UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

PATENT NO. : 8,791,154 B2 Page 1 of 1
APPLICATION NO. 1 13/475607

DATED : July 29,2014

INVENTOR(S) : Daniel A. Gamache et al.

It is certified that error appears in the above-identified patent and that said Letters Patent is hereby corrected as shown below:

On the Title Page:

Item (56), under References Cited, please remove --5,874,414 A 2/1999 Haseloff et al.--.

Signed and Sealed this
Fourteenth Day of October, 2014

Dvcbatle % Loa

Michelle K. Lee
Deputy Director of the United States Patent and Trademark Office

APOTEX EX1009
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Attorney Docket No. PAT903988-US-NP

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: Daniel A. Gamache, ef al.
Serial No: 13/475,607
Group Art Unit: 1629

Confirmation No: 4130

Filed: May 18, 2012
Patent No: 8,791,154 B2
Issue Date: July 29, 2014
Examiner: Tran, My Chau T.

For: HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

REQUEST FOR CERTIFICATE OF CORRECTION
PURSUANT TO 37 C.F.R. § 1.323

COMMISSIONER FOR PATENTS
P.O. Box 1450
Alexandria, VA 22313-1450

Dear Sir:

Patentee respectfully requests that the enclosed Certificate of Correction on Form
PTO/SB/44 be issued correcting an error in the above-referenced patent. The exact location

where the error occurred in the patent is listed on the enclosed certificate.

The error that appears in this patent is Applicants’ error. Payment of the fee due is

enclosed herewith. If any fees are inadvertently omitted or if any additional fees are required
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U.S. Serial No. 13/475,607
Filed: July 29, 2014

or have been overpaid, please appropriately charge or credit those fees to Deposit Account

No. 010682 of Alcon Research, Ltd.

Respectfully submitted,

August 13, 2014 /Scott A. Chapple, 46, 287/
Dated Scott A. Chapple
Reg. No. 46,287

Address for Correspondence:

Scott A. Chapple

IP Legal, Mail Code TB4-8
Alcon Research, Ltd.

6201 South Freeway

Fort Worth, TX 76134-2099
Phone: (817)551-8793

Attorney Docket: PAT903988-US-NP
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PTO/SB/44 (09-07)
Approved for use through 08/31/2013. OMB 0651-0033
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it displays a valid OMB control number.
(Also Form PTO-1050)

UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

Page 1 of 1
PATENT NO. : 8,791,154 B2

APPLICATION NO.: 13/475,607
ISSUE DATE “duly 29, 2014

INVENTOR(S)  * paniel A. Gamache, et al.

It is certified that an error appears or errors appear in the above-identified patent and that said Letters Patent
is hereby corrected as shown below:
On Page 1, Section (56), under References Cited, please remove --5,874,414 A 2/1999 Haseloff et al.--.

MAILING ADDRESS OF SENDER (Please do not use customer number below):

Alcon Research, Ltd.
IP Legal
6201 South Freeway
This collection of information is required by 37 CFR 1.322, 1.323, and 1.324. 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 1.0 hour to
complete, including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any
comments on the amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer,
U.S. Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPLETED
FORMS TO THIS ADDRESS. SEND TO: Attention Certificate of Corrections Branch, Commissioner for Patents, P.O. Box 1450, Alexandria,

VA 22313-1450.

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

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

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

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

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

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

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

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

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

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

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

9. Arecord from this system of records may be disclosed, as a routine use, to a Federal, State,
or local law enforcement agency, if the USPTO becomes aware of a violation or potential
violation of law or regulation.
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Electronic Patent Application Fee Transmittal

Application Number:

13475607

Filing Date:

18-May-2012

Title of Invention:

HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

First Named Inventor/Applicant Name:

Daniel A. Gamache

Filer:

Scott Chapple/Candy Sanders

Attorney Docket Number:

PAT903988-US-NP

Filed as Large Entity

Utility under 35 USC 111(a) Filing Fees

Description Fee Code Quantity Amount Sullaj-s'l's(tsa)l in

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

Certificate of Correction 1811 1 100 100

Extension-of-Time:

%’
N



o ) Sub-Total in
Description Fee Code Quantity Amount USD($)
Miscellaneous:
Total in USD ($) 100
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Electronic Acknowledgement Receipt

EFSID: 19851582
Application Number: 13475607
International Application Number:
Confirmation Number: 4130

Title of Invention:

HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

First Named Inventor/Applicant Name:

Daniel A. Gamache

Customer Number:

26356

Filer:

Scott Chapple/Candy Sanders

Filer Authorized By:

Scott Chapple

Attorney Docket Number:

PAT903988-US-NP

Receipt Date: 13-AUG-2014
Filing Date: 18-MAY-2012
Time Stamp: 11:41:07

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

yes

Payment Type Deposit Account
Payment was successfully received in RAM $100

RAM confirmation Number 7810

Deposit Account 010682

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.17 (Patent application and reexamination processing fees)
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Charge any Additional Fees required under 37 C.F.R. Section 1.19 (Document supply fees)

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

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

File Listing:
Document —r . File Size(Bytes Multi Pages
Document Description File Name ( y V . . 9
Number Message Digest | Part/.zip| (ifappl.)
NP_2014-0-13, SUB Request
1 Request for Certificate of Correction o —oUB_nequest_ no 2
for_Certificate_of Correction__|
2f7ac6500cc9958906ec6ccee06f73029887
pdf 7fcs
Warnings:
Information:
PAT903988-US-
NP_2014-08-13_SUB_Form_PT 164668
2 Request for Certificate of Correction 0- no 2
SB-44_Certificate_0f_c0rrecti0 01a6d8c4bc0d8a267f4a86165e7e5b0%e47|
n_Fillable__pdf o
Warnings:
Information:
30063
3 Fee Worksheet (SB06) fee-info.pdf no 2
fh8a624b30aclecbbb5ec7047498360507d)|
f89%ed
Warnings:
Information:
Total Files Size (in bytes); 277421

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

| APPLICATION NO. ISSUE DATE PATENT NO. ATTORNEY DOCKET NO. CONFIRMATION NO.
13/475,607 07/29/2014 8791154 PAT903988-US-NP 4130
26356 7590 07/09/2014
ALCON
IP LEGAL

6201 SOUTH FREEWAY
FORT WORTH, TX 76134

ISSUE NOTIFICATION

The projected patent number and issue date are specified above.

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

The Patent Term Adjustment is 1 day(s). Any patent to issue from the above-identified application will include
an indication of the adjustment on the front page.

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

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

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

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

Daniel A. Gamache, Arlington, TX;

Laman Alani, Fort Worth, TX;

Malay Ghosh, Fort Worth, TX;

Francisco Javier Galan, Barcelona, SPAIN;
Nuria Carreras Perdiguer, Barcelona, SPAIN;
Onkar N. Singh, Arlington, TX;

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

IR103 (Rev. 10/09)
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Doc code: IDS PTO/SB/08a (01-10)
Lo . - . Approved for use through 07/31/2012. OMB 0651-0031
Doc description: Information Disclosure Statement {IDS) Filed U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE

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

Application Number 13475607
Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache
Art Unit 1629

Examiner Name Tran, My Chau T.

