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13553972 - GAU: 1sll

PTO/SB/08 (modified
Complete if Known

4 Substitute for form 1449/PTO
INFORMATION DISCLOSURE Application Number 13/553972
STATEMENT BY APPLICANT Filing Date 7/20/2012
. First Named Inventor Juan Mantelle
: 2,2
Date Submitted: August 2, 2016 At Unit 1671
(use as many sheets as necessary) Examiner Name Melissa L. Javier
\Sheet | 1 Lof |1 Attorney Docket Number | 041457-0992 )
U.S. PATENT DOCUMENTS
Document Number Pages, Columns, Lines,
Examiner | Cite 5 Publication Date Name of Patentee or Applicant of Where Relevant
Initials* | No. Number-Kind Code” (if MM-DD-YYYY Cited Document Passages or Relevant
known) Figures Appear
UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS
iiiiiiiiiiiiiiii U.S. Patent Application Filing Date of Pages, Columns, Lines,
Examiner | Cite Document Cit d% t Name of Patentee or Applicant of Where Relevant
Initials* No.' Serial Number-Kind Code? fed Locumen Cited Document Passages or Relevant
MM-DD-YYYY A
(if known) Figures Appear
I |
FOREIGN PATENT DOCUMENTS
R Pages, Columns, Lines, I
Examiner | Cite | Foreign Patenggpcumezt Publication Date Name of Patentee or Where Relevant
Initials* No. Country Code™ Number MM-DD-YYYY Apptlicant of Cited Documents Passages or Relevant
Kind Code?® (if known) Figures Appear T°
NON PATENT LITERATURE DOCUMENTS
Exami Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
,n)i(:;?;?er No.! item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue T°
) number(s), publisher, city and/or country where published.
A1 MANTELLE, “DOT Matrix® Technology,” Modified-Release Drug Delivery Technology, Rathbaone et al.,
eds., Chapter 30, pp. 405-415, May 28, 2008.
A2 | Office Action issued on 05/05/2016 in application number 14/024,985 (US 2014-0200530)
A3 Notice of Allowance issued on 10/02/2015 in application number 14/024,985 (US 2014-0200530)
A4 Office Action issue on 04/29/2016 in application number 14/738,255 (US 2015-0272905)
A5 | Office Action issue on 10/26/2015 in application number 14/738,255 (US 2015-0272905)
Examiner Date
Signature IIMELISSA L JAVIER/ Considered 08/22 /2016

4820-3175-0709.1

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.L.J/
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
H“m m“ “m “m “m “H‘ “ m“ m “‘ o o

MELISSA JAVIER 1611
CPC
Symbol Type Version
AB1K 7069 F 2013-01-01
AB1K 7061 | 2013-01-01
AB1K 565 | 2013-01-01
AB1K 10 | 2013-01-01
AB1K 32 | 2013-01-01
AB1K 0014 | 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version

Total Claims Allowed:
21

(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 08/22/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20160822
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
Examiner Art Unit
MELISSA JAVIER 1611

US ORIGINAL CLASSIFICATION

INTERNATIONAL CLASSIFICATION

CLASS

SUBCLASS

CLAIMED NON-CLAIMED

31/565 (2006.01.01)

CROSS REFERENCE(S)

9/70 (2006.01.01)

CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)

Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 08/22/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20160822

0431




Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification | ;3zc197- MANTELLE, JUAN

MELISSA JAVIER 1611

O Claims renumbered in the same order as presented by applicant O CPA X T.D. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original

1 16 17 12 33
2 18 13 34
3 19 14 35
4 20 17 36
5 2 21 18 37
6 3 22 19 38
7 4 23 20 39
8 5 24 21 40
9 6 25
10 7 26
11 27
12 8 28
13 9 29

1 14 30
15 10 31

15 16 11 32

Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 08/22/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None
U.S. Patent and Trademark Office Part of Paper No. 20160822
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Atty. Dkt. No. 041457-0992

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device and Delivery
Appl. No.: 13/553972

Appl. Filing Date: 7/20/2012

Examiner: Melissa L. Javier

Art Unit: 1611

Confirmation Number: 3635

REQUEST FOR CONTINUED EXAMINATION (RCE)
TRANSMITTAL

Mail Stop RCE
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Commissioner:

This is a Request for Continued Examination (RCE) under 37 C.F.R. § 1.114 of the
above-identified application. This RCE and the enclosed items listed below are being filed prior
to the earliest of: (1) payment of the issue fee (unless a petition under 37 C.F.R. § 1.313 is
granted); (2) abandonment of the application; or (3) the filing of a notice of appeal to the U.S.
Court of Appeals for the Federal Circuit under 35 U.S.C. §141, or the commencement of a civil

action under 35 U.S.C. §145 or §146 (unless the appeal or civil action is terminated).

4845-4883-6925.1

0433



Atty. Dkt. No. 041457-0992

Submission required under 37 C.F.R. §1.114:

[ X] Information Disclosure Statement.
[ X] Form PTO/SB/08 with copies of 9 listed reference(s).

The filing fee is calculated below at the large entity rate:

Claims as Previously Extra Claims Rate
Amended Paid For Present Fee Totals
RCE Fee 1.17(e): $1,700.0 = $1,700.00

0

Total Claims: 13 - 26 =0 x  $80.00 = $0.00
Independents 3 - 5 =0 x $420.00 = $0.00
First presentation of any Multiple Dependent Claims: +  $780.00 = $0.00
RCE and CLAIMS FEE TOTAL: = §1,700.00

The above-identified fees of $1700.00 are being paid by credit card via EFS-Web.

The Commissioner is hereby authorized to charge any additional fees which may be
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, to
Deposit Account No. 19-0741. Should no proper payment be enclosed herewith, as by the credit
card payment instructions in EFS-Web being incorrect or absent, resulting in a rejected or
incorrect credit card transaction, the Commissioner is authorized to charge the unpaid amount to

Deposit Account No. 19-0741.

4845-4883-6925.1
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Atty. Dkt. No. 041457-0992

Please direct all correspondence to the undersigned attorney or agent at the address

indicated below.

Respectfully submitted,

o é Lo¢ Do)
¥
FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile: (202) 672-5399

4845-4883-6925.1

0435



Atty. Dkt. No. 041457-0992

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device
and Delivery

Application No.: 13/553,972

Filing Date: 7/20/2012

Examiner: Melissa L. Javier

Art Unit: 1611

Confirmation No.: 3635

INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §1.56

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Commissioner:

Applicant submits herewith documents for the Examiner’s consideration in accordance

with 37 CFR §§1.56, 1.97 and 1.98.

Applicant respectfully requests that each listed document be considered by the Examiner
and be made of record in the present application and that an initialed copy of Form PTO/SB/08
be returned in accordance with MPEP §609.

The submission of any document herewith is not an admission that such document
constitutes prior art against the claims of the present application or that such document is
considered material to patentability as defined in 37 CFR §1.56(b). Applicant does not waive
any rights to take any action which would be appropriate to antedate or otherwise remove as a

competent reference any document submitted herewith.

4823-6143-6221.1 -1-
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Atty. Dkt. No. 041457-0992

TIMING OF THE DISCLOSURE

The listed documents are being submitted in compliance with 37 CFR §1.97(b), before

the mailing of a first Office action after the filing of a RCE.

Although Applicant believes that no fee is required, the Commissioner is hereby

authorized to charge any additional fees which may be due for this application to Deposit

Account Number 19-0741.

Date November 28. 2016

FOLEY & LARDNER LLP
Customer Number: 22428
Telephone:  (202) 295-4094
Facsimile: (202) 672-5399

4823-6143-6221.1

Respectfully submitted,

By /Courtenay C. Brinckerhoff/

Courtenay C. Brinckerhoff
Attorney for Applicant
Registration No. 37,288
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PTO/SB/08 (modified
Complete if Known

4 Substitute for form 1449/PTO
INFORMATION DISCLOSURE Application Number 13/553972 |
STATEMENT BY APPLICANT Filing Date 7/20/2012 |
: First Named Inventor Juan Mantelle
Date Submitted: N b
ate Submitte ovember 28, 2016 A Unit 1611
(use as many sheels as necessary) Examiner Name Melissa L. Javier
\Sheet | 1 lof |2 Attorney Docket Number | 041457-0992 Y,
U.S. PATENT DOCUMENTS
Document Number Pages, Columns, Lines,
Examiner | Cite 3 Publication Date Name of Patentee or Applicant of Where Relevant
Initials* | No.! Number-Kind Code” (if MM-DD-YYYY Cited Document Passages or Relevant
known) Figures Appear
UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS
U.S. Patent Application Filing Date of Pages, Columns, Lines,
Examiner | Cite Document Cited %ocument Name of Patentee or Applicant of Where Relevant
Initials* No." Serial Number-Kind Code” MM-DD-YYYY Cited Document Passages or Relevant
(if known) Figures Appear
FOREIGN PATENT DOCUMENTS
. Pages, Columns, Lines,
Examiner | Cite | Foreign Patent Document Publication Date Name of Patentee or Where Relevant
Initials* | No." | Country Code™Number MM-DD-YYYY Applicant of Cited Documents Passages or Relevant
Kind Code” (if known) Figures Appear 7°
NON PATENT LITERATURE DOCUMENTS
Exam Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
e | N item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue T
' number(s), publisher, city and/or country where published.
A1 | TOOLE ET AL., “Evaluation of irritation and sensitisation of two 50 pg/day oestrogen patches,”
Maturitas, Vol. 43, pp. 257-263, December 2002.
A2 MARTY, “New trends in transdermal technologies: Development of the skin patch, Menorest®,”
International Journal of Gynecology & Obstetrics, Vol. 52, Suppl. 1, pp. S17-520, March 1996.
A3 NOVARTIS, “Estraderm®," Prescribing information, June 2004.
Ad NOVARTIS, “Vivelle®,” Prescribing information, June 2004.
A5 NOVARTIS, “Vivelle-Dot®,” Prescribing information, June 2004.
A6 | BAYER HEALTHCARE, “Climara®,” Prescribing information, 2007
A7 3M PHARMACEUTICALS, “Menostar™,” Prescribing information, June 2004.
A8 WATSON PHARMA, INC., “Alora®,” Prescribing information, May 2005.
Examiner Date
Signature Considered

4832-4407-5069.1
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Substitute for form 1449/PTO

INFORMATION DISCLOSURE
STATEMENT BY APPLICANT

Date Submitted: November 28, 2016

(use as many sheels as necessary)

PTO/SB/08 (modified
Complete if Known

Application Number 13/553972
Filing Date 7/20/2012
First Named Inventor Juan Mantelle
Art Unit 1611

Examiner Name

Melissa L. Javier

\Sheet

2 of |2

Attorney Docket Number

041457-0992

NON PATENT LITERATURE DOCUMENTS

Examiner
Initials*

Cite
No."

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue
number(s), publisher, city and/or country where published.

A9 | SERONO LABORATORIES, INC., “Esclim®,” Prescribing information, August 1998.

Examiner
Signature

Date

Considered

4832-4407-5069.1
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Electronic Patent Application Fee Transmittal

Application Number:

13553972

Filing Date:

20-Jul-2012

Title of Invention:

TRANSDERMAL ESTROGEN DEVICE AND DELIVERY

First Named Inventor/Applicant Name:

Juan Mantelle

Filer:

Courtenay C. Brinckerhoff

Attorney Docket Number:

041457-0992

Filed as Large Entity

Filing Fees for Utility under 35 USC111(a)

Description

Fee Code

Quantity

Amount

Sub-Total in
UsD($)

Basic Filing:

Pages:

Claims:

Miscellaneous-Filing:

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:

Extension-of-Time:

0440



Description Fee Code Quantity Amount Sull)j-s'l';(tsa\)l in
Miscellaneous:
RCE- 2ND AND SUBSEQUENT REQUEST 1820 1 1700 1700
Total in USD ($) 1700
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Electronic Acknowledgement Receipt

EFSID: 27619812
Application Number: 13553972
International Application Number:
Confirmation Number: 3635
Title of Invention: TRANSDERMAL ESTROGEN DEVICE AND DELIVERY
First Named Inventor/Applicant Name: Juan Mantelle
Customer Number: 22428
Filer: Courtenay C. Brinckerhoff/Christine Arthur
Filer Authorized By: Courtenay C. Brinckerhoff
Attorney Docket Number: 041457-0992
Receipt Date: 28-NOV-2016
Filing Date: 20-JUL-2012
Time Stamp: 14:02:26

Application Type: Utility under 35 USC 111(a)
Payment information:
Submitted with Payment yes
Payment Type CARD
Payment was successfully received in RAM $1700
RAM confirmation Number 112916INTEFSW14032600
Deposit Account 190741
Authorized User Christine Arthur

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
37 CFR 1.17 (Patent application and reexamination processing fees)

37 CFR 1.21 {Miscellaneous fees and charges)
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File Listing:
Document s . . File Size(Bytes)/ Multi Pages
Document Description File Name ( y ) . . 9
Number Message Digest | Part/.zip| (ifappl.)
245161
1 rceids.pdf yes 7
a6b73ea014c20b5b8616327612b3fe1cd 19
2e%eb
Multipart Description/PDF files in .zip description
Document Description Start End
Request for Continued Examination (RCE) 1 3
Transmittal Letter 4 5
Information Disclosure Statement (IDS) Form {(SB08) 6 7
Warnings:
Information:
77843
2 Non Patent Literature toole2002.pdf no 7
€70337f8aec67ebbcdf1f41477645405053¢
0c21
Warnings:
Information:
7295311
3 Non Patent Literature Marty1996.pdf no 4
050613821102d409c0ad0da289a45d6fe93
183e
Warnings:
Information:
327689
4 Non Patent Literature estradermjune2004.pdf no 22
1d97460ef7b258eaf4b26e416aef8d93dd1
dcac
Warnings:
Information:
522915
5 Non Patent Literature vivelle2004.pdf no 28
bed5c72638aff66d5b0122934eb17e6a87d
1a437
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Warnings:
Information:
391153
6 Non Patent Literature vivelledot2004.pdf no 28
e€91f07c4d292c518223c7e77c6e7f5a7708f|
cd58
Warnings:
Information:
275161
7 Non Patent Literature climara2007.pdf no 23
2ba61920dd4d73a49f6fb4d41bcbfe26301
42296
Warnings:
Information:
322583
8 Non Patent Literature menostar2004.pdf no 28
818aaf0be23f41ceadbd2dS3eaa23d4dalfo)
1b4a
Warnings:
Information:
1333321
9 Non Patent Literature alora2005.pdf no 29
3150028ac9894d475dc8d1b1cef0578a7bal
a05af
Warnings:
Information:
934392
10 Non Patent Literature esclim98.pdf no 19
6ae80f7cc7ce83f0531c33289500eeff0b71¢]
423
Warnings:
Information:
30373
11 Fee Worksheet (SB06) fee-info.pdf no 2
62c13ec7b0cc5¢97fa0bf42d451c06e96e8d
5e71
Warnings:
Information:
Total Files Size (in bytes): 11755902
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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

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
22428 7590 1210912016
Foley & Lardner LLP JAVIER, MELISSA L
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPERNUMBER |
WASHINGTON, DC 20007-5109 1611
DATE MAILED: 12/09/2016
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKETNO. |  CONFIRMATION NO.
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635

TITLE OF INVENTION: TRANSDERMAL ESTROGEN DEVICE AND DELIVERY

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

nonprovisional UNDISCOUNTED $960 $0 $0 $960 03/09/2017

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

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

HOW TO REPLY TO THIS NOTICE:

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

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

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

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

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

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

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

Page 1 of 3
PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE

Commlssmner for Patents

P.O.Box 1

Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

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

malntenance fee notifications.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address)

22428 7590 12/09/2016
Foley & Lardner LLP
3000 K STREET N.W.
SUITE 600
WASHINGTON, DC 20007-5109

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

Fee(s) Transmittal. This certificate cannot be used for any other accompanying

Eapers. Each additional paper, such as an assignment or formal drawing, must
ave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission
I hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class mail in an envelope
addressed to the Mail Stop ISSUE FEE address above, or being facsimile
transmitted to the USPTO (571) 273-2885, on the date indicated below.

(Depositor's name)

(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. | CONFIRMATION NO.
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635
TITLE OF INVENTION: TRANSDERMAL ESTROGEN DEVICE AND DELIVERY
| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $960 $0 $0 $960 03/09/2017
| EXAMINER | ART UNIT CLASS-SUBCLASS |
JAVIER, MELISSA L 1611 424-487000

1. Change of correspondence address or indication of "Fee Address" (37
CFR 1.363).

| Chan%e of correspondence address (or Change of Correspondence
Address form PTO/SB/122) attached.

[ "Eee Address" indication (or "Fee Address" Indication form
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer
Number is required.

2. For printing on the patent front page, list
1

(1) The names of up to 3 registered patent attorneys
or agents OR, alternatively,

(2) The name of a single firm (having as a member a 2

registered attorney or agent) and the names of up to
2 registered patent attorneys or agents. If no name is 3
listed, no name will be printed.

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

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

(A) NAME OF ASSIGNEE

(B) RESIDENCE: (CITY and STATE OR COUNTRY)

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

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)

[ Issue Fee
[ Publication Fee (No small entity discount permitted)
[ Advance Order - # of Copies

[ A check is enclosed.
| Payment by credit card. Form PTO-2038 is attached.

(1 The director is hereby authorized to charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
| Applicant certifying micro entity status. See 37 CFR 1.29

| Applicant asserting small entity status. See 37 CFR 1.27

| Applicant changing to regular undiscounted fee status.

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature

Date

Typed or printed name

Registration No.

PTOL-85 Part B (10-13) Approved for use through 10/31/2013.

Page 2 of 3
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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 DOCKETNO. |  CONFIRMATION NO. |
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635
| EXAMINER |
22428 7590 1210912016
Foley & Lardner LLP JAVIER, MELISSA L
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPERNUMBER |
WASHINGTON, DC 20007-5109 1611

DATE MAILED: 12/09/2016

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

The Office has discontinued providing a Patent Term Adjustment (PTA) calculation with the Notice of Allowance.

Section 1(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the
requirement that the Office provide a patent term adjustment determination with the notice of allowance. See
Revisions to Patent Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer
providing an initial patent term adjustment determination with the notice of allowance. The Office will continue to
provide a patent term adjustment determination with the Issue Notification Letter that is mailed to applicant
approximately three weeks prior to the issue date of the patent, and will include the patent term adjustment on the
patent. Any request for reconsideration of the patent term adjustment determination (or reinstatement of patent term
adjustment) should follow the process outlined in 37 CFR 1.705.

