the ‘080 specification. Cross-
Respondent’s Brief at 27. The passage reads: “[c]urrently, as required by various
world authorities, dosage forms may not vary more than 10% in the amount of
active present. When applied to dosage units based on films, this virtually
mandates that uniformity in the film be present.” ‘080 patent at 2:42-46, quoted in
Cross-Respondent’s Brief at 27. But this passage provides neither written
description nor enablement for the “repeating” term, which includes the
requirement that the resulting films and the additional films vary no more than
10% from the desired amount of active as indicated by analytical chemical tests.

See ‘080 claims 82 and 315 at step (f).
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MonoSol does not dispute BDSI’s argument that there is no support in the
‘080 patent for a method that achieves one variation percentage within a resulting
film, and second variation percentage between resulting films. See Cross-Appeal
Brief at 34. This appears to be a post-grant idea.

Further, with respect to the lack of enablement, MonoSol cites part of claim
1 to somehow address the problem of maintaining uniformity. Cross-Respondent’s
Brief at 27-28 (“Moreover, the pending claims do enable by addressing the
problem of maintaining uniformity. For example, claim 1 recites, inter alia,
casting a flowable polymer matrix...”). With respect to enablement, MonoSol
insists “No more is required.” Id. at 28:7.

As an initial matter, claim 1 does not include the “repeating” step, which is
the subject matter of this proposed 35 USC 112 rejection. Therefore, it is unclear
how claim 1 enables this element or how, in MonoSol’s words, “[n]o more is
required.” Specifically, if MonoSol’s arguments or conclusion were true, then
MonoSol has conceded that any prior art reference that discloses the claimed steps,
such as Chen, is enabled and anticipates or renders obvious MonoSol’s claims. In
any event, as claim 1 does not enable this repeating step, MonoSol has failed to

provide any explanation of why its claims are enabled.
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As another irrelevant argument with respect to lack of enablement and
written description, MonoSol appears to suggest that written description or
enablement is not needed as it is inherent to its disclosure. Specifically, MonoSol
states:

Because the ‘080 Patent discloses processes which are suitable

for commercialization, including scaling up and reproducibility,

it is inherent that the process provides the same degree of

uniformity in amount of active in dosage units produced from

one manufacture of a resulting film to another manufacture of a

resulting film and that the resulting films would be tested and

should fall within the stated degree of uniformity.
Cross-Respondent’s Brief at 28:13-18. As an initial matter, it is unclear how
written description or enablement can be “inherent,” and MonoSol fails to cite any
authority for this proposition.

Further, this passage contains two apparent admissions. First, MonoSol
appears to admit that any prior art reference that discloses the claimed materials
and steps, such as Chen, inherently discloses the recited desired uniformity results
between different manufacturing runs. Second, MonoSol appears to concede that

the “analytical chemical testing” step implied in step (f) can be satisfied by

performing the operative film-making process steps, without conducting an actual
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analytical test. This is directly contrary to other arguments MonoSol has made.
See, e.g., MonoSol’s March 10, 2014 Appeal Brief at 17:9-11 (“Only by analytical
chemical testing is it possible to determine the actual amount of active present and
hence whether uniformity of active content has been maintained during processing.

This is the essence of the ‘080 Patent claims.”).

b. Chen does not cure the lack of written description and
enablement of claimed active uniformity of separately
manufactured films as compared to a target.

MonoSol suggests that the newly-added “repeating” step is somehow
enabled or described by the prior art Chen reference or the declaration of Dr.
Reitman. Cross-Respondent’s Brief at 27-28. This cannot be true. Prior art
references and post-grant declarations do not provide written description or

enablement for newly-added recitations to patents.

While more relevant to claims requiring separately manufactured films,
MonoSol’s misleading comparison of active in the Chen and Reitman films (see
Cross-Respondent’s Brief at 22:2-4) remains irrelevant to written description and
enablement of those claims. MonoSol assumes a non-existent specific desired
dosage weight for Chen’s Example 7—in its effort to distinguish Chen. See Cross-

Respondent’s Brief at 20-22. But Chen does not identify a desired dosage weight
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for Example 7. On the contrary, Chen explains that “[t]he size of the film may be
varied according to the dosage required.” Chen at 16:5-6. Chen notes that “[t]he
dosage form was 25-250 mg in various, shapes, sizes, and thicknesses.” Chen at

17:18-19. In short, there is no basis for MonoSol’s direct dosage weight

comparison.

As a result, the only legitimate basis for comparison is the target active
percentage, as recited in the limitation at issue. See, e.g., ‘080 claims 82 and 315
at step (f). Chen discloses that the Example 7 coating solution includes 3.71%
oxybutynin and 70.72% water. See Chen at 21:5-17, Table 5. Chen discloses that,
after drying, the Example 7 film included 2.32% water. See Chen at 15:5, Table 6.
The Example 7 film thus included 12.38% oxybutynin,” which may be considered

the target oxybutynin percentage.

> compositiong, = (other ingredientsyogion — HoOsotution)+H2Ofiim

= (100 — 70.72) + HyOgyy = 29.28 + HoOg1py
H,Op1m = 0.695 because 2.32% = HyOgim / (29.28 + HyOgi1im)
COmpOSitiongy, =29.28 + 0.695 = 29.975

oxybutynin % = oxybutyning,, / compositiong, = 3.71 /29.975 = 12.38%
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The oxybutynin percentage in each film that Dr. Reitman produced using
Chen’s Example 7 process may be calculated for each sample, using the measured
oxybutynin and the consistent sample weight. See Reitman Decl. {[6-7 (for data).
Dr. Reitman’s samples A-E featured 12.94%6, 12.94%, 12.65%, 12.94%, and
12.06% oxybutynin, respectively. See id. (for data). A comparison of the
oxybutynin dosage percentages calculated from Dr. Reitman’s data to the target
oxybutynin percentage inferred from Chen’s Example 7 shows that Dr. Reitman’s
samples were each within 90 percent and 110 percent of the target (i.e., within
11.14% and 13.61%). Indeed, the available data indicates that Chen’s process
produces film featuring uniformity measures that are similar to those Dr. Bogue
reported for SUBOXONE film lots. In short, Dr. Reitman’s declaration provides
additional objective evidence that film manufactured using Chen’s process features

the active uniformity that MonoSol attempts to rely on to distinguish its claims.

In view of the foregoing, it was improper for the Panel not to adopt BDSI’s
proposed rejections for lack of enablement and written description. MonoSol’s

irrelevant arguments do not change this.

6 4.4 mg oxybutynin / 0.034 g total sample weight (1000 mg /1 g) = 12.94%.
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2. Lack of Clarity

MonoSol has not responded in substance to BDSI’s proposed rejection for
lack of clarity for the “repeating” recitation. See Cross-Respondent’s Brief at 27-
28.

Further, MonoSol’s apparent admission described above—that step (f) can
be satisfied without conducting an actual analytical test—further illustrates
MonoSol’s confusion and the resulting lack of clarity of this recitation. On one
hand, when attempting to distinguish prior art, MonoSol argues that using
analytical chemical tests to determine that the uniformity of active content has
been maintained is the “essence” of the ‘080 patent. MonoSol’s March 10, 2014
Appeal Brief at 17:9-11. On the other hand, when attempting to rebut rejections
under Section 112, MonoSol argues that it is “inherent” that the claimed process
produces uniformity of active content. See Cross-Respondent’s Brief at 28:13-18.
Either the act of analytical chemical testing is the “essence” of the claims or it is
unnecessary. It cannot be both. MonoSol’s inconsistent arguments further

demonstrate the lack of clarity of claims reciting the “repeating” term.
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E. Claims Reciting the Term “‘Rapidly Increasing the Viscosity of Said
Flowable Polymer Matrix” Lack Clarity.

As explained in BDSI’s Cross-Appeal Brief, the newly-added term “rapidly
increasing the viscosity of said flowable polymer matrix” fails to recite any actual
method step and creates ambiguity and confusion in the claims in which it appears.
Cross-Appeal Brief at 35-37. MonoSol does not substantively address this
proposed rejection.

Rather, MonoSol pastes into its Cross-Respondent’s Brief the passage from
the RAN describing the non-adoption of this proposed rejection, without any
further explanation and without identifying any support for the Panel’s decision.
Cross-Respondent’s Brief at 29:10-19. Then, after concluding without explanation
that a case cited by BDSI is distinguishable, MonoSol cites another case for the
proposition that “a comparative term...requires a reference point.” Id. at 29:22-
30:6 guoting Playtex Prods., Inc. v. Procter & Gamble, Co., 400 F.3d 901, 908
(Fed. Cir. 2010). Finally, MonoSol concludes, without explanation, that “[i]n the
instant claim recitation, rapidly’s reference point is ‘within about the first 4
minutes’ of the start of evaporation of the solvent, and is therefore definite.”
Cross-Respondent’s Brief at 30:6-8 (emphasis omitted). But simply referring to
original claim language does not illuminate the meaning of the added claim

language or somehow render it definite.
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Because MonoSol has not substantively addressed this proposed rejection,

BDSI’s arguments are apparently unopposed.

F. Claims Reciting the Term ‘““Controlling Drying ... During Said
Drying Said Flowable Polymer Matrix Temperature is 100°C or
Less” Lack Clarity.

During reexamination, the “controlling drying” step was amended to recite
“controlling drying ... to form a visco-elastic film ... wherein during said drying
said flowable polymer matrix temperature is 100°C or less.” As explained in
BDSI’s Cross-Appeal Brief, it is unclear whether the “100°C or less” recitation
applies only the beginning or throughout the “controlling drying” step and
therefore claims reciting that recitation lack clarity. Cross-Appeal Brief at 37-38.
MonoSol has not substantively disputed this proposed rejection.

Instead, MonoSol quotes the passage of the RAN regarding the non-adoption
of this proposed rejection and then reiterates the Panel’s reasoning.
Cross-Respondent’s Brief at 31:8-13.” MonoSol does not offer support for the
Panel’s finding or dispute any of BDSI’s arguments, instead concluding that the

“claim language makes this clear.” Cross-Respondent’s Brief at 31:17-18.

The relevance of MonoSol’s comment—*“[iJmportantly, the Examiner did

not define visco-elasticity in terms of viscosity” (Cross-Respondent’s Brief at
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Because MonoSol has not substantively addressed this proposed rejection,

BDSI’s arguments are apparently unopposed.

G. (Adopted)
H. The Multiple New Expressions of Desired Variation/Uniformity
Added to Different Steps and Combinations of Steps During

Reexamination Lack Clarity, Written Description, and
Enablement.

MonoSol does not dispute that the ‘080 patent includes no evidence or
verification of uniformity of content of a pharmaceutical and/or bioactive active in
the final step or in any of the intermediate steps where its new recitations require a
specific uniformity. Compare Cross-Appeal Brief at 43 with Cross-Respondent’s
Brief at 34-35. It is true that working examples generally are not required, as
noted correctly in the underlying reexamination. RAN at 21:27-28. But the ‘080
patent’s failure to demonstrate the alleged key point of novelty creates problems in
clarity, written description, and enablement because, in this case, MonoSol argues
that its claims require a higher degree of uniformity than produced by the prior art,
which disclose the same methods using the same materials and reporting the same

uniformity using the same criteria as the instant claims. RAN at, e.g., 82 (finding

31:14)—is unclear. BDSI has not argued that visco-elastic and viscosity are

identical.
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Chen discloses the same methods using the same materials); id. at 77 (finding
Chen achieves uniformity to the same degree using the same criteria set forth in the
‘080 patent). The alleged higher degree of uniformity is neither described nor
demonstrated in the ‘080 patent specification. And it is unclear how the scope of

the claimed methods differs from the methods disclosed in Chen and Staab.

1. Lack of Clarity

First, MonoSol states that “there are two ways to compare the amounts and
both are correct depending upon the circumstance.” Cross Respondent’s Brief at
35. By that statement, MonoSol admits that there are at least two interpretations of
their desired variation recitations. MonoSol’s attorney argument about what
“scientists” would know “depending upon the circumstance” is unsupported by
evidence. See id. Because there are at least two interpretations of the desired
variation recitations—recitations that MonoSol relies upon heavily in its
arguments—claims containing this recitation lack clarity.

Second, MonoSol does not clarify whether the claims require testing with
respect to the new recitations of uniformity in various intermediate steps, and if so,
whether such testing may be analytical, visual or any other methods known in the

art. See Cross Respondent’s Brief at 34-35. This is especially important because
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MonoSol has argued both for and against the criticality of directly measuring the
amount of active.

Third, MonoSol did not clarify what “indicating...” in step (e) means or
requires in the context of the uniformity recited thereafter. Compare Cross-Appeal
Brief at 40:3-8 with Cross-Respondent’s Brief at 34-35.

Finally, MonoSol has failed to point to any description of “additional films”
or “resulting film” or how they relate to any methods or uniformity requirements,
yet they have recited these features. Compare Cross-Appeal Brief at 40:9-18 with

Cross-Respondent’s Brief at 34-35.

2. Lack of Written Description

According to MonoSol, “[t]he ‘080 Patent expressly recognizes the need to
test for uniformity by any and all means at various steps during the manufacturing
process.” Cross-Respondent’s Brief at 34, citing ‘080 patent at 29:6-52. This

statement has at least three problems.

Another problem is that it is unclear which discussion “supra” MonoSol

references for support.
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First, none of the claims broadly recite “testing by any and all means.”
MonoSol’s statement, suggesting various uniformity recitations require testing by
any and all means, introduces yet another clarity problem.

Second, “any and all means” is inconsistent with MonoSol’s narrow
definition of analytical chemical testing.

Third, again contrary to MonoSol’s argument, this cited passage does not
teach testing during intermediate steps. This passage clearly states that all samples
are cut from the film after drying:

A method for testing uniformity in accordance with the present
invention includes conveying a film through a manufacturing
process. This process may include subjecting the film to drying
processes ... the cut film then [i.e. after drying] may be
sampled ... [t]his can save time and expense because the
process may be altered prior to completing an entire
manufacturing run. For example, the drying conditions ... may
be changed. Altering the drying conditions may involve
changing the temperature, drying time, moisture level, and

dryer positioning, among others.
‘080 Patent at 29:7-47 (emphasis added). The same is true for the block quotation
at the bottom of page 34 of MonoSol’s Cross Respondent’s Brief, citing ‘080
patent at 29:47-52. This second quotation is completely silent with respect to
testing for uniformity at intermediate steps.
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In addition, MonoSol does not dispute the lack of written description for the
claimed variation between “resulting” films and “additional” films. Compare
Cross-Appeal Brief at 44 with Cross Respondent’s Brief at 34-35. MonoSol fails
to cite written support for “resulting” and “additional” films and other recitations
identified at pages 43 and 44 in BDSI’s Cross-Appeal Brief, such as “varying by

no more than 10% from a desired target.”

3. Lack of Enablement

First, apparently in an attempt to identify support for written description
and/or enablement, MonoSol argues that testing at various steps “is an obvious step
to add, for example, to ensure early on in the manufacturing process that the degree
of uniformity is being maintained.” Cross-Respondent’s Brief at 35:13-17. This
contrasts with MonoSol’s amendment and arguments during the reexamination
where MonoSol amended every independent claim and proposed four new
independent claims with this “obvious” testing step, in an effort to overcome the
prior art. See MonoSol’s March 10, 2014 Appeal Brief at 17:9-11 (“Only by
analytical chemical testing is it possible to determine the actual amount of active
present and hence whether uniformity of active content has been maintained during
processing. This is the essence of the ‘080 Patent claims.”) (emphasis added); see

also Reply-2 at 69:1-4.
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Second, MonoSol does not dispute that it has added multiple new
expressions of variation/uniformity to the claims, without reciting what new and
non-obvious methods steps or conditions achieve them. Compare Cross-Appeal
Brief at 38-39, with Cross-Respondent’s Brief at 34-35. MonoSol does not dispute
that, although the claimed methods have different uniformity requirements at
different steps, there are no discernible operative process differences. Compare
Cross-Appeal Brief at 39:6-8 with Cross Respondent’s Brief at 34-35. For
example, claim 16 recites “varies by no more than 10% ” and claim 315 recites
“varies by no more than 10% from the desired amount.” But these two claims do
not have different operative, film-making process steps: claims 315 and 316 are
identical, except that 315 has the repeating step (which provides more films, but
does not provide different films) and recites “desired amount.” And these claims
have no operative, film-making process steps that are not in the cited prior art.

Finally, MonoSol again does not dispute that the ‘080 patent lacks results of
analytical chemical tests (as defined by MonoSol, e.g., a dissolution test)
measuring a pharmaceutical and/or bioactive active. Compare Cross-Appeal Brief
at 43 with Cross Respondent’s Brief at 34-35. Whether examples are required or
optional (see Cross-Respondent’s Brief at 35:12-13) is not relevant. MonoSol has
(erroneously) criticized the prior art for not demonstrating the recited desired
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results by direct measurement of pharmaceutical and/or bioactive active by
assaying. Reply-2 at 51:4-8, 69:1-6. MonoSol has insisted that methods taught
and exemplified in the ‘080 specification—visual inspection and dosage unit
weights—*“cannot be relied upon.” See Reply-2 at 51:6. Therefore, according to

MonoSol’s own statements and definition, none of the ‘080 claims is enabled.

CONCLUSION

Because MonoSol has not substantively addressed the issues raised by BDSI

in this Appeal, they are apparently unopposed.

In the event that any fee has been overlooked and is required, Commissioner
is hereby authorized to charge all necessary fees to Deposit Account No. 50-4876

under Attorney Docket No. 117744-00023.

Respectfully submitted,

Attorneys for Requester, McCarter & English, LLLP

Dated: May 27, 2014 By: /Danielle L. Herritt/

Danielle L. Herritt (Reg. No. 43,670)
Kia L. Freeman (Reg. No. 47,577)
Direct Dial: 617-449-6513
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CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the Rebuttal Brief was
served on May 27, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent, that is:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791

By: /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Respondent
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signature page (entitled Conclusion), does not exceed 7,000 words in length.