Attorney Docket Number PAT903988-US-NP

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
Mnitia & ﬁg@l’e :lPatent Number CK:Igc?@ Issue Date Efa c:ir]c: dof:)zzca;t;emnteeni or Applicant R.elevant Passages or Relevant
to documgnt, Figures Appear
NI+
16/2014
/ i JéT/ 1 5874414 1999-02-23  hoyderetre= | Jaseloff et al.
Flore et al.
INCT/ 2 6280745 B1 2001-08-28 FAdtianee-iisarraceutioak-cep=
Mu”er et al.
MCT/ |3 6407079 B1 2002-06-18  (dereser-Pharmeaseution-k:
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages,Columns Lines where
o e Cite No . Relevant Passages or Relevant
Initial Number Codel| Date of cited Document

Figures Appear

If you wish to add additional U.S. Published Application citation information please click the Add button. Add
FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns, Lines
Examiner| Cite | Fareign Document Country Kind | Publication Applicant of cited where Relevant Ts
Initial* No | Number3 Code2? j Code4| Date pp Passages or Relevant
Document .
Figures Appear
1 []

ALL REFERENGES CONSIDERED EXCEPT WHERE LINED THROUGH. /MCT/

EFS Web 2.1.17
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PART B - FEES) TRANSMITTAL

Complete and send this forny, together with applicable fee(s), to: Mgl Mail Stop ISSUE FEE
Commissioner for Patends
P.O. Box 1458
Alexandria, Virginia 32313-1488
or Fax (571} -3 732885

? G ety Blocks b thealigd S fiould be wsss:w!m \vﬁ 2o
mesrnee et will by meided o the cuorent
andenon sddrers; Md*or Al ingliensiog & separate

ave i udﬂ«;. m‘ w*ai \x‘wssn{‘
sivectsad oiberedse fp-Blook 1 by ) sp

&-oditonts of making <ag only b

el This cuetificate cannot ke
el additional pagee, sk Q4w s
on seradicaty of mii!*rs: Pt iR B

CURRFNT CORRESPUNDENCE ADDRESS (Note: Use Block | for any chaege of address)

e §

Certificate of Mailisg or Transsission

/:35{‘ 7390 G5maatie L heathy ettty that Feelsh Transmittal is being deposited with the United
ALCON Statiss Postal Yerviie w \ﬁf{‘s"xmi postage for i cliss mall {n o guvelope
sadeeased b B Mael Stop IBSUE TEE address above, or being facsimile

TR} T3R5, on the date indicated below.,

PLEGAL (ranstted G the LSEN0 ¢
5201 SOUTH FREEWAY ‘ .
FORT WORTH, TX 76134 Do’ o)

{Daie}
{ APPLICATION NO. l FILING DATE l """ SIRET NAMED INVENTOR E ATTORNEY DOCKET NQ. f CONFRMATION NO. l
134475 607 05/18/7012 Daniel A. Gamache PATI3088-US-NP 4130
TITLE OF INVENTION: RIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION
I APPLN. TYPE i ENTITY STATUS I SSUR FEE DUE : i TOTAL FEES) DUE ] TATE DUE
nonprovisional UNDISCOUNTED 3060 Ay 36 3860 Q8/08/2014
I EXAMINER ] ART UNIT i CLASS-SUBCLASS f
TRAN, MY CHAUT 1629 514-450000
wf correspondence address or indication of "Fee Sildrens™ (37 T Toepiinling on the patent front page, Bt e o i 4
. . iScott A, Chapple
N {1} The names of up o 3 registered patont atforneys e
e of correspondence addvess (or Change of Correspondence ot agents OR, alternatively,
{‘}ddr ess form FTOVSHN122) aitached. % ““m e ofia -;mpkt‘ {hes fhaving sx 8 bera S
L3 "Fee Address™ indication ¢ {or "Fee Address” Indication form EEe at) aid the names niup ©
PTCOMSBMT; Rev 03-02 or more recent) attached. Use of & Cusfomer PR “:wl gatant atde ar ageas, B moasme i 0y
Number is reguived. R;u sy pingns il b prfaded, .

L

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

PLEASE NOTH: Unless an assignee is identified below, ne assignee data will appear on the patent. If an assignes i3 identified below, the document has been filed for
recordation as set forth in 37 CRE 311, Completion of " this {orr is NOT @ substitute for filing an assignment.

{4 NAME OF ASSIONEE (5 RESIDENCE: (CITY and STATE OR COUNTRY)
Alcon Research, Ltd. Fort Worth, Texas

. ' < T ™ Y - » . . H
Please check the appropeiate assignee category or categories (will not be printed on the patent}: (o tngividuat @ Carporation or other private group entity L Government

4a. Tha following fee(s) 4re submitied: 4b. Payment of Feefs): {Please first reapply any previously paid issue foe shown above)
{ssue Fee L A cheek is enciosed.
Publication Fee (No small entity discount permitied) 3 Paymient by credit cand. Form PTO-2038 is atiached.

[ Advance Order - # of Coples, n B3 The pire
overpavment, (o Deposit Account Number U

ot is hereby authorized o Lha.ge,ghlrﬁ'gr ,ﬁ:egs) any deficiency, or credits any
& {enciose an exira copy of this foom),

S. Change in Entily Status {from status indicated above)

3 Applicant certifying micro entity status, See 37 CFR 129 NOUTE: Absent a valid certitication of Micro Hatity Status (see forms PTO/SB/I5A and 15B), issue
fee payment in the micro entity amount will not be .u‘cen-ed at the risk of application abandonment,
L3 Apptican asserting smati entity status. See 37 CPR 1.27 NOTE: 3 the application was previously vader micro entity status, checking this box will be takes
PP 8 ¥ pp Y
to be # notification of loss of entitoment 1o miceo entlty satus.
E:} Applicant changing to regular undiscounted fee status, Y.Q.L)::. Checking this box will be taken to be a natification of loss of entitlement to small or micro
# entity stalus, as applicabde,
133 See T CPR L4 fon sfeantitanie isiresents wad septifivatt fions,
A, ! Date
Tvped or printed name ,&Gﬁt t A Chapp 1% . Registration No, 46 4 287
Page 2 of 3
PTOL-35 Part B (10-13) Approved for use through 133172013 OMB 0651-0033 11.8. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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Electronic Patent Application Fee Transmittal

Application Number:

13475607

Filing Date:

18-May-2012

Title of Invention:

HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

First Named Inventor/Applicant Name:

Daniel A. Gamache

Filer:

Scott Chapple/Candy Sanders

Attorney Docket Number:

PAT903988-US-NP

Filed as Large Entity

Utility under 35 USC 111(a) Filing Fees

Description Fee Code Quantity Amount Sullaj-s'l's(tsa)l in
Basic Filing:
Pages:
Claims:
Miscellaneous-Filing:
Publ. Fee- Early, Voluntary, or Normal 1504 1 0 0

Petition:

Patent-Appeals-and-Interference:

Post-Allowance-and-Post-Issuance:
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Description Fee Code Quantity Amount Sullaj-s'l's(tsa)l in
Utility Appl Issue Fee 1501 1 960 960
Publ. Fee- Early, Voluntary, or Normal 1504 1 0 0
Extension-of-Time:
Miscellaneous:
Total in USD ($) 960
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Electronic Acknowledgement Receipt

EFSID: 19301240
Application Number: 13475607
International Application Number:
Confirmation Number: 4130

Title of Invention:

HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

First Named Inventor/Applicant Name:

Daniel A. Gamache

Customer Number:

26356

Filer:

Scott Chapple/Candy Sanders

Filer Authorized By:

Scott Chapple

Attorney Docket Number:

PAT903988-US-NP

Receipt Date: 13-JUN-2014
Filing Date: 18-MAY-2012
Time Stamp: 15:15:09

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

yes

Payment Type Deposit Account
Payment was successfully received in RAM $960

RAM confirmation Number 1672

Deposit Account 010682

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

Charge any Additional Fees required under 37 C.F.R. Section 1.17 (Patent application and reexamination processing fees)
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Charge any Additional Fees required under 37 C.F.R. Section 1.19 (Document supply fees)

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

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

File Listing:
Document L. . File Size(Bytes Multi Pages
Document Description File Name ( y V . . 9
Number Message Digest | Part/.zip| (ifappl.)
PAT903988-US- 130327
1 Issue Fee Payment (PTO-85B) NP_2014-06-13_SUB_lIssue_Fee no 1
__.pdf dd7d451005eb36f56dl0d4c6c8d1e825¢a8
98930
Warnings:
Information:
33615
2 Fee Worksheet (SB06) fee-info.pdf no 2
655b5ae6faftbe2db6ch8cd5a3f934ba99c07
d24e
Warnings:
Information:
Total Files Size (in bytes); 163942

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

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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UNITED STATES PATENT AND TRADEMARK OFFICE

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

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. |
13/475,607 05/18/2012 Daniel A. Gamache PAT903988-US-NP 4130
26356 7590 05/23/2014 | |
EXAMINER
ALCON
IP LEGAL TRAN, MY CHAU T
6201 SOUTH FREEWAY T o —
FORT WORTH, TX 76134 | | |
1629
| NOTIFICATION DATE | DELIVERY MODE |
05/23/2014 ELECTRONIC

Please find below and/or attached an Office communication concerning this application or proceeding.
The time period for reply, if any, is set in the attached communication.
Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the

following e-mail address(es):

patent.docketing @alcon.com

PTOL-90A (Rev. 04/07) p 17
age



Application No. Applicant(s)
Supplemental 13/475,607 GAMACHE ET AL.
Notice of Allowabilit Examiner Art Unit T AIA (Fiet Inventor to
y MY-CHAU T. TRAN 1629 File) Status
No

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

1. X This communication is responsive to 05/15/2014.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

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

3. X The allowed claim(s) is/are 9 and 14-39. 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 hifp:/fwww, usplc.govipatents/inil_events/gph/index.jsp or send an inquiry to PPHisedback@usplo.goy .