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

Page 3 of 3
PTOL-85 (Rev. 02/11)
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

The Paperwork Reduction Act (PRA) of 1995 requires Federal agencies to obtain Office of Management and
Budget approval before requesting most types of information from the public. When OMB approves an agency
request to collect information from the public, OMB (i) provides a valid OMB Control Number and expiration
date for the agency to display on the instrument that will be used to collect the information and (ii) requires the
agency to inform the public about the OMB Control Number’s legal significance in accordance with 5 CFR
1320.5(b).

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary
depending upon the individual case. Any comments on the amount of time you require to complete this form
and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box
1450, Alexandria, Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to
respond to a collection of information unless it displays a valid OMB control number.

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. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Application No. Applicant(s)
13/553,972 MANTELLE, JUAN
H HH i i AlA (First Inventor to File)
Notice of Allowability II\E/I);g]sI:?J;vier f‘; 1“"" Statuis
No

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

1. X This communication is responsive to 11/28/2016.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

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

3. X The allowed claim(s) is/are 14.16.17.21-26.28.29 and 31-40. As a result of the allowed claim(s), you may be eligible to benefit from
the Patent Prosecution Highway program at a participating intellectual property office for the corresponding application. For more
information, please see http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

4. [] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)[d Al b)[] Some *c)[] None of the:
1. [] Certified copies of the priority documents have been received.
2. [0 Certified copies of the priority documents have been received in Application No.

3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).
* Certified copies not received:

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

5. [J CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.

[ including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

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

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

Attachment(s)

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

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

3. [0 Examiner's Comment Regarding Requirement for Deposit 7. [ Other .

of Biological Material
4. [ Interview Summary (PTO-413),
Paper No./Mail Date .

/Melissa Javier/
Examiner, Art Unit 1611

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date
20161202
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Application/Control Number: 13/553,972 Page 2
Art Unit: 1611

DETAILED ACTION
The present application is being examined under the pre-AlA first to invent

provisions.

Continued Examination Under 37 CFR 1.114
A request for continued examination under 37 CFR 1.114, including the fee set
forth in 37 CFR 1.17(e), was filed in this application after allowance or after an Office
action under Ex Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since
this application is eligible for continued examination under 37 CFR 1.114, and the fee
set forth in 37 CFR 1.17(e) has been timely paid, prosecution in this application has
been reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 11/28/2016

has been entered.

Information Disclosure Statement
The Information Disclosure Statement (IDS) filed 11/28//2016 has been

considered by the examiner.

Conclusion
Any comments considered necessary by applicant must be submitted no later
than the payment of the issue fee and, to avoid processing delays, should preferably
accompany the issue fee. Such submissions should be clearly labeled “Comments on

Statement of Reasons for Allowance.”
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Application/Control Number: 13/553,972 Page 3
Art Unit: 1611

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Melissa Javier whose telephone number is (571)270-
7430. The examiner can normally be reached on Monday-Thursday, 8am-6pm.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’'s
supervisor, Bethany Barham can be reached on 571-272-6175. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

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

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

/Melissa Javier/
Examiner, Art Unit 1611
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
H“m m“ “m “m “m “H‘ “ m“ m “‘ o o

MELISSA JAVIER 1611
CPC
Symbol Type Version
AB1K 7069 F 2013-01-01
AB1K 7061 | 2013-01-01
AB1K 565 | 2013-01-01
AB1K 10 | 2013-01-01
AB1K 32 | 2013-01-01
AB1K 0014 | 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version

Total Claims Allowed:
21

(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 12/2/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20161202
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
Examiner Art Unit
MELISSA JAVIER 1611

US ORIGINAL CLASSIFICATION

INTERNATIONAL CLASSIFICATION

CLASS SUBCLASS CLAIMED NON-CLAIMED
Al s 31/565 (2006.01.01)
Al s 9/70 (2006.0)
CROSS REFERENCE(S)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 12/2/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20161202
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Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification | ;3zc197- MANTELLE, JUAN

MELISSA JAVIER 1611

O Claims renumbered in the same order as presented by applicant O CPA X T.D. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original

1 16 17 12 33
2 18 13 34
3 19 14 35
4 20 17 36
5 2 21 18 37
6 3 22 19 38
7 4 23 20 39
8 5 24 21 40
9 6 25
10 7 26
11 27
12 8 28
13 9 29

1 14 30
15 10 31

15 16 11 32

Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Examiner.Art Unit 1611 12/2/2016 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None
U.S. Patent and Trademark Office Part of Paper No. 20161202
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13553972 - GAU: 18611

PTO/SB/08 (modified
Complete if Known

4 Substitute for form 1449/PTO
INFORMATION DISCLOSURE Application Number 13/553972 |
STATEMENT BY APPLICANT Filing Date 7/20/2012 |
: First Named Inventor Juan Mantelle
Date Submitted: N b
ate Submitte ovember 28, 2016 A Unit 1611
(use as many sheels as necessary) Examiner Name Melissa L. Javier
\Sheet | 1 lof |2 Attorney Docket Number | 041457-0992 Y,
U.S. PATENT DOCUMENTS
Document Number Pages, Columns, Lines,
Examiner | Cite 3 Publication Date Name of Patentee or Applicant of Where Relevant
Initials* | No.! Number-Kind Code” (if MM-DD-YYYY Cited Document Passages or Relevant
known) Figures Appear
UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS
U.S. Patent Application Filing Date of Pages, Columns, Lines,
Examiner | Cite Document Cited %ocument Name of Patentee or Applicant of Where Relevant
Initials* No." Serial Number-Kind Code” MM-DD-YYYY Cited Document Passages or Relevant
(if known) Figures Appear
FOREIGN PATENT DOCUMENTS
. Pages, Columns, Lines,
Examiner | Cite | Foreign Patent Document Publication Date Name of Patentee or Where Relevant
Initials* | No." | Country Code™Number MM-DD-YYYY Applicant of Cited Documents Passages or Relevant
Kind Code” (if known) Figures Appear 7°
NON PATENT LITERATURE DOCUMENTS
Exam Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
e | N item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue T
' number(s), publisher, city and/or country where published.
A1 | TOOLE ET AL., “Evaluation of irritation and sensitisation of two 50 pg/day oestrogen patches,”
Maturitas, Vol. 43, pp. 257-263, December 2002.
A2 MARTY, “New trends in transdermal technologies: Development of the skin patch, Menorest®,”
International Journal of Gynecology & Obstetrics, Vol. 52, Suppl. 1, pp. S17-520, March 1996.
A3 NOVARTIS, “Estraderm®," Prescribing information, June 2004.
Ad NOVARTIS, “Vivelle®,” Prescribing information, June 2004.
A5 NOVARTIS, “Vivelle-Dot®,” Prescribing information, June 2004.
A6 | BAYER HEALTHCARE, “Climara®,” Prescribing information, 2007
A7 3M PHARMACEUTICALS, “Menostar™,” Prescribing information, June 2004.
A8 WATSON PHARMA, INC., “Alora®,” Prescribing information, May 2005.
Examiner Date
Signature Considered

4832-4407-5069.1

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.L.J/
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13553972 - GAU: 1811

PTO/SB/08 (modified
4 Substitute for form 1449/PTO Complete if Known

INFORMATION DISCLOSURE Application Number 13/553972
STATEMENT BY APPLICANT Filing Date 7/20/2012
. First Named Inventor Juan Mantelle
Date Submitted: November 28, 2016 Art Unit 671
(use as many sheels as necessary) Examiner Name Melissa L. Javier
\Sheet | 2 of |2 Attorney Docket Number 041457-0992 Yy,

NON PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue T
number(s), publisher, city and/or country where published.

A9 | SERONO LABORATORIES, INC., “Esclim®,” Prescribing information, August 1998.

Examiner | Cite
nitials* | No.’

Signature Considered

[Examnner /MELISSA L JAVIER/ Date 12/02/2018

4832-4407-5069.1

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.L.J/
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EAST Search History

EAST Search History

EAST Search History (Prior Art)

EASTSearchHistory.13553972_AccessibleVersion.htm[12/2/2016 4:52:29 PM]

Ref jHits {jSearch Query DBs Default iiPlurals jiTime
# Operator Stamp
L1 15404 jiestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L2 5333 L1 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L3 886 L2 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L4 34 L3 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L5 260 L3 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L6 50 L3 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L7 88 L1 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L8 257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
Lo 42 L8 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L10 §149 L8 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L11 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L12 {39 L11 NOT L8 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L13 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L14 699 L1 and ("dipropylene glycol" {USPAT; USOCR OR OFF 2016/12/02
oleyl) 16:37
L15 {129 L3 and ("dipropylene glycol" §USPAT; USOCR OR OFF 2016/12/02
oleyl) 16:37
L16 §15404 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L17 {5333 §L16 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
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EAST Search History

EASTSearchHistory.13553972_AccessibleVersion.htm[12/2/2016 4:52:29 PM]

e \ | JPO; DERWENT _ ; s ;
L18 1886 L17 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPC; 16:37
pyrrolidone) JPO; DERWENT
L19 {34 L18 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
20 260 L18 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
21§50 L18 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
[22 88 L16 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
23 257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
24 442 L23 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
25 {149 23 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
26 {184 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
27 439 26 NOT L23 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
28 {0 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
29 {699 L16 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L30 {129 L18 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
31 2 '6638528".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
32 #4 "4624665".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L33 {3 "20090041831".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L34 15404 jlestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L35 15333 L34 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L36 1886 L35 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPC; 16:37
pyrrolidone) JPO; DERWENT
L37 {34 L36 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
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USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L38 {260 36 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
39 50 L36 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L40 88 L34 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L41 {257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L42 {42 L41 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
43 {149 L41 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L44 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L45 439 L44 NOT L41 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L46 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L47 {699 L34 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L48 {129 L36 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L49 15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L50 {15333 ijL49 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L51 {886 L50 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
152 {34 51 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
53 260 51 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L54 50 L51 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
55 88 L49 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
56 {257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37

JPO; DERWENT
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L57 {42 56 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
58 149 56 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[59 184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
60 39 59 NOT L56 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
61 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L62 1699 L49 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L63 129 L51 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L84 {15404 iiestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L65 15333 iiL64 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L66 1886 L65 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L67 34 L66 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L68 {260 L66 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
69 50 L66 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L70 88 L64 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L71 {257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L72 {42 L71 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L73 {149 L71 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L74 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L75 439 L74 NOT L71 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L76 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
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L77 {699 L64 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L78 {129 L66 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L79 {15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L80 {5333 §L79 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L81 {886 L80 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPC; 16:37
pyrrolidone) JPO; DERWENT
L82 i34 L81 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L83 {260 L81 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L84 50 L81 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L85 88 L79 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L86 257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L87 {42 L86 and estradiol US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L88 149 L86 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L89 {184 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
90 39 L89 NOT L86 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
91 #0 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
92 1699 L79 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L93 129 L81 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
94 {2 '6638528".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
95 4 "4624665".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
96 i3 "20090041831".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L97 {15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
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USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L98 {5333 §{L97 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L99 {886 L98 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2016/12/02
and (PVP polyvinyl USOCR; FPRS; EPC; 16:37
pyrrolidone) JPO; DERWENT
L100 {34 L99 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L101 {260 L99 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L102 {50 99 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L103 {88 L97 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L104 §257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L105 {42 L104 and estradiol US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L106 {149 L104 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L107 {184 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L108 {39 L107 NOT L104 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L109 {0 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
L110 1699 L97 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L111 {129 99 and ("dipropylene USPAT; USOCR CR OFF 2016/12/02
glycol” oleyl) 16:37
L112 {{15404 jlestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L113 15333 §iL112 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L114 {886 L113 and acrylic and US-PGPUB; USPAT; CR OFF 2016/12/02
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L115 {34 L114 and estradiol.ab. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L116 §260 L114 and transdermal.ab. {jUS-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37

JPO; DERWENT
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L117 4§50 L114 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L118 {88 L112 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L119 §257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L120 {42 L119 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L121 4149 L119 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L122 §184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L123 {39 L122 NOT L119 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L124 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L125 {699 L112 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L126 4129 L114 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol” oleyl) 16:37
L129 $15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L130 {15333 §{L129 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L131 {{886 L130 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L132 i34 L131 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L133 {260 L131 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L134 {50 L131 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L135 {88 L129 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L136 §257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L137 {42 L1386 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L138 {149 L1386 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37

JPO; DERWENT
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L139 §184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L140 #39 L139 NOT L136 US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L141 40 (11/245097).APP. USPAT; USOCR OR OFF 2016/12/02
16:37
L142 699 L129 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L143 {129 L131 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L144 15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L145 {5333 iL144 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L146 {886 L145 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L147 434 L1486 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L148 {260 L1486 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L149 $50 L146 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L150 {88 L144 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L151 {257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L152 {42 L151 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L153 {149 L151 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L154 §184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L155 §39 L154 NOT L151 US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L156 {0 (11/245097) .APP. USPAT; USOCR OR OFF 2016/12/02
16:37
L157 699 L144 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L158 {129 L146 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L159 §2 "6638528".pn. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
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e J | JPO; DERWENT _ ; s ;
L160 4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L161 {3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L162 {15404 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L163 {{5333 §jL162 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L164 {886 L163 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L165 i34 L164 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L166 {260 L164 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L167 450 L164 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L168 {88 L162 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L169 {257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L170 {42 L169 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L171 {149 L169 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L172 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L173 39 L172 NOT L169 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L174 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L175 699 L162 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L176 §129 L164 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L177 15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
L178 15333 §iL177 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L179 {{886 L178 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
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silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L180 {34 L179 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L181 {260 L179 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L182 {50 L179 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L183 {88 L177 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L184 #§257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L185 #42 L184 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L186 149 L184 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L187 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L188 {39 L187 NOT L184 US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L189 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L190 {699 L177 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol” oleyl) 16:37
L191 §129 L179 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L192 §15404 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L193 {15333 {192 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L194 {3886 L193 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
L195 i34 L194 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L196 {260 L194 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USCOCR; FPRS; EPO; 16:37
JPO; DERWENT
L197 #§50 L194 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L198 {88 L192 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37

JPO; DERWENT

2
N
3
3

1
N
N
N
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L199 §257 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
200 {42 L199 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
201 {149 L199 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[202 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
203 439 202 NOT L199 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
204 {0 (11/245097).APP. USPAT; USCCR OR OFF 2016/12/02
16:37
L205 1699 L192 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
[206 129 L194 and ("dipropylene USPAT; USCCR OR OFF 2016/12/02
glycol" oleyl) 16:37
L207 15404 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
208 {5333 {207 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
L209 {886 208 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
210 {34 209 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
211 {260 209 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
212 {50 209 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
[213 {88 207 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
[214 {257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[215 {42 [214 and estradiol US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[216 {149 [214 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[217 {184 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT
[218 {39 [217 NOT L214 US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPO; 16:37

JPO; DERWENT
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L2190 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
220 {699 207 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
221 {129 209 and ("dipropylene USPAT; USOCR CR OFF 2016/12/02
glycol" oleyl) 16:37
(222 2 '6638528".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
223 {4 "4624665".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
224 i3 "20090041831".pn. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
225 {15404 jjestradiol and transdermal  §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
226 {{5333 {225 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
227 {886 226 and acrylic and US-PGPUB; USPAT; OR OFF 2016/12/02
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
228 {34 227 and estradiol.ab. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
229 {260 227 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
230 {50 227 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
[231 88 225 and (estradiol NEAR  {jUS-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
232 257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
[233 {42 232 and estradiol US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
234 {1149 232 and transdermal US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
235 {184 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
236 {39 235 NOT L232 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
237 0 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
238 {699 225 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol" oleyl) 16:37
239 {129 227 and ("dipropylene USPAT; USOCR CR OFF 2016/12/02
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P Yglycol” oleyl) \ 3 3 116:37 ‘
L240 {15404 jjestradiol and transdermal  §US-PGPUB; USPAT; OR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
241 {{5333 {240 and ("surface area" US-PGPUB; USPAT; OR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
242 {886 241 and acrylic and US-PGPUB; USPAT; CR OFF 2016/12/02
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 16:37
pyrrolidone) JPO; DERWENT
243 {34 242 and estradiol.ab. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
244 {260 242 and transdermal.ab. {jUS-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
245 {50 242 and (estradiol NEAR  {jUS-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
246 {88 240 and (estradiol NEAR  {jUS-PGPUB; USPAT; CR OFF 2016/12/02
flux) USOCR; FPRS; EPC; 16:37
JPO; DERWENT
247 4257 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
248 {42 247 and estradiol US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
249 §149 247 and transdermal US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
250 {184 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
251 §39 250 NOT L247 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
252 {0 (11/245097).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
253 {699 240 and ("dipropylene USPAT; USOCR OR OFF 2016/12/02
glycol” oleyl) 16:37
254 {129 242 and ("dipropylene USPAT; USOCR CR OFF 2016/12/02
glycol” oleyl) 16:37
255 {58 (("MANTELLE") near3 US-PGPUB; USPAT; CR OFF 2016/12/02
("Juan")).INV. USOCR 16:37
256 {2 12/216811 US-PGPUB; USPAT; CR OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
257 {1 (12/216811).APP. USPAT; USOCR CR OFF 2016/12/02
16:37
258 §16305 §A61K31/565.cpc. US-PGPUB; USPAT; AND OFF 2016/12/02
USOCR; FPRS; EPC; 16:37
JPO; DERWENT
259 {5074 {A61K9/70.cpc. US-PGPUB; USPAT; AND OFF 2016/12/02
USOCR; FPRS; EPC; 16:37

JPO; DERWENT
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260 {33 [258 259 US-PGPUB; USPAT; AND OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT

261 {8 260 and estradiol US-PGPUB; USPAT; AND OFF 2016/12/02
USOCR; FPRS; EPO; 16:37
JPO; DERWENT

12/2/2016 4:52:22 PM
C:\ Users\ mjavier\ Documents\ EAST\ Workspaces\ 13553972.wsp
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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

BIB DATA SHEET
CONFIRMATION NO. 3635

SERIAL NUMBER FILINSAQI)_rE 371(c) CLASS GROUP ART UNIT ATTORN'\IJE(\)(.DOCKET
13/553,972 07/20/2012 424 1611 041457-0992
RULE
APPLICANTS
INVENTORS

Juan Mantelle, Miami, FL;

** CONTINUING DATA *+*+essssmiimiinbiohbikins
This application is a CON of 12/216,811 07/10/2008 PAT 8231906

*k FOREIGN APPLICATIONS kkkkhkdkhkhkhhhkhkhhkhkkhkhkkd

** IF REQUIRED, FOREIGN FILING LICENSE GRANTED **
07/31/2012

Foreign Priority claimed D Yes QNO

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

Verified and /MELISSA L JAVIER/
Acknowledged Examiners Signature

D Met after
Allowance

nitials

STATE OR
COUNTRY

FL

SHEETS TOTAL |(INDEPENDENT
DRAWINGS | CLAIMS CLAIMS

1 16 4

ADDRESS

Foley & Lardner LLP
3000 K STREET N.W.
SUITE 600

UNITED STATES

WASHINGTON, DC 20007-5109

TITLE

TRANSDERMAL ESTROGEN DEVICE AND DELIVERY

FEES: Authority has been given in Paper

|0 All Fees
10 1.16 Fees (Filing)

FILING FEE : :
RECEIVED |No. to charge/credit DEPOSIT ACCOUNT [0 1.17 Fees (Processing Ext. of time) |
2540 No. for following: |EI 1.18 Fees (Issue) |
|EI Other |
|0 Creait |

BIB (Rev. 05/07).
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Search Notes

Application/Control No.