Signed: Michael I. Chakansky /Michael I Chakansky/Reg. No. 31,600

Dear Madame:

Patent owner MonoSol Rx, LLC (Appellant), pursuant to 37 C.F.R. § 41.71 and MPEP
§ 2678, hereby responds to the Examiner’s Answer dated April 25, 2014, incorporating in its
entirety the Right of Appeal Notice mailed December 6, 2013 (RAN), and BDSI’s Respondent

Brief in Inter Partes Reexamination mailed April 10, 2014 (BDSI’s RB). This response (MRB)
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No fees are believed to be due. If however, there are any fees due in connection with this
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Deposit Account No. 08-2461, is hereby provided.
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PATENT OWNER’S APPELLANT’S REBUTTAL BRIEF

L. PRELIMINARY STATEMENT!'

As noted in MonoSol’s Appellant’s Brief (MAB), the invention in U.S. Patent No.
7,897,080 (the * ‘080 Patent”) is directed to novel and non-obvious processes for manufacturing
pharmaceutical and bioactive active-containing films suitable for commercialization and
regulatory approval by the U.S. Food and Drug Administration ("FDA"). The suitability is with
respect to uniformity of content in the amount of active in the resulting films, such that:

(1) the degree of uniformity of content of the amount of active (e.g., where the amount of
active varies by no more that 10% between equally sized dosage units) throughout a single
manufactured roll (lot) of resulting film can also be strictly maintained through the claimed
processes; and

(i1) the degree of uniformity of content in the amount of active in individual dosage units
(e.g., where the amount of active in any equally sized dosage unit varies by no more than 10%
from the expected or desired amount) taken from different manufactured rolls (lots) of resulting

films can also be strictly maintained through the claimed processes.

' This Rebuttal Brief offers additional arguments addressing the rejections and arguments
set forth in the (i) Examiner’s Answer dated April 25, 2014, which expressly incorporated in its
entirety the Examiner’s Right of Appeal Notice mailed December 6, 2013 (RAN), and (i)
BDSI’s Respondent Brief in Inter Partes Reexamination mailed April 10, 2014 (BDSI’s RB or
BDSTI’s Respondent Brief). “The rebuttal brief of the owner may be directed to the examiner's
answer and/or any respondent brief.” 37 C.F.R. § 41.71(b)(1). As the Examiner’s Answer
incorporated the RAN in its entirety, MonoSol may and does direct the rebuttal brief herein to the
RAN as well.
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Moreover, commercialization requires the ability to mass produce the films at scale and
to ensure that resulting film products from different manufactured lots (runs) reproducibly meet
the requisite degree of uniformity in amount of drug.

As noted in Bogue Declaration I, EA-1, 9 4, one manufactured lot of resulting film can
contain 2,000,000 individual dosage units. The claimed processes accomplish this feat while
providing the necessary narrow ranges in variation of the amount of active in individual dosage
units across all lots, i.e., multiple rolls of resulting films and even narrower ranges of uniformity
of content in amount of active within a single lot, i.e., a single roll of resulting film. Thus, as
claimed, the '080 Patent requires a uniformity of content in amount of active (i) in individual
dosage units sampled from a single lot of resulting film of 10% or less (independent claims 1,
161 and 316-318, see Appendix A, Bogue Declaration I, EA-1), and (ii) in individual dosage
units sampled from two or more lots of resulting films of +/-10% of the pre-determined desired
amount (independent claims 82 and 315, see Appendix B, Bogue Declaration I, EA-1).

Processes for such control of content uniformity are not present in or taught or suggested
by the prior art. The Examiner and BDSI both wrongly assumed the ‘080 Patent’s claimed
uniformity in the distribution of active, e.g., was present in the prior art and thus provided a basis
for the claims being rejected. As shown again below, the Examiner’s and BDSI’s assumed
uniformity is not present in or taught or suggested by the prior art.

BDSTI’s Respondent Brief (BDSI’s RB) focuses on the alleged findings in the RAN at pp.

30-44 (Chen), pp. 52-62 (Staab), pp. 63-71 (Le Person); Reitman Declaration; and Cohen
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Declaration.” BDSI’s RB, p. 7. However, the primary references Chen, Staab and Le Person
do not support a prima facie case of obviousness. All three are relied on to support the claim
that the prior art disclosed methods of achieving the degrees of uniformity claimed by the ‘080
Patent. All three were taken on their face as demonstrating such uniformity. However, a closer
look at all three shows the exact opposite -- the prior art did not teach nor achieve the ‘080
Patent’s claimed uniformity.

First, BDSI and the Examiner have both relied on the false assumption that uniformity of
weight of equally sized film samples in Chen, e.g., is, by itself, sufficient to demonstrate that the
amount of active present in prior art references meets the ‘080 Patent’s claimed uniformity of
active. As a consequence of this improper assumption, BDSI’s Reitman Declaration
demonstrates that samples taken from Chen’s Example 7, and samples taken from Reitman’s
declared exact copying of Chen’s Example 7 process, differed in weight by 30% from the
expected or desired sample weight and thus exhibited a 30% non-uniformity in weight of
pharmaceutical active from the expected or desired amount as well. Uniformity in amount of
active of +/- 10% from the desired amount of drug is necessary in order to be suitable for
regulatory approval— outside the scope of the ‘080 Patent claims.

Second, BDSI and the Examiner have both relied on the false assumption that uniformity
of weight of equally sized film samples in Staab, e.g., is, by itself, sufficient to demonstrate that

the amount of active present in prior art references meets the ‘080 Patent’s claimed uniformity of

> Chen (WO 00/42992) ("Chen"); Staab (U.S. 5,393,528) ("'Staab™); and Le Person
("Near infrared drying of pharmaceutical thin films: experimental analysis of internal mass
transport,” Chemical Engineering and Processing, Vol. 37, pp. 257-263 (1998)) ("Le Person").

3.
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active and that Staab’s reported 0% variation on uniformity of active is sufficient to demonstrate
that Staab meets the ‘080 Patent’s claimed uniformity of active. However, Staab disclosure
actually demonstrates non-uniformity of content in weight of active of between 90 and 100%
from the expected or desired amount of active— again, outside the scope of the ‘080 Patent
claims.

Third, Le Person demonstrates a maldistribution of active ranging from over 20% to over
150% when measured as the percent difference in amount of active, as disclosed in Example M
of the ‘080 Patent, col. 33, I. 20 - col. 34, I. 24 — again, outside the scope of the ‘080 Patent
claims.

Thus, as will be shown again infra, the primary references Chen, Staab and Le Person
do not support a prima facie case of obviousness, which MonoSol herein further rebuts with
factually supported objective evidence gleaned from the very prior art references used by
the Examiner to support the prima facie case of obviousness. It was error for the Examiner to
rely on Chen, Staab and Le Person for prima facie obviousness. In fact, on their own or even in
combination with BDSI’s Reitman Declaration, these references clearly and unambiguously
demonstrate the non-obviousness of the ‘080 Patent claims subject to this reexamination
(hereinafter the “ ‘080 Patent claims”).

Finally, as supported by the Bogue Declarations, the 1 billion dollars in sales of
Suboxone in 2012 alone, demonstrates the commercial success of the ‘080 Patent’s claimed
invention, which provides for the first time for the sublingual oral drug delivery in a film format,

capable of being mass produced with the necessary uniformity (quality) to meet regulatory
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requirements.
Neither the Examiner nor BDSI have met their burden of proving anticipation or

obviousness and the rejections set forth in the RAN should be reversed.
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1. CLAIM REJECTIONS ADDRESSED HEREIN.

The following claim rejections and associated errors in rejecting same that are directly
and/or indirectly addressed herein are listed below. Moreover, Appellant maintains all its early
arguments addressing same.

A. Claims 1-11, 13-15, 17-71, 82-90, 92-94, 96-150, 161-172, 174-176, 178-232,

243-253, 256, 258-271, 274, 276-289, 292 and 294-318 stand rejected under 35

U.S.C. § 103(a) as being unpatentable over Chen (RAN, pp. 29-44).

B. Claims 2, 3, 32, 55, 72-81, 111, 134, 151-160, 193, 216 and 233-242 stand
rejected under 35 U.S.C. §103(a) as being unpatentable over the combined

teaching of Chen and Staab (RAN, pp. 45-48).

C. Claims 317 and 318 stand rejected under 35 U.S.C. § 103(a) as being unpatentable

over the combined teachings of Chen and Arter (RAN, pp. 48-50).

D. Claims 317 and 318 stand rejected under 35 U.S.C. § 103(a) as being unpatentable

over the combined teachings of Chen and Strobush (RAN, pp. 50-52).

E. Claims 1-5, 10, 13-15, 21, 24, 25, 32, 44-46, 54, 55, 59, 63-70, 72-75, 78-84, 89,
92-94,100,103,104,111,123-125,133,134,138, 142-149, 151-154, 157-166,171,

174-176, 182, 185, 186, 193, 205-207, 215, 216, 220, 224-231, 233-236, 239-242,
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249-252, 258-260, 267-270, 276-278, 285-288 and 294-318 stand rejected under
35 U.S.C. § 102(b) as anticipated by or, in the alternative under 35 U.S.C. §

103(a) as being obvious over Staab (RAN, pp. 52-62).

F. Claims 8§, 9, 76, 77, 87, 88, 155, 156, 169, 170, 237 and 238 stand rejected under

35 U.S.C. § 103(a) as being unpatentable over Staab are (RAN, pp. 62-63).

G. Claims 82, 89, 90, 92, 161, 171, 172, 174, 274, 292, 304-311 and 313-318 stand
rejected under 35 U.S.C. § 103(a) as being unpatentable over Le Person (RAN,

pp. 63-71).
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ML RESPONDENT’S REITMAN DECLARATION DEMONSTRATES THAT CHEN’S

PROCESSES PRODUCE FILMS WHICH ARE 30% FROM THE EXPECTED

OR DESIRED DOSAGE WEIGHT AND NOT THE 10% OR LESS RELIED ON BY

THE EXAMINER AND BDSI FOR PRIMA FACIE OBVIOUSNESS (RAN, pp. 36-37,

44, 74-75, 77, 85, 88, 97, 100, 104, etc.; BDSI’s RB, pp. 7, 8, 9, 17-28, etc.).

BDSI and the Examiner have both relied on the false assumption that uniformity of
weight of equally sized film samples in Chen, e.g., is, by itself, sufficient to demonstrate that the
amount of active present in prior art references meets the ‘080 Patent’s claimed uniformity of
active. See, e.g., RAN, pp. 36-37, 44, 74-75, 77, 85, 88, 97, 100, 104, etc.; and BDSI’s RB, pp.
7,9, 17-18, 22, etc. As a consequence of this improper assumption, BDSI’s Reitman Declaration
(EA-3) instead clearly demonstrates the inability of Chen to provide film dosage units meeting
the ‘080 Patent’s claimed substantial uniformity across different manufactured resulting films
(lots).

BDSI’s Reitman declares that she and her team “manufactured a film in accordance
with Example 7 of Chen”, i.e., Chen Example 7 film (Reitman Declaration, EA-3, p. 2,9 3,
emphasis supplied).

Reitman further declares that her 5 cm? dosage unit samples of Reitman’s Chen

Example 7 film (“Reitman’s Chen Example 7 film”) all weighed exactly 34 mg. See Reitman

Declaration, EA-3, Table 2, page 4, 9 6.
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Chen provides all the information necessary to calculate the weight of the 5 cm?* dosage
unit samples of Chen’s Example 7 film. Indeed, Chen’s 5 cm? dosage unit sample of Example
7 film (“Chen’s Example 7 film”) weighed 48.8 mg.’

According to the Examiner and BDSI, Chen’s process provides for the production of
uniform films. Moreover, in accordance with the Examiner’s and BDSI’s “assumption” that the
same size films should have the same distribution of components and thus weigh the same, any
replication of Chen’s Example 7 must, in accordance with this “assumption”, result in the same
size films having the same weight. Yet, instead of Chen’s Example 7 film weighing the same
as Reitman’s Chen Example 7 film, they differ in weight by 30%."

The findings of obviousness and inherency are based on this erroneous “assumption”,
e.g., that purely physical characteristics, e.g., weight, can determine the degree of uniformity of
content in the amount of active. There is a 30% weight difference between Chen’s Example 7
film samples and Reitman’s Chen’s Example 7 film samples. The “assumption” requires
there to be a 30% difference in the weight (amount) of active between Chen’s and Reitman’s

samples. Thus, Chen’s Example 7 and Reitman’s Chen’s Example 7 demonstrate a lack of

> Chen provides the following information regarding its film formed in Chen Example

7 (Chen, p. 22, Table 6, and p. 16, 1. 5): Thickness = 3.2 mil = 0.008128 cm (3.2 mil x 0.00254
cm/mil = 0.008128 cm.); Size = 5 cm?; and Density = 1.2 gm/cm’. From this information the
weight of the dosage sample can be calculated. Area x Thickness x Density = Weight of Film
Sample. 5 cm® x 0.008128 cm x 1.2 gm/cm’® = 0.0488 gm = 48.8 mg. Thus, the weight of
Chen’s 5 cm? Example 7 sample is 48.8 mg, and any duplication of this example is expected to
produce same size samples having the same weight.

4

Chen’s Example 7 Weight of Samples was 48.8 mg. Reitman’s Example 7 Weight of
Samples was 34 mg. ((48.8 mg - 34 mg)/(48.8 mg)) = (14.8 mg)/(48.8 mg) = 30%.

9.
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active content uniformity of 30% between their separately manufactured films. This
degree of dis-uniformity does not meet the claimed uniformity limitation, which requires
that all dosage units vary by no more than 10% from a desired amount of the active, i.e.,
contain amounts of active within +/- 10% of the desired amount for the particular drug for
all manufactured films. Nor would the 30% degree of dis-uniformity from the desired
amount meet the limitation that the amount of active varies by no more than 10% in dosage
units taken from a single manufactured film.

Thus, the factual basis for the Examiner’s determination of prima facie obviousness in
connection with Chen’s alleged demonstration of uniformity of content in amount of active has
been overcome as incorrect based on factual and objective evidence. “The examiner bears the
initial burden of factually supporting any prima facie conclusion of obviousness. If the examiner
does not produce a prima facie case, the applicant is under no obligation to submit evidence of
nonobviousness.” MPEP § 2142, The Examiner’s and BDSI’s allegations of obviousness and
inherency cannot stand, and the rejections should be removed.

The claims of the ‘080 Patent are not obvious in view of Chen.

-10-
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IV.  STAAB’S EXAMPLE DEMONSTRATES A 100% - 90% DIFFERENCE IN

UNIFORMITY AND NOT THE 10% OR LESS RELIED ON BY THE EXAMINER

AND BDSI FOR PRIMA FACIE OBVIOUSNESS (RAN, pp. 54, 56-59, 62, 75, 85, 95,

113-114, etc.; BDSI’s RB, pp. 7, 8, 17, 18, 23, 29-32, etc.).

BDSI and the Examiner have again both relied on the false assumption that uniformity of
weight of equally sized film samples in Staab, e.g., is, by itself, sufficient to demonstrate that the
amount of active present in prior art references meets the ‘080 Patent’s claimed uniformity of
active. See, e.g., RAN, pp. 54, 56-59, 62, 75, 85, 95, 113-114, etc.; BDSI’s RB, pp. 7, 8, 18, 29-
32, etc. However, this “assumption” is incorrect. At best, Staab’s ability to double the amount
of its starting active which, if believed on its face, is an example of the application of alchemy or,
more likely, is merely a bad prophetic example. Staab demonstrates the lack of uniformity of
content in amount of active exceeding 90% - 100% and thus cannot be relied upon as a reference
to reject the current claims.

Staab states (Staab, col. 11, L. 22 to col. 12, 1. 3) that, when he incorporated 10% of a 50%
by weight benzalkonium chloride aqueous solution into a film-forming mixture, he obtained,
after drying, a film product having exactly 19 mg benzalkonium chloride (“active”) in all film
samples weighing 190 mg each. According to BDSI and the Examiner, because all the film
samples had 19 mg of active, this demonstrated a 0% variation in uniformity of content in the
active, and the Examiner relied on this 0% in his rejections. The Examiner’s and BDSI’s
conclusion of 0% is wrong! Staab’s lack of degree of uniformity of active content is
actually 100% from the desired amount.

The following is based on Staab, col.11, lines 22-51, and assumes no water is driven off.

Staab starts with 10% by weight of benzalkonium chloride (50% aqueous). Thus, Staab starts

-11-
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with 5% by weight of benzalkonium chloride active and 5% by weight of water.” Staab and
any reader/POSA would expect that the resulting film would maintain the 5% by weight of
benzalkonium chloride active.® This is the desired amount of active. Staab cut out 190 mg
samples from his resulting film. If Staab maintained the 5% by weight of active, the expected or
desired amount of active in a 190 mg film sample would be 9.5 mg of benzalkonium chloride
active.

190 mg x 5% = 9.5 mg’ = Staab’s desired amount of active.
Instead Staab’s 190 mg samples each contained 19 mg of benzalkonium chloride active.

19 mg is Staab’s “reported” amount of active.

> The Examiner also relied on Staab starting with 5% water in his obviousness analysis.
“The ingredients blended to prepare the film are 52.5% HPMC, 37.5% glycerin and 10.0% of a
50% aqueous solution of the benzalkonium chloride (see col. 11, lines 30-34). Since the water
content before drying is 5% (i.c., half of the 10% of the 50% aqueous solution of
benzalkonium chloride), the dried film must have a water content of 10% or less as here
claimed.” RAN, p. 55 (emphasis supplied).

S This is assuming that everything else stays the same except, perhaps, for the water
content. In the extreme example where the 5% by weight of water is removed, the expected,
desired amount of active becomes 5.26% (.0526) by weight of benzalkonium chloride.
(5)/(100-5) = (5)/(95) = .0526.

7 So far we have assumed that no water was driven off because Staab says nothing
about the water content of his films. But even if we assume that all the water is driven off,
then the difference is still too much at 90%. If all the 5% by weight of water was driven off,
then 10.0 mg of active would be the desired amount of active (190 mg x .0526 = 9.994 mg), and
Staab’s 19 mg of active results in a 90% difference from the 10 mg desired amount. A 90%
difference would not meet regulatory requirements either.
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The variation in uniformity of distribution of benzalkonium chloride active in Staab’s
resulting films was 100% from the desired amount.

19.0 mg (actual amount of active) - 9.5 mg (desired amount of active)
9.5 mg (desired amount of active)

=(9.5)/(9.5)=100%.
Nor would the 100% (or even the 90%) degree of dis-uniformity from the desired amount
meet the limitation that the amount of active varies by no more than 10% in dosage units
taken from a single manufactured film.

Thus, the factual basis for the Examiner’s determination of prima facie obviousness in
connection with Staab’s alleged demonstration of uniformity of content in amount of active has
been overcome as incorrect based on factual and objective evidence. “The examiner bears the
initial burden of factually supporting any prima facie conclusion of obviousness. If the examiner
does not produce a prima facie case, the applicant is under no obligation to submit secondary
evidence to show nonobviousness.” MPEP § 2142. The Examiner’s and BDSI’s allegations of
obviousness and inherency cannot stand, and the rejections should be removed.

The claims of the ‘080 Patent are neither anticipated by, nor obvious in view of, Staab.
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V. LE PERSON FIGURE 10 DEMONSTRATES A DEGREE OF MALDISTRIBUTION

OF ACTIVE OF FROM OVER 20% TO OVER 150% AND NOT THE 10% OR

LESS RELIED ON BY THE EXAMINER AND BDSI FOR PRIMA FACIE

OBVIOUSNESS (RAN, pp. 63-71, 75, 85, 95, 115-117, etc.; BDSI’s RB, pp. 32-35,

etc.).