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

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

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

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

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

Paper No./Mail Date .

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

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

Attachment(s)

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

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

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

of Biological Material
4. [ Interview Summary (PTO-413),
Paper No./Mail Date 207140516 .

/MY-CHAU T TRAN/
Primary Examiner, Art Unit 1629

U.S. Patent and Trademark Office
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20140516
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Application No. Applicant(s)
) . ) 13/475,607 GAMACHE ET AL.
Applicant-Initiated Interview Summary
Examiner Art Unit
MY-CHAU T. TRAN 1629

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

(1) SCOTT CHAPPLE. (3) .

(2) MY-CHAU T. TRAN. (4) .

Date of Interview: 15 May 2014.

Type: [X Telephonic [ Video Conference
[ 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 [X]Others

(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)

Claim(s) discussed: NONE.

Identification of prior art discussed: US PATENT 5,874,418 ..

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...)

Mr. Chapple called the examiner on 05/14/2014 and left a message request a phone interview reqarding the IDS filed
on 02/17/2014. The examiner called Mr. Chapple back on 05/15/2014 and discussed the 1DS filed on 02/17/2014,
which the examiner have considered and mailed on 05/08/2014. Mr. Chapple informed the examiner that there is a
lypographical error made in one of the cited US Patents wherein US Patent 5,874,414 should be US Patent 5.874.418.
The examiner inform Mr. Chapple that the US Patent 5,874,418 will be considered and cited in the PTO-892, however,
if applicant want to remove/delete US Patent 5,874,414, applicant will need to file a Certificate of Correction after
issuance of the application .

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 areply 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.

[] Attachment

/MY-CHAU T TRAN/
Primary Examiner, Art Unit 1629

U.S. Patent and Trademark Office
PTOL-413 (Rev. 8/11/2010) Interview Summary Paper No. 20140516
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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.

Page 20



Notice of References Cited

13/475,607

Application/Control No.

Applicant(s)/Patent Under

Reexamination

GAMACHE ET AL.
Examiner Art Unit
MY-CHAU T. TRAN 1629 Page 1 of 1

U.S. PATENT DOCUMENTS

* Document Numbgr Date Name Classification
Country Code-Number-Kind Code MM-YYYY
* A | US-5,874,418 02-1999 Stella et al. 514/58
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Dates in MM-YYYY format are publication dates. Classifications may be US or foreign.

U.S. Patent and Trademark Office
PTO-892 (Rev. 01-2001)
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WEST Search History for Application 13475607

Creation Date: 2014051613:43

Interference Searches

Query DB Op. | Plur. Thes. Date
((olopatadine same ((mass ratio) or dos $ 4 or UPAD | ADJ | YES | ASSIGNEE | 05-16-2014
concentrat $ 3 or ((weight or WT) same (percent or
(per cent) or "% "')))) and cyclodextrin) and @ pd >
20140501
(514/449 | 514/450)![CCLS] UPAD | ADJ| YES | ASSIGNEE | 05-16-2014
olopatadine and ((514/449 | 514/450)![CCLS])) UPAD | ADJ | YES | ASSIGNEE | 05-16-2014
(olopatadine same ((mass ratio) or dos $ 4 or UPAD | ADJ | YES | ASSIGNEE | 05-16-2014
concentrat $ 3 or ((weight or WT) same (percent or
(per cent) or ''%"'")))) and cyclodextrin
Prior Art Searches
Query DB Op. | Plur. Thes. Date
("'20020006443" 1''20020150616' 1''20030170309" | PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
1''20050004074" 1''20050191270" 1''20050244472' | USPT,
1''20060210645" 1''20070020336' 1''20080132444" | USOC
120090118262 1''20090232763"" 1''20090239842""
1''20100240625" 1''20100249062" 1''20100324031""
[""3767788' 1''3843782" 1'""3856919' [''3931319""
1"'3947573" 1''4027020" 1''4120949'" ["'4283393""
["'4407791" 1"'4470965" 1''4525346'" I"'4836986""
["'4923693" 1''5037647" 1''5068225' [''5116863""
["'5134127" 1""5141961" 1'"'5300287'" I''5376645""
[''5472954" |''5591426" 1''5597559'" [''5624962"
["'5888493" |''6153746" 1'"6511949'" ["'6828356""
[''"7074424" 1""7147844" 1'"7429602"
[""7635773"").PN.
olopatadine and ((''20020006443" PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
1''20020150616'" 1''20030170309" 1''20050004074' | USPT,
1'"20050191270" 1''20050244472" 1''20060210645' | USOC

1'"20070020336" 1''20080132444" 1''20090118262"
1"20090232763" 1''20090239842" 1''20100240625"
1''20100249062"" 1''20100324031"" |''3767788"
[''3843782" 1"3856919" 1'"'3931319"" |''3947573"
1''4027020" 1'"4120949"" 1''4283393"" |''4407791"
[''4470965" 14525346 1''4836986'" 1''4923693"

WEST Search History for Application 13475607
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[''5037647" 15068225 1''5116863"" |''5134127"
["'5141961" 1'"5300287"" 1''5376645"" |''5472954"
[''5591426" 1''5597559"" 1''5624962"" |''5888493"
[''6153746" 1'6511949"" 1''6828356"" |''7074424"
[''"7147844" |''7429602" 1''7635773'").PN. )

GAMACHE-DANIEL-AS$.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

ALANI-LAMANS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

GHOSH-MALAYS$.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

GALAN-FRANCISCO-JAVIERS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

PERDIGUER-NURIA-CARRERASS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

SINGH-ONKAR-NS$.in.

Prior Art Searches

PGPB,

ADJ

YES

ASSIGNEE

05-16-2014
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USPT,

USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, ADJ | YES | ASSIGNEE | 05-16-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAYS$.in.) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(PERDIGUER-NURIA-CARRERASS.in. ) and JPAB,
(SINGH-ONKAR-N$.in. ) DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, ADJ | YES | ASSIGNEE | 05-16-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAYS$.in.) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(PERDIGUER-NURIA-CARRERASS.in. ) JPAB,
DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, ADJ | YES | ASSIGNEE | 05-16-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAYS$.in.) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) EPAB,
JPAB,
DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, ADJ | YES | ASSIGNEE | 05-16-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAYS$.in.) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(SINGH-ONKAR-N$.in. ) JPAB,
DWPI,
TDBD,
FPRS
olopatadine.clm. and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(GAMACHE-DANIEL-AS$.in.) USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

Prior Art Searches
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olopatadine.clm. and (ALANI-LAMANS.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

olopatadine.clm. and (GHOSH-MALAY#$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

olopatadine.clm. and
(GALAN-FRANCISCO-JAVIERS.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

olopatadine.clm. and
(PERDIGUER-NURIA-CARRERASS.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

olopatadine.clm. and (SINGH-ONKAR-N$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

ALCON RESEARCHS.as.