Applicant(s)/Patent Under
Reexamination

13553972 MANTELLE, JUAN
Examiner Art Unit
MELISSA JAVIER 1611
CPC- SEARCHED
Symbol Date Examiner
CPC COMBINATION SETS - SEARCHED
Symbol Date Examiner
US CLASSIFICATION SEARCHED
Class Subclass Date Examiner
SEARCH NOTES
Search Notes Date Examiner
EAST search (see attached history) 8/25/2013 MJ
Inventor search in EAST 8/25/2013 MJ
Google Scholar search (keywords used: transdermal monolithic estradiol) 8/25/2013 MJ
Updated EAST search 2/21/2014 MJ
Updated Google Scholar search 2/21/2014 MJ
Updated EAST search 4/29/2015 MJ
Updated Google Scholar search 4/29/2015 MJ
Updated EAST search 9/28/2015 MJ
Updated Google Scholar search 9/28/2015 MJ
Updated EAST search 4/22/2016 MJ
Updated Google Scholar search 4/22/2016 MJ
Updated EAST search 8/22/2016 MJ
Updated Google Scholar search 8/22/2016 MJ
(A61K31/565 A61K9/70).cpc. and estradiol 8/22/2016 MJ
Updated EAST search 12/2/2016 MJ
Updated Google Scholar search 12/2/2016 MJ
(A61K31/565 A61K9/70).cpc. and estradiol 12/2/2016 MJ

M.J./
Examiner.Art Unit 1611

U.S. Patent and Trademark Office

Part of Paper No. : 20161202
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INTERFERENCE SEARCH

US Class/ US Subclass / CPC Group Date Examiner
CPC Symbol
(monolith$2 estradiol transdermal adhesive coat weight 9/28/2015 MJ
flux).clm.
(monolith$2 estradiol transdermal system adhesive coat 8/22/2016 MJ
weight flux).clm.
(monolith$2 estradiol transdermal system adhesive coat 12/2/2016 MJ
weight flux).clm.
M.J/

Examiner.Art Unit 1611

U.S. Patent and Trademark Office

Part of Paper No. : 20161202
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Atty. Dkt. No. 041457-0992

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device and Delivery
Appl. No.: 13/553,972

Appl. Filing Date: 7/20/2012

Examiner: Melissa L. Javier

Art Unit: 1611

Confirmation Number: ~ 3635

REQUEST FOR CONTINUED EXAMINATION (RCE)
TRANSMITTAL

Mail Stop RCE
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Commissioner:

This is a Request for Continued Examination (RCE) under 37 CF.R. § 1.114 of the
above-identified application. This RCE and the enclosed items listed below are being filed prior
to the earliest of: (1) payment of the issue fee (unless a petition under 37 C.F.R. § 1.313 is
granted); (2) abandonment of the application; or (3) the filing of a notice of appeal to the U.S.
Court of Appeals for the Federal Circuit under 35 U.S.C. §141, or the commencement of a civil

action under 35 U.S.C. §145 or §146 (unless the appeal or civil action is terminated).

03/69/2817 SHOHAMHE B6@B8EG2 13553972
o1 FC:1828 - 1780.8a op

4826-9943-7892.1
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Atty. Dkt. No. 041457-0992

Submission required under 37 C.F.R. §1.114:

[ X] Information Disclosure Statement.
[ X] Form PTO/SB/08 with copies of 3 listed reference(s).

The filing fee is calculated below at the large entity rate:

Claims as Previously Extra Claims Rate
Amended Paid For Present Fee Totals
RCE Fee 1.17(e): $1,700.0 = $1,700.00

0

Total Claims: 13 - 26 =90 x  $80.00 = $0.00
Independents 3 - 5 =0 x $420.00 = $0.00
First presentation of any Multiple Dependent Claims: + $780.00 = $0.00
RCE and CLAIMS FEE TOTAL: = $1,700.00

The above-identified fees of $1700.00 are being paid by credit card via EFS-Web.

The Commissioner is hereby authorized to charge any additional fees which may be
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, to
Deposit Account No. 19-0741. Should no proper payment be enclosed herewith, as by the credit
card payment instructions in EFS-Web being incorrect or absent, resulting in a rejected or
incorrect credit card transaction, the Commissioner is authorized to charge the unpaid amount to

Deposit Account No. 19-0741.

4826-9943-7892.1
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Atty. Dkt. No. 041457-0992

Please direct all correspondence to the undersigned attorney or agent at the address

indicated below.

Respectfully submitted,

Date ma)(&{i q (Dm/"' By é"% (/Wﬁ///

FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile: (202) 672-5399

4826-9943-7892.1
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Atty. Dkt. No. 041457-0992

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device
and Delivery

Application No.: 13/553972

Filing Date: 7/20/2012

Examiner: Melissa L. Javier

Art Unit: 1611

Confirmation No.: 3635

INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §1.56

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Commissioner:

Applicant submits herewith documents for the Examiner’s consideration in accordance

with 37 CFR §§1.56, 1.97 and 1.98.

Applicant respectfully requests that each listed document be considered by the Examiner
and be made of record in the present application and that an initialed copy of Form PTO/SB/08
be returned in accordance with MPEP §609.

The submission of any document herewith is not an admission that such document
constitutes prior art against the claims of the present application or that such document is
considered material to patentability as defined in 37 CFR §1.56(b). Applicant does not waive
any rights to take any action which would be appropriate to antedate or otherwise remove as a

competent reference any document submitted herewith.

4850-4765-8308.1 -1-
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Atty. Dkt. No. 041457-0992

TIMING OF THE DISCLOSURE
The listed documents are being submitted in compliance with 37 CFR §1.97(b), before

the mailing of a first Office action after the filing of a RCE.

RELEVANCE OF LISTED DOCUMENTS

Documents Al and A2 are Office Actions which were issued in the child applications.

Document A3 is a Decision issued in an Opposition of a corresponding European patent.
Although the patent was revoked because certain claim language not present in the pending
claims was found to constitute an impermissible generalization of the original disclosure, the

EPO Opposition Division rejected the Opponent’s prior art and enablement-type arguments.

Although Applicant believes that no fee is required, the Commissioner is hereby

authorized to charge any additional fees which may be due to Deposit Account Number 19-0741.

Respectfully submitted,

Date {Vh&d*' & 9/7/1— By &/L? C/VW

FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile: (202) 672-5399

4850-4765-8308.1 -2-
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PTO/ dified
Complete if Known ; E‘,‘”%‘S \

4 Substitute for form 1449/PTO
INFORMATION DISCLOSURE Application Number 13/553972
STATEMENT BY APPLICANT Filing Date 7/20/2012
. First Named Inventor Juan Mantelle o
: 17 2,
Date Submitted: March 8, 20 Art Unit 1611 N,
(use as many sheets as necessary) Examiner Name Melissa L. Javier
\Sheet | 1 of |1 Attorney Docket Number 041457-0992
U.S. PATENT DOCUMENTS
Document Number Pages, Columns, Lines,
Examiner | Cite 3 Publication Date Name of Patentee or Applicant of Where Relevant
Initials* | No.' Number-Kind Code* (if MM-DD-YYYY Cited Document Passages or Relevant
known) Figures Appear
UNPUBLISHED U.S. PATENT APPLICATION DOCUMENTS
U.S. Patent Application Filing Date of Pages, Columns, Lines,
Examiner | Cite Document Cited % ocument Name of Patentee or Applicant of Where Relevant
Initials* No." | Serial Number-Kind Code’ MM-DD-YYYY Cited Document Passages or Relevant
(if known) Figures Appear
FOREIGN PATENT DOCUMENTS
R Pages, Columns, Lines,
Examiner | Cite | __Foreign Patent}Documezt Publication Date Name of Patentee or Where Relevant
Initials” No." Country Code™Number MM-DD-YYYY Applicant of Cited Documents Passages or Relevant
Kind Code” (if known) Figures Appear T8
NON PATENT LITERATURE DOCUMENTS
Exami Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the
|n)i‘§:,1:.'er No.! item (book, magazine, journal, serial, symposium, catalog, etc.) date, page(s), volume-issue T
’ number(s), publisher, city and/or country where published.
A1 Notice of Allowance issued on 01/10/2017 in application number 14/024,985 (US 2014-0200530)
A2 | Office Action issued on 09/07/2016 in application number 14/870,574 (US 2016-0015655)
A3 | European Office Action issued on 02/14/2017 in application number EP 09790211.8
Examiner Date
Signature Considered

4845-0205-4980.1

0480



UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.Uspto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

| EXAMINER |
22428 7590 03/23/2017
Foley & Lardner LLP FISHER, MELISSA L
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPERNUMBER |
WASHINGTON, DC 20007-5109 1611
DATE MAILED: 03/23/2017
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKETNO. |  CONFIRMATION NO.
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635

TITLE OF INVENTION: TRANSDERMAL ESTROGEN DEVICE AND DELIVERY

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

nonprovisional UNDISCOUNTED $960 $0 $0 $960 06/23/2017

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

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

HOW TO REPLY TO THIS NOTICE:

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

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

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

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

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

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

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

Page 1 of 3
PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL
Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE

Commlssmner for Patents

P.O.Box 1

Alexandria, Virginia 22313-1450
or Fax (571)-273-2885

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

malntenance fee notifications.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address)

22428 7590 03/23/2017
Foley & Lardner LLP
3000 K STREET N.W.
SUITE 600
WASHINGTON, DC 20007-5109

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

Fee(s) Transmittal. This certificate cannot be used for any other accompanying

Eapers. Each additional paper, such as an assignment or formal drawing, must
ave its own certificate of mailing or transmission.

Certificate of Mailing or Transmission
I hereby certify that this Fee(s) Transmittal is being deposited with the United
States Postal Service with sufficient postage for first class mail in an envelope
addressed to the Mail Stop ISSUE FEE address above, or being facsimile
transmitted to the USPTO (571) 273-2885, on the date indicated below.

(Depositor's name)

(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. | CONFIRMATION NO.
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635
TITLE OF INVENTION: TRANSDERMAL ESTROGEN DEVICE AND DELIVERY
| APPLN. TYPE ENTITY STATUS | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE | TOTAL FEE(S) DUE DATE DUE
nonprovisional UNDISCOUNTED $960 $0 $0 $960 06/23/2017
| EXAMINER | ART UNIT CLASS-SUBCLASS |
FISHER, MELISSA L 1611 424-487000

1. Change of correspondence address or indication of "Fee Address" (37
CFR 1.363).

| Chan%e of correspondence address (or Change of Correspondence
Address form PTO/SB/122) attached.

[ "Eee Address" indication (or "Fee Address" Indication form
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer
Number is required.

2. For printing on the patent front page, list
1

(1) The names of up to 3 registered patent attorneys
or agents OR, alternatively,

(2) The name of a single firm (having as a member a 2

registered attorney or agent) and the names of up to
2 registered patent attorneys or agents. If no name is 3
listed, no name will be printed.

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

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

(A) NAME OF ASSIGNEE

(B) RESIDENCE: (CITY and STATE OR COUNTRY)

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

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)

[ Issue Fee
[ Publication Fee (No small entity discount permitted)
[ Advance Order - # of Copies

[ A check is enclosed.
| Payment by credit card. Form PTO-2038 is attached.

(1 The director is hereby authorized to charge the required fee(s), any deficiency, or credits any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
| Applicant certifying micro entity status. See 37 CFR 1.29

| Applicant asserting small entity status. See 37 CFR 1.27

| Applicant changing to regular undiscounted fee status.

NOTE: Absent a valid certification of Micro Entity Status (see forms PTO/SB/15A and 15B), issue
fee payment in the micro entity amount will not be accepted at the risk of application abandonment.

NOTE: If the application was previously under micro entity status, checking this box will be taken
to be a notification of loss of entitlement to micro entity status.

NOTE: Checking this box will be taken to be a notification of loss of entitlement to small or micro
entity status, as applicable.

NOTE: This form must be signed in accordance with 37 CFR 1.31 and 1.33. See 37 CFR 1.4 for signature requirements and certifications.

Authorized Signature

Date

Typed or printed name

Registration No.

PTOL-85 Part B (10-13) Approved for use through 10/31/2013.

Page 2 of 3
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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. |
13/553,972 07/20/2012 Juan Mantelle 041457-0992 3635
22428 7590 03/23/2017 | EXAMINER |
Foley & Lardner LLP FISHER, MELISSA L
3000 K STREET N.W.
SUITE 600 | ART UNIT PAPERNUMBER |
WASHINGTON, DC 20007-5109 1611

DATE MAILED: 03/23/2017

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

The Office has discontinued providing a Patent Term Adjustment (PTA) calculation with the Notice of Allowance.

Section 1(h)(2) of the AIA Technical Corrections Act amended 35 U.S.C. 154(b)(3)(B)(i) to eliminate the
requirement that the Office provide a patent term adjustment determination with the notice of allowance. See
Revisions to Patent Term Adjustment, 78 Fed. Reg. 19416, 19417 (Apr. 1, 2013). Therefore, the Office is no longer
providing an initial patent term adjustment determination with the notice of allowance. The Office will continue to
provide a patent term adjustment determination with the Issue Notification Letter that is mailed to applicant
approximately three weeks prior to the issue date of the patent, and will include the patent term adjustment on the
patent. Any request for reconsideration of the patent term adjustment determination (or reinstatement of patent term
adjustment) should follow the process outlined in 37 CFR 1.705.

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

Page 3 of 3
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OMB Clearance and PRA Burden Statement for PTOL-85 Part B

The Paperwork Reduction Act (PRA) of 1995 requires Federal agencies to obtain Office of Management and
Budget approval before requesting most types of information from the public. When OMB approves an agency
request to collect information from the public, OMB (i) provides a valid OMB Control Number and expiration
date for the agency to display on the instrument that will be used to collect the information and (ii) requires the
agency to inform the public about the OMB Control Number’s legal significance in accordance with 5 CFR
1320.5(b).

The information collected by PTOL-85 Part B is required by 37 CFR 1.311. The information is required to obtain
or retain a benefit by the public which is to file (and by the USPTO to process) an application. Confidentiality is
governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary
depending upon the individual case. Any comments on the amount of time you require to complete this form
and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent and
Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, Virginia 22313-1450. DO NOT
SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box
1450, Alexandria, Virginia 22313-1450. Under the Paperwork Reduction Act of 1995, no persons are required to
respond to a collection of information unless it displays a valid OMB control number.

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. A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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Application No. Applicant(s)
13/553,972 MANTELLE, JUAN
H HH i i AlA (First Inventor to File)
Notice of Allowability II\E/I);g]sI:?J;vier f‘; 1“"" Statuis
No

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

1. [ This communication is responsive to 3/8/2017.

Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

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

3. X The allowed claim(s) is/are 14.16.17.21-26.28.29 and 31-40. As a result of the allowed claim(s), you may be eligible to benefit from
the Patent Prosecution Highway program at a participating intellectual property office for the corresponding application. For more
information, please see http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

4. [] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)[d Al b)[] Some *c)[] None of the:
1. [] Certified copies of the priority documents have been received.
2. [0 Certified copies of the priority documents have been received in Application No.

3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).
* Certified copies not received:

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

5. [J CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.

[ including changes required by the attached Examiner's Amendment / Comment or in the Office action of
Paper No./Mail Date .

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

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

Attachment(s)

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

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

3. [0 Examiner's Comment Regarding Requirement for Deposit 7. [ Other .

of Biological Material
4. [ Interview Summary (PTO-413),
Paper No./Mail Date .

/Melissa Javier/
Primary Examiner, Art Unit 1611

U.S. Patent and Trademark Office

PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date
20170318
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Application/Control Number: 13/553,972 Page 2
Art Unit: 1611

DETAILED ACTION
The present application is being examined under the pre-AlA first to invent

provisions.

Continued Examination Under 37 CFR 1.114
A request for continued examination under 37 CFR 1.114, including the fee set
forth in 37 CFR 1.17(e), was filed in this application after allowance or after an Office
action under Ex Parte Quayle, 25 USPQ 74, 453 O.G. 213 (Comm'r Pat. 1935). Since
this application is eligible for continued examination under 37 CFR 1.114, and the fee
set forth in 37 CFR 1.17(e) has been timely paid, prosecution in this application has
been reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 3/8/2017 has

been entered.

Information Disclosure Statement
The Information Disclosure Statement (IDS) filed 3/8/2017 has been considered

by the examiner.