Le Person has not been used to reject claim 1 or its dependencies.® As MonoSol has
argued from the beginning, Le Person demonstrates the maldistribution of active in thin films.’
The Examiner and BDSI allege that Le Person’s maldistribution is irrelevant because Le Person
only discusses and provides data on the maldistribution of active in the depth (Z-axis) of the
films tested. But the Examiner has not considered two important facts. First, the degree of
maldistribution in Le Person is enormous. Second, Le Person discusses the large degree of
shrinkage (50%) of the film as components evaporate. Contractive forces attendant to such
shrinkage can cause significant movement of the active in virtually any direction. The
Examiner’s disregard of the lack of uniformity in Le Person was thus clear error.

Moreover, the ‘080 Patent claims all require that the process ensures that the
“substantially uniform distribution of said active by locking-in or substantially preventing
migration of said active within said visco-elastic film” is maintained throughout the

manufacturing process. Substantial uniformity is not limited to uniformity only in the X-Y plane

of the film, but the Z-axis as well. The fact that the testing steps are for total amount of active in

¥ Also, “[n]either in the request for reexamination nor in the Comments filed 04/12/13
has Third Party Requester shown how Le Person alone teaches or renders obvious all the
limitations in claim 1.” RAN, p. 64.

’ Please note that Le Person uses the term “enduction” which, according to an online
dictionary, means “coating” in French.
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individual dosage units is related to the need for its application as a delivery system for
bioactives and pharmaceutical actives regulated by the FDA.

Moreover, as the Examiner premises his case for prima facie obviousness on the
conclusion that MonoSol’s claimed uniformity would necessarily result from Le Person’s
disclosure, the Examiner’s distinction that Le Person’s examination and disclosure of the
maldistribution of active (lack of substantial uniform distribution of active) in its films was
limited to the Z-axis is without merit and cannot be disregarded.

Certainly, Le Person’s disclosure of the maldistribution in active in the Z-axis as
determined by analytical chemical testing, with the concomitant 50% shrinkage, must reflect
maldistribution in the X-Y plane of Le Person’s films as well. “The coupling between studies
performed, on the one hand on a temporal basis (chromatographic and coulometric analysis), and
on the other hand on a spatial basis (LSCM) allows to propose a model of the constituent
transports inside the film whose thickness shrinks from 100 to 50 um during drying.” Le Person,
p. 263. Common sense dictates that the 50% reduction in thickness of the film causes the active
to move not only in the Z-axis but in the X-Y plane as well. Such contractive forces are clearly
not limited to a single axis. There is certainly no reason or evidence to believe that such
enormous maldistribution is limited to the Z-axis, especially as the film shrinks and the active is
forced to find a place to reside.

MonoSol provides herein, based on Le Person’s own data, a quantitative aspect to the
degree of maldistribution or lack of uniformity in the distribution of active in Le Person’s films.

The quantitative data from Le Person demonstrates that: (i) at 5 minutes, Le Person’s films
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exhibited a maldistribution of active of over 80%; (ii) at 10 minutes, Le Person’s films exhibited
a maldistribution of active of over 150%; and (iii) at 15 minutes, Le Person’s films exhibited a
maldistribution of active of over 20%.

Thus, Le Person’s films significantly exceed the claimed “substantially uniform
distribution of said active” of the ‘080 Patent, as demonstrated by analytical chemical tests
which clearly do not indicate that the “uniformity of content in the amount of the active varies
by no more than 10% ”. Finally, the ‘080 Patent claims explicitly provide for “locking-in”
uniformity “within about the first 4 minutes.” MonoSol has consistently and repeatedly
emphasized the importance of this claim language in achieving its degree of uniformity. Neither
Le Person, Chen, Staab, nor any other prior art reference recognizes this important claim feature,
which clearly further distinguishes the references in so far as their inability to “lock-in” within
“about the first 4 minutes.” This is clearly established by Le Person’s demonstration of the
continual movement of the active mass during at least the first 15 minutes of drying. Le Person
Figure 10 unequivocally demonstrates that Le Person’s films could not lock-in uniformity

within 5 or even 10 minutes.
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A. Development of Le Person’s quantitative disclosure of the maldistribution of
active in its films.

Figure 10 of Le Person (Le Person, p. 262) shows the mass fraction of the active
substance relative to the complete film coating measured at 2 micron intervals from the bottom
of the film (the left side of Figure 10) to the top of the film (see “exposed surface” all the way to
the right of Figure 10). Le Person prepared three films which were analyzed for variation in
active relative to the Z-axis of the films. These films, indicated on Figure 10 by “¢”, “[1”, and
“X”, were dried for 5 minutes, 10 minutes and 15 minutes, respectively. Figure 10 provides the
mass fraction of active for each of the films at various depths of the films. Those data points
appear in Chart I below. As a measure of quality control to ensure that the correct numbers were
used for each data point, Appellant inputted the Chart I data into a Microsoft Excel spreadsheet
and had Excel generate its own figure based on the data in Chart I. The Excel generated figure
appears below a copy of Le Person Figure 10 on the next page and, as can be seen, both exactly
match each other with respect to the data points. Hence, the data in Chart I accurately reflects the

information provided in Le Person’s Figure 10.
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A mass fraction of the active substance
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Fig. 10. Mass fraction ficlds of the active substance at three drying
times (300 {, 600 3, 900 s x) during drying of & 100 um thick
coating under Short Infra Red drying process. Indications of the
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B. Le Person Figure 10 & Excel Reproduction of Le Person Figure 10 from Data Points in Chart I

-18-

DRL - EXHIBIT 1007
DRL 148



Inter Partes Reexamination Control No. 95/002,170 US Patent No. 7,897,080

C. Chart I - Data Points from Le Person Figure 10
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As referred to above, these data points provide a quantitative measure to the degree of
maldistribution of active in Le Person’s films. The maldistribution differed for different drying
times. The maldistribution of active of >80%, >150%, and >20% for films dried at 5 minutes, 10
minutes, and 15 minutes, respectively, clearly demonstrates that a “substantially uniform
distribution of active” in Le Person’s films had not been achieved within about 4 minutes as
required by the ‘080 Patent claims. Moreover, even the film with the least maldistribution of
active, the film dried for 15 minutes, namely >20%, does not support a degree of uniformity of
active in individual dosage units which varies by no more than 10%.

Thus, the factual basis for the Examiner’s determination of prima facie obviousness in
connection with Le Person’s alleged demonstration of uniformity of content in amount of active
has been overcome as incorrect based on factual and objective evidence. “The examiner bears the
initial burden of factually supporting any prima facie conclusion of obviousness. If the examiner
does not produce a prima facie case, the applicant is under no obligation to submit evidence of
nonobviousness.” MPEP § 2142, The Examiner’s and BDSI’s allegations of obviousness and
inherency cannot stand and the rejections should be removed.

The claims of the ‘080 Patent are not obvious in view of Le Person.
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VL THUS, CHEN AND/OR STAAB AND/OR LE PERSON DO NOT RENDER THE ‘080
PATENT CLAIMS UNPATENTABLE.
Thus, Chen and/or Staab and/or Le person do not render the following ‘080 Patent claims
unpatentable: claims 1-11, 13-15, 17-71, 21, 24, 25, 32, 44-46, 54, 55, 59, 63-70, 72-81, 82-84,
82-90, 92-94, 96-150, 151-160, 161-172, 174-176, 178-232, 233-242, 243-253, 256, 258-271,

274, 276-289, 292 and 294-318. It was error to reject same.
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VI ARTER AND STROBUSH DO NOT SUPPLY THE MISSING CLAIM ELEMENTS OF
CHEN, STAAB AND LE PERSON (RAN, pp. 48-50, 50-52; BDSI’s RB, 23-28)

Arter and Strobush'® do not disclose the claim elements absent from Chen, Staab and/or Le
Person and thus do not remedy their defects as references. Moreover, as noted above, Appellant
maintains all its prior arguments regarding Arter and Strobush. See, e.g., discussions in Appeal
Brief.

A. Arter

The claim elements missing in Chen are not provided by Arter. Arter is cited for its
disclosure of foraminous shields which form a “quiescent region” between the shields and the
coated surface. Arter is a customized process and apparatus useful for making photographic
coatings. Such a process and apparatus are not at all transferrable to drying methods for
pharmaceutical films and, particularly, pharmaceutical films which are aqueous-based and self-
supporting.

Arter is only concerned about the coatings appearance, not the degree of uniformity. At
the very least, Arter is devoid of any suggestion whatsoever of the “locking-in” within “about the
first 4 minutes” or the degree of uniformity as claimed.

B. Strobush

The claim elements missing in Chen are not provided by Strobush. Strobush teaches that
evaporation of the solvent must be performed very slowly (low hAT), in multiple stages, so that

the silver atoms lined up on the coating’s surface are not disturbed so as not to cause a mottled

19 Arter (U.S. 4,365,423) ("Arter"); and Strobush (U.S. 5,881,476) ("Strobush™")
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appearance to the photographic coating. Strobush states “increasing the initial rate of heat
transfer to the film (hAT,), increased the severity of mottle.” Strobush, col. 20, 11. 39-41.
In contradistinction, the ‘080 Patent claims require rapid evaporation of at least a
portion of the solvent within about 4 minutes so as to maintain the substantial uniformity in the
distribution of active.
“(c) controlling drying through a process comprising conveying said flowable
polymer matrix through a drying apparatus using air currents, which have forces
below a yield value of said flowable polymer matrix during drying, to evaporate at
least a portion of said solvent to form a visco-elastic film, having said active
substantially uniformly distributed throughout, within about the first 4 minutes
by rapidly increasing the viscosity of said flowable polymer matrix upon initiation
of drying to maintain said substantially uniform distribution of said active by
locking-in or substantially preventing migration of said active within said
visco-elastic film, such that uniformity of content in the amount of said active in
substantially equal sized individual dosage units, sampled from different locations
of said visco-elastic film, varies by no more than 10%, and wherein during said

drying said flowable polymer matrix temperature is 100 °C or less;”.

‘080 Patent, claim 317, Appellant Brief, p. CA-39 (emphasis supplied).

See also, ‘080 Patent, claim 318, Appellant Brief, p. CA-40-41.

Again, as previously argued, Strobush is concerned about eliminating mottle to achieve a
good appearance and is devoid of any teaching regarding “locking-in” within “about the first 4
minutes” or achieving the degree of uniformity claimed.

Thus, claims 317 and 318 are not rendered obvious over the combined teachings of Chen
and Arter and/or Strobush. The Examiner’s and BDSI’s allegations of obviousness should and

cannot stand and the rejections should be removed.
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VIII. BOGUE DECLARATIONS AND COMMERCIAL SUCCESS — THE APPROPRIATE
NEXUS TO THE CLAIMED INVENTION IS PRESENT (RAN, pp. 74, 78-80; BDSI’s
RB, pp. 10-18)

The Bogue Declarations provide ample evidence of the nexus between the commercially
manufactured resulting films discussed in his declarations and the claimed invention as well as the
commercial success of the claimed invention as exemplified by the sales of Suboxone. It was
error not to do so. As set forth in Section II of Bogue Declaration I (AB, EA-1):

IL Producing resulting films in accordance with the '080 Patent

4. Each of the 73 lots of resulting films (Lots 1-73) containing approximately
2,000,000 individual dosage units per lot discussed herein were manufactured: (i)
for commercial use and regulatory approval; (ii) in compliance with U.S Food and
Drug Administration ("FDA") standards and regulations, including those relating
to analytical chemical testing for variation in active in individual dosage units; and
(iii) in accordance with the invention disclosed in the '080 Patent, and as claimed
by the '080 Patent both as issued and as amended in the Patentee's Reply to the
Office Action; by:

(a) forming a flowable polymer matrix comprising a water-soluble polymer,
a solvent and a pharmaceutical active, said matrix having a substantially uniform
distribution of said active;

(b) casting said flowable polymer matrix, said flowable polymer matrix
having a viscosity from about 400 to about 100,000 cps;

(c) controlling drying through a process comprising conveying said polymer
matrix through a drying apparatus and evaporating at least a portion of said solvent
to form a visco-elastic film, having said active substantially uniformly distributed
throughout, within about the first 4 minutes by rapidly increasing the viscosity of
said polymer matrix upon initiation of drying to maintain said substantially
uniform distribution of said active by locking-in or substantially preventing
migration of said active within said visco-elastic film wherein the polymer matrix
temperature is 100 °C or less;
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(d) forming the resulting pharmaceutical film from said visco-elastic film,
wherein said resulting pharmaceutical film has a water content of 10% or less and

said substantially uniform distribution of active by said locking-in or substantially

preventing migration of said active is maintained, such that uniformity of content

in the amount of the active in substantially equal sized individual dosage units,

sampled from different locations of said resulting pharmaceutical film, varies by no

more than 10%; and

(e) performing analytical chemical tests for uniformity of content of said

active in substantially equal sized individual dosage units of said sampled resulting

pharmaceutical film, said tests indicating that uniformity of content in the amount

of the active varies by no more than 10%, [see Appendix A] said resulting

pharmaceutical film suitable for commercial and regulatory approval, wherein said

regulatory approval is provided by the U.S. Food and Drug Administration.

5. Additionally, the uniformity of content in the amount of active as sampled

from the 73 lots of resulting film varies no more than 10% from the desired amount

of the active as indicated by said analytical chemical tests from 4(e) above. [See

Appendix B]

Bogue Declaration I, 4 & 5, AB, EA-1.

In accordance with the process steps above, the ability to manufacture up to 2,000,000
films per lot of pharmaceutical-containing active with prescribed amount of active per unit dose
provides the ability, for the first time, to provide a commercially viable FDA approved product, (i)
in a sub-lingual oral drug delivery film, (ii) in commercially sufficient quantities, and (iii) of
sufficient quality (uniformity of active) to enable Suboxone to have had sales of 1 billion
dollars in 2012 alone. The combination of items (i), (i) and (iii) alone at least provide the
necessary nexus. Those sales figures have continued to increase, notwithstanding the entry into
the marketplace of generic Suboxone tablets.

But for the process of the present invention as currently claimed, these sales would not be

possible. Unless the uniformity of content in the amount of active as claimed is present, films
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produced by the process claimed would not be marketable. The commercial success of the
claimed film is directly related and conditioned upon achieving the claimed uniformity of active
content in equally sized dosage units. These films were the first pharmaceutical sublingual film
dosage units ever sold in the United States. Absent the ability to achieve the claimed uniformity,
no pharmaceutical film could be commercially sold.

MonoSol submits that a clear nexus exists between the claims of the ‘080 Patent and its
commercial success. Such evidence deserves full consideration and further supports secondary

considerations relevant to the patentability of the claims.
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IX.  CONCLUSION

For the reasons set forth herein, all rejections should be withdrawn and a reexamination
certificate issued.

If a reexamination certificate is not issued, Appellant requests that prosecution in this
reexamination should be reopened and/or remanded, and the Examiner directed to respond with a
non-final office action.

Appellant authorizes the Commissioner to charge all fees, if any, associated herewith to

Deposit Account No. 08-2461.

Dated: May 27, 2014 Respectfully submitted,

/Daniel A. Scola, Jr./
Daniel A. Scola, Jr.
Registration No. 29,855

Michael 1. Chakansky
Registration No. 31,600

HOFFMANN & BARON, LLP
6900 Jericho Turnpike

Syosset, New York 11791
(973) 331-1700

Attorneys for the Appellant
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EVIDENCE APPENDIX

The below Reitman declaration was submitted by Third-Party
Requester/Cross-Appellant. It was admitted in the record, and referred to in the
Examiner’s Right of Appeal Notice, mailed December 6, 2013, see, inter alia, pp.
2,14,75,77, 87-92,94,97, 100, 105.

3 BDSI’s/Respondent’s Declaration by Maureen Reitman, Sc.D. Under 37

C.F.R. § 1.132, dated February 28, 2013, filed April 12, 2013 (“Reitman
Declaration™)

EA-i
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3 BDSI’s/Respondent’s Declaration by Maureen Reitman, Sc.D. Under 37
C.F.R. § 1.132, dated February 28, 2013, filed April 12, 2013 (“Reitman
Declaration™)

EA-3
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DECLARATION BY MAUREEN REITHMAN, 300,
UNDER 37T CFR § 1132

Si/Madam

1, Mauresn Rettman, do bereby make the following declaration:

I Techmiesl Background

1. 1am a Prncipal and the Director of the Polvmer Science and Matenale Chemistry
Practice ai Exponent. 1 hold two academic degress: {1} a Bachelor of Science in
baterials Science and Engincering from the Massachusetts Institute of Technology
(MIT}, and {2} a Doctor of Science in Materials Scignce and Engineering, with a thesis
in the field of polymers, from MIT. 1 have been practicing in the fickd of polymer
science and engineenng for more than 20 years as a researcher at MIT, in a vartety of
technical roles at the 3M Company, and ag a consultant with Exponent. { provide
consulting engineering services in all aspects of polymer science and engineering
icluding, but not limited o materisl selection, product design and development,
mechanical and chemical testing, fatlure analysis, pelymer chenustry, polymer

MET §5133325v.d
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physics, and polymer processing. My specialiics include formulation, processing and
performance evaliation of polymeric materials, including films, coatings, adhesive

and transdermal drug delivery systems. | have been directly involved in product
development, prodect hine extensions, transfer of new prodacte o manufacturing,
qualification of alternative materials and manufacturing equupment, evaluating field
performance, and assessing intellectual property. 1am & past chairman and continue ©0
serve as a member of the board of directors of the Medical Plastics Pvision of the
Society of Plastics Hngmesra, My curricufiom vitae is provided jo Appendix A.

While Exponent is being paid for my tire, 1 am not an employee of, nor do | have any
financial interest in, BioDelivery Sciences Intemational, Inc.

[ have been asked to carcfully review International Publication No. W0 00/42992
{(“Chen™y, and mamufacture o film as describad in Chen. 1 carefully reviewed Chen.
I_]nde,r my direction, my team manufactured a filmw in aceordance with Example 7 of
Chen. 1have also been asked to take samples and perform various analytical tests ©
confirm the uniform distnibution of the pharmacentical active in substantially egual
sized individual dosage units of the film, which we did.

Manufsciuring Example 7 of Chen

Chen states: “According to Examples 1-8, the hvdrocollowd [Methocel ES{HPMUO))
was dissolved i water under agitated muxing o form a uniform and viscous solution.”
Chen 17:7-8,

= Methocel ES(HPMC) was dissolved in water under agitated mixing o form a
wrpiform and viscous sohution, by my team.