Prior Art Searches

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,

ADJ

YES

ASSIGNEE

05-16-2014
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FPRS

olopatadine.clm. and (ALCON RESEARCHS$.as.
)

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

(ophthalmic (formulation or composition)).clm.
and (olopatadine.clm. and
GAMACHE-DANIEL-A#$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

(ophthalmic (formulation or composition)).clm.
and (olopatadine.clm. and
SINGH-ONKAR-N$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

(ophthalmic (formulation or composition)).clm.
and (olopatadine.clm. and ALCON
RESEARCHS$.as. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

05-16-2014

(514/449 1514/450)![CCLS]

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

05-16-2014

olopatadine and ((514/449 1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

05-16-2014

(ophthalmic (formulation or composition)) and
(olopatadine and (514/449 1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

05-16-2014

cyclodextrin and ((ophthalmic (formulation or
composition)) and olopatadine and (514/449
1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

05-16-2014

Prior Art Searches
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lactam and ((ophthalmic (formulation or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
composition)) and olopatadine and (514/449 USPT,
1514/450)![CCLS]) UusocC
polyether and ((ophthalmic (formulation or PGPB, | ADJ ] YES | ASSIGNEE ] 05-16-2014
composition)) and olopatadine and (514/449 USPT,
1514/450)![CCLS]) UusocC
(polyethylene glycol) and ((ophthalmic PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(formulation or composition)) and olopatadine USPT,
and (514/449 1514/450)![CCLS] ) UusocC
(ophthalmic (formulation or composition)) and EPAB, | ADJ ] YES | ASSIGNEE | 05-16-2014
olopatadine JPAB,
DWFPI,
TDBD,
FPRS
cyclodextrin and ((ophthalmic (formulation or EPAB, | ADJ| YES | ASSIGNEE | 05-16-2014
composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
lactam and ((ophthalmic (formulation or EPAB, | ADJ| YES | ASSIGNEE | 05-16-2014
composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
lactam and (cyclodextrin and (ophthalmic EPAB, | ADJ| YES | ASSIGNEE | 05-16-2014
(formulation or composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
(polyethylene glycol) and ((ophthalmic EPAB, | ADJ| YES | ASSIGNEE | 05-16-2014
(formulation or composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
(polyethylene glycol) and (cyclodextrin and EPAB, | ADJ| YES | ASSIGNEE | 05-16-2014
(ophthalmic (formulation or composition)) and JPAB,
olopatadine ) DWPI,
TDBD,
FPRS
(ophthalmic (formulation or composition)) and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
olopatadine USPT,
UusocC
((ophthalmic (formulation or composition)) and PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
olopatadine ) not @AY>2011 USPT,
Prior Art Searches 6
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USoOC

cyclodextrin and ((ophthalmic (formulation or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
composition)) and olopatadine not @AY>2011 ) USPT,
USoC
lactam and (cyclodextrin and (ophthalmic PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(formulation or composition)) and olopatadine USPT,
not @AY>2011) UusSoC
(polyethylene glycol) and (cyclodextrin and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(ophthalmic (formulation or composition)) and USPT,
olopatadine not @AY>2011) USoC
lactam and ((polyethylene glycol) and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
cyclodextrin and (ophthalmic (formulation or USPT,
composition)) and olopatadine not @AY>2011 ) USoC
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or ''%"')))) and ((ophthalmic UusSoC
(formulation or composition)) and olopatadine )
(olopatadine same (percent or (per cent) or PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
"%'")) and ((ophthalmic (formulation or USPT,
composition)) and olopatadine ) UusSoC
cyclodextrin and ((olopatadine same (percent or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(per cent) or "%'")) and (ophthalmic (formulation | USPT,
or composition)) and olopatadine ) UusSoC
(polyethylene glycol) and ((olopatadine same PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(percent or (per cent) or ''%'")) and (ophthalmic | USPT,
(formulation or composition)) and olopatadine ) UusSoC
(polyvinylpyrrolidone) and ((polyethylene glycol) | PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
and (olopatadine same (percent or (per cent) or USPT,
"%"')) and (ophthalmic (formulation or USoC
composition)) and olopatadine )
("'5874414" 1''6280745" 1''6407079").PN. USPT | ADJ| YES | ASSIGNEE | 05-16-2014
((ophthalmic (formulation or composition)) and USPT | ADJ| YES | ASSIGNEE | 05-16-2014
olopatadine) and ((''5874414" 1''6280745"
[""6407079'").PN.)
(hydroxypropylmethyl cellulose) and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
((ophthalmic (formulation or composition)) and USPT,
olopatadine ) USoC
(propylene glycol) and ((hydroxypropylmethyl PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
cellulose) and (ophthalmic (formulation or USPT,
composition)) and olopatadine ) UusSoC
ADJ | YES | ASSIGNEE ] 05-16-2014
Prior Art Searches 7
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mannitol and ((propylene glycol) and PGPB,
(hydroxypropylmethyl cellulose) and (ophthalmic | USPT,
(formulation or composition)) and olopatadine ) UusSoC
(polyethylene glycol) and (mannitol and PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
(propylene glycol) and (hydroxypropylmethyl USPT,
cellulose) and (ophthalmic (formulation or usocC
composition)) and olopatadine )
(polyvinylpyrrolidone) and ((polyethylene glycol) | PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
and mannitol and (propylene glycol) and USPT,
(hydroxypropylmethyl cellulose) and (ophthalmic | USOC
(formulation or composition)) and olopatadine )
cyclodextrin and ((polyvinylpyrrolidone) and PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
(polyethylene glycol) and mannitol and USPT,
(propylene glycol) and (hydroxypropylmethyl USOC
cellulose) and (ophthalmic (formulation or
composition)) and olopatadine )
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or "%"'")))) and (cyclodextrin and UusSoC
(polyvinylpyrrolidone) and (polyethylene glycol)
and mannitol and (propylene glycol) and
(hydroxypropylmethyl cellulose) and (ophthalmic
(formulation or composition)) and olopatadine )
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or ''%"')))) and cyclodextrin UusSoC
(polyvinylpyrrolidone) and ((olopatadine same PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
((mass ratio) or dos$4 or concentrat$3 or ((weight | USPT,
or WT) same (percent or (per cent) or "' %"')))) UusSoC
and cyclodextrin )
(propylene glycol) and ((polyvinylpyrrolidone) PGPB, | ADJ | YES | ASSIGNEE | 05-16-2014
and (olopatadine same ((mass ratio) or dos$4 or USPT,
concentrat$3 or ((weight or WT) same (percent usocC
or (per cent) or ''%'")))) and cyclodextrin )
mannitol and ((propylene glycol) and PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
(polyvinylpyrrolidone) and (olopatadine same USPT,
((mass ratio) or dos$4 or concentrat$3 or ((weight | USOC
or WT) same (percent or (per cent) or "' %"'))))
and cyclodextrin )
(benzalkonium chloride) and (mannitol and PGPB, | ADJ ] YES | ASSIGNEE ] 05-16-2014
(propylene glycol) and (polyvinylpyrrolidone) and | USPT,
(olopatadine same ((mass ratio) or dos$4 or usocC
concentrat$3 or ((weight or WT) same (percent
or (per cent) or ''%'")))) and cyclodextrin )
Prior Art Searches 8
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((mass ratio) or dos$4 or concentrat$3 or ((weight
or WT) same (percent or (per cent) or "' %"'))))
and cyclodextrin ) and @pd>20140501