Conclusion
Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Melissa Javier whose telephone number is (571)270-

7430. The examiner can normally be reached on Monday-Friday, 8am-5pm.
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Application/Control Number: 13/553,972 Page 3
Art Unit: 1611

Examiner interviews are available via telephone, in-person, and video
conferencing using a USPTO supplied web-based collaboration tool. To schedule an
interview, applicant is encouraged to use the USPTO Automated Interview Request
(AIR) at http://www.uspto.gov/interviewpractice.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’'s
supervisor, Bethany Barham can be reached on 571-272-6175. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

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

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

/Melissa Javier/
Primary Examiner, Art Unit 1611
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
H“m m“ “m “m “m “H‘ “ m“ m “‘ o o

MELISSA JAVIER 1611
CPC
Symbol Type Version
AB1K 7069 F 2013-01-01
AB1K 7061 | 2013-01-01
AB1K 565 | 2013-01-01
AB1K 10 | 2013-01-01
AB1K 32 | 2013-01-01
AB1K 0014 | 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version

Total Claims Allowed:
21

(Assistant Examiner) (Date)
/MELISSA JAVIER/
Primary Examiner.Art Unit 1611 03/18/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20170318
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13553972 MANTELLE, JUAN
Examiner Art Unit
MELISSA JAVIER 1611

US ORIGINAL CLASSIFICATION

INTERNATIONAL CLASSIFICATION

CLASS

SUBCLASS

CLAIMED NON-CLAIMED

31/565 (2006.01.01)

CROSS REFERENCE(S)

9/70 (2006.01.01)

CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)

Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Primary Examiner.Art Unit 1611 03/18/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None

U.S. Patent and Trademark Office

Part of Paper No. 20170318
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Application/Control No. Applicant(s)/Patent Under Reexamination

Issue Classification | ;3zc197- MANTELLE, JUAN

MELISSA JAVIER 1611

O Claims renumbered in the same order as presented by applicant O CPA X T.D. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original

1 16 17 12 33
2 18 13 34
3 19 14 35
4 20 17 36
5 2 21 18 37
6 3 22 19 38
7 4 23 20 39
8 5 24 21 40
9 6 25
10 7 26
11 27
12 8 28
13 9 29

1 14 30
15 10 31

15 16 11 32

Total Claims Allowed:
21
(Assistant Examiner) (Date)
/MELISSA JAVIER/
Primary Examiner.Art Unit 1611 03/18/2017 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1 None
U.S. Patent and Trademark Office Part of Paper No. 20170318
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EAST Search History

EAST Search History

EAST Search History (Prior Art)

EASTSearchHistory.13553972_AccessibleVersion.htm[3/18/2017 12:11:15 PM]

Ref jHits {jSearch Query DBs Default iiPlurals jiTime
# Operator Stamp
L1 15742 {estradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L2 5455 {1 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L3 916 L2 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPC; 12:01
pyrrolidone) JPO; DERWENT
L4 435 L3 and estradiol.ab. US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L5 262 L3 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L6 51 L3 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L7 90 L1 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L8 259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L9 42 L8 and estradiol US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L10 {151 L8 and transdermal US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L11 {186 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L12 §40 L11 NOT L8 US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L13 0 (11/245097).APP. USPAT; USOCR CR OFF 2017/03/18
12:01
L14 {714 L1 and ("dipropylene glycol" jUSPAT; USOCR CR OFF 2017/03/18
oleyl) 12:01
L15 {132 L3 and ("dipropylene glycol" §USPAT; USOCR OR OFF 2017/03/18
oleyl) 12:01
L16 {15742 jjestradiol and transdermal  {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPO; 12:01
JPO; DERWENT
L17 {5455 §L16 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
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EAST Search History

EASTSearchHistory.13553972_AccessibleVersion.htm[3/18/2017 12:11:15 PM]

- \ |JPO; DERWENT ‘ 3 3 3
L18 1916 L17 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:01
pyrrolidone) JPO; DERWENT
L19 {35 L18 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
20 {262 L18 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
21 #51 L18 and (estradiol NEAR US-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
[22 90 L16 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
[23 259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
24 442 23 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
25 {151 23 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
[26 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
27 40 [26 NOT L23 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
28 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:01
29 {714 L16 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:01
L30 {132 L18 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:01
31 2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
32 4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L33 i3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L34 15742 {iestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L35 15455 L34 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L36 916 L35 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:01
pyrrolidone) JPO; DERWENT
L37 35 36 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
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USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L38 {262 36 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L39 {51 L36 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L40 90 L34 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L41 259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L42 {42 L41 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
43 {151 L41 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L44 4186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L45 {40 L44 NOT L41 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L46 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:01
L47 §714 L34 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:01
48 {132 L36 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:01
L49 $15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L50 {15455 49 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L51 {916 L50 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:01
pyrrolidone) JPO; DERWENT
52 35 51 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
53 262 51 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L54 {51 L51 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
55 490 L49 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:01
JPO; DERWENT
L56 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01

JPO; DERWENT
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L57 {42 56 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:01
JPO; DERWENT
58 {151 56 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[59 186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
60 40 59 NOT L56 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
61 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
62 714 L49 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L63 132 L51 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L84 {15742 {iestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L65 15455 L84 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L66 916 L65 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L6867 435 L66 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L68 {262 L66 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
69 51 L66 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L70 90 L64 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L71 259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L72 {42 L71 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L73 {151 L71 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L74 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L75 {40 L74 NOT L71 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L76 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
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L77 4714 L64 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L78 {132 L66 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L79 {15742 {jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L80 {5455 §L79 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L81 {916 L80 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
82 35 L81 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L83 262 L81 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L84 51 L81 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L85 490 L79 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L86 259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L87 42 L86 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L88 {151 L86 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
89 186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
90 {40 L89 NOT L86 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
91 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
92 4714 L79 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
93 132 L81 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
94 2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
95 {4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
96 3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L97 15742 {jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
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USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L98 {5455 {97 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
99 {916 L98 and acrylic and silicone {US-PGPUB; USPAT; OR OFF 2017/03/18
and (PVP polyvinyl USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L100 {35 99 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L101 {262 99 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L102 {51 99 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L103 {90 L97 and (estradiol NEAR US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L104 259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L105 {42 L104 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L106 {151 L104 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L107 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L108 {40 L107 NOT L104 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L109 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L110 {714 L97 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L111 132 L99 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L112 §15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L113 {5455 §L112 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L114 {916 L113 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L115 4§35 L114 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L116 {262 L114 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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L117 §51 L114 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L118 {90 L112 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L119 1259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L120 42 L119 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L121 {151 L119 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L122 §186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L123 #40 L122 NOT L119 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L124 $0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L125 {714 L112 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L126 {132 L114 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L129 $§15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L130 {15455 {129 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L131 §916 L130 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L132 i35 L131 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L133 {262 L131 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L134 {51 L131 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L135 {90 L129 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L136 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L137 {42 L1386 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L138 {151 L1386 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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L139 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L140 {40 L139 NOT L136 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L141 40 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L142 4714 L129 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L143 §132 L131 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L144 15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L145 {5455 144 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L146 {916 L145 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L147 435 L1486 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L148 {262 L1486 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L149 §51 L146 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L150 {90 L144 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L151 {259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L152 {42 L151 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L153 {151 L151 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L154 186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L155 440 L154 NOT L151 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L156 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L157 4714 L144 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L158 {{132 L146 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L159 2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

EASTSearchHistory.13553972_AccessibleVersion.htm[3/18/2017 12:11:15 PM]

0498



EAST Search History

EASTSearchHistory.13553972_AccessibleVersion.htm[3/18/2017 12:11:15 PM]

- \ |JPO; DERWENT . ; s ;
L160 4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L161 {3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L162 §15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L163 {{5455 {162 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L164 {916 L163 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L165 i35 L164 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L166 {j262 L164 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L167 51 L164 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L168 490 L162 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L169 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L170 ji42 L169 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L171 151 L169 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L172 §186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L173 §40 L172 NOT L1689 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L174 #0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L175 §714 L162 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L176 {132 L164 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L177 {15742 Hestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L178 15455 {177 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L179 {916 L178 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
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silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L180 #35 L179 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L181 {262 L179 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L182 {51 L179 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L183 {90 L177 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L184 259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L185 {42 L184 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L186 {151 L184 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L187 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L188 {40 L187 NOT L184 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L189 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L190 §714 L177 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L191 §132 L179 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L192 §15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L193 {{5455 {192 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L194 {916 L193 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L195 i35 L194 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L196 {262 L194 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L197 {51 L194 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L198 {90 L192 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02

JPO; DERWENT

2
N
3
3

1
N
N
N

EASTSearchHistory.13553972_AccessibleVersion.htm[3/18/2017 12:11:15 PM]

0500



EAST Search History

L199 §259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
200 {42 L199 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
201 {151 L199 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[202 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
203 440 202 NOT L199 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
204 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L205 {714 L192 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
206 {132 L194 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
207 15742 jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L208 {5455 207 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[209 4916 208 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
[210 {35 209 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
211 {262 209 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
212 {51 209 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
213 {90 207 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
214 {259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
215 {42 214 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
216 {151 214 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[217 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[218 {40 [217 NOT L214 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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[219 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
[220 {714 207 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
221 {132 209 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
[222 2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
223 ii4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[224 13 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
1225 15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
226 {{5455 {225 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
227 916 226 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
[228 i35 227 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
229 {262 227 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
230 51 227 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
231 190 225 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[232 §259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[233 {42 [232 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
234 {151 232 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[235 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
236 {40 235 NOT L232 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[237 10 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
238 {714 225 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
239 {132 227 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
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E 3 Yglycol” oleyl) \ 3 3 112:02 ‘
240 15742 jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
241 {{5455 {240 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[242 {916 241 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
[243 {35 [242 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
244 {262 242 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[245 {51 242 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
246 {90 240 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
247 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
248 #42 247 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
249 {151 247 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
250 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
251 {40 250 NOT L247 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
252 10 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
253 §714 240 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
[254 132 242 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
255 {58 (("MANTELLE") near3 US-PGPUB; USPAT; OR OFF 2017/03/18
("Juan")).INV. USOCR 12:02
256 {2 12/216811 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
257 i1 (12/216811).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
258 §16747 §A61K31/565.cpc. US-PGPUB; USPAT; AND OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[259 {5310 {A61K9/70.cpc. US-PGPUB; USPAT; AND OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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260 §33 258 1259 US-PGPUB; USPAT; AND OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
261 ii8 260 and estradiol US-PGPUB; USPAT; AND OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
1265 {15742 {iestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L266 {5455 {265 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
267 4916 266 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
268 {35 267 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L269 {262 267 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L270 {51 267 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
271 {90 265 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[272 {259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
273 {42 272 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
274 {151 272 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
275 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
276 {40 275 NOT L272 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
277 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
278 4714 265 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
279 {1132 267 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L280 {15742 {jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
281 {15455 {1280 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[282 {916 281 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02

pyrrolidone)

JPO; DERWENT
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283 i35 282 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
284 1262 282 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
285 451 282 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
286 §90 280 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
287 1259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
288 {42 287 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
289 {151 287 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
290 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
291 4§40 290 NOT L287 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
292 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
[293 {714 280 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
294 132 282 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
295 {2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
296 {4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
[297 43 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
298 {15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
299 {5455 {1298 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L300 {916 299 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L301 35 L300 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L302 {262 L300 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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303 {51 L300 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L304 §90 298 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
305 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L306 {42 L305 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L307 {151 L305 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L308 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L309 #40 L308 NOT L305 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
310 {0 (11/245097).APP. USPAT; USOCR OR OFF 2017/03/18
12:02
L311 §714 298 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
312 {132 L300 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L313 {15742 ijestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L314 {{5455 {313 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L315 {916 L314 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L316 {35 L315 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L317 {262 L315 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L318 51 L315 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L319 #90 L313 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L320 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L321 #42 320 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L322 {151 320 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
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JOR

L | |JPO; DERWENT ‘ 3 s 3
186 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
40 323 NOT L320 US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
0 (11/245097).APP. USPAT; USOCR CR OFF 2017/03/18
12:02
714 L313 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
132 L315 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
15742 {estradiol and transdermal  {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
5455 {1328 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
916 329 and acrylic and US-PGPUB; USPAT; CR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
35 330 and estradiol.ab. US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
262 L330 and transdermal.ab. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
51 330 and (estradiol NEAR  {{US-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
90 328 and (estradiol NEAR  {jUS-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
42 335 and estradiol US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
151 L335 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPO; 12:02
JPO; DERWENT
186 Kanios.in. and David.in. US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
40 338 NOT L335 US-PGPUB; USPAT; CR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
0 (11/245097).APP. USPAT; USOCR CR OFF 2017/03/18
12:02
714 L328 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
132 L330 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
|L343 §|15742 §|estradio| and transdermal  {US-PGPUB; USPAT; §|0FF §[2017/03/18§

0507



EAST Search History

USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L344 {{5455 {343 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L345 §916 L344 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L346 {35 L345 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
347 {262 L345 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
348 #51 L345 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
349 #90 L343 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L350 4259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L351 §42 L350 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L352 {151 L350 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
353 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L354 #40 L353 NOT L350 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
355 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L356 {714 L343 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L357 {132 L345 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L358 {2 "6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L359 {4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L3860 {3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L361 {15742 {jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L362 {{5455 {{L361 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02

JPO; DERWENT

2
N
3
3

1
N
N
N
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L363 {916 L362 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT

L364 {35 L363 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18

USOCR; FPRS; EPC; 12:02
JPO; DERWENT
365 {262 L363 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT

366 51 L363 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18

flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L367 #90 L361 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
368 4259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L369 {42 368 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L370 {151 368 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
371 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L372 #40 L371 NOT L368 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
373 {0 (11/245097) .APP. USPAT; USOCR OR OFF 2017/03/18
12:02

L374 {714 L361 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02

L375 {132 L363 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02

L376 {15742 {iestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18

USOCR; FPRS; EPC; 12:02
JPO; DERWENT

L377 {5455 {1376 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18

flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT

L378 916 L377 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT

L379 {35 L378 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18

USOCR; FPRS; EPC; 12:02
JPO; DERWENT
380 {262 L378 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT

381 §51 L378 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18

flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT

382 {90 L376 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18

flux) USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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383 {259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L384 442 LL383 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
385 {151 383 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
386 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L387 $§40 L3868 NOT L383 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
388 {i0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L389 §714 L376 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
390 {132 L378 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L391 $§15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L392 {15455 {1391 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
393 {916 L392 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L394 {35 393 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
395 {262 L393 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
396 {51 L393 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L397 #90 L391 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
398 ii259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L399 {42 L398 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L400 {151 L.398 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L401 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L402 {40 L401 NOT L398 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT
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L403 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L404 {714 L391 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
L405 4132 393 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L406 {15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L407 {{5455 L 406 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L408 4916 L407 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl ${USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L409 {35 L408 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L410 {262 L408 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L411 51 L408 and (estradiol NEAR  {{US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L412 §90 L406 and (estradiol NEAR  {US-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L413 {259 MANTELLE.in. and JUAN.in. {US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L414 442 L413 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L415 {151 L413 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L416 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L417 {40 L416 NOT L413 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
418 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L419 {714 L406 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L420 {132 L408 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L421 §2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L422 4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L423 i3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
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L | |JPO; DERWENT ‘ 3 s 3
L424 15742 jestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L425 {{5455 L 424 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L426 {1916 L425 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L427 35 L426 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L428 {262 L4286 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L429 {51 L426 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L430 {90 L424 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L431 4259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L432 #42 L431 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L433 {151 L431 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L434 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L435 {40 L434 NOT L431 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L436 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L437 {714 L424 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L438 {132 L426 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L439 §15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L440 {5455 {1439 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L441 1916 L440 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L442 35 L441 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L443 {262 L441 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
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USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L444 51 L441 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L445 4§90 L439 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L446 1259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L447 {42 L446 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L448 151 L4468 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L449 4186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L450 440 L449 NOT L446 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L451 40 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L452 {714 L439 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
L453 4132 L441 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L454 15742 jjestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L455 {5455 L 454 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L456 §916 L455 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl $USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L457 §35 L456 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L458 {262 L4586 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L459 {51 L456 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L460 {90 L454 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L461 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L462 {42 L461 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02

JPO; DERWENT

1
N
N
N
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L463 {151 L461 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L464 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L465 {40 L464 NOT L461 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L466 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L467 {714 L454 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L468 132 L456 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
L469 {15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L470 {{5455 469 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L471 {916 L470 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L472 i35 L471 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L473 262 L471 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L474 51 L471 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L475 4§90 L469 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L476 {259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L477 {42 L476 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L478 151 L4786 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L479 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L480 {40 L479 NOT L476 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L481 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L482 {714 L469 and ("dipropylene USPAT; USOCR CR OFF 2017/03/18
glycol" oleyl) 12:02
L483 §132 L471 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
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E ! Yglycol” oleyl) 3 3 3 112:02 ‘
L484 {2 '6638528".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L485 {4 "4624665".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L486 {3 "20090041831".pn. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L487 §15742 {lestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L488 {5455 1487 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L489 {916 L488 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L490 {35 L489 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
1491 #262 L489 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L492 51 L489 and (estradiol NEAR  {jUS-PGPUB; USPAT; CR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L493 {90 L487 and (estradiol NEAR  {jUS-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L494 259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L495 {42 L494 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L496 {151 L494 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L497 {186 Kanios.in. and David.in. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L498 {40 L497 NOT L494 US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L499 {0 (11/245097).APP. USPAT; USCCR OR OFF 2017/03/18
12:02
L500 {{714 L487 and ("dipropylene USPAT; USOCR OR OFF 2017/03/18
glycol" oleyl) 12:02
501 §132 L489 and ("dipropylene USPAT; USCCR OR OFF 2017/03/18
glycol" oleyl) 12:02
1502 {15742 iestradiol and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
L503 {{5455 {502 and ("surface area" US-PGPUB; USPAT; OR OFF 2017/03/18
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flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
504 {916 L503 and acrylic and US-PGPUB; USPAT; OR OFF 2017/03/18
silicone and (PVP polyvinyl {USOCR; FPRS; EPO; 12:02
pyrrolidone) JPO; DERWENT
L505 {35 504 and estradiol.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
1506 {262 504 and transdermal.ab. US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
507 #5651 L504 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
508 #90 L502 and (estradiol NEAR  {US-PGPUB; USPAT; OR OFF 2017/03/18
flux) USOCR; FPRS; EPC; 12:02
JPO; DERWENT
509 4259 MANTELLE.in. and JUAN.in. §US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
510 $42 509 and estradiol US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
JPO; DERWENT
511 §151 509 and transdermal US-PGPUB; USPAT; OR OFF 2017/03/18
USOCR; FPRS; EPC; 12:02
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device
and Delivery

Application No.: 13/553972

Filing Date: 7/20/2012

Examiner: Melissa L. Javier

Art Unit: 1611

Confirmation No.: 3635

INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §1.56

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Commissioner:

Applicant submits herewith documents for the Examiner’s consideration in accordance

with 37 CFR §§1.56, 1.97 and 1.98.

Applicant respectfully requests that each listed document be considered by the Examiner
and be made of record in the present application and that an initialed copy of Form PTO/SB/08
be returned in accordance with MPEP §609.

The submission of any document herewith is not an admission that such document
constitutes prior art against the claims of the present application or that such document is
considered material to patentability as defined in 37 CFR §1.56(b). Applicant does not waive
any rights to take any action which would be appropriate to antedate or otherwise remove as a

competent reference any document submitted herewith.
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ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /M.L.J/ 0519



13553972 - GAU: 1611

Atty. Dkt. No. 041457-0992

TIMING OF THE DISCLOSURE
The listed documents are being submitted in compliance with 37 CFR §1.97(b), before

the mailing of a first Office action after the filing of a RCE.