Chen states: CAdditional ingredients were then added sequentially (o the viscous
solution such as peppernind, aspartame, propyifene] glveol, benzoic acid and citri
acid under agitated mixing unild they were uniformly dispersed or dissolved i the
bhydrocoiloid.” Chen 17:8-11.

s Additional ingredients were then added sequentially to the viscous solution
mchuding peppermunt otl, aspartame, propylene glyeol, benzoic acid snd citric
acid under agitated mixing ootii thoy were uniformly dispersed or dissolved in
the hydrocolloid, by my team.

s Kolliphor Fi was also added to the viscous solution.

Chen states) “Therapentic agenis were added 1o the homogensous mixture {coating
solution) prior to forming the film.” Chen 20118-20,

& Oxybutynin chloride (the therapeutic agent of Exarople 7) was added to the

homogencous mixture {coating solution) prior to frming the film, by my team,

N7

Chen’s Table § specifies the composition for Example 7.

P
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s Weused the ingrodients 1o the amounts identified in Chen’s Table 5. See
Table 1.

Tablel
Formulation, Ex. 7, | % Weight | Formulation, Prepared by
Tabile 5, Chen Mawreen Reitman Teamn
Oxybutynin 3.71 Oxvbutynin chloride 3.71
Methooel ES 21.06 Methocos! ES Premium 21.06
Vater | 70.72 Water, distilled .77
| i Kolliphor FL 1
Propylens glyeol 1 | Propyiene glvest i
Peppermnt i Peppermintoil ]
Aspartame 3.8 Aspartame R EE
V_ Benzoic acid 4.013 Henzoic acid $.013
Curicacid 07 | Citric acid, fhuﬁéiﬁdmte (3.7

Chen states: “The resultant mixture was degassed in a vacuum chamber antil trapped
air bubbles were removed.” Chen 17:11-12.

s The resubiant puxture was degassed in 3 vaouwn chamber until trapped atr
bubbles were removed, by my feam

Chen states: “The formudation was then costed on the non-siliconized side of a
polyesier {ilm at a wet thickness of 10 mil and dried in a hot air circolating oven at
30°C for 9 mmutes.” Chen 17:13-15

s The formulation was then coated on 2 non-siliconized side of 3 palyester film
at a wet thickness of 10 mil and dried in 2 kot air cireolating oven at 56°C for
up to 9 mimates, on commercial manufacturing eqipment by my teant.

Chen states: “Methods for menufacturing the dosage unit include the solvent casiing
methods as shown i Figure 2.7 Chen 15:13-14. “The mannfacturing process for
forming the dosage unit is Ulustrated in Figure 2. The dry filin formed by this process
is a glossy, stand alone, self supporting, non-tacky and flexible Him {1237 Chen
15:29-31

e A golvent casting manufactm‘ing process for forming the dosage unit as
iHustrated in Figare 2 was used”, by my team.

' The Cremophor line of products now owned by BASF and renamed Kolliphor, Based on the naming convention
of the Cremophor/ Kolliphor products, EL40 is Polyoxyt 40 Castor Oif and EL s Polvoxyl 35 Cast

tor 08 {i.2., they
are based on a 1:40 and 1:35 ratio, respectively, of castor oil:ethylene oxide). They are different materials.
However, ene of skiil in the art would recognize Kolliphor EL as an appropriate substitute, as Cramophor EL4G is
no longer available,
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= The film was mamufzctured using a controlied drying process.

s Asibhustrated in Figure 2, the drying oven featured acration controler with 3
zones set such that in each successive zone alv impingement on the surface of
the film increased.

¢ The dry film formed by the process 1s a glossy, stand alone, self-sapporting,
non-tacky and flexible film,

Chen states: “A glossy, substantially transparant, stand alone, self-supporting, non-
tacky and flexible 8im was ohiained after drying.” Chen 17:135-16.

s A glosey, substantially transparent, stand alone, seif-supporting, non-tacky and
flexible film was obtained after drying, by my team,

2

(%]

YVerification of Content Lmiformdly — Visual Inspection

s By exanunation with the naked eye, uniformity was verified by my team.

6. Verification of Content Uniformiiy — Umit Dose Weight

s By weighing individual dosage units of substantially identical size, uniformity was
vertfied by my team. See Table 2.

Sample odosage unit
A .034

2 0.034

3 0.034

4 0.034

3 0.034

5 3.034
— 0.034

7. Verification of Content Uniformity — Dissolution Test (HPLCH

s By dissolution of individual dosage units of substantially identical size and
analysis by High Performeance Ligquid Clromatography (HPLC) active content
uniformuty was vertfied by may team.  See Table 3.

2 - - . . c e ; . i L
O backing was not looped and we did not die cut in fine, but the soivent casting and drying under aeration s
maiched.

4
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FE7744-00023
Declaration of Mauresn Reitman, Sc.D

Table 3
Sampls O,‘{‘ybu.tynii%
weight {mg}
A 4.4
C 4.3
[y 4.4
K 4.1

& Mg can be seenin Table 3, the active vanes by less than 10%,

8. Additional Observations

s The components of the formulation, including the active component, were
aniformly distributed in the viscous solution, which was used to cast the flm,
as was verified by my tean.

z=  The viscons solution, which was used to cast the film, exhibited the How
properiies of honey {around 16,000 cpa), as observed by my toam.

s Water content of the filie was less than 10%, as verified by my team.

s Within about 4 minutes after initiation of drying, the filin was selfsupporting,
non-tacky, {fexible and viscoelastic, as verified by my team.

8. I herehy declare that all sfatements made herein of my own konowledge are true and
that all statements made on information and belief are believed 10 be true: and further
that these statements were made with the knowledge that willfial false statements and
ihe like 30 meade are punishable by fing, or imprisonment, or hoth, under seotion 1001
of Title 18 of the United States Code, and that such willful statements may jeopardize
the validity of the application or any paients issued thereon.

£
¥ ‘ g} ?E{ '_,\«,w,,e:;:( 5{)““‘*‘“““‘““““*“‘-
X

Dated; February 28, 2013

Maureen Retunan, 8¢5

(%3
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Appendit A

Py

Bailure Analysis Asspcfaies”

Maureen T. F. Reitman, Sc. b
Principal and Practice Drector

Professional Profile

Dr. Maureen Rettman is a Principal and the Director of Exponent’s Polymer Science and
Material Chemistry practice. Her expertise includes polymer and composite technology,
mechanics of materials, adhesion science, [iber mechanics, ustory and technology of plastics,
and material fatlure analyeis. She is skilled in the development and use of iesting tools and
methods and has applied them o plastic, nubber, textile, meotal, glass, ceramie, and composite
materiale and systems, She is experienced in maior aspects of product development, including
materials selection, formulation, scale-up, end-use testng, filure analysig, certification
procedures and iasues related to intellectual property.

Dr. Reitan has conducted research in the areas of packaging and barrier materials; painds and
coatings; plastic pipes; transdermal drug delivery; adhesives, sealants, and encapsulants;
molding compounds; high temperatore resins; nanoparticlas; fibers and textiles; otective
coatings and finishes; polymer chenvcal resistance; plastic insulation; connectors and splices;
plastic packaging; medical devices; environmental effects on durability; and product aging. She
has used her expertise to solve & broad range of problems related o coatings, fibers, films, and
extruded and molded products, and thewr use in the telecom, slectronics, elecirieal,
transportation, construction, fire protection, medical, and consumer products markets.

D, Reitman is a2 mernber of the Board of Directors of the Medical Flastics Division of the
Society of Plastics Engineers and an active member of two Underwriters Laboratornies Standard
Technical Panels, addressing Polvioeric Materials (UL 94, UL 746, UL 1694) and Appliance
Wiring (UL758).

Prior to joiming Exponent, Dr. Retuman worked for the 3M Company in both research and
management roles. Her activities included techuology wentification, matenials selection and
gualification, product development, customer support, program managerment, acquisition
integration, intellectial property analysis, and patent litigation support.

Academic Credentials and Professional Honors

Se.D3., Materials Science and Enginecning/ Program in Polymer Science and Technology,
Massachuactts Tnatitute of Technology, 1993

B.5., Materials Science and FEagineering, Massachusetts Institute of Technology, 1950

Wational Academy of Enginecering Frontiers of Engineering, 2009; Tau Beta Pi; Sigma X1

Yohn Wulff Award; Carl Loeb Fellowship; NCAA Posigraduaie Scholarshup;

Maloobn G. Kispert Award; GTE Academic All-American
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Patents

Patent 6,311,524: Accelerated Method for Increasing the Photosensitivity of a Glasay Material,
ssued November 6, 2001,

Furopean Patent EPRR3G4Z2: Tackified Polydiorganosiloxane Polyurea Segmented
Copolymers and a Process for Making Same, published March 25, 1958

Patent 5,371,051 Fiber Optic Fusion Splice Protector Sleeve, tasued March 24, 1998,
Publications

Kurtz §, Siskey R, Reitman M. Accelerated aging, natral aging, and small punch testing of
ganuna-air sieribized polycarbonate urethane acetabular componenis. Journal of Bioupedical
Materials Research Part B Applied Biomatenials 2610 May,; 93B{(20n422-447.

Hoffman IM, Reitman M, Donthu 3, Ledwith P. Complimentary fulure analysis methods and
their application to TPV pipe. Procesdings, ANTEC 2010, Society of Plastics Engineers,
Crrlando, FL, May 2010

Hoffman IM, Reitman M, Donthm S, Ledwith P, Wills . Microscopic characterization of
CPVC faiture modes. Procgedings, ANTEC 2009, Society of Plastics Enginsers, Chicago, 1L,
hune 2009, Best Paper Award in Fathire Analveis & Prevention

Kurtz 3M, Ebert M, Siskey R, Ciccarellt L, Reitman M, Harper ML, Chan FW. Natural and
accelerated aging of polvurethanes in the Bryan cervical dise. Poster No. P158. Transactions of
Spineweek 20038, Geneva, Switzerland, May 26-31, 2008,

Reitman M, Ledwith P, Hoffman M, Moalli |, Xu T, Environmentally driven changes in nvion.
Proceedings, ANTEC 2008, Milwautkee, W1, Scciety of Plasties Engineers, May 2008,

Hoffian JM, Rettroan M, Ledwith P. Characterization of manufactoring defects in medical
balloons. Proceedings, ANTEC 2008, Milwaukee, Wi, Society of Plastics Engineers, May
2008,

Reitman, MTF, Moalli JE. Polymeric coatings for medical device. Medical Device and
Manufactoring Technology, Touch Briefings, pp. 2830, 2046,

2w 2

Moalh JE, Moore T, Robertson €, Reutman MTF, Fathire analysis of niinide radiant besting
wbing, Proceedings, ANTEC 2006, Society of Plastic Engineers, Charlotte, NC, May 2006,

Rettman M, McPeak J. Protoctive coatings for implaniable medical devices, Procesdings,
AMTEC 2008, Society of Plastic Engineers, Boston MA, May 2005,

Maursen T, ¥, Reitman, 5c.ib,
Page 2
82753
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MePesk I, Reitman M, Moalli 1. Deternunation of in-service exposure temperature of
thermoformed PVC via TMA. Proceedings, 317 Annual Morth American Thermai Analysis
Society Conference, Williosburg, VA, 2004

Reitman MTF, Mosili JE. Product development and standards organizations: Listings and

. . - . | il . . N ~ B - .
certifications for plastic products. 87 Annual International Conference on Industrial
Engincering Theory, Applications and Practice, Las Vegas, NV, 2003,

Potdar YK, Reitman MTF. The role of engineering covsultants in fatlure analysis and product
development. 8 Annual International Conference on Industrial Hogineering Theory,
Applications and Praciice, Lag Vegas, MV, 20603,

Brekoye OA, Lowman CD, Hulme-Lowe AG, Fabey MT, Polymer weld strength predictions
using a thermal and polvmer chain diffusion analysis. Polymer Engineering and Science 1995;
38{63:976-991, lune,

Fahey MT. Monlinear and anisotropic propertiss of ugh performance fibers, MIT Thesis,
1943,

Fahey MT. Mechanical property characterization and enhancement of rigid rod polymer fibers.
MIT Thesis, 1990,

Book Contributicns

Rettman M, Liv 1, Rehkapt' J. Chapter 38, Mechanical properties of polymers. In: Handbook
of Measurement in Science and Engineering. Volume 2. Kutz, M {ed), John Wiley & Sons,
Hoboken Mi, 2013, I5BN- 97¢-1-118-38464-0.

Reitman M, Jackel I, Siskey K, Kurtz S, Morphology and crvstalline architecnure of
potyarylketones, pp. 49-60. In: PEEK Biomaterials Handbook, Kurtz 5SM {ad}, Elsevier
William Andrews, Kidlington, Oxford, UK, 2012, 1SBN 13:978-1-4377-4463-7

Tsuji I8, Mowat FS, Donthu 8, Reitman M. Application of toxicelogy studies in assessing the
health nisks of nanomatenals in conswmer products, pp. 343-380. In: MNanotoxicity: From In
ive and In Viero Models to Health Fusks, Sahu 8, and Casciano £, {eds), John Wiley & Sons,
Chicester, Weat Susaex, UK, 2009, ISBN 878-0-47(-74137-5.

Reitman MTF. The Plastics Revolntion. v Research and Thacovery: Landmarks and Pioneers
i Amertcan Science. Lawson RM {ed}, Armonk NY: Sharpe Reference 2008, ISBN 978-0-
7656-807 340,

Folein SM. Mid-century plastic jewelry. Schiffer Publishing, Atglen, PA, 2045, {Technical
advisor (o author).
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Selected Invited Prosemtations

Reitman MTF. Fatlure analysis tools. Workshop on Future Meeds for Sarvice Lifs Prediction of
Folymerie Mateniale, MIST and Underwriters Laboratories, Gaithersbhurg, MD, Ociober 2012

Hoffman 1, Maclean 5, Ralsion B, Retiman M, Ledwith P, Fractography of unfilled
thermoplastic waterials experiencing common mechanical failure modes. Materials Science &
Technology 2012 Conference, Pittshurgh PA, Qoiober 2012,

Hoffiman J, Retooan M, Ledwith P, Microscopic characterization of CPVC faihire, Materials
Science & Technclogy 2012 Conference, Pittsburgh PA, Getober 2012,

Reitman MTE. Polyvmer material properties for next generstion medical devices. Invitad
Speaker: MedTech Polymers, UBM Canon, Chicago, 1L, September 2012,

Reitman MTF. Polymaers for meedical applications, Fundamentals and Fellows Forum, ANTEC
2012, Orlando FL, April 2012

Reiteman MTF. Plastic and composite product fathures. Invited lecture w Failure Analysis of
Emerging Technologies. Stanford University Department of Materials Sciencs and
Engineering, Menlo Park, CA Gctober 2009,

Reitman MTFE. Factors for succesa: Plastics in injection molded medical devices, Part of
Infection Molding Works for Medical Desipn, Pesign NMews Webcast, October 2008,

Reitman MTF. Plastic and composite product fatlures, ¥eyoote Speaker: Third International
Conference on Engineering Faihwe Analysis (JCEFA TH), Elsevier, Sitges Spain, July 2008,

Rettman MTF. Multiphase materials for medical device applications, an overvisw. Medical
Dievice and Manufactoring (MDM), Canon Conunvunications, various locations, January- June
2008,

Reitman MTE. Nanotechnology and plastics for medieal devices. Capitalizing on Nanoplastics,
Intertek PFIRA San Antonic T3, February 2008,

Rettman MTF. Mano additives in composites and coatings for medical devics applications.
Medical Device and Manufacturing Minneapolis, Canon Communications, Minneapolis MN,
Cetober 2807,

Reitman MTFE, Swanger LA, Practical tips on how 10 manage your technical expert in patent
disprites. Ropes & Gray IP Master Class, Live Telecounterence, June 2007,

Reitman MTF, Kennedy E. Root cause faihire analysis and sceident mvestigation. Lorman
Educational Services, Live Teleconference, November 2007,
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Reitman MTF. Plastics fatlure analysis: Case studies, Balumore/ Washington Chapter of
SAMPE, Gotober 2006,

Rettman MTF, Plastics fathire analysis. Baxter Global Plastics Processing Conference 2008,
Schaumburg 1L, 20035

Fahey MT. Fiber mechanics, corrosion, sealants: Talss of'a 3M materials scientist, Class of
1860's Scholars Program, Withams College, 1999

Fahey MT. Adhesives and sealanis for the telecommumications industry. Riverwood V
Conference, St Paud MDN, 1998,

Current Professional Appointments

s Underwriter’s Laboratory Standards Techuoical Fanel STP 746 {Polyvmeric Materials,
nciodes UL94, UL 746 and UL16%4)

s Underwriter’s Laboratory Standards Technical Panel STP 738 {Apphance Wires/
UL758)

#  Medical Plastics Diivision Board of Direciors, Society of Plastics Engineers

Committer and Review Activities

o UL Forum on Imtiatives to [mprove the Long Term Aging Program, LTTA Tools
Working Groups, Underwriters Laboratories

e Rasearch and Engincering Technology Award Committee, Scciety of Plastics Engineers

e Reviewer, Meodical Plastics Technical Frogram Cominittee, Socicty of Plastics Engineers

s Reviewer, Failure Analysis and Prevention Technical Program Committee, Society of
Plastics Engmesrs

s Reviewer, various bhook proposais and submissions related to polymer scisnoe, ASM
Internavonal, Elsevier, John Wiley

FProfessional Affilistions

s American Association {or the Advancement of Science (member)
¢ American Association of Textile Chemists and Coloriste—AATCC (senior member)

= American Chendeal Society {member)

ASTM International {member)

2 Society for the Advancement of Material and Process Engineering (member}
s Society of Plastics Engincers {senior member}
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Inter Partes Reexamination Control No. 95/002,170 US Patent No. 7,897,080

CERTIFICATE OF SERVICE
It is certified that a copy of this PATENT OWNER’S APPELLANT’S REBUTTAL
BRIEF has been served, by first class mail, postage prepaid, on May 27, 2014, in its entirety on

the third party requester as provided in 37 CFR § 1.903 and 37 CFR § 1.248 at the address below.