(ocular allergy) and ((benzalkonium chloride) PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
and mannitol and (propylene glycol) and USPT,
(polyvinylpyrrolidone) and (olopatadine same UusocC
((mass ratio) or dos$4 or concentrat$3 or ((weight
or WT) same (percent or (per cent) or "' %"'))))
and cyclodextrin )
("'5874414" 1''6280745" 1''6407079" USPT | ADJ| YES | ASSIGNEE | 05-16-2014
[''5874418"").PN.
((ophthalmic (formulation or composition)) and USPT | ADJ| YES | ASSIGNEE | 05-16-2014
olopatadine) and ((''5874414" 1''6280745"
['"6407079' 1'"5874418"").PN. )
cyclodextrin and ((''5874414" |"'6280745" USPT | ADJ| YES | ASSIGNEE | 05-16-2014
['"6407079' 1'"5874418"").PN. )
(ophthalmic (formulation or composition)) and USPT | ADJ| YES | ASSIGNEE | 05-16-2014
(cyclodextrin and (''5874414" 1''6280745"
['"6407079' 1'"5874418"").PN. )
((ocular allergy) and (benzalkonium chloride) PGPB, | ADJ| YES | ASSIGNEE | 05-16-2014
and mannitol and (propylene glycol) and USPT,
(polyvinylpyrrolidone) and (olopatadine same UusocC

Prior Art Searches
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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 |
26356 7590 05/08/2014
ALCON TRAN, MY CHAU T
IP LEGAL
6201 SOUTH FREEWAY | ART UNIT PAPERNUMBER |
FORT WORTH, TX 76134 1629
DATE MAILED: 05/08/2014
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
13/475,607 05/18/2012 Daniel A. Gamache PAT903988-US-NP 4130

TITLE OF INVENTION: HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

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 08/08/2014

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
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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
Commissioner for Patents
P.O. Box 1450
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
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as
indicated 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
maintenance fee notifications.

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

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

Certificate of Mailing or Transmission

26356 7590 05/08/2014 I hereby certify that this Fee(s) Transmittal is being deposited with the United
ALCON States Postal Service with sufficient postage for first class mail in an envelope
IP LEGAL addressed to the Mail Stop ISSUE FEE address above, or being facsimile
transmitted to the USPTO (571) 273-2885, on the date indicated below.
6201 SOUTH FREEWAY —
FORT WORTH, TX 76134 (Depestiors pame)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
13/475,607 05/18/2012 Daniel A. Gamache PAT903988-US-NP 4130
TITLE OF INVENTION: HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION
| 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 08/08/2014
| EXAMINER | ART UNIT | CLASS-SUBCLASS |
TRAN, MY CHAU T 1629 514-450000
1. Change of correspondence address or indication of "Fee Address" (37 2. For printing on the patent front page, list
CFR 1.363). . 1
(1) The names of up to 3 registered patent attorneys
[ Change of correspondence address (or Change of Correspondence or agents OR, alternatively,
Address form PTO/SB/122) attached. . 8 . 2
(2) The name of a single firm (having as a member a
[ "Fee Address” indication (or "Fee Address" Indication form registered attorney or agent) and the names of up to
PTO/SB/47; Rev 03-02 or more recent) attached. Use of a Customer 2 registered patent attorneys or agents. If no name is 3
Number is required. listed, no name will be printed.

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

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

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

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

4a. The following fee(s) are submitted: 4b. Payment of Fee(s): (Please first reapply any previously paid issue fee shown above)
[ Issue Fee [ A check is enclosed.
[ Publication Fee (No small entity discount permitted) | Payment by credit card. Form PTO-2038 is attached.
(1 Advance Order - # of Copies (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)

a Applicant certifying micro entity status. See 37 CFR 1.29 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.

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

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

entity status, as applicable.

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

Authorized Signature Date
Typed or printed name Registration No.
Page 2 of 3
PTOL-85 Part B (10-13) Approved for use through 10/31/2013. OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
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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. |
13/475,607 05/18/2012 Daniel A. Gamache PAT903988-US-NP 4130
| EXAMINER |
26356 7590 05/08/2014
ALCON TRAN, MY CHAU T
IP LEGAL
6201 SOUTH FREEWAY | ART UNIT PAPERNUMBER |
FORT WORTH, TX 76134 1629

DATE MAILED: 05/08/2014

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)
13/475,607 GAMACHE ET AL.
. oy [ i AlA (First Inventor to
Notice of Allowability l'\f/l’;a'ghnza T TRAN fg‘zgn" File) Status
No

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

1. X This communication is responsive to 02/17/2014.
Oa declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

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

3. X The allowed claim(s) is/are 9 and 14-39. 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 hifp:/fwww, usplc.govipatents/inil_events/gph/index.jsp or send an inquiry to PPHisedback@usplo.goy .

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

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

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

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

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

Paper No./Mail Date .

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

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

Attachment(s)

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

2. X Information Disclosure Statements (PTO/SB/08), 6. [] Examiner's Statement of Reasons for Allowance
Paper No./Mail Date 12/17/2013 & 2/17/2014

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

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

/MY-CHAU T TRAN/
Primary Examiner, Art Unit 1629

U.S. Patent and Trademark Office
PTOL-37 (Rev. 08-13) Notice of Allowability Part of Paper No./Mail Date 20140501
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WEST Search History for Application 13475607

Creation Date: 2014050110:56

Interference Searches

Query DB Op. | Plur. Thes. Date
(514/449 | 514/450)![CCLS] UPAD | ADJ | YES | ASSIGNEE | 05-01-2014
olopatadine and ((514/449 | 514/450)![CCLS])) UPAD | ADJ | YES | ASSIGNEE | 05-01-2014
(olopatadine same ((mass ratio) or dos $ 4 or UPAD | ADJ | YES | ASSIGNEE | 05-01-2014
concentrat $ 3 or ((weight or WT) same (percent or
(per cent) or ''%"'")))) and cyclodextrin
Prior Art Searches
Query DB Op. | Plur. Thes. Date
(''20020006443" 1''20020150616' 1''20030170309" | PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
120050004074 1''20050191270" 1''20050244472' | USPT,
1''20060210645" 1''20070020336' 1''20080132444" | USOC
120090118262 1''20090232763"" 1''20090239842""
120100240625 1''20100249062'" 1''20100324031""
[""3767788' 1''3843782" 1'""3856919' [''3931319""
["'3947573" 1''4027020"" 1''4120949'" ''4283393""
["'4407791" ''4470965"" ''4525346'" I''4836986""
["'4923693" 1''5037647" 1''5068225' [''5116863""
[""5134127'" 1''5141961"" I''5300287'" I''5376645""
15472954 '"'5591426"" ''5597559" I''5624962"
["'5888493" |''6153746" 1'"6511949'" ["'6828356""
['"7074424" 1''7147844"" 1'"7429602"
[""7635773"").PN.
olopatadine and ((''20020006443" PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
1''20020150616'" 1''20030170309" 1''20050004074' | USPT,
1""20050191270" 1''20050244472'" 1''20060210645' | USOC

1'"20070020336" 1''20080132444" 1''20090118262"
1"20090232763" 1''20090239842" 1''20100240625"
1''20100249062"" 1''20100324031"" |''3767788"
[''3843782" 1"3856919" 1'"'3931319"" |''3947573"
1''4027020" 1'"4120949"" 1''4283393"" |''4407791"
[''4470965" 14525346 1''4836986'" 1''4923693"
["'5037647" 15068225 1''5116863"" |''5134127"
[""'5141961" 1"'5300287"" 1''5376645"" |''5472954"
[''5591426" 1""5597559"" 1''5624962"" |''5888493"
[''6153746" 1'"6511949"" 1''6828356"" |''7074424"
[''"7147844" 1''7429602" 1''7635773'").PN. )

WEST Search History for Application 13475607
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GAMACHE-DANIEL-AS$.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

ALANI-LAMANS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

GHOSH-MALAYS$.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

GALAN-FRANCISCO-JAVIERS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

PERDIGUER-NURIA-CARRERASS.in.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

SINGH-ONKAR-NS$.in.