RELEVANCE OF LISTED DOCUMENTS

Documents Al and A2 are Office Actions which were issued in the child applications.

Document A3 is a Decision issued in an Opposition of a corresponding European patent.
Although the patent was revoked because certain claim language not present in the pending
claims was found to constitute an impermissible generalization of the original disclosure, the

EPO Opposition Division rejected the Opponent’s prior art and enablement-type arguments.

Although Applicant believes that no fee is required, the Commissioner is hereby

authorized to charge any additional fees which may be due to Deposit Account Number 19-0741.

Respectfully submitted,

Date ﬂ%d& § . W— By &LﬂhC/l/ﬂW

FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile: (202) 672-5399

4850-4765-8308.1 -2-
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Atty. Dkt. No. 041457-0992

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device and Delivery
Appl. No.: 13/553,972

Appl. Filing Date: 7/20/2012

Examiner: Melissa L. Fisher

Art Unit: 1611

Confirmation Number: 3635

REQUEST FOR CONTINUED EXAMINATION (RCE)
TRANSMITTAL

Mail Stop RCE
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Commissioner:

This is a Request for Continued Examination (RCE) under 37 CFR. § 1.114 of the
above-identified application. This RCE and the enclosed items listed below are being filed prior
to the earliest of’ (1) payment of the issue fee (unless a petition under 37 C.F.R. § 1.313 is
granted); (2) abandonment of the application; or (3) the filing of a notice of appeal to the U.S.
Court of Appeals for the Federal Circuit under 35 U.S.C. §141, or the commencement of a civil

action under 35 U.S.C. §145 or §146 (unless the appeal or civil action is terminated).

4842-4308-3594 1
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Submission required under 37 CF.R. §1.114:

[ X] Amendment/Reply.

The filing fee is calculated below at the large entity rate:

Claims as Previously Extra Claims Rate
Amended Paid For Present Fee Totals
RCE Fee 1.17(e): $1,700.0 = $1,700.00

0

Total Claims: 23 - 26 =0 X $80.00 = $0.00
Independents 2 - 5 =0 x  $420.00 = $0.00
First presentation of any Multiple Dependent Claims: + $780.00 = $0.00
RCE and CLAIMS FEE TOTAL: = $1,700.00

The above-identified fees of $1,700.00 are being paid by credit card via EFS-Web.

The Commissioner is hereby authorized to charge any additional fees which may be
required regarding this application under 37 C.F.R. §§ 1.16-1.17, or credit any overpayment, to
Deposit Account No. 19-0741. Should no proper payment be enclosed herewith, as by the credit
card payment instructions in EFS-Web being incorrect or absent, resulting in a rejected or
incorrect credit card transaction, the Commissioner is authorized to charge the unpaid amount to

Deposit Account No. 19-0741.

4842-4308-3594 1
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Please direct all correspondence to the undersigned attorney or agent at the address

indicated below.

Date June 6, 2017

FOLEY & LARDNER LLP
Customer Number: 22428
Telephone:  (202) 295-4094
Facsimile: (202) 672-5399

4842-4308-3594 1

Respectfully submitted,

By / Courtenay C. Brinckerhoft/

Courtenay C. Brinckerhoff
Attorney for Applicant
Registration No. 37,288
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Juan Mantelle
Title: Transdermal Estrogen Device and Delivery
Appl. No.: 13/553,972

Filing Date: ~ 7/20/2012
Examiner: Melissa L. Javier
Art Unit: 1611

Confirmation 3635
Number:

AMENDMENT

MAIL STOP: Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Commissioner:

This paper is filed with a Request for Continued Examination. If any extensions of time
are required for timely acceptance, Applicant hereby petitions for such extension of time. The
Commissioner is hereby authorized to charge any fees which may be due for this application,
including any extension of time fees or excess claim fees not submitted herewith, to Deposit

Account No. 19-0741.
Amendments to the claims are set forth in the Listing of Claims which begins on page 2.

Remarks/Arguments begin on page 6.

4822-8813-9081.1
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Listing of Claims:

Claims 1-13 (Cancelled)

14. (Previously Presented) A method for administering estradiol, comprising applying to
the skin or mucosa of a subject in need thereof a monolithic transdermal drug delivery system
consisting of (1) a backing layer and (i1) a single adhesive polymer matrix layer defining an
active surface area and comprising an adhesive polymer matrix comprising estradiol as the only
drug, wherein the polymer matrix has a coat weight of greater than about 10 mg/cm” and
includes greater than 0.156 mg/cm” estradiol, and the system achieves an estradiol flux of from

about 0.0125 to about 0.05 mg/cm’/day, based on the active surface area.
15. (Canceled)

16. (Previously Presented) A method of making a monolithic transdermal drug delivery
system for administering estradiol consisting of (i) a backing layer, (i1) a single adhesive
polymer matrix layer and, optionally, (iii) a release liner, comprising forming an adhesive
polymer matrix comprising estradiol as the only drug and a polymer blend comprising an acrylic
adhesive, a silicone adhesive, and soluble PVP, and applying the adhesive polymer matrix to a
support layer to form a single adhesive polymer matrix layer such that the adhesive polymer
matrix layer has a coat weight of greater than about 10 mg/cm” and includes greater than 0.156
mg/cm” estradiol, wherein the system achieves an estradiol flux of from about 0.0125 to about

0.05 mg/cm?/day, based on the active surface area.

17. (Original) The method of claim 16, wherein the system has an active surface area

that is about 60% of a size selected from the group consisting of 2.5, 3.75, 5.0, 7.5 and 10.0 cm™.
18- 20 (Canceled)

21. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises a polymer blend comprising an acrylic adhesive, a silicone adhesive, and

soluble polyvinylpyrrolidone (PVP).

4822-8813-9081.1
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22. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises about 2-25% by weight acrylic adhesive, about 45-70% by weight silicone
adhesive, about 2-25% by weight soluble PVP, about 5-15% penetration enhancer, and about
0.1-10% by weight estradiol, all based on the total dry weight of the adhesive polymer matrix.

23. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises oleyl alchol.

24. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises dipropylene glycol.

25. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises oleyl alcohol and dipropylene glycol.

26. (Previously Presented) The method of claim 22, wherein the acrylic adhesive and
silicone adhesive are present in a ratio of from about 1:2 to about 1:6, based on the total weight

of the acrylic and silicone adhesives.
27. (Canceled)

28. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises an amount of estradiol effective to deliver a therapeutically effective amount of
estradiol over a period of time selected from the group consisting of at least 1 day, at least 2

days, at least 3 days, at least 4 days, at least 5 days, at least 6 days and at least 7 days.

29. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises an amount of estradiol effective to deliver an amount of estradiol selected from

the group consisting of about 0.025, 0.0375, 0.05, 0.075 and 0.1 mg/day.

30. (Canceled)

4822-8813-9081.1
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31. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0125 mg/cm*/day, based on the active surface area.

32. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0133 mg/cm*/day, based on the active surface area.

33. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.015 mg/cm”/day, based on the active surface area.

34. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0167 mg/cm*/day, based on the active surface area.

35. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0175 mg/cm*/day, based on the active surface area.

36. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0125 mg/cm*/day, based on the active surface area.

37. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0133 mg/cm*/day, based on the active surface area.

38. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.015 mg/cm”/day, based on the active surface area.

39. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0167 mg/cm*/day, based on the active surface area.

40. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0175 mg/cm*/day, based on the active surface area.

41. (New) The method of claim 14, wherein the adhesive polymer matrix comprises

about 1.6% by weight estradiol, based on the total dry weight of the adhesive polymer matrix.

4822-8813-9081.1
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42. (New) The method of claim 16, wherein the adhesive polymer matrix comprises

about 1.6% by weight estradiol, based on the total dry weight of the adhesive polymer matrix.

4822-8813-9081.1
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REMARKS

A Notice of Allowance allowing claims 14, 16, 17, 21-26, 28, 29, and 31-40 was mailed
March 23, 2017.

Claims 41 and 42 are added to recite specific embodiment described in the specification

as filed, including in paragraphs [0011], [0069] and [0082]. No new matter is added.

Upon entry of these amendments claims 14, 16-17, 21-26, and 28-29 and 31-42 will be

pending. Applicant believes that these claims are in condition for allowance.

Should there be any questions regarding this submission, or should any issue remain, the

Examiner is urged to contact the undersigned by telephone to advance prosecution.

Respectfully submitted,

Date: June 6, 2017 By_/Courtenay C. Brinckerhoff/
FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile: (202) 672-5399

4822-8813-9081.1
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Application No. Applicant(s)

) .. ) 13/553,972 MANTELLE, JUAN
Applicant-Initiated Interview Summary i i

Examiner Art Unit

Melissa Fisher 1611

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

(1) Melissa Fisher. (3)Richard Guy.

(2) Courtenay Brinckerhoff. (4) .

Date of Interview: 08 June 2017.

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

Exhibit shown or demonstration conducted: [] Yes X No.
If Yes, brief description:
Issues Discussed []101 [J112 [J102 []103 [XOthers
(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)
Claim(s) discussed:

Identification of prior art discussed: None.

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

Discussed the attached agenda.

Specifically, Applicant's representative and Dr. Guy explained how the included data supported the unexpected results
that increasing the coat weight of the drug-containing adhesive layer resulted in an increased flux per unit area, and
permitted the development of smaller transdermal druqg delivery systems that achieve comparable daily dosages. .

Applicant recordation instructions: The formal written reply to the last Office action must include the substance of the interview. (See MPEP
section 713.04). If a reply to the last Office action has already been filed, applicant is given a non-extendable period of the longer of one month or
thirty days from this interview date, or the mailing date of this interview summary form, whichever is later, to file a statement of the substance of the
interview

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

X Attachment

/Melissa Fisher/
Primary Examiner, Art Unit 1611

U.S. Patent and Trademark Office
PTOL-413 (Rev. 8/11/2010) Interview Summary Paper No. 20170609
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Summary of Record of Interview Requirements

Manual of Patent Examining Procedure (MPEP), Section 713.04, Substance of Interview Must be Made of Record
A complete written statement as to the substance of any face-to-face, video conference, or telephone interview with regard to an application must be made of record in the
application whether or not an agreement with the examiner was reached at the interview.

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews
Paragraph (b)

In every instance where reconsideration is requested in view of an interview with an examiner, a complete written statement of the reasons presented at the interview as
warranting favorable action must be filed by the applicant. An interview does not remove the necessity for reply to Office action as specified in §§ 1.111, 1.135. (35 U.S.C. 132)

37 CFR §1.2 Business to be transacted in writing.
All business with the Patent or Trademark Office should be transacted in writing. The personal attendance of applicants or their attorneys or agents at the Patent and
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt.

The action of the Patent and Trademark Office cannot be based exclusively on the written record in the Office if that record is itself
incomplete through the failure to record the substance of interviews.

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless
the examiner indicates he or she will do so. It is the examiner’s responsibility to see that such a record is made and to correct material inaccuracies
which bear directly on the question of patentability.

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been discussed during the
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required.

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and listed on the
“Contents” section of the file wrapper. In a personal interview, a duplicate of the Form is given to the applicant (or attorney or agent) at the
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant’s correspondence address
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other
circumstances dictate, the Form should be mailed promptly after the interview rather than with the next official communication.

The Form provides for recordation of the following information:

— Application Number (Series Code and Serial Number)

—Name of applicant

—Name of examiner

—Date of interview

—Type of interview (telephonic, video-conference, or personal)

—Name of participant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.)

— An indication whether or not an exhibit was shown or a demonstration conducted

— An identification of the specific prior art discussed

— Anindication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does
not restrict further action by the examiner to the contrary.

—The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action)

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case. It
should be noted, however, that the Interview Summary Form will not normally be considered a complete and proper recordation of the interview
unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the
substance of the interview.

A complete and proper recordation of the substance of any interview should include at least the following applicable items:

1) A brief description of the nature of any exhibit shown or any demonstration conducted,

2) an identification of the claims discussed,

3) an identification of the specific prior art discussed,

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the

Interview Summary Form completed by the Examiner,

5) a brief identification of the general thrust of the principal arguments presented to the examiner,

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully
describe those arguments which he or she feels were or might be persuasive to the examiner.)

6) a general indication of any other pertinent matters discussed, and

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by

the examiner.

Examiners are expected to carefully review the applicant’s record of the substance of an interview. If the record is not complete and
accurate, the examiner will give the applicant an extendable one month time period to correct the record.

Examiner to Check for Accuracy

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner’s version of the
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, “Interview Record OK” on the
paper recording the substance of the interview along with the date and the examiner’s initials.
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Qutline for June 8, 2017 Examiner Interview

Summary Of Claimed Subject Matter

The claimed subject matter includes transdermal drug delivery systems estradiol that
have a smaller active surface area than the prior art Vivelle-Dot® patches, but achieve daily
dosages that are about equal to or greater than the Vivelle-Dot® patches. That is, the subject
matter includes transdermal drug delivery systems that achieve daily dosages that are about equal

to a Vivelle-Dot® patch, in a smaller size. See, e.g., Specification, at paragraph [0014].

As stated in the specification, “the Applicant surprisingly discovered that increasing the
coat weight of the drug-containing adhesive layer resulted in an increased flux per unit area, and
thus permitted the development of smaller transdermal drug delivery systems that achieve

comparable daily dosages.” Specification, at paragraph [0014].

All claims recite a monolithic transdermal drug delivery system consisting of (i) a
backing layer and (ii) a single adhesive polymer matrix layer defining an active surface area and

comprising an adhesive polymer matrix comprising estradiol as the only drug.'

The claims of the *972, "985, and 255 applications recite that the polymer matrix has a
coat weight of greater than about 10 mg/cm” and includes greater than 0.156 mg/cm? estradiol,
and that the transdermal drug delivery system achieves an estradiol flux of from about 0.0125 to

about 0.05 g/cm?/day, based on the active surface area.

The claims of the 574 application recite that the coat weight of the polymer matrix is
adjusted such that system includes greater than 0.156 mg/cm® estradiol, and that the transdermal
drug delivery achieves an estradiol flux of from about 0.0125 to about 0.05 g/cm?/day, based on

the active surface area.

! Some claims recite an optional release liner that is removed prior to use.

1
4812-6571-6810.1
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Summary Of Issues To Be Discussed

e Understanding in the art regarding passive drug flux from a transdermal drug
delivery system (Fick’s 1% Law of Diffusion)

e Impact of polymer components on drug flux (predicted by Fick’s 1% Law)

e Additional experimental data demonstrating surprising and unexpected result that

increasing coat weight increases estradiol flux (not predicted by Fick’s 1% Law)

Introduction of Expert

Dr. Richard Guy, Professor of Pharmaceutical Sciences, University of Bath (UK) (in the

Department of Pharmacy & Pharmacology)

4812-6571-6810.1

over 30 years’ research experience in the field of topical and transdermal drug delivery,
including the study of drug absorption into and through the skin

Bachelor of Arts in chemistry from Oxford University (UK) (1977)

Master of Arts in chemistry from Oxford University (1980)

Ph.D. in pharmaceutical chemistry from the University of London (UK) (1980).

D.Sc. from Oxford University (2016).

co-author on over 350 peer-reviewed articles and over 70 book chapters.

experience as a consultant (and scientific advisory board member) to numerous
pharmaceutical companies involved in the development of transdermal drug delivery
formulations (including patches and other gels)

engaged by the Applicant (Noven Pharmaceuticals, Inc.) to serve as an expert witness in
ANDA litigation involving U.S. Patent No.8,231,906 (the 906 Patent ), in the U.S.
District Court for the District of Delaware (C.A. No. 15-249) (the “ANDA litigation).
engaged by the Applicant to prepare a Declaration for U.S. patent applications
13/553,972, 14/024,985, 14/738,255, and 14/870,574 and attend the Patent Office
Interview

His compensation does not depend in any way on the outcome of the examination of the

pending applications or on the outcome of the ANDA litigation.
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TECHNICAL BACKGROUND

The inventions claimed in the pending applications generally relate to transdermal drug delivery
systems (e.g., transdermal “patches”) for the delivery of estradiol, methods of administering
estradiol to a patient using the claimed transdermal drug delivery systems, and delivering
estradiol using them, and methods of making them. The claimed transdermal drug delivery
systems are “monolithic” drug-in-adhesive systems that consist of (i) a backing layer; (i) a drug-
in-adhesive polymer matrix layer, and, optionally, (ii1) a release liner that is removed prior to

use, as illustrated below.

S
RN S S
SRy :

The claims recite that the adhesive polymer matrix layers include a certain amount estradiol per
unit area and achieve a certain estradiol flux. The flux of a drug is the rate at which it diffuses
through the skin. An in vitro flux study may be conducted to assess the flux of a drug from a
transdermal drug delivery system. The image below shows a typical Franz diffusion cell set up

used to conduct an irn vitro flux study.

Donor r.‘,ompanmem\\

Bampling Port

Transdermal System

4812-6571-6810.1

0543



U.S. Patent Application Nos. 13/553,972; 14/024,985; 14/738,255; 14/870,574
Atty. Docket Nos. 041457-0992, -1016, -1133, -1160

In general, the receptor compartment is filled with a receiver solution that is stirred and held at a
constant (typically, physiological) temperature. A transdermal system is placed on a skin sample
in the donor compartment, and the contents of the receptor compartment are sampled
(withdrawn) periodically and analyzed for drug (for example, estradiol) content. From this
information, the cumulative amount of drug delivered over time and the flux of drug across the

skin as a function of time is calculated.

An illustration of the type of experimental data collected with this approach is shown below for
one particular formulation; the results are presented as the average cumulative amounts of drug
delivered, and the average drug flux, as a function of time, with the corresponding standard

deviations for 4 replicate Franz diffusion cells.

These results may be plotted graphically as illustrated in the specification and the additional

experimental data that will be discussed.

4812-6571-6810.1
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FICK’S FIRST LAW OF DIFFUSION

As of June 10, 2008, a person of ordinary skill in the art understood that the passive flux of a
drug can be quantitatively described and modelled by Fick’s 1% law. Fick’s 1% law is often used
to describe drug delivery (in units of amount per time, e.g., mg/day or ug/hour) from a

transdermal patch across the skin:
J=AxkyxAC

In this formula:

A is the active surface area of the patch.

k, 1s the drug’s permeability coefficient across the skin, and can be defined as

ky, = {D x K}/L, where D is the drug’s diffusivity through the skin barrier, K is its
partition coefficient between the skin barrier and the patch, and L is the path length for
diffusion across the skin barrier.