DANIELLE L. HERRITT
McCARTER & ENGLISH LLP

265 FRANKLIN STREET

BOSTON, MASSACHUSETTS 02110

/Michael 1. Chakansky/

Michael 1. Chakansky

Registration No.: 31,600

Attorney for the Patentee/ Appellant

CoS-1
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Electronic Acknowledgement Receipt

EFSID: 19140143
Application Number: 95002170
International Application Number:
Confirmation Number: 6418

Title of Invention:

POLYETHYLENE-OXIDE BASED FILMS AND DRUG DELIVERY SYSTEMS MADE

THEREFROM
First Named Inventor/Applicant Name: 7897080
Customer Number: 23869

Filer:

Michael I. Chakansky

Filer Authorized By:

Attorney Docket Number:

117744-00023

Receipt Date: 27-MAY-2014
Filing Date: 10-SEP-2012
Time Stamp: 21:30:57

Application Type:

inter partes reexam

Payment information:

Submitted with Payment no
File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)
1869390
1 Rebuttal Brief - Owner AppellantsRebuttalBrief.pdf no 45
e4ae8c32870e5d47e495244a7 cab0f9a663
13b3d
Warnings:

Information:
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Total Files Size (in bytes):| 1869390

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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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. |
95/002,170 09/10/2012 7897080 117744-00023 6418
23869 7590 0412512014 | |
EXAMINER
Hoffmann & Baron LLP
6900 Jericho Turnpike DIAMOND, ALAN D
Syosset, NY 11791
| ART UNIT | PAPER NUMBER |
3991
| MAIL DATE | DELIVERY MODE |
04/25/2014 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.
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. . . Control No. Patent Under Reexamination
Transmittal of Communication to
Third Party Requester 95/002,170 7897080
. . Examiner Art Unit
Inter Partes Reexamination
Alan Diamond 3991

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

[ (THIRD PARTY REQUESTER'S CORRESPONDENCE ADDRESS) —

Danielle L. Herritt
McCarter & English LLP
265 Franklin Street
Boston, MA 02110

Enclosed is a copy of the latest communication from the United States Patent and Trademark Office
in the above-identified reexamination proceeding. 37 CFR 1.903.

Prior to the filing of a Notice of Appeal, each time the patent owner responds to this communication,
the third party requester of the inter partes reexamination may once file written comments within a
period of 30 days from the date of service of the patent owner's response. This 30-day time period is
statutory (35 U.S.C. 314(b)(2)), and, as such, it cannot be extended. See also 37 CFR 1.947.

If an ex parte reexamination has been merged with the inter partes reexamination, no responsive
submission by any ex parte third party requester is permitted.

All correspondence relating to this inter partes reexamination proceeding should be directed to the
Central Reexamination Unit at the mail, FAX, or hand-carry addresses given at the end of the
communication enclosed with this transmittal.

U.S. Patent and Trademark Office Paper No. 20140423
PTOL-2070 (Rev. 07-04)
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Application No. Applicant(s)
Inter Partes Reexamination 95/002,170 7897080
Examiner’s Answer Examiner Art Unit
Alan Diamond 3991

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

Incorporation by Reference of the Right of Appeal Notice

The Right of Appeal Notice (RAN) mailed on December 6, 2013, including all of the grounds of rejection, determinations
of patentability, and explanations set forth in the RAN is incorporated by reference. Every ground of rejection and every
determination not to make a proposed rejection set forth in the RAN are being maintained by the examiner.

This examiner's answer does not contain any new ground of rejection and any new determination not to make a
proposed rejection.

Status of Amendment After Action Closing Prosecution
The amendment(s) filed on has/have been entered.
The amendment(s) filed on 3 September 2013 has/have not been entered.

Period for providing a Rebuttal Brief
Appellant(s) is/are given a period of ONE MONTH from the mailing date of this examiner's answer within which to file a
rebuttal brief in response to the examiner's answer. Prosecution otherwise remains closed.

The rebuttal brief of the patent owner may be directed to the examiner's answer and/or any respondent’s brief. The
rebuttal brief of the third party requester(s) may be directed to the examiner’s answer and/or the respondent’s brief of
the patent owner. The rebuttal brief must (1) clearly identify each issue, and (2) point out where the issue was raised in
the examiner’'s answer and/or in the respondent’s brief. In addition, the rebuttal brief must be limited to issues raised in
the examiner’s answer or in the respondent’s brief. The time for filing the rebuttal brief may not be extended. No further
submission (other than the rebuttal brief(s)) will be considered, and any such submission will be treated in accordance
with 37 CFR 1.939 and MPEP 2667.

O Attachment(s)

| Other:

All correspondence relating to this inter partes reexamination proceeding should be directed to the Central
Reexamination Unit at one of the following addresses:

Please mail any communications to: Please hand-deliver any communication to:
Attn: Mail Stop “Inter partes Reexam” Customer Service Window

Central Reexamination Unit Attn: Central Reexamination Unit
Commissioner for Patents Randolph Building, Lobby Level

P.O. Box 1450 401 Dulany Street

Alexandria VA 22313-1450 Alexandria VA 22314

Please FAX any communications to: (571) 273-9900

/Alan Diamond/ /Jerry D. Johnson/ /Deborah D. Jones/
Patent Reexamination Specialist Patent Reexamination Specialist Supervisory Patent Examiner, Art Unit 3991
Central Reexamination Unit 3991 Central Reexamination Unit 3991

U.S. Patent and Trademark Office Inter Partes Reexamination Examiner’s Answer Paper No. 20140423

PTOL-2291 (08-10)
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Application/Control No. Applicant(s)/Patent Under
Reexamination
Index of Claims 95002170 7897080
T
ALAN DIAMOND 3991
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 |10/08/2012(07/11/2013|11/25/2013|04/23/2014

1 v v v A

2 v v v A

3 v v v A

4 v v v A

5 v v v A

6 v v v A

7 v v v A

8 v v v A

9 v v v A

10 v v v A

11 v v v A

12 v - -

13 v v v A

14 v v v A

15 v v v A

16 v - -

17 v v v A

18 v v v A

19 v v v A

20 v v v A

21 v v v A

22 v v v A

23 v v v A

24 v v v A

25 v v v A

26 v v v A

27 v v v A

28 v v v A

29 v v v A

30 v v v A

31 v v v A

32 v v v A

33 v v v A

34 v v v A

35 v v v A

36 v v v A

U.S. Patent and Trademark Office

Part of Paper No. : 20140423
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

L REAL PARTY IN INTEREST

BioDelivery Sciences International, Inc., the Requestor in the underlying

inter partes reexamination, is the real party in interest for this brief.
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

II.  RELATED APPEALS, INTERFERENCES, AND TRIALS

BDSI agrees with Patent Owner MonoSol’s March 10, 2014 Appeal Brief

(hereinafter “AB”) except as follows.

e Neither US Patent No. 7,357,891 nor US Patent No. 7,425,292
successfully exited reexamination. No original or substantially
identical claims were confirmed in either of the ex parte
reexamination certificates.

¢ Requestor properly petitioned for Inter Partes Review of the new
claims of ‘891C1 Patent and the substantially amended claims of the
292C1 Patent.

e BDSI presumes that MonoSol’s reference to “the 150 Patent” is a
reference to MonoSol’s US Patent No. 8,017,150. In any event, to be
clear, BDSI is not involved in any patent infringement action
involving “the ‘150 Patent.”
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

II.  STATUS OF CLAIMS

BDSI agrees.
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

IV. STATUS OF AMENDMENTS

BDSI agrees.
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

V. SUMMARY OF CLAIMED SUBJECT MATTER

BDSI disagrees with the support cited by MonoSol for its newly added
recitations and to any alleged distinction between the claimed methods and the
prior art, whether based on uniformity, locking-in/preventing migration,

performing analytical chemical testing, or any other claim element.

BDSI disputes, for example, that the invention is directed to methods
“(1) where the degree of uniformity of content of active throughout a particular lot
of resulting films, as well as (i1) where the degree of uniformity of content of
active in dosage units taken from different lots of resulting films can also be
strictly maintained through the claimed processes.” AB at 5. None of the claims
recite these alleged points of novelty, either “lot of resulting films” or “different

lots of resulting films.”

BDSI also disputes that “[p]rocesses for such control of content uniformity
are not present in the prior art.” AB at5. None of MonoSol’s claims recite
“controlling content uniformity,” nor do they provide any novel or non-obvious

methods for controlling anything.
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

VI. ISSUES TO BE REVIEWED ON APPEAL

A.  Whether the panel erred in rejecting the claims of the ‘080 patent
when it relied upon substantial evidence and where MonoSol failed to dispute the

findings underlying the panel’s prima facie case.

B.  Whether the panel erred in rejecting MonoSol’s rebuttal arguments,
where (1) no nexus has been established between the rebuttal evidence and the
claimed invention, (i1) the rebuttal evidence is not commensurate with the scope of
the claims, and (ii1) MonoSol has not rebutted the substantial evidence that the

newly-recited properties already existed in the prior art films.

ME1 17597274v.1

DRL - EXHIBIT 1007

DRL 201



US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

VII. ARGUMENT
Preliminary Statement

The underlying issue of this reexamination is that if MonoSol has an
inventive process, it has failed to claim it. MonoSol is unable to point to any
claimed operative step or condition that is not taught or suggested by the prior art.
And, despite several opportunities to do so, MonoSol is unable to explain why the
prior art methods would not necessarily achieve the claimed desired results. The
panel’s prima facie case is also supported by extensive factual findings and
substantial evidence. See, e.g., RAN at 30-44 (Chen), 52-62 (Staab), 63-71 (Le
Person); Reitman Declaration; Cohen Declaration.

And MonoSol has failed to rebut the panel’s prima facie case. Instead,
MonoSol argues that recitations of characteristics inherent to the prior art processes
and/or recitations of well-known post-manufacturing steps render the claims novel
and non-obvious. “However, arguments of counsel cannot take the place of
factually supported objective evidence.” MPEP 2145, citing In re Huang, 100
F.3d 135, 139-40 (Fed. Cir. 1996). With respect to all of its rebuttal evidence,
e.g., there is no nexus between the rebuttal evidence and the claimed invention.

Many of MonoSol’s arguments are presented without any discernible allegation of

_7 -
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US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

error by the panel. Where no error has been alleged, MonoSol’s arguments do not

present proper issues for appeal. MonoSol is not entitled to de novo review.

A. Whether the panel erred in rejecting the claims of the ‘080 patent
when it relied upon substantial evidence and where MonoSol failed to
dispute the findings underlying the panel’s prima facie case.

MonoSol’s claims recite a process. As the panel has repeatedly found,
MonoSol’s process claims do not recite any process step or condition that can
distinguish the methods disclosed in the prior art from the claimed methods. RAN
at 74 (Chen), 82 (Staab). MonoSol is unable to point out any claimed operative
step or condition that is not taught or suggested by the prior art. RAN at 82.
Instead, MonoSol argues that two types of new recitations render the claims novel
and non-obvious: (i) recitations of uniformity (which are inherent to the prior art
processes) and (ii) recitations of a post-manufacturing testing step (which was
well-known in the prior art).

“Where the claimed and prior art products are identical or substantially
identical in structure or composition, or are produced by identical or substantially
identical processes, a prima facie case of either anticipation or obviousness has
been established.” MPEP 2112.01(1), citing In re Best, 562 F.2d 1252, 1255
(CCPA 1977). The panel has met this burden.
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In addition, the panel’s findings are supported by substantial evidence,
including: (1) the claimed uniformity disclosed in the Chen films (Chen at 17:15-
16, and Table 4); (ii) the evidence in the Reitman Declaration reproducing
Example 7 in Chen and confirming uniformity in the Chen films (Reitman Decl. qq
5-7); (ii1) the evidence in the Cohen Declaration confirming the ability of one of
ordinary skill to make uniform films when starting with a homogeneous polymer
matrix or solution (Cohen Decl. | 10); and (iv) the evidence in the Reitman
Declaration demonstrating that MonoSol’s newly-recited scientific theories are
inherent in Chen (Reitman Decl.  8). Despite several opportunities to do so,
MonoSol has been unable to respond to the panel’s findings (RAN at 82-83) that
the prior art methods would not necessarily achieve the claimed desired results or
provide rebuttal evidence.

Finally, substantial evidence supports the panel’s findings that the recited
post-manufacturing steps were known in the prior art. MonoSol admits the
worldwide regulatory requirement for consistent pharmaceutical dosages was
known (‘080 patent 2:38-45), and the panel correctly found motivation for the step
of performing uniformity testing existed at the time the invention was made. RAN

at 38-39. MonoSol also admits that the step of performing analytical chemical
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testing for content uniformity was known in the prior art. ‘080 patent; see also
29:35-39 (“[a]ny conventional means for...testing...for example...use of analytical
equipment,”); see also AB at 56 (“Le Person went on to support Patentee’s
position that the only way to actually determine uniformity of content in the
amount of active is through assaying (analytical chemical testing)” (citing Le

Person at 257, col. 2). The panel’s finding of the same (RAN at 38-39) was not

disputed in MonoSol’s Appeal Brief.

B. Whether the panel erred in rejecting MonoSol’s rebuttal areuments,
where (1) no nexus has been established between the rebuttal evidence
and the claimed invention, (ii) the rebuttal evidence is not
commensurate with the scope of the claims, and (iii) MonoSol has not
rebutted the substantial evidence that the newly-recited properties
already existed in the prior art films.

Once the panel made its proper prima facie case, the burden of proof shifted
to MonoSol to present rebuttal evidence and arguments. MPEP 2145, citing In re
Dillon, 919 F.2d 688, 692 (Fed. Cir. 1990). Attorney argument cannot take the
place of “factually supported objective evidence.” MPEP 2145, citing In re
Huang, 100 F.3d 135, 139-40 (Fed. Cir. 1996); MPEP 2145. “[T]o be entitled to

substantial weight, the applicant should establish a nexus between the rebuttal
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evidence and the claimed invention, i.e., objective evidence of nonobviousness

must be attributable to the claimed invention.” MPEP 2145.

1. Bogue and Uniformity: there is no nexus between Bogue’s lots
and the claimed invention.

MonoSol argues that the panel did not give sufficient weight to the
declarations of MonoSol’s expert, Dr. Bogue, regarding the uniformity of “lots”
of Suboxone® films. AB at 18 n.2. However, the panel fully considered and
weighed Dr. Bogue’s March 13, 2013 Declaration (“Bogue I”’) and September 3,
2013 Declaration (“Bogue II"’), and found that MonoSol failed to establish a nexus
between the process described in the Declarations and any of the claimed
processes:

Bogue Declaration I lacks specific details about the film
production. For example, it is not clear in Bogue
Declaration I which materials, e.g., the specific polymers
and solvent, are used; it is not clear if other materials are
present when preparing the films; it is not clear exactly
what is done to form the flowable polymer matrix or how
and on what it is casted, or, in particular, exactly how the
controlled drying is performed and for what exact
amount of time the drying is done, etc.

RAN at 74 (Bogue 1); see also RAN at 78-80 (Bogue II). The Bogue Declarations

merely recite general process steps and assert—without support—that the films
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were made according to the ‘080 patent. Bogue I, { 4; Bogue II, { 4. Such
statements do not establish a nexus. See RAN at 78-80, citing MPEP 716 and
MPEP 716.03; see also Ex Parte Standish, 10 USPQ2d 1454, 1458 (BPAI 1988)
(nexus is not established by generic statements regarding construction of products
or process from declarants).

Thus, MonoSol failed to establish that Suboxone® is manufactured “in
accordance with the ‘080 Patent” (AB at 33) or its claims; and the panel properly
found that MonoSol had not established a nexus between the rebuttal evidence and
the claimed invention. RAN at 78-79; MPEP 2145, citing In re Huang, 100 F.3d

135, 139-40 (Fed. Cir. 1996).

2. Bogue and Uniformity: Bogue’s lots are not commensurate
with the claim scope.

Even if Bogue established that the lots were made in accordance with even
one claim—which it did not—it is unclear how a single product containing one
polymer combination and one active can be commensurate in scope with claims

covering hundreds of thousands of polymer combinations and actives.
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3. Bogue Commercial Success: there is no nexus between the
sales of Suboxone® and the claimed invention.

For the same reasons discussed above with respect to Bogue and uniformity,
MonoSol failed to establish a nexus between the process described in its
Declarations and any of the claimed processes. In its lengthy arguments relating
to commercial success, MonoSol does not dispute the panel’s findings that
MonoSol failed to show a nexus between the evidence and the claimed methods
and that the evidence is not commensurate in scope with claims (RAN at 80; AB
at 18-25, 31-33).

Indeed, as stated in the RAN, the evidenced commercial success appears to
be the result of product conversion, not the claimed invention. RAN at 79. The
evidence of commercial success must be deemed to derive from the invention and
not from an unrelated business event. RAN at 79, citing MPEP 716.03(b)(I). As
explained in MonoSol’s own exhibit, the tablet form of Suboxone® was recently
discontinued. RAN at 79 (reproducing Exhibit 5 of the Response to ACP). As a
result, existing users of the tablet form who were treating their opiate dependence

and wanted to continue with the same branded drug were left with no option but to
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convert to the Suboxone® film. Id. MonoSol did not dispute this in its brief or

allege any error in the findings of the panel.

4. Bogue Commercial Success: one product is not commensurate
with the claim scope.

The evidence of commercial success is not commensurate with the scope of
the claims. As the panel found, “evidence of sales of Suboxone® film is not
commensurate in scope with claims that are not limited to Suboxone®.” RAN at

80. MonoSol does not dispute this finding.

5. The facts in Leo are the direct opposite of the facts in the instant
appeal.

MonoSol relies heavily on Leo Pharmaceutical Products, Ltd. v. Rea, 726
F.3d 1346 (Fed. Cir. 2013) in constructing its rebuttal argument, contending that a
person of ordinary skill would not have been able to optimize the necessary
parameters recited in the claims of the ‘080 patent to arrive at the claimed
invention. AB at 30-31.

First, even if MonoSol were to overcome the panel’s conclusions regarding

optimization (RAN at 37), it is unclear how that would advance MonoSol’s
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appeal. MonoSol failed to address the panel’s primary conclusions that the

claimed uniformity was explicitly or inherently disclosed. RAN at 36-37.

Second, the fact pattern in Leo is completely different from the facts in the

present case. Some of the many differences between the facts in Leo and the

present case are below:

Facts in Leo Relied upon by the
Federal Circuit

Facts in Present Case

The prior art explicitly taught away
from the claimed invention. Leo, 726
F.3d at 1353-54.

In contrast, the panel found that the
prior art explicitly teaches the
claimed invention. See, e.g., RAN at
74 (“the prior art either explicitly,
inherently and/or obviously performs
the claimed generic manufacturing
steps using the claimed generic
ingredients”), 82 (“Despite multiple
opportunities during these
proceedings, MonoSol has not
explained what step or condition is
claimed but not taught in the prior
art.”)

The problem solved by the claimed
invention was not recognized in the
prior art. Leo, 726 F.3d at 1353.