Prior Art Searches

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,

ADJ

YES

ASSIGNEE

04-28-2014
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FPRS

Prior Art Searches

(GAMACHE-DANIEL-AS$.in. ) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAY#$.in. ) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(PERDIGUER-NURIA-CARRERASS.in. ) and JPAB,
(SINGH-ONKAR-N#$.in. ) DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAY#$.in. ) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(PERDIGUER-NURIA-CARRERASS.in. ) JPAB,
DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAY#$.in. ) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) EPAB,
JPAB,
DWPI,
TDBD,
FPRS
(GAMACHE-DANIEL-AS$.in. ) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ALANI-LAMANS.in. ) and USPT,
(GHOSH-MALAY#$.in. ) and USOC,
(GALAN-FRANCISCO-JAVIERS.in. ) and EPAB,
(SINGH-ONKAR-N#$.in. ) JPAB,
DWPI,
TDBD,
FPRS
olopatadine.clm. and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(GAMACHE-DANIEL-AS$.in. ) USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS
olopatadine.clm. and (ALANI-LAMANS.in. ) PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
USPT,
USOC,
EPAB,
JPAB,
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DWPI,
TDBD,
FPRS

olopatadine.clm. and (GHOSH-MALAY#$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

olopatadine.clm. and
(GALAN-FRANCISCO-JAVIERS.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

olopatadine.clm. and
(PERDIGUER-NURIA-CARRERASS.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

olopatadine.clm. and (SINGH-ONKAR-N$.in. )

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

ALCON RESEARCHS.as.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

)

Prior Art Searches

olopatadine.clm. and (ALCON RESEARCHS$.as.

PGPB,
USPT,
USOC,

ADJ

YES

ASSIGNEE

04-28-2014
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EPAB,
JPAB,
DWPI,
TDBD,
FPRS

and (olopatadine.clm. and
GAMACHE-DANIEL-A#$.in. )

(ophthalmic (formulation or composition)).clm.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

and (olopatadine.clm. and
SINGH-ONKAR-N$.in. )

(ophthalmic (formulation or composition)).clm.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

and (olopatadine.clm. and ALCON
RESEARCHS$.as. )

(ophthalmic (formulation or composition)).clm.

PGPB,
USPT,
USOC,
EPAB,
JPAB,
DWPI,
TDBD,
FPRS

ADJ

YES

ASSIGNEE

04-28-2014

(514/449 1514/450)![CCLS]

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

04-28-2014

olopatadine and ((514/449 1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

04-28-2014

(ophthalmic (formulation or composition)) and
(olopatadine and (514/449 1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

04-28-2014

cyclodextrin and ((ophthalmic (formulation or
composition)) and olopatadine and (514/449
1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

04-28-2014

lactam and ((ophthalmic (formulation or
composition)) and olopatadine and (514/449
1514/450)![CCLS])

PGPB,
USPT,
USoOC

ADJ

YES

ASSIGNEE

04-28-2014

Prior Art Searches
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polyether and ((ophthalmic (formulation or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
composition)) and olopatadine and (514/449 USPT,
1514/450)![CCLS]) UusocC
(polyethylene glycol) and ((ophthalmic PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(formulation or composition)) and olopatadine USPT,
and (514/449 1514/450)![CCLS] ) UusocC
(ophthalmic (formulation or composition)) and EPAB, | ADJ | YES | ASSIGNEE | 04-28-2014
olopatadine JPAB,
DWFPI,
TDBD,
FPRS
cyclodextrin and ((ophthalmic (formulation or EPAB, | ADJ| YES | ASSIGNEE | 04-28-2014
composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
lactam and ((ophthalmic (formulation or EPAB, | ADJ| YES | ASSIGNEE | 04-28-2014
composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
lactam and (cyclodextrin and (ophthalmic EPAB, | ADJ| YES | ASSIGNEE | 04-28-2014
(formulation or composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
(polyethylene glycol) and ((ophthalmic EPAB, | ADJ| YES | ASSIGNEE | 04-28-2014
(formulation or composition)) and olopatadine ) JPAB,
DWFPI,
TDBD,
FPRS
(polyethylene glycol) and (cyclodextrin and EPAB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ophthalmic (formulation or composition)) and JPAB,
olopatadine ) DWPI,
TDBD,
FPRS
(ophthalmic (formulation or composition)) and PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
olopatadine USPT,
UusocC
((ophthalmic (formulation or composition)) and PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
olopatadine ) not @AY>2011 USPT,
UusocC
cyclodextrin and ((ophthalmic (formulation or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
composition)) and olopatadine not @AY>2011) USPT,
Prior Art Searches 6
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USoOC

lactam and (cyclodextrin and (ophthalmic PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(formulation or composition)) and olopatadine USPT,
not @AY>2011) USoC
(polyethylene glycol) and (cyclodextrin and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(ophthalmic (formulation or composition)) and USPT,
olopatadine not @AY>2011) USoC
lactam and ((polyethylene glycol) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
cyclodextrin and (ophthalmic (formulation or USPT,
composition)) and olopatadine not @AY>2011 ) UusSoC
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or ''%"')))) and ((ophthalmic UusSoC
(formulation or composition)) and olopatadine )
(olopatadine same (percent or (per cent) or PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
"%'")) and ((ophthalmic (formulation or USPT,
composition)) and olopatadine ) UusSoC
cyclodextrin and ((olopatadine same (percent or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(per cent) or "%'")) and (ophthalmic (formulation | USPT,
or composition)) and olopatadine ) UusSoC
(polyethylene glycol) and ((olopatadine same PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(percent or (per cent) or ''%'")) and (ophthalmic | USPT,
(formulation or composition)) and olopatadine ) UusSoC
(polyvinylpyrrolidone) and ((polyethylene glycol) | PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
and (olopatadine same (percent or (per cent) or USPT,
"%"')) and (ophthalmic (formulation or USoC
composition)) and olopatadine )
((polyvinylpyrrolidone) and (polyethylene glycol) | PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
and (olopatadine same (percent or (per cent) or USPT,
"%"')) and (ophthalmic (formulation or USoC
composition)) and olopatadine ) and @pd >
20131003
("'5874414" 1''6280745" 1''6407079").PN. USPT | ADJ| YES | ASSIGNEE | 04-28-2014
((ophthalmic (formulation or composition)) and USPT | ADJ| YES | ASSIGNEE | 04-28-2014
olopatadine) and ((''5874414" 1''6280745"
1""6407079'").PN.)
(hydroxypropylmethyl cellulose) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
((ophthalmic (formulation or composition)) and USPT,
olopatadine ) USoC
(propylene glycol) and ((hydroxypropylmethyl PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
cellulose) and (ophthalmic (formulation or USPT,
composition)) and olopatadine ) UusSoC
Prior Art Searches 7

Page 42




mannitol and ((propylene glycol) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(hydroxypropylmethyl cellulose) and (ophthalmic | USPT,
(formulation or composition)) and olopatadine ) UusSoC
(polyethylene glycol) and (mannitol and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(propylene glycol) and (hydroxypropylmethyl USPT,
cellulose) and (ophthalmic (formulation or usocC
composition)) and olopatadine )
(polyvinylpyrrolidone) and ((polyethylene glycol) | PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
and mannitol and (propylene glycol) and USPT,
(hydroxypropylmethyl cellulose) and (ophthalmic | USOC
(formulation or composition)) and olopatadine )
cyclodextrin and ((polyvinylpyrrolidone) and PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
(polyethylene glycol) and mannitol and USPT,
(propylene glycol) and (hydroxypropylmethyl USOC
cellulose) and (ophthalmic (formulation or
composition)) and olopatadine )
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or "%"'")))) and (cyclodextrin and UusSoC
(polyvinylpyrrolidone) and (polyethylene glycol)
and mannitol and (propylene glycol) and
(hydroxypropylmethyl cellulose) and (ophthalmic
(formulation or composition)) and olopatadine )
(olopatadine same ((mass ratio) or dos$4 or PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
concentrat$3 or ((weight or WT) same (percent USPT,
or (per cent) or ''%"')))) and cyclodextrin UusSoC
(polyvinylpyrrolidone) and ((olopatadine same PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
((mass ratio) or dos$4 or concentrat$3 or ((weight | USPT,
or WT) same (percent or (per cent) or "' %"')))) UusSoC
and cyclodextrin )
(propylene glycol) and ((polyvinylpyrrolidone) PGPB, | ADJ | YES | ASSIGNEE | 04-28-2014
and (olopatadine same ((mass ratio) or dos$4 or USPT,
concentrat$3 or ((weight or WT) same (percent usocC
or (per cent) or ''%'")))) and cyclodextrin )
mannitol and ((propylene glycol) and PGPB, | ADJ| YES | ASSIGNEE | 04-28-2014
(polyvinylpyrrolidone) and (olopatadine same USPT,
((mass ratio) or dos$4 or concentrat$3 or ((weight | USOC
or WT) same (percent or (per cent) or "' %"'))))
and cyclodextrin )
(benzalkonium chloride) and (mannitol and PGPB, | ADJ ]| YES | ASSIGNEE | 04-28-2014
(propylene glycol) and (polyvinylpyrrolidone) and | USPT,
(olopatadine same ((mass ratio) or dos$4 or usocC
concentrat$3 or ((weight or WT) same (percent
or (per cent) or ''%'")))) and cyclodextrin )
Prior Art Searches 8
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(ocular allergy) and ((benzalkonium chloride) PGPB, | ADJ| YES | ASSIGNEE | 05-01-2014
and mannitol and (propylene glycol) and USPT,
(polyvinylpyrrolidone) and (olopatadine same UusocC
((mass ratio) or dos$4 or concentrat$3 or ((weight
or WT) same (percent or (per cent) or "' %"'))))
and cyclodextrin )
Prior Art Searches 9