AC is the difference in concentration of the drug between that in the patch (Cpaicn) and
that on the “downstream” side of the skin barrier (Cgownstream). In many examples of
transdermal delivery, when depletion of drug from the patch is limited, AC can be
approximated to Cpaich.

The following images illustrate these factors:

4812-6571-6810.1
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Fick’s 1% law indicates that there are four general ways to increase flux:

Increase the active surface area of the patch to cause a proportional change in flux.

¢ Increase the drug concentration in the patch until it reaches its limiting solubility.

e Adjust the formulation to increase K, e.g., cause drug concentration to approach more
closely its limiting solubility.

¢ Introduce a penetration enhancer into the formulation to increase D and/or alter the value

of K.

4812-6571-6810.1
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Nothing in Fick’s 1* law indicates or predicts that increasing the coat weight (thickness) of a
polymer matrix would increase flux. This is because no factor in Fick’s 1¥' law embodies or

includes coat weight.
THE UNEXPECTED DISCOVERY OF THE INVENTION

As noted above, “the Applicant surprisingly discovered that increasing the coat weight of the
drug-containing adhesive layer resulted in an increased flux per unit area, and thus permitted the
development of smaller transdermal drug delivery systems that achieve comparable daily

dosages.” Specification, at paragraph [0014]. As stated in paragraph [0015] in the specification:

This result was surprising because coat weight is typically selected to control the
duration of delivery, but is not generally understood to impact delivery rate. Thus,
while it is known in the art to increase coat weight to provide delivery over a
longer period of time, it was not known that increasing coat weight could increase
delivery rate or flux, and thus permit the development of a smaller system while

maintaining daily dosage.

Indeed, as explained above, nothing in Fick’s 1% law indicates or predicts that increasing the coat
p g p g

weight (thickness) of a polymer matrix would increase flux.
THE EXAMPLE IN THE SPECIFICATION

The specification illustrates this surprising and unexpected effect in Example 1, which describes
an in vitro flux study conducted to assess the flux of estradiol from different systems. Figure 1

reports the flux of drug across the skin for the systems tested in Example 1.

Example 1 sets forth the polymer matrix formulation used to prepare Example 1 and Example 1a.
As noted in the prosecution history of the 906 Patent, in the Amendment and Reply filed April
20, 2011, the specification as filed had a clerical error in the formulation listed (see below), but

the flux data presented in Figure 1 is correct.

4812-6571-6810.1
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As described in the specification, test systems were prepared by applying the polymer matrix to a
release liner at two different coat weights: 12.5 mg/cm? (Example 1a, ®) and 15 mg/cm’
(Example 1, A), and estradiol flux was assessed in an in vitro flux study. As reported in Figure

1, the system with the higher coat weight exhibited a greater flux.

luns. Siggdnm s

%

&

P The only difference betwasn Example 1 and Example 1a s the
| ﬁ coal weight of the polymer matrix

The only experimental variable different between Example 1a and Example 1 is the coat weight
of the polymer matrix. The difference in flux reported in Figure 1 between Example 1a and
Example 1 can only be attributed, therefore, to the difference in coat weight, which is a

surprising and unexpected result that is not predicted by Fick’s 1* Law.

4812-6571-6810.1
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Figure 1 also reports results achieved with a Vivelle-Dot® system. As described in the
prescribing information, Vivelle-Dot® is a monolithic transdermal drug delivery system for
estradiol with a polymer matrix layer that includes estradiol as the only drug, acrylic adhesive,
silicone adhesive, oleyl alcohol, povidone, and dipropylene glycol. The specification states that
each Vivelle-Dot® patch includes 0.156 mg/cm? estradiol and has a polymer matrix coat weight
of 10 mg/cm®. See, e.g., Specification at paragraph [0013]; [0074]. Although Vivelle-Dot®
includes the same polymer matrix components of the Example 1 formulation, I have been
informed that the Vivelle-Dot® formulation includes different amounts of some components,
including different relative amounts of acrylic adhesive and silicone adhesive, with a greater
relative amount of acrylic adhesive. That is, the formulation of Examples 1 and 1a have less

acrylic adhesive and more silicone adhesive than the Vivelle-Dot® formulation.

Prior art such as U.S. Patent No. 6,024,976 (the “’976 Patent”) and Mantelle, et al., Effect of
Silicone/Acrylic PSA Blends on Skin Permeation, 26 Proc. Internat’l Symp. Controlled Release
of Bioactive Materials 5123, 415-16 (Revised July 1999) (the “Mantelle Article”), and post-
filing date publications such as Juan A. Mantelle, “Dot Matrix® Technology,” in MODIFIED
RELEASE DRUG DELIVERY TECHNOLOGY (2Ild ed. 2008) 405-14 (the “Mantelle Chapter”) teach
that the difference in relative amounts of acrylic adhesive and silicone adhesive between the
formulation of Examples 1/1a and the Vivelle-Dot® formulation contributes to the difference in
flux seen in Figure 1 between Vivelle-Dot® and Example 1 and between Vivelle-Dot® and

Example 1a.

4812-6571-6810.1
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The Vivella-Dob® groduct differs in coal wejght and polymer make-up

It is not possible to quantify from available data the relative contributions of coat weight and
polymer composition to the differences in flux observed between the Vivelle-Dot® system and
Examples 1/1a systems. However, based on the difference in flux between the Example 1 and
la systems (which, as explained above, can only be due to the difference in coat weight), and in
view of other experimental data discussed below, it is Dr. Guy’s expert opinion that the

difference in coat weight is contributing to the difference in flux.
EXPERIMENTAL DATA - IMPACT OF POLYMER MAKE-UP ON FLUX

As noted above, it was known in the art that the relative amounts of acrylic adhesive and silicone
adhesive used in an estradiol polymer matrix can impact the flux of estradiol. This is described
in the *976 Patent, which explains that this is because estradiol’s solubility in acrylic adhesives
differs from that in silicone adhesives. The potential effect of the relative amounts of acrylic
adhesive and silicone adhesive is illustrated in Examples 10-13 and Figure 6 of the *976 patent,
and in the Mantelle Article. Thus, it was known in the art that the relative amounts of acrylic

adhesive and silicone adhesive in an estradiol polymer matrix can impact estradiol flux, and that

10
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increasing the relative amount of silicone polymer generally increased the flux but may alter the

drug delivery profile such that the increased flux is not sustained.

Flux Study 1190 conducted by Noven also illustrates this effect. Flux Study 1190 tested five
different formulations at the same target coat weight (15 mg/cm?) and used a Vivelle-Dot®
system (#) as an internal control. The five formulations differed in the relative amounts of

acrylic adhesive and silicone adhesive.

Component 5% Acrylic | 10% Acrylic | 12.5% Acrylic | 15% Acrylic | 17.5% Acrylic
(% by weight)

Acrylic Adhesive 5 10 12.5 15 17.5
Silicon Adhesive 71.9 66.9 64.5 61.9 594
Dipropylene Glycol 8 8 8 8 8

Oleyl Alcohol 6 6 6 6 6

PVP 7.5 7.5 7.5 7.5 7.5
Estradiol 1.6 1.6 1.6 1.6 1.6

A representative sample of the data from this Flux Study are shown in the figure below. The
results show that initial flux increased as the relative amount of acrylic polymer decreased but

the initially higher flux from the 5% acrylic composition was not sustained:

9 0; _ -~ V-Dot 1190
* """""" ‘ ~#- 1190 - 15% acrylate
1.6 " ' 1190 - 12.5% acrylate

Estradiol flux 1.2- s- 1190 - 5% acrylate

(nglcm?h°T)
0.8+
0.4~
0.0-F pp——————
0 20 40 60 80
Time (hrs)
11

4812-6571-6810.1

0551



U.S. Patent Application Nos. 13/553,972; 14/024,985; 14/738,255; 14/870,574
Atty. Docket Nos. 041457-0992, -1016, -1133, -1160

EXPERIMENTAL DATA - IMPACT OF COAT WEIGHT ON FLUX

As noted above, while it was known in the art that the relative amounts of acrylic adhesive and
silicone adhesive in an estradiol polymer matrix can impact estradiol flux, it was not known or
expected that the coat weight of the polymer matrix would impact flux, but Noven conducted a
number of other flux studies that showed this effect with monolithic transdermal drug delivery

systems for estradiol as described in the pending applications.

Flux Study 1326 is the flux study reported in Example 1 of the pending applications. As
discussed above, the same formulation (1.6 % estradiol, 10% acrylic adhesive, 66.9% silicone
adhesive, 6% oleyl alcohol, 7.5% povidone, and 8% dipropylene glycol) was tested at coat
weights of 12.5 mg/cm”and 15 mg/cm?”. Both Vivelle® and Vivelle-Dot® were used as internal
controls. As noted above, the results (see below) show that the increase in the coat weight of the

polymer matrix from Example 1a to Example 1 resulted in an increased flux of estradiol.

Flux
1.0~
0.8 % Vivelle
A “sgg
o6 kd - Vivelle-Dot

Estradiol flux .
#-  Example 1

21 %
(nglem“/h™) 0.4 ~$-  Example 1a
0.2
0.0 — : :
0 20 40 60 80
Time (hrs)
12
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Time (hrs)

Flux Study 1182 conducted by Noven tested four different formulations at three different target
coat weights and used a Vivelle-Dot® system as an internal control. The four formulations

differed in the relative amounts of acrylic adhesive and silicone adhesive, as follows:

Component 10% Acrylic | 15% Acrylic 17.5% Acrylic | 20% Acrylic
(% by weight)

Acrylic 10 15 17.5 20
Adhesive

Silicon 66.9 61.9 59.4% 56.9
Adhesive

Dipropylene 8 8 8 8
Glycol

Oleyl Alcohol 6 6 6 6
PVP 7.5 7.5 7.5 7.5
Estradiol 1.6 1.6 1.6 1.6

*Reported as 59.9%, but likely used 59.4% Silicone Adhesive.

The different target coat weights assessed were 10 mg/em?, 12.5 mg/cm” and 15 mg/cm?. The
overall results show that increasing coat weight from 10 mg/cm? to 15 mg/cm? surprisingly and
unexpectedly increased flux. For illustration, results for the composition with 15% acrylic
polymer at a coat weight of 10 mg/cm?, 12.5 mg/cm?, and 15 mg/cm? (v) are set forth below

(Vivelle-Dot® was used as an internal control).

13
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60

40:

Cumulative estradiol
delivery (ug cm2h)

20~

1182 Cumulative (15%)

- Vivelle-Dot

- 15% acrylate, CW =15

~%- 15% acrylate, CW=12.5
»~  15% acrylate, CW =10

1.0+
0.8~

Estradiol flux 0.6
/lcm2/h1
(g ) 0.4

0.2+

0.0-¢

20 40 60
Time (hrs)

1182 Flux (15%)

80

~&- Vivelle-Dot
15% acrylate, CW =15
-s~ 15% acrylate, CW=12.5
= 15% acrylate, CW =10

20 40 60
Time (hrs)

80

Collectively, the results from Flux Studies 1190 and 1182 indicate that while the relative

amounts of acrylic adhesive and silicone adhesive impact the flux of estradiol—as was known in

the art—the coat weight of the polymer matrix also impacts flux—which was not known in the

art, and indeed was a surprising and unexpected result not predicted by Fick’s 1% law of

diffusion.
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The estimated estradiol fluxes from Flux Studies 1190 and 1182 are shown below:

Flux studies (examples) = V-dot 1326
w1326

1.2

4 s V-dot 1190

. = s 1190 5%
1.0 ) & 1190 10%

) 1190 12.5%
0.8+

¥ 1190 15%

Estradiol flux s 119017.5%

(uglcmZht) 06 ¥ s Vot 1182
\ v DL s 1182 10%
0.4~ N s 1182 15%
e 1182 17.5%
0.2y ~e 1182 20%
0.1: s V<ot 1319
0.0 ¥ ¢ . = Vivelle 1319

10.0 12.5 15.0 e 1319

Coat weight (mg/cm?)

Flux Studies 1523, 1528, 1562 and 1563 assessed other formulations at different target coat

weights, as outlined in the following table.

Flux Stud Formulation Components (% by weight) Coat Wt. | Drug Flux
ux Sy Acrylate | Silicone | DPG | OAlc | PVP | Estradiol | (mg/ cm?) | (ug/cm’h)
10 69.4 8 6 5 1.6 15 1.57
10 69.4 8 6 1.6 12.5 1.25
1523 10 69.4 8 6 5 1.6 10 1.18

Control (flux): Vivelle-Dot® (1.01 pg/cm?sh)

10 69.4 8 6 5 1.6 15 0.98
10 69.4 8 6 5 1.6 12.5 0.89
1528 10 69.4 8 6 5 1.6 10 0.78

Control (flux): Vivelle-Dot® (0.54 pg/cm?+h)

1562 10 69.4 8 6 5 1.6 15 1.11
(Form. 1) 10 69.4 8 6 5 1.6 12.5 0.96
' 10 69.4 8 6 5 1.6 10 0.90

15
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Flux Stud Formulation Components (% by weight) Coat Wt. | Drug Flux
ux Sy Acrylate | Silicone | DPG ‘ OAlc ‘ PVP | Estradiol | (mg/cm?) | (ug/cm>h)
Control (flux): Vivelle-Dot® (0.62 pg/cm?sh)
10 69.4 8 6 5 1.6 15 1.22
1563 10 69.4 8 6 5 1.6 12.5 1.10
10 69.4 8 6 5 1.6 10 0.82
(Form. 1)

Control (flux): Vivelle-Dot® (0.85 pg/cm?+h)

The estimated estradiol fluxes from Flux Studies 1523, 1528, 1562, and 1563 are illustrated

below, and again show the surprising and unexpected impact of polymer matrix coat weight on

flux:

Flux studies 1500 series 1

1.6~
1.4
1.2~

1.0~

Estradiol flux

(uglcm2h-) 9&

0.6

0.2+

0.4~

0.0

........

V-dot 1523
Vivelle 1523

s 1523

V-dot 1528
Vivelle 1528
1528

V-dot 1562
Vivelle 1562

s 1562

@

-
#

PR
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Flux Studies 1562 and 1563 were repeated with different formulations at coat weights of 12.5

mg/cm” and 15 mg/cm? using both Vivelle and Vivelle-Dot® as internal controls.

Flux Stud Formulation Components (% by weight) Coat Wt. | Drug Flux
Y Acrylate | Silicone | DPG | OAlc | PVP | Estradiol (mg/cm?) (pg/cm’eh)

1562 10 69.4 8 6 5 1.6 15 1.01
(Form. 1) | 10 69.4 8 6 5 1.6 12.5 0.85
1562
(Form. 2) 7 72.6 8 6 5 14 15 1.12

7 72.6 8 6 5 14 12.5 0.92
1562
(Form. 3) 7 74.6 8 6 3 14 15 1.07

7 74.6 8 6 3 14 12.5 0.96
1562 Control (flux): Vivelle-Dot® (0.62 pg/cm>h)
1563 10 69.4 8 6 5 1.6 15 1.12
(Form. 1) | 10 69.4 8 6 5 1.6 12.5 1.04
1563
(Form. 2) 7 72.6 8 6 5 14 15 1.08

7 72.6 8 6 5 14 12.5 1.01
1563
(Form. 3) 7 74.6 8 6 3 14 15 1.05

7 74.6 8 6 3 14 12.5 0.81

1563 Control (flux): Vivelle-Dot® (0.85 pg/cm>h)

Flux Study 1550 assessed other formulations at different target coat weights, as outlined in the

following table.
Formulation | Formulation Components (% by weight) Coat Wt. Drug Flux
Acrylate | Silicone | DPG | OAlc | PVP | Estradiol | (mg/ cm?®) | (ug/cm®h)
Form. 1 10 71.6 8 6 3 1.4 15 0.49
10 71.6 8 6 3 1.4 12.5 0.38

4812-6571-6810.1
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Formulation | Formulation Components (% by weight) Coat Wt. Drug Flux

Acrylate [ Silicone | DPG [ OAlc | PVP | Estradiol | (mg/cm®) | (ug/cm’<h)
Form. 2 10 69.4 8 6 5 1.6 15 0.43

10 69.4 8 6 5 1.6 12.5 0.41
Form. 3 7 72.6 8 6 5 1.4 15 0.47

7 72.6 8 6 5 1.4 12.5 0.51
Form. 4 7 74.6 8 6 3 1.4 15 0.54

7 74.6 8 6 3 1.4 12.5 0.42
Form. 5 10 73.4 6 6 3 1.6 15 0.41

10 73.4 6 6 3 1.6 12.5 0.37
Control (flux): Vivelle-Dot® (0.29 ug/cm?sh)

The estimated estradiol fluxes from 1562 and 1563 (second series) and 1550 are illustrated
below, and again show the surprising and unexpected impact of polymer matrix coat weight on

flux:

Flux studies 1500 series 2

1.2~ % V-dot 1562 ¢« V-dot 1563
q Vivelle 1562 s Vivelle 1563
1.0~ s 1562 Form. 1 ~=~ 1563 Form. 1
1562 Form. 2 ¥ 1563 Form. 2
&
0.8 ¥ ~+- 1562 Form. 3 -+ 1563 Form. 3
Estradiol flux
21y 0-6° :
(ng/lem</h™) 1550 V-dot £ 1550 Vivelle
- 1550 Form. 1
0.4- s+ 1550 Form. 2
& ~&- 1550 Form. 3
0.2- - 1550 Form. 4
- 1550 Form. 5
0.0 ¥ S ¥
10.0 12.5 15.0
Coat weight (mg/cm?)
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EXPERIMENTAL DATA - IMPACT OF SKIN PERMEABILITY ON FLUX

Since drug flux is a measure of the rate at which drug passes through the skin, the permeability
of the skin sample used in a flux study can impact the results. The permeability of human skin
varies from person to person and region of skin to region of skin. Noven accounted for this
variability by using internal controls, such as Vivelle®-Dot or Vivelle®, since it was very

familiar with the flux of these FDA-approved systems which were developed at Noven .

The impact of skin permeability on flux and the usefulness of an internal control in this context
is illustrated in Flux Studies 1214, 1233, and 1293, which assessed the flux of formulations
having the same components as the Example 1 formulation at target coat weights of 10 mg/cm’

and 15 mg/cm? (and used Vivelle-Dot® and Vivelle as internal controls).