MonoSol admits that the “problem”
of content uniformity was recognized
by the prior art, i.e., Le Person. AB
at 30. Further, the panel found that
the solution was already provided by
the prior art. RAN at 37; see also
Cohen Decl., I 10 (“When working
with a homogeneous or completely
dissolved coating mixtures as in

ME1 17597274v.1
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Chen, it would be difficult for a
person of ordinary skill in the film art
not to obtain a film that has uniform
content of active.”) (emphasis

added).
The elapsed time between the prior art | The elapsed time between the prior
and the patent’s filing date was very art and the earliest priority date was a
long: 14 and 22 years. Leo, 726 F.3d at | little more than one year. (Chen, e.g.,
1356. published July 27, 2000 and the first

priority date of the ‘080 patent is
October 12, 2001.)

The patent owner presented In contrast, MonoSol presents no
experimental evidence that the evidence that the methods of the prior
formulations disclosed in the prior art | art do not achieve its recited desired
did not achieve the desired results. result. And MonoSol does not

Leo, 726 F.3d at 1354. dispute the Reitman Declaration,

which demonstrates that Chen
achieved the desired results.
(Reitman Decl., ] 5-7).

As such, the facts in Leo are the direct opposite of the facts in the instant
appeal.
Even if the facts in Leo were not the direct opposite of the facts in the instant
appeal, the Board has noted that Leo is only applicable in limited circumstances:
[T]he Federal Circuit limited Leo Pharm. Prods., Ltd. to
a situation where the applied prior art did not provide any
apparent reason for one of ordinary skill in the art to

arrive at the claimed subject matter not only due to the
failure of the applied prior art to recognize and address
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the problem found by Appellants, but also due to the
divergent teachings and express disclaimer in the applied
prior art that would have precluded one of ordinary skill
in the art from arriving at such combination.

Ex Parte Deorkar, 2013 WL 6217838, *2 (PTAB Nov. 27, 2013).

6. Example M has no nexus with the claimed invention, is not
commensurate with the claimed invention, and, in any event,
there is evidence that the prior art already teaches both
uniformity and performing analytical testing.

MonoSol cites Example M of the ‘080 patent as evidence of the non-
obviousness of the recited analytical chemical testing step to the claimed invention,
relying on the proposition that there is no legal requirement that a patent disclose
examples for each embodiment. AB at 27. In doing so, MonoSol admits that
Example M is not covered by the claims and—therefore—there is no nexus and
this example is not commensurate in scope with the claimed subject matter. It is
not relevant whether or not Example M is an example of either “unexpected”
uniformity or an analytical chemical test in both are in the prior art. MonoSol’s
argument does not address or rebut the panel’s factual findings that the prior art

disclosed the recited uniformity (RAN at 36-38 (discussing Chen at 17:15-16 and
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Table 4); RAN at 56-57 (discussing Staab at cols. 1-13)) and that analytical

chemical testing was well-known (RAN at 38-39, and 84).

For example, it is unclear how the disclosure of “degrees of uniformity ...
approaching 4%” (AB at 26) supports patentability when the prior art shows
variation of 0% using the same criteria and to the same degree as the ‘080 patent.

RAN at 36 (Chen) and 57 (Staab).

And, MonoSol cannot rely on recitation of the analytical claimed testing step
itself to support non-obviousness of the claimed methods for making films. AB at
17 (“[o]nly by analytical chemical testing is it possible to determine the actual
amount of active present ...[t]his is the essence of the ‘080 patent claims.”). Even
if Example M measured a pharmaceutical active—which it does not—the claimed
testing step, by whatever method, is a known, post-manufacturing step. RAN at
38-39. With or without the performance of analytical chemical testing, the

resulting film product made according to the claimed methods would be the same.
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C. Claim Rejections Based on Sections 102 and/or 103

1. The panel did not err in rejecting claims 1-11, 13-15, 17-71, 82-
90, 92-94, 96-150, 161-172, 174-176, 178-232, 243-253, 256,
258-271, 274, 276-289, 292, and 294-318 under 35 USC 103(a)
over Chen.

a) MonoSol’s preliminary argument.

According to MonoSol, “the Examiner has not even considered all of the
elements of step (d) of Claim 1 or step (c) of Claims 82, 161 and 315-318.” AB at
35. MonoSol asserts that the panel ignores that the claims require not only creation
of viscoelastic film, but that it does so such that the active is “locked-in.” AB at
36-37. But the panel did not ignore this requirement. The panel carefully
considered this step and correctly and without error established its prima facie case
with respect to “locked-in,” by relying on Chen’s teaching of the same ingredients,
homogeneously mixed, and the same process as the claimed invention. RAN at 36;
82-83. MonoSol has not explained why performing all of the claimed steps with
the claimed materials, as the prior art does, would not dry a film such that active is
“locked-in.” RAN at 82. If there is a unique step for MonoSol’s process, or if
“locking-in” is meant to indicate a physical step or process condition, such step or

condition has not yet been indentified and claimed. RAN at 82.
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In addition, the Reitman Declaration reproduced Chen and provides
evidence that “[w]ithin about 4 minutes after initiation of drying, the film was self-
supporting, non-tacky, flexible, and viscoelastic.” Reitman Decl. at ] 8.
Therefore, Reitman demonstrates that the active in Chen’s films are locked-in
within about 4 minutes after initation of drying and achieves the recited desired

degrees of uniformity. Reitman at { 5-8. MonoSol does not dispute Reitman.

b) Chen’s Figure 5 is not evidence of non-uniform films.

Regarding Figure 5 in Chen, MonoSol fails to allege any panel error.
Without addressing the findings of the panel, MonoSol merely repeats its old
argument that Figure 5 in Chen discloses:
in six instances the amount of pharmaceutical active
released from Chen’s unit dose films is greater than
110% of the expected/desired amount of pharmaceutical
active for that drug and thus outside the ‘080 Patent’s
claim limitations.

AB at 39 (emphasis added).

As a preliminary matter, this argument is at best relevant only to
independent claims 82 and 315, the only claims containing the limitation “varies

by no more than 10% from the desired amount of active.”

MonoSol’s argument is entitled to little or no weight for several reasons.

-20 -

ME1 17597274v.1

DRL - EXHIBIT 1007

DRL 215



US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

First, MonoSol’s own expert, Dr. Lin, stated “[t]hese data [in Figure 5]
indicate that the test method used in the analysis is not reproducible and/or there is
a lack of active agent content uniformity between individual dosage units.” Lin
Declaration | 22 (emphasis added). That is, MonoSol’s expert admits that the error
bars in Figure 5 could indicate uncertainty in the testing measurement, rather than
a variation regarding release. Id. “Reduced to its logical components, Lin’s
conclusion (X demonstrates B) does not follow from Lin’s own premise (X
indicates A and/or B). In other words, Lin’s conclusion is logically invalid based
on Lin’s own stated premise.” RAN at 92. In its brief, MonoSol does not mention,
much less explain, its own expert’s uncertainty.

Second, not only does the data in Figure 5 not support Lin’s conclusion, it in
fact supports the opposite conclusion, i.e., that the error bars indicate uncertainty in
the test measurement. The total release of hydromorphone decreases between 4
and 5 minutes, and again between 8 and 10 minutes and the total release of
oxybutynin decreases between 6 and 8 minutes. But the total amount of active that
has been released cannot decrease over time—no matter how irregular the film

samples might be the drug cannot be “unreleased.” If anything, these decreases in
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total release over time support uncertainty in the test measurement. This point was
made in the RAN (92-94), and MonoSol failed to rebut the panel’s finding.

Third, Figure 5 is not relevant to the recited uniformity per dosage unit.
Uniformity per dosage unit is not what is shown in Figure 5. Figure 5 shows
cumulative active released over time, and it is not even clear that at 10 minutes the
films are fully dissolved.

Finally, to the extent that MonoSol is claiming that “locking-in” uniform
distribution and/or prevention of migration within the first 4 minutes is
demonstrated by uniformity (AB at 40), Chen demonstrates it. MonoSol does not
dispute that Chen discloses 0% variation using the same criteria and to the same
degree as disclosed in the ‘080 patent in Table 4; 17:15-16 and that the Reitman
Declaration confirms it (Reitman Decl. ] 5-6).

In view of the above, the rejection was proper and should be affirmed.

C) MonoSol’s optimization argument is based on Leo, a

case that has no discernible relationship to the facts in the
instant case.

See detailed argument above with respect to the Leo case (Section

VII(B)(5)).
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2. The panel did not err in rejecting claims 2, 3, 32, 55, 72-81,
111, 134, 151-160, 193, 216 and 233-242 under 35 USC 103(a)
over Chen in view of Staab.

MonoSol presents no arguments specific to the panel’s findings of
obviousness over Chen in view of Staab, other than to incorporate remarks from
other sections relating to Chen and Staab separately. AB at 43. BDSI addresses
these remarks above and below. See Sections (B) (rebuttal arguments), (C)(1)
(Chen), and (C)(5) (Staab). MonoSol alleged no further panel error and did not
challenge the motivation to combine Chen with Staab.

In view of the above, the rejection was proper and should be affirmed.

3. The panel did not err in rejecting claims 317 and 318 under 35
USC 103 over Chen in view of Arter

MonoSol incorporated its previous remarks relating to Chen, including
“locking in,” and alleging a lack of proof of uniformity of Chern’s films, and a lack
of description of what happens to Chen’s films during the drying process. AB at
43-44, BDSI addresses these remarks above. See Section (C)(1) (Chen).

a) The panel did not err in combining Chen with Arter.

MonoSol argues that it is improper to combine Arter with Chen because

“[Arter’s] process and apparatus is not at all transferrable to drying methods for
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pharmaceutical films, and particularly pharmaceutical films which are aqueous-
based and self-supporting.” AB at 44-45. However, MonoSol failed to
substantively address or point out any error in the RAN rejection, including the
findings of the relevance and pertinence of Arter. See RAN at 103-06.

As noted in the RAN, it is not necessary to consider whether drying methods
for organic solvent solutions are transferrable to aqueous solutions, because Arter
plainly states the method of the invention can be useful in drying layers formed
from “aqueous solutions of hydrophilic colloids.” RAN at 105, quoting Arter at
9:8; see also Arter at 5:57-68 (including “cellulosic” polymers (i.e., HPMC) and
“aqueous composition”).

Regarding “transferrable,” Arter’s drying methods are “in no way limited to
use in the manufacture of photographic materials, and can be advantageously
employed in any process, used in the manufacture of any product, in which a
gaseous drying medium is utilized in the drying of a coated layer....” Arter at
5:37-42. Strobush, which the Board has found to be pertinent art to the ‘080 patent
family (see Section (C)(4)), cites and discusses Arter. Strobush at 2:60-3:9.
Regarding “self-supporting,” neither of the methods in claims 317 and 318 recite

“self-supporting.” Even if the claims did recite this limitation, MonoSol has not
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disputed that Chen discloses a pharmaceutical “stand alone and self-supporting”
film. Chen at 15; RAN at 3.

b)  MonoSol does not dispute Arter’s teachings.

In all of MonoSol’s arguments, it did not dispute what the panel relies on
Arter to teach. RAN at 48-50. For example, the panel found that “Arter teaches
‘using air currents, which have forces below a yield value of the polymer matrix
during drying, to evaporate at least a portion of said solvent’.” RAN at 49.

The remaining arguments are irrelevant or immaterial. For example, in view
of the explicit teachings above, whether or not “mottle” is the same as, related to,
or different from MonoSol’s so-called problem (AB at 45) is immaterial. Chen
recognized and solved the content uniformity “problem,” if there was one, so Arter
need not do so. RAN at 105. Contrary to MonoSol’s arguments (AB at 45), the
panel did not rely on Arter to demonstrate either quantitative content uniformity, or
a teaching of analytical chemical testing. RAN at 48-50.

In view of the above, the panel did not err in combining Arter and Chen.

The rejection should be affirmed.
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4. The panel did not err in rejecting claims 317 and 318 under 35
USC 103(a) over Chen in view of Strobush.

MonoSol presents previously-made arguments with respect to Chen
regarding these rejections. AB at 46. BDSI addresses these remarks above. See
Section (C)(1).

a) The panel did not err in combining Chen with Strobush.

In response to the panel’s rejection of claims 317 and 318 over Chen in view
of Strobush, MonoSol again argues that it is improper to combine Strobush with
Chen because the films of Strobush are “photographic” and the films of ‘080 patent
are pharmaceutical. AB at 46; MonoSol Response to ACP at 85. However,
MonoSol fails to point out any specific error in the panel’s findings and conclusion
that it was proper to combine them. RAN at 109-11. For example, in rejecting
similar arguments by MonoSol in an appeal of a related application, the Board
found that “Strobush may...reasonably be considered to be within the field of
Appellant’s endeavor (as stated under the ‘Field of the Invention’ on page 1 of the
Specification).” RAN at 110, citing Board Decision regarding U.S. Application
No. 10/074,272 (which resulted in U.S. Patent No. 7,425,292, over which the ‘080
patent is terminally disclaimed), February 21, 2008, at 13:21-24. The fields of
invention of the ‘080 patent and of the related 292 patent are “remarkably
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similar,” both relating to drying aqueous systems to achieve more uniformity,
including uniform distribution of components. See RAN at 110. MonoSol did not
appeal the Board Decision in the parent case and therefore has waived its right to
reprise its arguments 6 years later in this appeal.

b) The panel correctly relied upon Strobush for teachings of

controlled and rapid drying with air currents so as not to
exceed a yield value of the polymer matrix.

MonoSol persists in misreading Strobush, repeating mischaracterizations
that were refuted point-by-point in the RAN, without identifying any panel error.
AB at 46-47; RAN at 107-111.

For example, contrary to MonoSol’s argument (AB at 46-47), the panel has
made a factual finding that Strobush teaches controlling the force of the air so as
not to exceed a yield value of the polymer matrix. RAN at 108. And the panel has
also found that Strobush further teaches that, without differential top airflow, there
is no shearing force acting on the top of the wet coating, and thus the inherent
viscosity of the wet film is not overcome. RAN at 110; Strobush at 16:18-22.

The panel has found that Strobush provides a drying oven with bottom-only
drying (Fig. 12); and a drying oven with top and bottom air vents to permit

controlled drying (RAN at 50-51, 107-08), for example “drying apparatus 10 can
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be used such that no gas is supplied by the air bars 34 when top-side gas is not
needed or desired.” Strobush at 11:15-37, 16:14-22.

Contrary to MonoSol’s argument (AB at 46), Strobush does not teach slow
evaporation or low heat transfer rates. Actually, Strobush teaches how to
maximize heat transfer rate and dry films rapidly. See, e.g., RAN at 109; Strobush
at 14:30-36 (“Figs. 21-22 show that by increasing the heat transfer rate to
correspond to the increasing maximum allowable heat transfer rate, the rate of
drying can be increased even more rapidly...”).

MonoSol fails to point out any error in the panel’s findings relating to
Strobush and its conclusory arguments lack factual and evidentiary support.

C) MonoSol’s other arguments are irrelevant.

MonoSol presents arguments that are irrelevant because the limitation is not
found in the subject claims, for example, Strobush’s films “are not self-
supporting.” AB at47. The limitation “self-supporting” does not appear in any of
the claims under this rejection, although it is explicitly taught by Chen at 15.
MonoSol also argues alleged deficiencies of the prior art that are irrelevant because
the panel did not rely on the cited art for that particular teaching or suggestion of a

limitation, for example, “Strobush does not and cannot inherently form or make
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obvious visco-elastic film...which locks in uniformity.” Compare AB at 47 with
RAN at 50-52. In view of the above, the rejection was proper and should be

affirmed.

5. The panel did not err in rejecting claims 1-5, 10, 13-15, 21, 24,
25,32,44-46, 54, 55, 59, 63-70, 72-75, 78-84, 89, 92-94, 100,
103, 104, 111, 123-125, 133, 134, 138, 142-149. 151-154, 157-
166, 171, 174-176, 182, 185, 186, 193, 205-207, 215, 216, 220,
224-231, 233-236, 239-242, 249-252, 258-260, 267-270, 276-
278, 285-288, and 294-318 under 35 USC 102(b)/103(a) in
view of Staab.

MonoSol repeats its previous arguments concerning Leo and optimization,
analytical chemical testing, and the locking-in recitation. AB at 48-49, 52-53.
BDSI addresses these remarks above. See Sections (B)(5) (Leo) and (C)(1)
(Chen).

a) The panel did not err in finding support for active

uniformity in the examples of Staab, because MonoSol has
misread Staab.

MonoSol presents a new argument (never presented to the panel) regarding
Staab’s film-making example at column 11, based on a misreading of Staab that
takes the language out of context. AB at 50-52. MonoSol’s argument is based on
an allegedly 100% variation from a “desired” amount. AB at 50. Importantly,

MonoSol does not dispute that the variation among films in Staab is 0%. See id. at
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50-52. With two exceptions, none of the independent claims recite the limitation
of a variation from a desired amount. At best, this argument pertains only to
independent claims 82 and 315 (and claims depending therefrom).

The panel misread one line in Staab, the third line in the table on column 11
(“Benzalkonium chloride (50% aqueous) ... 10%”) and stated that the “water
content [of Staab’s film] before drying is 5%.” RAN at 55. Based on this
misreading, MonoSol argues that Staab intended the films to contain 5% active,
i.e., 9.5 mg. AB at49-52. But the sentence above the table cited by MonoSol—
the first sentence of the example—explicitly states the intended amount, i.e., “film
containing 19 mg of [active].” Staab, at 11:24-25. The following paragraph,
describing the example, confirms that the amount intended was obtained, “this
procedure was utilized to produce 2 inch square films, each containing 19 mg
[active] and about 190 mg in weight” (Staab 11:49-51), i.e., film dosages each

containing 10% active.

MonoSol attempts to manufacture an intended amount in Staab, which does

not exist—i.e., that Staab intended the films to contain 9.5 mg—but then obtained
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twice that amount, or 19 mg films. Read in context, it is clear that, not only did

Staab obtain 19 mg films, it intended to do so.

Again, MonoSol does not dispute the panel’s finding that Staab shows 0%

variation. RAN at 56.

b) To the extent the panel erred, the error is harmless and
does not affect any rejection.

To the extent the panel erred in its misreading, any error is harmless. Again,
the panel interpreted 10% active (50% aqueous solution) as 5% active and 5%
water. RAN at 55. The panel reasoned that, because “the water content before
drying is 5%,” the dried film met the claim limitation of a water content of 10% or
less. RAN at 55. As correctly read—the water content before drying is 10%—
Staab’s films still have a water content of 10% or less. RAN at 55. Thus, the
panel’s original rejection is still proper and any error harmless because under either

interpretation, the claim recitation is anticipated.

In short, the panel was correct in relying on Staab’s “19 mg” example to
demonstrate the claimed degree of uniformity of content, and with respect to the

water content of Staab’s films, the panel did not err and should be affirmed.
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6. The panel did not err in rejecting claims 8, 9., 76, 77, 87, 88,
155, 156, 169, 170, 237, and 238 under 35 USC 103(a) in view
of Staab.