Page 44




Doc code: IDS PTO/SB/08a (01-10)

T . - . Approved for use through 07/31/2012. OMB 0651-0031
Doc description: Information Disclosure Statement (IDS) Filed U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

Application Number 13475607
Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache

Art Unit 1629

Examiner Name My Chau T Tran

Attorney Docket Number PAT903988-US-NP

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(gm*lner Cite Patent Number Kind Issue Date Nar.ne of Patentee or Applicant Relevant Passages or Relevant
Initial No Ccde! of cited Document )
Figures Appear
1
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages,Columns Lines where
o e Cite No . Relevant Passages or Relevant
Initial Number Cocde’| Date of cited Document

Figures Appear

If you wish to add additional U.S. Published Application citation information please click the Add button. Add

FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns,Lines
Examiner| Cite | Fareign Document Country Kind | Publication Applicant of cited where Relevant Ts
Initial* No | Number3 Code2? j Code4| Date Dpp Passages or Relevant
ocument .
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation informaticn please click the Add button ~ Add
NON-PATENT LITERATURE DOCUMENTS Remove
, . Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item

Examiner| Cite . . . '

o (book, magazine, journal, serial, symposium, catalog, etc}, date, pages(s), volume-issue number(s), TS
Initials No : . )

publisher, city and/or country where published.

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. MCT/

EFS Web 2.1.17
Page 45



Application Number 13475607

Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache
Art Unit 1629

Examiner Name My Chau T Tran

Attorney Docket Number PAT903988-US-NP

- 1 International Preliminary Report on Patentability for corresponding PCT/US2012/038663 with mailing date November D
MG 28, 2013

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
EXAMINER SIGNATURE
Examiner Signature /My-(}hau Tran/ Date Considered (4/28/2014

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 60%. Draw line through a
citation if not in conformance and not considered. Include copy of this form with next communication to applicant.

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO

Standard ST.3). 3 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
4 Kind of document by the appropriate symbols as indicated on the document under WIPQ Standard ST.16 if possible. 5 Applicant is to place a check mark here i
English language translation is attached.

EFS Web 2.1.17
Page 46



Application/Control No. Applicant(s)/Patent Under Reexamination
Issue Classification | ;375607 GAMACHE ET AL.
H“m m“ m“ “‘“ m“ “H‘ “ “m m “‘ o o
MY-CHAU T TRAN 1629

CPC
Symbol Type Version
AB1K 48969 | 2013-01-01
Co8B 0015 | 2013-01-01
cosL 16 | 2013-01-01
AB1K 335 F 2013-01-01
AB1K 32 A 2013-01-01
AB1K 08 | 2013-01-01
AB1K 0048 | 2013-01-01
CPC Combination Sets
Symbol Type Set Ranking Version
NONE

Total Claims Allowed:

27
(Assistant Examiner) (Date)
/MY-CHAU T TRAN/
Primary Examiner.Art Unit 1629 05/01/2014 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 9 NONE
U.S. Patent and Trademark Office Part of Paper No. 20140501

Page 47



Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13475607 GAMACHE ET AL.
LTI
MY-CHAU T TRAN 1629
US ORIGINAL CLASSIFICATION INTERNATIONAL CLASSIFICATION
CLASS SUBCLASS CLAIMED NON-CLAIMED
514 450 Al 6 K 31/335 (2006.01.01)
CROSS REFERENCE(S)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK)
514 449
NONE
Total Claims Allowed:
27
(Assistant Examiner) (Date)
/MY-CHAU T TRAN/
Primary Examiner.Art Unit 1629 05/01/2014 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 9 NONE

U.S. Patent and Trademark Office

Part of Paper No. 20140501

Page 48




Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

13475607 GAMACHE ET AL.
H“m m“ m“ “‘“ “W “H‘ “ “m m “‘ o o
MY-CHAU T TRAN 1629
X Claims renumbered in the same order as presented by applicant O CPA O T.b. O R.1.47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original
1 5 17 21 33
2 6 18 22 34
3 7 19 23 35
4 8 20 24 36
5 9 21 25 37
6 10 22 26 38
7 11 23 27 39
8 12 24
1 9 13 25
10 14 26
11 15 27
12 16 28
13 17 29
2 14 18 30
3 15 19 31
4 16 20 32
NONE
Total Claims Allowed:
27
(Assistant Examiner) (Date)
/MY-CHAU T TRAN/
Primary Examiner.Art Unit 1629 05/01/2014 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 9 NONE

U.S. Patent and Trademark Office

Part of Paper No. 20140501

Page 49




Application/Control No.

Applicant(s)/Patent Under
Reexamination

Index of Claims 13475607 GAMACHE ET AL.
(AT
MY-CHAU T TRAN 1629
v Rejected - Cancelled N | Non-Elected A Appeal
= Allowed + Restricted | Interference o) Objected
[0 cClaims renumbered in the same order as presented by applicant O cpA O T.D. O R.1.47
CLAIM DATE
Final Original |03/28/2013|10/01/2013|05/01/2014
1 + v
2 + v
3 + v
4 + 4
5 - v
6 + v
7 + v
8 + v
1 9 + v =
10 + v
11 + N
12 + N
13 + v
2 14 + v =
3 15 - v =
4 16 + = =
5 17 - = =
6 18 - = =
7 19 - = =
8 20 - = =
9 21 - = =
10 22 - = =
11 23 - = =
12 24 + - -
13 25 - = =
14 26 =
15 27 =
16 28 =
17 29 =
18 30 =
19 31 =
20 32 =
21 33 =
22 34 =
23 35 =
24 36 =

U.S. Patent and Trademark Office

Part of Paper No. : 20140501

Page 50




Application/Control No.

Applicant(s)/Patent Under
Reexamination

Index of Claims 13475607 GAMACHE ET AL.
Examiner Art Unit
MY-CHAU T TRAN 1629
v Rejected - Cancelled N | Non-Elected A Appeal
= Allowed + Restricted | Interference o) Objected
[0 cClaims renumbered in the same order as presented by applicant O cpA O T.D. O R.1.47
CLAIM DATE
Final Original |03/28/2013|10/01/2013|05/01/2014
25 37 -
26 38 -
27 39 -

U.S. Patent and Trademark Office

Part of Paper No. : 20140501

Page 51




Doc code: IDS PTO/SB/08a (01-10)
. . - . Approved for use through 07/31/2012. OMB 0651-0031

Doc description: Information Disclosure Statement (ID3) Filed U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERGCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

Application Number 13475607
Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache
Art Unit 1629

Examiner Name Tran, My Chau T.