Study # Formulation Components (% by weight) Coat Wt. | Drug Flux

Y Acrylate | Silicone | DPG | OAlc | PVP | Estradiol | (mg/ cm?®) | (ug/cm®eh)
1323 10 66.9 8 6 7.5 1.6 15 1.42
10 66.9 8 6 7.5 1.6 12.5 1.11

Control (flux): Vivelle-Dot® (0.77 ug/cm®+h)
Control (flux): Vivelle® (0.23 pg/cm®+h)

1214 10 66.9 8 6 75 |16 15 1.25
10 66.9 8 6 75 |16 10 1.02
Control (flux): Vivelle-Dot® (0.7 ug/cm”h)

1293 10 66.9 8 6 75 [16 15 1.09
10 66.9 8 6 75 |16 10 1.02
Control (flux): Vivelle-Dot® (0.66 ug/cm*+h)

Control (flux): Vivelle® (0.22 pg/cm®+h)

1233 10 66.9 8 6 75 |16 15 1.59
10 66.9 8 6 75 |16 10 1.50
Control (flux): Vivelle-Dot® (1.01 pug/cm®+h)

19
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The cumulative flux results are illustrated below:

Flux studies (high perm.)

1.6-\ ~~4-‘\--\\--v~~--\\--‘\--§
: \\\“ ..‘\...c“‘\..‘\...
1.4~
1.2+
- .
Estradiol flux 1.0~ IS
(ngfem?2/h-1) :
0.8~
0.6 h .
0.2
0.0 . \ |
10.0 12.5 15.0
Coat weight (mgiem?)

1323 V-dot
1323 Vivelle

- 1323

1214 V-dot

s 1214

1293 V-dot

1293 Vivelle
1293

1233 V-dot

1233

In these studies, the estradiol flux from Vivelle-Dot® was higher than usual, indicating that the

donor skin had a higher permeability than usual. While the product label and the patient

information leaflet indicate that the estradiol transdermal flux from the Vivelle®-Dot system is

nominally 0.4 ug cm™ h', the values observed in these flux studies were 1.5 to 2.5-fold higher.

The high fluxes seen from the test formulations are therefore completely consistent with that

from the Vivelle®-Dot control (and reinforce the clear benefit of including this system as an

internal check in experiments such as these).
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Pending Independent Claims

U.S. Patent Application Nos. 13/553,972 (041457-0992)

14. (Allowed) A method for administering estradiol, comprising applying to the skin or
mucosa of a subject in need thereof a monolithic transdermal drug delivery system consisting of
(i) a backing layer and (ii) a single adhesive polymer matrix layer defining an active surface area
and comprising an adhesive polymer matrix comprising estradiol as the only drug, wherein the
polymer matrix has a coat weight of greater than about 10 mg/cm? and includes greater than
0.156 mg/cm? estradiol, and the system achieves an estradiol flux of from about 0.0125 to about

0.05 g/cm?/day, based on the active surface area.

16. (Allowed) A method of making a monolithic transdermal drug delivery system for
administering estradiol consisting of (i) a backing layer, (ii) a single adhesive polymer matrix
layer and, optionally, (ii1) a release liner, comprising forming an adhesive polymer matrix
comprising estradiol as the only drug and a polymer blend comprising an acrylic adhesive, a
silicone adhesive, and soluble PVP, and applying the adhesive polymer matrix to a support layer
to form a single adhesive polymer matrix layer such that the adhesive polymer matrix layer has a
coat weight of greater than about 10 mg/cm” and includes greater than 0.156 mg/cm® estradiol,
wherein the system achieves an estradiol flux of from about 0.0125 to about 0.05 mg/cm*/day,

based on the active surface area.
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U.S. Patent Application Nos. 14/024,985 (041457-1016)

1. (Allowed) A monolithic transdermal drug delivery system for estradiol, consisting of
(1) a backing layer, (ii) a single adhesive polymer matrix layer defining an active surface arca
and, optionally, (iii) a release liner, wherein the single adhesive polymer matrix layer comprises
an adhesive polymer matrix comprising estradiol as the only drug, wherein the adhesive polymer
matrix layer has a coat weight of greater than about 10 mg/cm? and includes greater than 0.156
mg/cm’ estradiol, and the system achieves an estradiol flux of from about 0.0125 to about 0.05

mg/cm?*/day, based on the active surface arca.

U.S. Patent Application Nos. 14/738,255 (041457-1133)

45. (New) A monolithic transdermal drug delivery system for estradiol, consisting of:
(i) a backing layer;
(i1) an adhesive polymer matrix layer comprising an adhesive polymer matrix comprising
estradiol as the only drug and defining an active surface area, and
optionally, (iii) a release liner,
wherein the adhesive polymer matrix layer includes from about 0.195 to about
0.260 mg/cm? estradiol and achieves an estradiol flux of from about 0.0125 to about 0.0167

mg/cm?*/day, based on the active surface arca.

59. (New) A transdermal drug delivery system for estradiol, consisting of:

(i) a backing layer,

(i1) an adhesive polymer matrix layer defining an active surface area and,

optionally, (iii) a release liner,

wherein the adhesive polymer matrix layer comprises an adhesive polymer matrix
comprising about 2-25% by weight acrylic adhesive, about 45-70% by weight silicone adhesive,
about 2-25% by weight soluble PVP, about 5-15% penetration enhancer, and about 0.1-10% by
weight estradiol as the only drug, and includes from about 0.195 to about 0.260 mg/cm? estradiol,

achieves an estradiol flux of from about 0.0125 to about 0.0167 mg/cm?/day, based on the active

22
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surface area, and comprises an amount of estradiol effective to deliver a therapeutically effective

amount of estradiol over a period of time of at least 1 day.

U.S. Patent Application Nos. 14/870,575 (041457-1160)

21. (New) A monolithic transdermal drug delivery system for estradiol, consisting of (i)
a backing layer, (i1) a single adhesive polymer matrix layer defining an active surface area and,
optionally, (iii) a release liner,

wherein the single adhesive polymer matrix layer comprises 2-25% by weight acrylic
adhesive, 45-70% by weight silicone adhesive, 2-25% by weight soluble PVP, 5-15% by weight
penetration enhancer, and 0. 1-10% by weight estradiol as the only drug, and

wherein the coat weight of the adhesive polymer matrix layer is adjusted such that the
system includes greater than 0.156 rng/crn2 estradiol and achieves an estradiol flux of from about

0.0125 to about 0.05 mg/cm?/day, based on the active surface area.

35. (New) A method of making a transdermal drug delivery system according to claim
21, comprising forming an adhesive polymer matrix comprising 2-25% by weight acrylic
adhesive, 45-70% by weight silicone adhesive, 2-25% by weight soluble PVP, 5-15% by weight
penetration enhancer, and 0. 1-10% by weight estradiol as the only drug, and applying the
adhesive polymer matrix to support layer to form a single adhesive polymer matrix layer,

wherein the coat weight of the adhesive polymer matrix is adjusted such that the system
includes greater than 0.156 mg/cm? estradiol and achieves an estradiol flux of from about 0.0125

to about 0.05 mg/cm?/day, based on the active surface area.
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Listing of Claims:

Claims 1-13 (Cancelled)

14. (Previously Presented) A method for administering estradiol, comprising applying to
the skin or mucosa of a subject in need thereof a monolithic transdermal drug delivery system
consisting of (i) a backing layer and (ii) a single adhesive polymer matrix layer defining an active
surface area and comprising an adhesive polymer matrix comprising estradiol as the only drug,
wherein the polymer matrix has a coat weight of greater than about 10 mg/cm? and includes
greater than 0.156 mg/cm’ estradiol, and the system achieves an estradiol flux of from about

0.0125 to about 0.05 mg/cm?/day, based on the active surface area.
15. (Canceled)

16. (Previously Presented) A method of making a monolithic transdermal drug delivery
system for administering estradiol consisting of (i) a backing layer, (ii) a single adhesive polymer
matrix layer and, optionally, (iii) a release liner, comprising forming an adhesive polymer matrix
comprising estradiol as the only drug and a polymer blend comprising an acrylic adhesive, a
silicone adhesive, and soluble PVP, and applying the adhesive polymer matrix to a support layer
to form a single adhesive polymer matrix layer such that the adhesive polymer matrix layer has a
coat weight of greater than about 10 mg/cm® and includes greater than 0.156 mg/cm? estradiol,
wherein the system achieves an estradiol flux of from about 0.0125 to about 0.05 mg/cm*/day,

based on the active surface area.

17. (Original) The method of claim 16, wherein the system has an active surface area

that is about 60% of a size selected from the group consisting of 2.5, 3.75, 5.0, 7.5 and 10.0 cm’.
18- 20 (Canceled)

21. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises a polymer blend comprising an acrylic adhesive, a silicone adhesive, and

soluble polyvinylpyrrolidone (PVP).
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22. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises about 2-25% by weight acrylic adhesive, about 45-70% by weight silicone
adhesive, about 2-25% by weight soluble PVP, about 5-15% penetration enhancer, and about
0.1-10% by weight estradiol, all based on the total dry weight of the adhesive polymer matrix.

23. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises oleyl alchol.

24. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises dipropylene glycol.

25. (Previously Presented) The method of claim 22, wherein the penetration enhancer

comprises oleyl alcohol and dipropylene glycol.

26. (Previously Presented) The method of claim 22, wherein the acrylic adhesive and
silicone adhesive are present in a ratio of from about 1:2 to about 1:6, based on the total weight

of the acrylic and silicone adhesives.
27. (Canceled)

28. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises an amount of estradiol effective to deliver a therapeutically effective amount of
estradiol over a period of time selected from the group consisting of at least 1 day, at least 2 days,

at least 3 days, at least 4 days, at least 5 days, at least 6 days and at least 7 days.

29. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises an amount of estradiol effective to deliver an amount of estradiol selected from

the group consisting of about 0.025, 0.0375, 0.05, 0.075 and 0.1 mg/day.

30. (Canceled)
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31. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0125 mg/cm?/day, based on the active surface area.

32. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0133 mg/cm?/day, based on the active surface area.

33. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.015 mg/cm*/day, based on the active surface area.

34. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0167 mg/cm?/day, based on the active surface area.

35. (Previously Presented) The method of claim 14, wherein the system achieves an

estradiol flux of about 0.0175 mg/cmz/day, based on the active surface area.

36. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0125 mg/cm?/day, based on the active surface area.

37. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0133 mg/cm?/day, based on the active surface area.

38. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.015 mg/cm*/day, based on the active surface area.

39. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0167 mg/cm?*/day, based on the active surface area.

40. (Previously Presented) The method of claim 16, wherein the system achieves an

estradiol flux of about 0.0175 mg/cm?/day, based on the active surface area.

41. (Previously Presented) The method of claim 14, wherein the adhesive polymer
matrix comprises about 1.6% by weight estradiol, based on the total dry weight of the adhesive

polymer matrix.
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42. (Previously Presented) The method of claim 16, wherein the adhesive polymer
matrix comprises about 1.6% by weight estradiol, based on the total dry weight of the adhesive

polymer matrix.
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REMARKS

A Notice of Allowance allowing claims 14, 16-17, 21-26, and 28-29 and 31-40 was
mailed March 9, 2017. Claims 41-42 were added in the response filed June 6, 2017. No claims
are amended, added or canceled herein. Thus, claims 14, 16-17, 21-26, and 28-29 and 31-42 are

pending and presented for reconsideration.

Applicant thanks Examiner Fisher for the courtesies extended during the Patent Office
Interview on June 8, 2017. Applicant’s Statement of the Substance of the Interview is provided
here, in accordance with MPEP § 713.04. Applicant concurs with the Examiner’s summary of
the substance of the Applicant-Initiated Interview held June 8, 2017, and confirms that the

substance of the agenda attached to the Examiner’s summary was discussed.

Applicant submits herewith a Declaration under 37 C.F.R. § 1.132 of Dr. Richard H. Guy

that presents the evidence discussed during the interview.

Applicant submits herewith an Information Disclosure Statement that makes of record the
Mantelle Article discussed in Dr. Guy’s Declaration. The other references discussed in Dr. Guy’s

Declaration already are of record.

Applicant believes that the application is in condition for allowance. If there are any
questions regarding this submission, or if any issue remain, the Examiner is urged to contact the

undersigned by telephone in order to advance prosecution.

Respectfully submitted,

Date: June 15,2017 ' By /Courtenay C. Brinckerhoff/
FOLEY & LARDNER LLP Courtenay C. Brinckerhoff
Customer Number: 22428 Attorney for Applicant
Telephone:  (202) 295-4094 Registration No. 37,288

Facsimile:  (202) 672-5399
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INFORMATION DISCLOSURE STATEMENT
UNDER 37 CFR §1.56

Commissioner for Patents
P.0O. Box 1450
Alexandria, VA 22313-1450

Commissioner:

Applicant submits herewith documents for the Examiner’s consideration in accordance

with 37 CFR §§1.56, 1.97 and 1.98.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

First Inventor Name: Juan Mantelle

Title: Transdermal Estrogen Device and Delivery
Examiner: Javier

Art Unit: 1611

App. No. | 13/553,972 | Filing Date: 7/20/2012 | Conf. No.: 3635 | Atty. Dkt No.041457-0992

App. No. | 14/024,985  Filing Date: 9/12/2013 | Conf. No.: 7031 | Atty. Dkt No.041457-1016

App. No. | 14/738,255  Filing Date: 6/12/2015 . Conf. No.: 5737 | Atty. Dkt No.041457-1133

App. No. | 14/870,574  Filing Date: 9/30/2015 | Conf. No.: 5148 | Atty. Dkt No0.041457-1160

DECLARATION UNDER 37 CFR § 1.132 OF RICHARD H. GUY, PH.D.

I, Richard H. Guy, Ph.D., hereby declare and say that:
L. QUALIFICATIONS AND EXPERIENCE

1. I have more than 30 years’ research experience in the field of topical and transdermal
drug delivery, including the study of drug absorption into and through the skin. During that time
my research interests have spanned a wide range of subjects including the characterization of
skin barrier function, transdermal drug delivery, enhancement of percutaneous absorption,
iontophoresis, noninvasive biosensing, and the prediction and assessment of skin penetration and

topical bioavailability.

2. I am currently Professor of Pharmaceutical Sciences at the University of Bath (UK) in
the Department of Pharmacy & Pharmacology. I have held this position since 2004. From 2006~
2008, I also served as Head of the Department of Pharmacy & Pharmacology at the University of
Bath. Prior to joining the faculty at the University of Bath in 2004, I was Scientific Director of
the Centre interuniversitaire de recherche et d'enseignement (Universities of Geneva (CH) and
Lyon (FR)), and Professor of Biopharmaceutics in the Faculty of Sciences at the University of

Geneva (CH). I held these positions between 1996 and 2004. Prior to that, I served as an
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Assistant (1980-87), Associate (1987-1991) and Full Professor (1991-96) of Biopharmaceutical
Sciences and Pharmaceutical Chemistry at the University of California, San Francisco
(“UCSF”). During my time at UCSF (1987-1996), I was also Vice-Chair of the Department of

Biopharmaceutical Sciences.

3. I obtained my Bachelor of Arts degree in chemistry from Oxford University (UK) in
1977, my Master of Arts degree in chemistry from Oxford University in 1980, and my Ph.D. in
pharmaceutical chemistry from the University of London (UK) in 1980. I was awarded a D.Sc.
by Oxford University in 2016.

4. I have co-authored more than 350 peer-reviewed articles and over 70 book chapters.
Many of my peer-reviewed articles describe my research into understanding the mechanisms of
topical and transdermal drug delivery. For example, in early work, I was involved in the
development of diffusion and pharmacokinetic models of skin penetration and their application
to the feasibility assessment of candidates for transdermal drug delivery. Subsequently, my
research centered on a sustained effort to understand the mechanisms of skin penetration
enhancement induced by chemical enhancers and other approaches, including (in particular)

iontophoresis, and sonophoresis.

5. I have served as the Associate Editor of the Journal of Pharmaceutical Sciences (2002-
2007) and currently serve on the editorial advisory boards of the European Journal of
Pharmaceutical Sciences, Skin Pharmacology & Physiology, and the European Journal of

Pharmaceutics and Biopharmaceutics.

6. Over the course of my career, I have earned numerous professional awards and honors,
which are described in my curriculum vitae. For example, I am an elected Fellow of the Royal
Society of Chemistry (UK, 1988), the American Association of Pharmaceutical Scientists (US,
1990), the American Association for the Advancement of Science (US, 1992), the Academy of
Pharmaceutical Sciences, Great Britain (UK, 2007) and the Controlled Release Society College
of Fellows (UK, 2010). More recently, I became a Fellow of the UCL School of Pharmacy,
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University College, London, in recognition of my “distinguished contribution to the

pharmaceutical sciences.”

7. I am also a co-inventor of 12 issued U.S. patents in the field of transdermal drug delivery

and glucose biosensing.

8. In the course of my career, | have served as a consultant (and scientific advisory board
member) to numerous pharmaceutical companies, which have been involved in the development
of transdermal drug delivery formulations (including both patches and other vehicles, such as
gels). My role has involved assisting with the identification and evaluation of potential drug
candidates for transdermal delivery and, quite often, with offering advice on formulation and/or
enhancement strategies by which the skin absorption of target compounds might be increased to
ensure therapeutic activity. I have authored or co-authored more than 30 articles and book
chapters on aspects of transdermal delivery (including, most recently, “Transdermal Drug
Delivery: 30+ Years of War and Still Fighting! S. Wiedersberg and R.H. Guy. J. Control.
Release 190: 150-156 (2014)”) and I have co-edited two books on the subject: [1] Transdermal
Delivery Systems. Developmental Issues and Research Initiatives. Edited by J. Hadgraft and
R.H. Guy. New York: Marcel Dekker, 1989; reprinted 1993. A 2™ Edition, revised and
expanded, was published in 2003. [2] Mechanisms of Transdermal Drug Delivery. Edited by
R.O. Potts and R.H. Guy. New York: Marcel Dekker, 1997. Several publications and book
chapters address the manner in which drug pharmacokinetics can be modified and controlled by
transdermal delivery, and describe the different patch designs, which have been used, their
performance and benefits. The feasibility of transdermal delivery for certain drugs has been
explored as well in this body of work, a subject which has been the focus of multiple interactions

with the pharmaceutical industry as a consultant and scientific advisor.

9. A copy of my curriculum vitae, which includes my education background, work and
research history, and a list of selected publications and presentations, is attached to this

declaration as Exhibit 1.
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10. Any opinions expressed herein are based on my education, research, knowledge and

experience over the past 30 years in the field of transdermal drug delivery.