MonoSol referred to previous arguments without presenting any new
arguments relating to Staab, without pointing out any error, and without arguing
any claim separately. AB at 54. BDSI addresses these arguments above. See
Section (C)(5) (Staab).

In view of the above, the rejection was proper and should be affirmed.

7. The panel did not err in rejecting claims 82, 89. 90, 92. 161,

171,172,174, 274, 292. 304-311, and 313-318 under 35 USC
103(a) in view of Le Person.

a) MonoSol is not entitled to de novo review of the
rejection.

MonoSol asserts “[t]here is no teaching in Le Person, as to how to make
films with the required degree of uniformity of content in the amount of active.”
AB at 56 (emphases in original). Without specifying any panel error, or
substantiating its conclusion in any way, MonoSol then changes the topic in the
next sentence.

In veiw of this, MonoSol fails to present a proper issue to be reviewed on
appeal. MonoSol submits no discernible arguments or evidence, and does not
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challenge even one finding in the detailed RAN rejection. See RAN at 64-71. It is

unclear what aspect of the rejection MonoSol disputes.

b) The facts in Leo are the direct opposite of the facts in the
instant appeal.

Without specifying any panel error, MonoSol makes the same arguments
about variations and potential combinations and undue experimentation, citing Leo.
AB at 54-55. BDSI addresses these remarks above. See Section (B)(5)
(distinguishing Leo).

C) Contrary to MonoSol’s argument, Le Person does not
teach the difficulty in making the claimed films.

Presumably in an attempt to find prior art that “teaches away” (as in Leo),
MonoSol argues that Le Person recognizes the “difficulties involved” (AB at 55)
and quotes a passage from Le Person, but this passage mentions nothing about
difficulty. Id., first block quotation. Next, MonoSol quotes Le Person’s comment
that diffusion in a system with two immiscible solvents “cannot be tracked by text
book equations.” AB at 55-56, quoting Le Person at 257. However, none of
MonoSol’s claims recite either two immiscible solvents or the cross-diffusivities
caused by them. In any case, a person of ordinary skill is not limited to the

knowledge of “text book equations.”
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d)  MonoSol points out how Le Person supports obviousness
of the claimed invention.

As explained above, contrary to MonoSol’s argument, MonoSol itself
admitted that Le Person recognized the problem of uniformity of content as recited
in the claims. See Section (A),; Le Person at 257; compare AB at 55-56 with AB at
17.

Also, MonoSol reads Le Person as “support[ing] Patentee’s position that the
only way to actually determine uniformity of content in the amount of active is
through assaying (analytical chemical testing).” AB at 56. Whether or not this is a
correct characterization of Le Person, MonoSol’s reading contradicts its argument
in favor of non-obviousness based on analytical chemical testing. Elsewhere in the

Brief, MonoSol argues that analytical chemical testing is “the essence” of the

claims:
Only by analytical chemical testing is it possible to
determine the actual amount of active present and hence
whether uniformity of active content has been maintained
during processing. This is the essence of the ‘080 Patent
claims.

AB at 17.

If this is the essence of the ‘080 invention, MonoSol appears to admit that the

essence is in the prior art.

~34 -

ME1 17597274v.1

DRL - EXHIBIT 1007
DRL 229



US Patent No. 7,897,080
Reexamination No.: 95/002,170
117744-00023

In view of the above, the rejection was proper and should be affirmed.

D. Claim Rejections Based on Section 112

MonoSol proposes, without any explanation, that the panel erred in not
entering the proposed amendment to claim 318 filed September 3, 2013. AB at 34-
35. But MonoSol failed to petition under 37 CFR § 1.182 for entry of that
proposed amendment, which is the proper procedure for reconsideration of non-
entry. Moreover, MonoSol could not, and has not, presented the required showing
of good and sufficient reasons why the proposed amendment was necessary and
was not presented earlier. See 37 CFR § 1.116(b)(3). MonoSol suggests that the
amendments were necessitated by the introduction of “new” references and states
that the amendments advance prosecution. Response to ACP at 44. Neither is
true. First, the “new” references, Strobush and Arter—which was discussed in
Strobush—were well-known to MonoSol. See, e.g., Board Decision regarding U.S.
Application No. 10/074,272 (which resulted in U.S. Patent No. 7,425,292, over
which the ‘080 patent is terminally disclaimed), February 21, 2008, at 13:12-24
(finding Strobush to be within the field of endeavor).

Second, as pointed out in the RAN, the amendment would not advance
prosecution or simplify issues for appeal. RAN at 3. Among the amendments
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proposed, for example, MonoSol also attempted to add “self-supporting” to every
independent claim. MonoSol acknowledged in its March 13, 2013 Remarks (at 75-
76) that this limitation is disclosed in Chen. Chen specifically describes its films
as “stand alone and self-supporting.” See RAN at 3, citing Chen at 15, lines 30-31.
Because this amendment regarding “self-supporting” would not have addressed
any prior art rejection of record, nor simplified the issues on appeal, and because

the amendments must be either entered or not entered as a whole, the panel did not

err in refusing to enter the amendment relating to claim 318. RAN at 3.

1. The panel did not err in rejecting claim 318 under 35 USC 112
(pre-AlA) first paragraph.

MonoSol failed to identify any alleged error in the 112 rejection, and
therefore waived its appeal of that rejection. See 37 CFR 41.67(c)(1)(vii). (“Any
arguments...not included in the brief...will be refused consideration by the Board
unless good cause is shown.”)

Instead, MonoSol proposes, without any explanation or specificity, that the
panel erred in not entering the proposed amendment to claim 318 filed

September 3, 2013. AB at 34-35.
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As discussed above, not only is this an inappropriate forum for

reconsideration of non-entry of amendments, but also MonoSol has failed to

dispute the panel’s grounds for non-entry.

2. The panel did not err in rejecting claim 318 under 35 USC 112
(pre-AlA) second paragraph.

MonoSol failed to identify any alleged error in the 112 rejection, and
therefore waived its appeal of that rejection. See 37 CFR 41.67(c)(1)(vii). (“Any
arguments...not included in the brief...will be refused consideration by the Board
unless good cause is shown.”)

Instead, MonoSol proposes, without any explanation or specificity, that the
panel erred in not entering the proposed amendment to claim 318 filed
September 3, 2013. AB at 34-35.

As discussed above, not only is this an inappropriate forum for
reconsideration of non-entry of amendments, but also MonoSol has failed to

dispute the panel’s grounds for non-entry.
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Conclusion

MonoSol identified no error by the panel that would make any of the

existing final rejections improper.

affirmation of all of the rejections.

Dated: April 10, 2014

ME1 17597274v.1

Therefore, BDSI respectfully requests

Respectfully submitted,

McCarter & English LLP

By: /Danielle L. Herritt/
Danielle L. Herritt Reg. 43,670
Evelyn D. Shen Reg. 39,834
Kia Freeman Reg. 47,577

Direct Dial: 617-449-6513

Attorneys for Requester, BioDelivery Sciences
International, Inc.
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VIII. EVIDENCE APPENDIX

DECLARATION BY MAUREEN REITMAN, SC.D. UNDER 37 CFR § 1.132

This Declaration by Maureen Reitman, Sc.D. under 37 CFR. § 1.132, dated
February 28, 2013 (Reitman Decl.), was submitted by BDSI/Third Party Requester
in connection with its April 12, 2013 “Inter Partes Reexamination Comments
Under 37 CFR § 1.947” to the Reply mailed on March 13, 2013. The Reitman
Decl. was admitted in the record, and referred to in the Action Closing
Prosecution, mailed July 31, 2013.

Pursuant to 37 CFR § 41.71, Third Party Requester is using this declaration

which was admitted.
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DECLARATION BY MAUREEN REITHMAN, 300,
UNDER 37T CFR § 1132

Si/Madam

1, Mauresn Rettman, do bereby make the following declaration:

I Techmiesl Background

1. 1am a Prncipal and the Director of the Polvmer Science and Matenale Chemistry
Practice ai Exponent. 1 hold two academic degress: {1} a Bachelor of Science in
baterials Science and Engincering from the Massachusetts Institute of Technology
(MIT}, and {2} a Doctor of Science in Materials Scignce and Engineering, with a thesis
in the field of polymers, from MIT. 1 have been practicing in the fickd of polymer
science and engineenng for more than 20 years as a researcher at MIT, in a vartety of
technical roles at the 3M Company, and ag a consultant with Exponent. { provide
consulting engineering services in all aspects of polymer science and engineering
icluding, but not limited o materisl selection, product design and development,
mechanical and chemical testing, fatlure analysis, pelymer chenustry, polymer
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physics, and polymer processing. My specialiics include formulation, processing and
performance evaliation of polymeric materials, including films, coatings, adhesive

and transdermal drug delivery systems. | have been directly involved in product
development, prodect hine extensions, transfer of new prodacte o manufacturing,
qualification of alternative materials and manufacturing equupment, evaluating field
performance, and assessing intellectual property. 1am & past chairman and continue ©0
serve as a member of the board of directors of the Medical Plastics Pvision of the
Society of Plastics Hngmesra, My curricufiom vitae is provided jo Appendix A.

While Exponent is being paid for my tire, 1 am not an employee of, nor do | have any
financial interest in, BioDelivery Sciences Intemational, Inc.

[ have been asked to carcfully review International Publication No. W0 00/42992
{(“Chen™y, and mamufacture o film as describad in Chen. 1 carefully reviewed Chen.
I_]nde,r my direction, my team manufactured a filmw in aceordance with Example 7 of
Chen. 1have also been asked to take samples and perform various analytical tests ©
confirm the uniform distnibution of the pharmacentical active in substantially egual
sized individual dosage units of the film, which we did.

Manufsciuring Example 7 of Chen

Chen states: “According to Examples 1-8, the hvdrocollowd [Methocel ES{HPMUO))
was dissolved i water under agitated muxing o form a uniform and viscous solution.”
Chen 17:7-8,

= Methocel ES(HPMC) was dissolved in water under agitated mixing o form a
wrpiform and viscous sohution, by my team.

Chen states: CAdditional ingredients were then added sequentially (o the viscous
solution such as peppernind, aspartame, propyifene] glveol, benzoic acid and citri
acid under agitated mixing unild they were uniformly dispersed or dissolved i the
bhydrocoiloid.” Chen 17:8-11.

s Additional ingredients were then added sequentially to the viscous solution
mchuding peppermunt otl, aspartame, propylene glyeol, benzoic acid snd citric
acid under agitated mixing ootii thoy were uniformly dispersed or dissolved in
the hydrocolloid, by my team.

s Kolliphor Fi was also added to the viscous solution.

Chen states) “Therapentic agenis were added 1o the homogensous mixture {coating
solution) prior to forming the film.” Chen 20118-20,

& Oxybutynin chloride (the therapeutic agent of Exarople 7) was added to the

homogencous mixture {coating solution) prior to frming the film, by my team,

N7

Chen’s Table § specifies the composition for Example 7.

P
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s Weused the ingrodients 1o the amounts identified in Chen’s Table 5. See
Table 1.

Tablel
Formulation, Ex. 7, | % Weight | Formulation, Prepared by
Tabile 5, Chen Mawreen Reitman Teamn
Oxybutynin 3.71 Oxvbutynin chloride 3.71
Methooel ES 21.06 Methocos! ES Premium 21.06
Vater | 70.72 Water, distilled .77
| i Kolliphor FL 1
Propylens glyeol 1 | Propyiene glvest i
Peppermnt i Peppermintoil ]
Aspartame 3.8 Aspartame R EE
V_ Benzoic acid 4.013 Henzoic acid $.013
Curicacid 07 | Citric acid, fhuﬁéiﬁdmte (3.7

Chen states: “The resultant mixture was degassed in a vacuum chamber antil trapped
air bubbles were removed.” Chen 17:11-12.

s The resubiant puxture was degassed in 3 vaouwn chamber until trapped atr
bubbles were removed, by my feam

Chen states: “The formudation was then costed on the non-siliconized side of a
polyesier {ilm at a wet thickness of 10 mil and dried in a hot air circolating oven at
30°C for 9 mmutes.” Chen 17:13-15

s The formulation was then coated on 2 non-siliconized side of 3 palyester film
at a wet thickness of 10 mil and dried in 2 kot air cireolating oven at 56°C for
up to 9 mimates, on commercial manufacturing eqipment by my teant.

Chen states: “Methods for menufacturing the dosage unit include the solvent casiing
methods as shown i Figure 2.7 Chen 15:13-14. “The mannfacturing process for
forming the dosage unit is Ulustrated in Figure 2. The dry filin formed by this process
is a glossy, stand alone, self supporting, non-tacky and flexible Him {1237 Chen
15:29-31

e A golvent casting manufactm‘ing process for forming the dosage unit as
iHustrated in Figare 2 was used”, by my team.

' The Cremophor line of products now owned by BASF and renamed Kolliphor, Based on the naming convention
of the Cremophor/ Kolliphor products, EL40 is Polyoxyt 40 Castor Oif and EL s Polvoxyl 35 Cast

tor 08 {i.2., they
are based on a 1:40 and 1:35 ratio, respectively, of castor oil:ethylene oxide). They are different materials.
However, ene of skiil in the art would recognize Kolliphor EL as an appropriate substitute, as Cramophor EL4G is
no longer available,

3
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= The film was mamufzctured using a controlied drying process.

s Asibhustrated in Figure 2, the drying oven featured acration controler with 3
zones set such that in each successive zone alv impingement on the surface of
the film increased.

¢ The dry film formed by the process 1s a glossy, stand alone, self-sapporting,
non-tacky and flexible film,

Chen states: “A glossy, substantially transparant, stand alone, self-supporting, non-
tacky and flexible 8im was ohiained after drying.” Chen 17:135-16.

s A glosey, substantially transparent, stand alone, seif-supporting, non-tacky and
flexible film was obtained after drying, by my team,

2

(%]

YVerification of Content Lmiformdly — Visual Inspection

s By exanunation with the naked eye, uniformity was verified by my team.

6. Verification of Content Uniformiiy — Umit Dose Weight

s By weighing individual dosage units of substantially identical size, uniformity was
vertfied by my team. See Table 2.

Sample odosage unit
A .034

2 0.034

3 0.034

4 0.034

3 0.034

5 3.034
— 0.034

7. Verification of Content Uniformity — Dissolution Test (HPLCH

s By dissolution of individual dosage units of substantially identical size and
analysis by High Performeance Ligquid Clromatography (HPLC) active content
uniformuty was vertfied by may team.  See Table 3.

2 - - . . c e ; . i L
O backing was not looped and we did not die cut in fine, but the soivent casting and drying under aeration s
maiched.

4
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Table 3
Sampls O,‘{‘ybu.tynii%
weight {mg}
A 4.4
C 4.3
[y 4.4
K 4.1

& Mg can be seenin Table 3, the active vanes by less than 10%,

8. Additional Observations

s The components of the formulation, including the active component, were
aniformly distributed in the viscous solution, which was used to cast the flm,
as was verified by my tean.

z=  The viscons solution, which was used to cast the film, exhibited the How
properiies of honey {around 16,000 cpa), as observed by my toam.

s Water content of the filie was less than 10%, as verified by my team.

s Within about 4 minutes after initiation of drying, the filin was selfsupporting,
non-tacky, {fexible and viscoelastic, as verified by my team.

8. I herehy declare that all sfatements made herein of my own konowledge are true and
that all statements made on information and belief are believed 10 be true: and further
that these statements were made with the knowledge that willfial false statements and
ihe like 30 meade are punishable by fing, or imprisonment, or hoth, under seotion 1001
of Title 18 of the United States Code, and that such willful statements may jeopardize
the validity of the application or any paients issued thereon.

£
¥ ‘ g} ?E{ '_,\«,w,,e:;:( 5{)““‘*‘“““‘““““*“‘-
X

Dated; February 28, 2013

Maureen Retunan, 8¢5
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Bailure Analysis Asspcfaies”

Maureen T. F. Reitman, Sc. b
Principal and Practice Drector

Professional Profile

Dr. Maureen Rettman is a Principal and the Director of Exponent’s Polymer Science and
Material Chemistry practice. Her expertise includes polymer and composite technology,
mechanics of materials, adhesion science, [iber mechanics, ustory and technology of plastics,
and material fatlure analyeis. She is skilled in the development and use of iesting tools and
methods and has applied them o plastic, nubber, textile, meotal, glass, ceramie, and composite
materiale and systems, She is experienced in maior aspects of product development, including
materials selection, formulation, scale-up, end-use testng, filure analysig, certification
procedures and iasues related to intellectual property.

Dr. Reitan has conducted research in the areas of packaging and barrier materials; painds and
coatings; plastic pipes; transdermal drug delivery; adhesives, sealants, and encapsulants;
molding compounds; high temperatore resins; nanoparticlas; fibers and textiles; otective
coatings and finishes; polymer chenvcal resistance; plastic insulation; connectors and splices;
plastic packaging; medical devices; environmental effects on durability; and product aging. She
has used her expertise to solve & broad range of problems related o coatings, fibers, films, and
extruded and molded products, and thewr use in the telecom, slectronics, elecirieal,
transportation, construction, fire protection, medical, and consumer products markets.

D, Reitman is a2 mernber of the Board of Directors of the Medical Flastics Division of the
Society of Plastics Engineers and an active member of two Underwriters Laboratornies Standard
Technical Panels, addressing Polvioeric Materials (UL 94, UL 746, UL 1694) and Appliance
Wiring (UL758).

Prior to joiming Exponent, Dr. Retuman worked for the 3M Company in both research and
management roles. Her activities included techuology wentification, matenials selection and
gualification, product development, customer support, program managerment, acquisition
integration, intellectial property analysis, and patent litigation support.

Academic Credentials and Professional Honors

Se.D3., Materials Science and Enginecning/ Program in Polymer Science and Technology,
Massachuactts Tnatitute of Technology, 1993

B.5., Materials Science and FEagineering, Massachusetts Institute of Technology, 1950

Wational Academy of Enginecering Frontiers of Engineering, 2009; Tau Beta Pi; Sigma X1

Yohn Wulff Award; Carl Loeb Fellowship; NCAA Posigraduaie Scholarshup;

Maloobn G. Kispert Award; GTE Academic All-American
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Patents

Patent 6,311,524: Accelerated Method for Increasing the Photosensitivity of a Glasay Material,
ssued November 6, 2001,

Furopean Patent EPRR3G4Z2: Tackified Polydiorganosiloxane Polyurea Segmented
Copolymers and a Process for Making Same, published March 25, 1958

Patent 5,371,051 Fiber Optic Fusion Splice Protector Sleeve, tasued March 24, 1998,
Publications

Kurtz §, Siskey R, Reitman M. Accelerated aging, natral aging, and small punch testing of
ganuna-air sieribized polycarbonate urethane acetabular componenis. Journal of Bioupedical
Materials Research Part B Applied Biomatenials 2610 May,; 93B{(20n422-447.