11. I was engaged by Noven Pharmaceuticals, Inc. (“Noven™), to serve as an expert witness
in ANDA litigation involving U.S. Patent No.8,231,906 (the *906 Patent ), in the U.S. District
Court for the District of Delaware (C.A. No. 15-249) (the “ANDA litigation). I understand that
U.S. patent applications 13/553,972, 14/024,985, 14/738,255, and 14/870,574 (the “pending
applications™) claim priority to the *906 Patent, and are assigned to Noven. I was engaged by

Noven to prepare this declaration for the pending applications.

12. Noven is compensating me for my time associated with the pending applications at my
customary consulting rate of $400 per hour. My compensation does not depend in any way on
the outcome of the examination of the pending applications or on the outcome of the ANDA

litigation.
II. THE PENDING CLAIMS

13. [ understand that the claims of the pending applications are directed to monolithic
transdermal drug delivery systems for estradiol consisting of (i) a backing layer, (ii) a single
adhesive polymer matrix layer defining an active surface area and comprising an adhesive
polymer matrix comprising estradiol as the only drug, and, optionally, (iii) a release liner,
methods for administering estradiol using such systems, and methods for making such systems.
With regard to the adhesive polymer matrix, I understand that the claims of the 972, 985, and ’
255 applications recite that the adhesive polymer matrix has a coat weight of greater than about
10 mg/em?, includes greater than 0.156 mg/cm’ estradiol, and achieves an estradiol flux of from
about 0.0125 to about 0.05 mg/cm?/day, based on the active surface area, with some claims
reciting additional features. I understand that the claims of the 574 application recite that the
coat weight of the adhesive polymer matrix layer is adjusted such that the system includes
greater than 0.156 mg/cm? estradiol and achieves an estradiol flux of from about 0.0125 to about

0.05 mg/cm?/day, based on the active surface area.
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.  TECHNICAL BACKGROUND

14. I understand that the 906 Patent and the pending applications have a priority date of July
10, 2008. Thus, I discuss below what would have been known to a person of ordinary skill in the

field of transdermal drug delivery as of July 10, 2008.

15. The inventions claimed in the pending applications generally relate to transdermal drug
delivery systems (e.g., transdermal “patches™) for the delivery of estradiol, methods of
administering estradiol to a patient using the claimed transdermal drug delivery systems, and
delivering estradiol using them, and methods of making them. The claimed transdermal drug
delivery systems are “monolithic” drug-in-adhesive systems that consist of (i) a backing layer;
(ii) a drug-in-adhesive polymer matrix layer, and, optionally, (iii) a release liner that is removed

prior to use, as illustrated below.

| (1) Backing
1(2) Adhesive Containing Estradiol

(3) Protective Liner

16. The claims recite that the adhesive polymer matrix layers include a certain amount

estradiol per unit area and achieve a certain estradiol flux.

17. The flux of a drug is the rate at which it diffuses through the skin. As of June 10, 2008,
a person of ordinary skill in the art understood that the passive flux of a drug can be
quantitatively described and modelled by Fick’s 1% law. Fick’s 1* law is often used to describe
drug delivery (in units of amount per time, e.g., mg/day or pg/hour) from a transdermal patch

across the skin:
J=Axk,xAC

In this formula:
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A is the active surface area of the patch.

k, is the drug’s permeability coefficient across the skin, and can be defined as

kp, = {D x K}/L, where D is the drug’s diffusivity through the skin barrier, K is its
partition coefficient between the skin barrier and the patch, and L is the path length for
diffusion across the skin barrier.

AC is the difference in concentration of the drug between that in the patch (Cpaen) and
that on the “downstream” side of the skin barrier (Cgownstream). In many examples of
transdermal delivery, when depletion of drug from the patch is limited, AC can be

approximated to Cpatch.

The following images illustrate these factors:

4827-1715-2074.1

{ J=Axkp xAC J

J = flux = mg/day of drug

AC = (Cp.m, —Cugn) Cpnen

§kin barrier Patch drug cone = Coun
layer

A Active surface area of patch

kP - Drug's permeability
- coefficient k, = {D x K}/L

. The difference in drug
AC concentration between the
s patch and the skin

[ ToAx k XAC |

x kp Drug’s permeability coefficient

k, = {D x KyL
= D = drug's diffusivity through the skin barrier

= K = partition coefficient of drug between skin barrier and patch

= L = path length for drug diffusion across skin barrier
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18. Fick’s 1% law indicates that there are four general ways to increase flux:

e Increase the active surface area of the patch to cause a proportional change in flux.

e Increase the drug concentration in the patch until it reaches its limiting solubility.

e Adjust the formulation to increase K, e.g., cause drug concentration to approach more
closely its limiting solubility.

e Introduce a penetration enhancer into the formulation to increase D and/or alter the value

of K.

Nothing in Fick’s 1* law indicates or predicts that increasing the coat weight (thickness) of a
polymer matrix would increase flux. This is because no factor in Fick’s 1* law embodies or

includes coat weight.
IV.  THE INVENTION

19.  As set forth in the specification of the pending applications, the subject matter includes
transdermal drug delivery systems for the transdermal delivery of estrogen that have a smaller
active surface area than the prior art Vivelle-Dot® patches, but achieve daily dosages that are
about equal to or greater than the Vivelle-Dot® patches. That is, the subject matter includes
transdermal drug delivery systems that achieve daily dosages that are about equal to a Vivelle-

Dot® patch, in a smaller size. See, e.g., Specification, at paragraph [0014].

20.  As stated in the specification, “the Applicant surprisingly discovered that increasing the
coat weight of the drug-containing adhesive layer resulted in an increased flux per unit area, and
thus permitted the development of smaller transdermal drug delivery systems that achieve

comparable daily dosages.” Specification, at paragraph [0014].
21.  As stated in paragraph [0015] in the specification:

This result was surprising because coat weight is typically selected to control the
duration of delivery, but is not generally understood to impact delivery rate. Thus,

while it is known in the art to increase coat weight to provide delivery over a
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longer period of time, it was not known that increasing coat weight could increase
delivery rate or flux, and thus permit the development of a smaller system while

maintaining daily dosage.

[ agree with this statement because, as explained above, nothing in Fick’s 1* law indicates or
predicts that increasing the coat weight (thickness) of a polymer matrix would increase flux.
That is, in accordance with Fick’s 1* law, simply increasing the thickness of the patch
formulation, i.e., increasing the coat weight, would not increase flux, because coat weight per se
would not affect any of the parameters/variables that determine flux according to Fick’s 1** law.
Thus, a person of ordinary skill in the art would not have thought of coat weight as a parameter
to be adjusted to affect the flux of a drug from a transdermal patch. Indeed, the person of
ordinary skill in the art would not have viewed coat weight as having any effect on flux and
would not have been motivated to consider adjusting coat weight as a flux enhancement method.
Rather, coat weight was understood by persons of ordinary skill in the art to affect only the
duration over which a certain flux could be maintained. That is, persons of ordinary skill in the
art understood that an increase in coat weight would potentially extend the time period over
which the patch would achieve a given flux, and so might be adjusted to modify the wear period
of a patch. However, neither Fick’s 1* law, nor any other principle of transdermal drug delivery
known in the art, indicated that increasing the coat weight of the drug-containing polymer matrix

would increase flux.

22. The specification illustrates this surprising and unexpected effect in Example 1, which
describes an in vitro flux study conducted to assess the flux of estradiol from different systems.
The image below shows a typical Franz diffusion cell set up used to conduct an in vitro flux

study.
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Donocr Compartment

Sampling Port
/

Transdermal System-—]
SKins

In general, the receptor compartment is filled with a receiver solution that is stirred and held at a
constant (typically, physiological) temperature. A transdermal system is placed on a skin sample
in the donor compartment, and the contents of the receptor compartment are sampled
(withdrawn) periodically and analyzed for drug (for example, estradiol) content. From this
information, the cumulative amount of drug delivered over time and the flux of drug across the
skin as a function of time is calculated. An illustration of the type of experimental data collected
with this approach is shown below for one particular formulation; the results are presented as the
average cumulative amounts of drug delivered, and the average drug flux, as a function of time,

with the corresponding standard deviations for 4 replicate Franz diffusion cells.

4827-1715-2074.1

0581



23.

U.S. Patent Application Nos. 13/553,972; 14/024,985; 14/738,255; 14/870,574

Atty. Docket Nos. 041457-0992, -1016, -1133, -1160

(hours) (mcg/cm2) (mecg/ecm2) | (mcg/em?2 hr) | (meg/cm2 hr)
Average Time |Average Cum. | Cum. Stdev Average Flux Flux Stdev
0.00 0.00 0.00 0.00 0.00
9.92 2.55 0.49 0.26 0.05
23.95 12.64 1.99 0.72 0.11
33.65 20.85 2.91 0.85 0.10
48.03 33.45 4.10 0.88 0.08
57.58 41.70 4.81 0.86 0.08
72.20 54.23 5.71 0.86 0.06
81.02 61.43 6.07 0.82 0.04

Figure 1 reports the flux of drug across the skin for the systems tested in Example 1.

Example 1 sets forth the polymer matrix formulation used to prepare Example 1 and Example 1a.

As noted in the prosecution history of the *906 Patent, in the Amendment and Reply filed April

20, 2011, the specification as filed had a clerical error in the formulation listed (see below), but

the flux data presented in Figure 1 is correct.

Silicone (4502)

Acrylic (Gelva 788)
PVP (Kollidon K-30)

DPG

Oleyl Alcohol

Exstradiol

Exam’nie 1
36

& &
6 6
1.6 1.6

As described in the specification, test systems were prepared by applying the polymer matrix to a

release liner at two different coat weights: 12.5 mg/cm?® (Example 1a, @) and 15 mg/cm?

(Example 1, A), and estradiol flux was assessed in an in vitro flux study. As reported in Figure

1, the system with the higher coat weight exhibited a greater flux.
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Figure 1

——Viveie-Dot
1.2 4 —d— Exampie 1
i Example 19

Fiux (pglcmthe}

Tima (hra}

7 The only difference between Example 1 and Example 1a is the
// coat weight of the polymer matrix

The only experimental variable different between Example 1a and Example 1 is the coat weight
of the polymer matrix. The difference in flux reported in Figure 1 between Example 1a and
Example 1 can only be attributed, therefore, to the difference in coat weight, which is a

surprising and unexpected result that is not predicted by Fick’s 1¥ Law.

24, Figure 1 also reports results achieved with a Vivelle-Dot® system. As described in the
prescribing information, Vivelle-Dot® is a monolithic transdermal drug delivery system for
estradiol with a polymer matrix layer that includes estradiol as the only drug, acrylic adhesive,
silicone adhesive, oleyl alcohol, povidone, and dipropylene glycol. The specification states that
each Vivelle-Dot® patch includes 0.156 mg/cm’ estradiol and has a polymer matrix coat weight
of 10 mg/em®. See, e.g., Specification at paragraph [0013]; [0074]. Although Vivelle-Dot®
includes the same polymer matrix components of the Example 1 formulation, I have been
informed that the Vivelle-Dot® formulation includes different amounts of some components,
including different relative amounts of acrylic adhesive and silicone adhesive, with a greater
relative amount of acrylic adhesive. That is, the formulation of Examples 1 and 1a have less

acrylic adhesive and more silicone adhesive than the Vivelle-Dot® formulation. I have been

11
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informed that the precise formulation of Vivelle-Dot® is confidential, proprietary information of

a third party that Noven is contractually obligated to maintain confidential.

25. I understand from prior art such as U.S. Patent No. 6,024,976 (the “’976 Patent”) and
Mantelle, et al., Effect of Silicone/Acrylic PSA Blends on Skin Permeation, 26 Proc. Internat’l
Symp. Controlled Release of Bioactive Materials 5123, 415-16 (Revised July 1999) (“Mantelle
Article”), and from Juan A. Mantelle, “Dot Matrix® Technology,” in MODIFIED RELEASE DRUG
DELIVERY TECHNOLOGY (2"d ed. 2008) 405-14 (“Mantelle Chapter”), and the experimental data
presented below, that the difference in relative amounts of acrylic adhesive and silicone adhesive
between the formulation of Examples 1 and 1a and the Vivelle-Dot® formulation contributes to

the difference in flux seen in Figure 1 between Vivelle-Dot® and Example 1 and Example 1a.

T

—— Vivelle-Dot
1.2 4 —k— Example 1
—— Exampie 12
_TE: 09 -
g 0.6 4
e
03 1
0.0 : v . : .
[ 12 24 36 48 o 72 B4
Time (hrs)

% The products of Example 1 and Example 1a differ only in coat weight

The Vivelle-Dot® product differs in coat weight and polymer make-up

I cannot quantify the relative contributions of coat weight and polymer composition to the
differences in flux observed between the Vivelle-Dot® system and Examples 1 and 1a systems.
However, based on the difference in flux between the Example 1 and 1a systems (which, as
explained above, can only be due to the difference in coat weight), and in view of other
experimental data discussed below, it is my opinion that the difference in coat weight is

12
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contributing to the difference in flux between the Vivelle-Dot® system and the Example 1 and

la systems.
V. EXPERIMENTAL DATA - IMPACT OF POLYMER MAKE-UP ON FLUX

26. As noted above, I understand from prior art such as the 976 Patent and the Mantelle
Article that the relative amounts of acrylic adhesive and silicone adhesive used in an estradiol
polymer matrix can impact the flux of estradiol. As described in the 976 Patent, this is because
estradiol’s solubility in acrylic adhesives differs from that in silicone adhesives. The potential
effect of the relative amounts of acrylic adhesive and silicone adhesive is illustrated in Examples

10-13 and Figure 6 of the *976 patent, which reports:

FIG. 6 shows estradiol flux progressively increased with increased silicone
polymer content during the first 22 hours of delivery, but was affected to a much
lesser degree during the remainder of the study (22 to 99 hours). Thus, significant
adjustment of the estradiol delivery rate during the initial phase of delivery was
accomplished, with minor effects on the later delivery phase, by modulating the
polysiloxane to polyacrylate polymer ratio. FIG. 6 also illustrates that the delivery
characteristics over time can be adjusted by the appropriate choice of polymers
and respective weight ratios. For example, the formulation of Example 10 delivers
drug at approximately the same rate over time whereas the formulation of

Example 13 delivers more quickly in the early phase than the latter.
A similar effect is reported in the Mantelle Article, which states:

As shown, varying the silicone to acrylic psa ratio from 56.9:20 to 61.9:15 to
66.9:10 resulted in an average flux rate increase ... with the additional effect of
having altered the initial burst effect and subsequent sustenance of the pseudo-
zero-order delivery profile, As can be seen in Figure 2, higher silicone to acrylic
psa ratios resulted in a shift of the permeation profile from a pseudo-zero-order to

a first order delivery system incapable of sustaining the targeted 84 hour delivery.

13
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Thus, it was known in the art that the relative amounts of acrylic adhesive and silicone adhesive

in an estradiol polymer matrix can impact estradiol flux, and that increasing the relative amount

of silicone polymer generally increased the flux but may alter the drug delivery profile such that

the increased flux is not sustained.

27. This effect is shown by the results for Flux Study 1190 conducted by Noven. Flux Study

1190 tested five different formulations at the same target coat weight (15 mg/cm?®) and used a

Vivelle-Dot® system (#) as an internal control. The five formulations differed in the relative

amounts of acrylic adhesive and silicone adhesive, as follows:

Component 5% Acrylic | 10% Acrylic | 12.5% Acrylic | 15% Acrylic | 17.5% Acrylic
(% by weight)

Acrylic Adhesive 5 10 12.5 15 17.5
Silicon Adhesive 71.9 66.9 64.5 61.9 59.4
Dipropylene Glycol 8 8 8 8 8

Oleyl Alcohol 6 6 6 6 6

PVP 7.5 7.5 7.5 7.5 7.5
Estradiol 1.6 1.6 1.6 1.6 1.6

A representative sample of the data from this Flux Study are shown in the figure below. The

results (reported as the average of 5 replicates) show that initial flux increased as the relative

amount of acrylic polymer decreased but the initially higher flux from the 5% acrylic

composition was not sustained:

4827-1715-2074 1

14

0586



U.S. Patent Application Nos. 13/553,972; 14/024,985; 14/738,255; 14/870,574
Atty. Docket Nos. 041457-0992, -1016, -1133, -1160

1190 Flux
2.0 I -o-- V-Dot 1190
] I —————— 4= 1190 - 15% acrylate
160/ ~e— 1190 -12.5% acrylate

Estradiol flux 1,2 / - = 1190 - 5% acrylate

(ng/cm?/h1) {1 /g
0. 8: "" ,’/‘l ¢;‘.\, _____
0.4: ‘I,/;:/ ~\_Q
0.0 4 1 ] ] |
0 20 40 60 80
Time (hrs)

VI.  EXPERIMENTAL DATA - IMPACT OF COAT WEIGHT ON FLUX

28. As noted above, while it was known in the art that the relative amounts of acrylic
adhesive and silicone adhesive in an estradiol polymer matrix can impact estradiol flux, it was
not known or expected that the coat weight of the polymer matrix would impact flux, but Noven
conducted a number of other flux studies that showed this effect with monolithic transdermal

drug delivery systems for estradiol as described in the pending applications.

29. Flux Study 1326 is the flux study reported in Example 1 of the pending applications. As
discussed above, the same formulation (1.6 % estradiol, 10% acrylic adhesive, 66.9% silicone
adhesive, 6% oleyl alcohol, 7.5% povidone, and 8% dipropylene glycol) was tested at coat
weights of 12.5 mg/cm?®and 15 mg/cm®. Both Vivelle® and Vivelle-Dot® were used as internal
controls. As noted above, the results (see below) (reported as the average of 4 replicates) show
that the increase in the coat weight of the polymer matrix from Example 1a to Example 1

resulted in an increased flux of estradiol.
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Flux Study 1182 conducted by Noven tested four different formulations at three different

target coat weights and used a Vivelle-Dot® system as an internal control. The four

formulations differed in the relative amounts of acrylic adhesive and silicone adhesive, as

follows:
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Component 10% Acrylic | 15% Acrylic 17.5% Acrylic | 20% Acrylic
(% by weight)

Acrylic 10 15 17.5 20
Adhesive

Silicon 66.9 61.9 59.4* 56.9
Adhesive

Dipropylene 8 8 8 8
Glycol

Oleyl Alcohol 6 6 6 6
PVP 7.5 7.5 7.5 7.5
Estradiol 1.6 1.6 1.6 1.6

*Reported as 59.9%, but likely used 59.4% Silicone Adhesive.

The different target coat weights assessed were 10 mg/ecm?, 12.5 mg/cm®<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>