Hoffman IM, Reitman M, Donthu 3, Ledwith P. Complimentary fulure analysis methods and
their application to TPV pipe. Procesdings, ANTEC 2010, Society of Plastics Engineers,
Crrlando, FL, May 2010

Hoffman IM, Reitman M, Donthm S, Ledwith P, Wills . Microscopic characterization of
CPVC faiture modes. Procgedings, ANTEC 2009, Society of Plastics Enginsers, Chicago, 1L,
hune 2009, Best Paper Award in Fathire Analveis & Prevention

Kurtz 3M, Ebert M, Siskey R, Ciccarellt L, Reitman M, Harper ML, Chan FW. Natural and
accelerated aging of polvurethanes in the Bryan cervical dise. Poster No. P158. Transactions of
Spineweek 20038, Geneva, Switzerland, May 26-31, 2008,

Reitman M, Ledwith P, Hoffman M, Moalli |, Xu T, Environmentally driven changes in nvion.
Proceedings, ANTEC 2008, Milwautkee, W1, Scciety of Plasties Engineers, May 2008,

Hoffian JM, Rettroan M, Ledwith P. Characterization of manufactoring defects in medical
balloons. Proceedings, ANTEC 2008, Milwaukee, Wi, Society of Plastics Engineers, May
2008,

Reitman, MTF, Moalli JE. Polymeric coatings for medical device. Medical Device and
Manufactoring Technology, Touch Briefings, pp. 2830, 2046,

2w 2

Moalh JE, Moore T, Robertson €, Reutman MTF, Fathire analysis of niinide radiant besting
wbing, Proceedings, ANTEC 2006, Society of Plastic Engineers, Charlotte, NC, May 2006,

Rettman M, McPeak J. Protoctive coatings for implaniable medical devices, Procesdings,
AMTEC 2008, Society of Plastic Engineers, Boston MA, May 2005,

Maursen T, ¥, Reitman, 5c.ib,
Page 2
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MePesk I, Reitman M, Moalli 1. Deternunation of in-service exposure temperature of
thermoformed PVC via TMA. Proceedings, 317 Annual Morth American Thermai Analysis
Society Conference, Williosburg, VA, 2004

Reitman MTF, Mosili JE. Product development and standards organizations: Listings and

. . - . | il . . N ~ B - .
certifications for plastic products. 87 Annual International Conference on Industrial
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DECLARATION BY EDWARD D. COHEN, PH.D. UNDER 37 CFR § 1.132
This Declaration by Edward D. Cohen, Ph.D. under 37 CFR. § 1.132, dated
September 6, 2012 (Cohen Decl.), was submitted by BDSI/Third Party Requester
in connection with its September 10, 2012 “Request for Inter Partes
Reexamination”. The Cohen Decl. was admitted in the record, and referred to in
the Action Closing Prosecution, mailed July 31, 2013.
Pursuant to 37 CFR § 41.71, Third Party Requester is using this declaration

which was admitted.

EA-2

ME1 17597274v.1
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IX. RELATED PROCEEDINGS APPENDIX

None.

RPA-1
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X.  CERTIFICATE OF SERVICE

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the instant brief was served
on April 10, 2014, by first class mail, directed to the patent owner at the

correspondence address of record for the subject patent at the following address:

Daniel A. Scola, Jr.
HOFFMANN & BARON, LLP
6900 JERICHO TURNPIKE

SYOSSET, NY 11791,

By: /Danielle L. Herritt/
Danielle L. Herritt
Registration No. 43,670
Attorney for Respondent

COS-1
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Inter Partes Reexamination of Yang et al. Examiner: Alan D. Diamond
U.S. Patent No. 7,897,080 Group Art Unit: 3991
Reexamination Control No. 95/002,170 Confirmation No. 6418

H&B Docket: 1199-26 RCE/CON/REX
Filed: September 10, 2012 M&E Docket: 117744-00023

For: POLYETHYLENE-OXIDE BASED FILMS AND
DRUG DELIVERY SYSTEMS MADE THEREFROM

PATENT OWNER’S CROSS-RESPONDENT’S BRIEF

Mail Stop Inter Partes Reexam Certificate of EFS-Web Transmission

Central Reexamination Unit I hereby certify that this correspondence is being transmitted
Commissioner for Patents via the U.S. Patent and Trademark Office electronic filing

U.S. Patent and Trademark Office system (EFS-Web) to the USPTO on April 10, 2014.

P.O. Box 1450

Alexandria, VA 22313-1450 Signed: Michael I. Chakansky /Michael I Chakansky/Reg. No. 31,600

I hereby certify that, pursuant to 37 CFR § 1.943(c), based on the W ordPerfect word count of
6,981 words, Patent Owner’s Cross-Respondent’s Brief, counting the words on those pages
beginning at page 1 (entitled Patent Owner’s Cross-Respondent’s Brief) and continuing through
and including all words of the signature page (entitled Conclusion), does not exceed 7,000 words
in length.

Signed: Michael I. Chakansky /Michael I Chakansky/Reg. No. 31,600

Dear Madame:

On March 10, 2014, Third Party Requester BioDelivery Sciences International, Inc.
(“BDSI” or “Third Party Requester” or “Cross-Appellant”) filed its cross Appeal Brief in Inter
Partes Reexamination (“BDSI’s Brief”) regarding certain claims rejections not adopted by the

Examiner in the RAN. This Patent Owner’s Cross-Respondent’s Brief, filed April 10, 2014
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Inter Partes Reexamination Control No. 95/002,170 US Patent No. 7,897,080

(“MonoSol’s Brief”) is timely.

MonoSol submits this brief in opposition to BDSI’s Cross-Appeal, and authorizes the
Commissioner to charge all fees associated therewith, including, without limitation, the
$2,000.00 fee for filing this respondent’s brief in an inter partes reexamination proceeding,

pursuant to 37 C.F.R. § 41.20(b)(2), to Deposit Account No. 08-2461.
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PATENT OWNER’S CROSS-RESPONDENT’S BRIEF

L Real Party in Interest
MonoSol Rx, LLC (“MonoSol”), owner of U.S. Patent No. 7,897,080 (the " '080 Patent"),

is the real party in interest.

IL Related Appeals and Interferences

MonoSol commenced a patent infringement action asserting U.S. 7,824,588 (the ““ “588
Patent”), U.S. 7,357,891 (the “ ‘891 Patent") and U.S. 7,425,292 (the “ ‘292 Patent") against
BDSI, inter alia, in the District of New Jersey, MonoSol Rx, LLC v. BioDelivery Sciences
International, Inc., MEDA Pharmaceuticals, Inc. and Aveva Drug Delivery Systems, Inc.,
10-cv-5695 ("the Litigation"). Then, BDSI requested inter partes reexamination of the ‘588
Patent (95/001,753) and then ex parte reexamination of the ‘8§91 Patent (90/012,098) and the
‘292 Patent (90/012,097). The Court stayed the Litigation. The '891 Patent and the ‘292 Patent
successfully exited reexamination with reexamination certificates, leaving the ‘588 Patent inter
partes reexamination pending and currently on appeal to the PTAB. BDSI also requested inter
partes reexamination of two additional patents of MonoSol, namely, the ‘080 Patent, herein, and
US 7,666,337 (the “ 337 Patent”) (95/002,171). The ‘337 Patent reexamination is currently on
appeal to the PTAB.

Several actions have been recently commenced for patent infringement arising from the
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submission of ANDASs regarding U.S. 8,017,150 (“ ‘150 Patent”), inter alia, in the U.S. District
Court for the District of Delaware. The actions are 1:13-cv-014611; 1:13-cv-01674; and 1:13-cv-
02003. The ‘150 Patent is a divisional of the application for the ‘337 Patent, of which the ‘080

Patent 1s a continuation.
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III. Status of Claims

MonoSol accepts BDSI’s statement that the following claims are pending and currently
stand rejected: claims: 1-11, 13-15, 17-90, 92-94, 96-172, 174-176, 178-253, 256, 258-271, 274,
276-289, 292 and 294-318. Moreover, MonoSol is appealing all claims rejected and all the

grounds therefor.

IV.  Status of Amendments
MonoSol accepts BDSI’s statement, except notes that the reply and amendment dated

January 29, 2013 are not part of the record.
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V. Summary of Claimed Subject Matter

MonoSol disputes BDSI’s summary. MonoSol’s invention is directed to novel and
non-obvious processes for manufacturing pharmaceutical and bioactive (hereinafter, collectively
“pharmaceutical”’) active-containing films suitable for commercialization and FDA approval.
Suitability for commercialization and FDA approval in the context of the present invention is
clearly directed to maintaining the uniformity of the pharmaceutical active from start to finish in
the process of manufacturing pharmaceutical resulting film. Moreover, commercialization
inherently requires the ability to mass produce the films at scale and that resulting film products
from different manufacturing runs meet the requisite degree of uniformity in amount of drug.

The ‘080 Patent process steps require, inter alia, that the degree of uniformity be
demonstrated by chemical testing using analytical equipment, that is, by analytical chemical
testing. Although physical observations and testing are very useful to suggest non-uniformity of
pharmaceutical active content (see, e.g., ‘080 Patent, col. 29, 11. 20 through 47), only analytical
chemical testing can determine the actual degree of uniformity' of pharmaceutical active content
as required by the FDA. Importantly, the FDA requirements talk about both types of testing, but
always require analytical chemical testing of samples to ensure the amount of pharmaceutical

active.

' Of course, analytical chemical testing can be used determine non-uniformity as well.

4-
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BDSI correctly states that there are seven independent claims pending on appeal, i.e.,

claims 1, 82, 161, 315, 316, 317 and 318. The independent claim language appears below.

A process for manufacturing resulting films suitable for commercialization
and regulatory approval, said regulatory approval including analytical chemical testing
which meets the standards of the U.S. Food and Drug Administration relating to
variation of an active in individual dosage units, said films having a substantially
uniform distribution of components comprising a substantially uniform distribution
of [a desired amount of | said active in individual dosage units of said resulting

films, comprising the steps of:

[Preamble - Claims 82 and 315 included bracketed limitation; claim 161 adds “film

capable of being administered to a body surface”.]

(a) forming a flowable polymer matrix comprising a water-soluble polymer, a solvent
and said active, said active selected from the group consisting of bioactive actives,
pharmaceutical actives and combinations thereof, said matrix having a substantially

uniform distribution of said active;

[(a) - Claim [ does step (a) in 2 steps (a) and (b), generally by adding active last.]

(b) casting said flowable polymer matrix, said flowable polymer matrix having a

viscosity from about 400 to about 100,000 cps;
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[(b) - Claim ['s version is denoted step (c).]

(c) controlling drying through a process comprising conveying said flowable
polymer matrix through a drying apparatus [at a temperature of about 60 °C and
using air currents, which have forces below a yield value of the polymer matrix
during drying,] to evaporate at least a portion of said solvent to form a visco-elastic
film, having said active substantially uniformly distributed throughout, within about the
first 4 minutes by rapidly increasing the viscosity of said flowable polymer matrix
upon initiation of drying to maintain said substantially uniform distribution of said
active by locking-in or substantially preventing migration of said active within said
visco-elastic film[[, such that uniformity of content in the amount of said active in
substantially equal sized individual dosage units, sampled from different locations of said
visco-elastic film, varies by less than 5%,]] and wherein during said drying said

flowable polymer matrix temperature is 100 °C or less;

[(c) - Claim [ does not have the bracketed limitations and it is denoted as step (d); in
claims 82 and 161 the double bracketed percent is 10%;, only claim 318 has single
bracketed limitation of 60 °C.]

(d) forming said resulting film from said visco-elastic film by further controlling
drying by continuing evaporation to a water content of said resulting film of 10% or
less and wherein said substantially uniform distribution of active by said locking-in
or substantially preventing migration of said active is maintained[, such that uniformity

of content in the amount of said active in substantially equal sized individual dosage
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units, sampled from different locations of said resulting film, varies by no more than

10%];

[(d) - Claim [ denotes this as step (e); claims 1, 82 and 161 do not have bracketed
limitation; claim 318 replaces bracketed “‘varies by no more than 10%" with “varies by

less than 5%".]

(e) performing analytical chemical tests for uniformity of content of said active in
said substantially equal sized individual dosage units of said sampled resulting film, said
tests indicating that uniformity of content in the amount of said active varies by no more
than 10% and said resulting film is suitable for commercial and regulatory approval,

wherein said regulatory approval is provided by the U.S. Food and Drug Administration.

e) - Claim 1 denotes this as ste - claim 318 replaces “varies by no more than 10%”
[(e) p () P Y

with “varies by less than 5%".]

(f) repeating steps (a) through (e) to form additional resulting films, such that
uniformity of content in the amount of said active in said resulting film and said
additional resulting films varies no more than 10% from the desired amount of said

active as indicated by said analytical chemical tests.

[(f) - only claims 82 and 315 have this step.]

(f) administering said resulting film to a body surface.

[(f) - only claim 161 has this step.]
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BDSI alleges that there is no support for some of the above claim elements. MonoSol

disagrees. Support for the claims may be found throughout the '080 Patent, for example:

Preamble and Step (e); step (f) for claim 1: col. 3, 11. 58-60.

Step (a); steps (a) and (b) for claim I: col. 19, 1. 30 through col. 21, 1. 31.

Steps (b) and (c); steps (c) and (d) for claim I: col. 6, 11. 49-52; Figures 6, 7, 8, 35 and 36 and

col. 14, 1I. 20-25; col. 11, 11. 17-19; col. 11, 1I. 21-23; col. 12, 11. 20-36, col. 13, 11. 37-38; col. 29,

1. 11-13; col. 33, 1. 10 through col. 34, 1. 24; col. 44, 11. 9-13; col. 6, 11. 52-60; col. 7, lines 5

through 16; col. 27, 11. 53-55; col. 41, 11. 49-50; col. 13, 11. 23-36; col. 16, 1. 62 through col. 17, 1.

3.

Step (e); step (f) for claim I: col. 28, 1. 66 through col. 29, 1. 6; col. 29, 11. 20 through 47 ; col.

32, 11. 34-41; col. 33, 1. 10 through col. 34, 1. 24; col. 15, 11. 28-43.

Step (f), only claims 82 and 315: col. 2, 11. 27-46.

Step (f), only claim 161: col. 29, 1. 64 to col. 30, 1. 2.
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VI.  Issues to be Reviewed on Appeal

MonoSol disputes certain of the characterizations of the non-adoption of BDSI’s
proposed 35 U.S.C. § 112 rejections which form the sole basis for its Cross-Appeal. For
example, BDSI in its appeal issue C proposes that the specified issue C recitation has no written
description. Yet, BDSI did not propose, nor did the Examiner find, a lack of written description
with respect to this recitation. RAN, pp. 17-20. Thus, it cannot be part of BDSI’s Cross-Appeal.
This is one example of the dispute. These are addressed and corrected by the counter statement
infra.

Finally, many of the arguments made in BDSI’s Brief are improper, self-serving
arguments about the RAN’s rejection of ‘080 Patent claims based on §§ 102 and 103. Such

arguments exceed the scope of BDSI’s Cross-Appeal, and should not be considered.

Issues to be Reviewed on Appeal

A. The Examiner did not err in finding that the recitation of "suitable for
commercialization and regulatory approval, said regulatory approval including
analytical chemical testing which meets the standards of the U.S. Food and Drug
Administration relating to variation of an active in individual dosage units" is
enabled, definite and has written description (RAN, pp. 12-15).

B. The Examiner did not err in finding that the recitation of “chemical analytical
tests” is clear and has written description (RAN pp. 15-16).
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C. The Examiner did not err in finding that the recitation of “individual dosage units
vary by no more than 10%, 5%, 2%, 1% or 0.5%"” is clear and enabled (RAN, pp.
17 -20).

D. The Examiner did not err in finding that the recitation of the term "varies by no

more than 10% from desired amount of active" is clear, enabled and has written
description (RAN, pp. 20-22).

E. The Examiner did not err in finding that the recitation of the term "rapidly
increasing the viscosity of said flowable polymer matrix" is clear (RAN, p. 22).

F. The Examiner did not err in finding that the recitation of "during said drying said
flowable polymer matrix temperature is 100 °C or less" is clear (RAN, p. 23).

G. There is no section in the RAN regarding the non-adoption of BDSI’s proposed
§ 112 rejections labeled “G”.

H. The Examiner did not err in finding that the various recitations of the entered

claim amendments requiring various degrees of uniformity are clear, enabled and
have written description (RAN, pp. 24-27).
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VIL ARGUMENT

Preliminary Statement
Due to space limitations and, inter alia, the overlapping nature of BDSI’s arguments,
each of the arguments made by MonoSol herein are hereby explicitly incorporated into all of the

argument sections.

11-
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A. The Examiner did not err in finding that the recitation of "suitable for
commercialization and regulatory approval, said regulatory approval including
analytical chemical testing which meets the standards of the U.S. Food and Drug
Administration relating to variation of an active in individual dosage units" is
enabled, definite and has written description (RAN, pp. 12-15; BDSI’s Brief, pp.
14-21).

BDSI complains that the Examiner erred by not adopting BDSI’s interpretation of
"suitable for commercialization and regulatory approval...", and for not rejecting the recitation as
lacking written description and enablement under that interpretation, and further for not rejecting
the recitation for being susceptible to two interpretations -- the PTO’s and MonoSol’s. However,
there is only one interpretation set forth by both the Examiner and MonoSol and that
interpretation is supported by the specification, see supra and infra.

BDSI’s interpretation, an interpretation that BDSI tries to attribute to MonoSol, is absurd.
BDSI’s argument that the recitation requires compliance with each and every FDA requirement
for a drug to be accepted for use in humans, from determining the chemistry, through the
manufacturing process, including requirements for packaging and presumably the labeling as
well, is unfounded and unsupported. As the Examiner recognized, the ‘080 Patent and this
recitation address maintaining the uniformity of content of the active in dosage units on a
commercial scale so as to provide a drug-containing film suitable for FDA approval in that it can
meet the FDA’s uniformity of content requirements -- not how the dosage units are packaged!
The recitation is definite.

Again, suitability for commercialization and FDA approval in the context of the present

invention is clearly directed to maintaining the uniformity of content of the pharmaceutical active

-12-
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from start to finish in the manufacture of the pharmaceutical resulting film. Moreover,
commercialization inherently requires the ability to mass produce the films at scale and that film
products from different manufacturing runs will fall within the FDA uniformity requirements.
BDSI’s attempt to create a strawman by morphing Dr. Lin’s declaration into support for its
wishful desire that the ‘080 Patent claims require a process meeting all the requirements of a
“FDA CMC submission” (BDSI’s Brief, p. 20) is just that -- wishful thinking. Th