Attorney Docket Number PAT903988-US-NP

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns, Lines where
o e Patent Number Issue Date . Relevant Passages or Relevant
Initial No Ccde! of cited Document )
Figures Appear
NCT/ 1 5874414 1998-02-23 Cydex, Inc.
INCT/ 2 6280745 B1 2001-08-28 Alliance Pharmaceutical Corp.
MCT/ |3 6407079 B1 2002-06-18 Janssen Pharmaceutica N.V.
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages,Columns Lines where
o e Cite No . Relevant Passages or Relevant
Initial Number Cocde’| Date of cited Document

Figures Appear

If you wish to add additional U.S. Published Application citation information please click the Add button. Add

FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns, Lines
Examiner| Cite | Fareign Document Country Kind | Publication Applicant of cited where Relevant Ts
Initial* No | Number3 Code2? j Code4| Date pp Passages or Relevant
Document .
Figures Appear
1 []

ALL REFERENGES CONSIDERED EXCEPT WHERE LINED THROUGH. /MCT/

EFS Web 2.1.17
Page 52



Application Number 13475607
Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache
Art Unit 1629

Examiner Name Tran, My Chau T.

Attorney Docket Number PAT903988-US-NP

If you wish to add additional Foreign Patent Document citaticn information please click the Add button ~ Add

NON-PATENT LITERATURE DOCUMENTS Remove

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, pages(s), volume-issue number(s), TS
publisher, city and/or country where published.

Examiner| Cite
Initials* | No

If you wish to add additional non-patent literature document citation information please click the Add button  Add

EXAMINER SIGNATURE

Examiner Signature My-Chau Tran/ Date Considered 04/28/2014

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through a
citation if nhot in conformance and not considered. Include cepy of this form with hext communication to applicant.

1 See Kind Codes of USPTO Patent Documents at www.USPTO.GOV or MPEP 901.04. 2 Enter office that issued the document, by the two-letter code (WIPO
Standard ST.3). 2 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document.
4 Kind of document by the appropriate symbols as indicated on the document under WIPQ Standard ST.16 if possible. ° Applicant is to place a check mark here if
English language translation is attached.

EFS Web 2.1.17
Page 53



UNITED STATES PATENT AND TRADEMARK OFFICE

Page 1 of 1

BIB DATA SHEET

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

P.O. Box 1450
Alexandria, Vir,
WWW.Uspto.gov

ginia 22313-1450

CONFIRMATION NO. 4130

SERIAL NUMBER
13/475,607

FILING or 371(c)
DATE

05/18/2012
RULE

GROUP ART UNIT
1629

CLASS
514

ATTORNEY DOCKET
PAT903988-US-NP

APPLICANTS
INVENTORS

This appln claims benefit of
and claims benefit of

** FOREIGN APPLICATIONS ***

06/01/2012

Daniel A. Gamache, Arlington, TX;

Laman Alani, Fort Worth, TX;

Malay Ghosh, Fort Worth, TX;

Francisco Javier Galan, Barcelona, SPAIN;
Nuria Carreras Perdiguer, Barcelona, SPAIN;
Onkar N. Singh, Arlington, TX;

*k CONTINUING DATA kkkkkhkkhkhkhkkhhhhhkhhhkhhd

61/487,789 05/19/2011
61/548,957 10/19/2011

kkkkkdkdkkhkhkhhhhhkdkhhhkdk

** IF REQUIRED, FOREIGN FILING LICENSE GRANTED **

Foreign Priority claimed D Yes QNO

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

Verified and /MY-CHAU T TRAN/
Acknowledged Examiner's Signature

SHEETS
DRAWINGS

5

STATE OR
COUNTRY

X

D Met after
Allowance

25

Initials

TOTAL
CLAIMS

INDEPENDENT
CLAIMS

4

ADDRESS

ALCON

IP LEGAL

6201 SOUTH FREEWAY
FORT WORTH, TX 76134
UNITED STATES

TITLE

HIGH CONCENTRATION OLOPATADINE OPHTHALMIC COMPOSITION

FEES: Authority h
No.
No.

FILING FEE
RECEIVED
3390

|Q All Fees

|0 1.16 Fees (Fil

ng)

as been given in Paper

|EI 1.17 Fees (Processing Ext. of time

to charge/credit DEPOSIT ACCOUNT

for following:

|EI 1.18 Fees (Issue)

|EI Other

|0 Credit

|
|
)|
|
|
|

BIB (Rev. 05/07).

Page 54



Search Notes

Application/Control No.

Applicant(s)/Patent Under
Reexamination

13475607 GAMACHE ET AL.
H“NH“ “Hm “ “H“‘ o o
MY-CHAU T TRAN 1629
CPC- SEARCHED
Symbol Date Examiner
CPC COMBINATION SETS - SEARCHED
Symbol Date Examiner
US CLASSIFICATION SEARCHED
Class Subclass Date Examiner
514 449, 450 10/02/2013 MCT
UPDATED UPDATED - see printout 04/28/2014 MCT
SEARCH NOTES
Search Notes Date Examiner
PALM Inventors; WEST - see printout; STN - see printout; SciFinder - see 10/01/2013 MCT
printout
Reviewed for ODP the following Patent(s) and/or Application(s): 10/01/2013 MCT
13/183,194
UPDATED - see printout 04/28/2014 MCT
INTERFERENCE SEARCH
US Class/ US Subclass / CPC Group Date Examiner
CPC Symbol
514 449, 450; see printout 05/01/2014 MCT

U.S. Patent and Trademark Office

Part of Paper No. : 20140501
Page 55




IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of : Gamache, Daniel et al.
Serial No. : 13/475,607
Filed : May 18,2013

Confirmation No. : 4130

Examiner : Tran, My Chau T
Group Art Unit : 1629
For : High Concentration Olopatadine Ophthalmic Composition

AMENDMENT AND RESPONSE

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

Alexandria, VA 22313-1450

Dear Sir or Madam:

This paper is submitted in response to the Office Action dated October 17, 2013, for
which the three-month date for response is January 17, 2013.

A request for a one-month extension of time to respond is included herewith along
with the required fee. This one-month extension will bring the due date to February 17,
2013. If any request or fee is deficient or absent, consider this paragraph such a request and

authorization to deduct said fees from Alcon Research, Ltd., Deposit Account No. 010682.
Allowance of the application is respectfully requested.

Amendments to the Claims are reflected in the listing of claims that begins on page 2 of

this paper.

Remarks begin on page 7 of this paper.
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AMENDMENTS TO THE CLAIMS

This listing of claims will replace all prior versions and listings of claims in the

application:

Claims 1-8 (cancelled)

Claim 9 (currently amended): An aqueous ophthalmic solution eempesition for
treatment of ocular allergic conjunctivitis, the solution eempesttion comprising:

at least 0.67 w/v % olopatadine dissolved in the solution;

PEG having a molecular weight of 300 to 500;

polyvinylpyrrolidone; and

hydroxypropyl-y-cyclodextrin;

benzalkonium chloride; and

water. eyelodextrin—dertvative—seleeted—from—PB-eyelodextrin—derivative;
y-evelodextrin-or-both:

Claims 10-13 (cancelled)

Claim 14 (currently amended): A solution eempesition as in claim 9 further
comprising borate.

Claim 15 (currently amended): A solution eempesitton as in claim 14 further
comprising a polyol pelyel.

Claim 16 (currently amended): An aqueous ophthalmic solution eempesttion for
treatment of ocular allergic conjunctivitis, the solution eempesttion comprising:

at least 0.67 w/v % but no greater than 1.0 w/v% olopatadine dissolved in the
solution;

2.0 w/v % to 6.0 w/v% PEG having a molecular weight of 300 to 500 wherein

0 0/t
0 U C1

60 0/ .
Ci 0 vv7 v /0

6.0 w/v% polyvinylpyrrolidone; and
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at leat 0.5 w/v% but no greater than 2.0 w/v% cyclodextrin afB-eyelodextrin
dertvative-ora-y-eyelodextrin derivative selected from the group consisting of SAE-f-

cyclodextrin, HP-y-cyclodextrin, HP-B-cyclodextrin and combinations thereof, and

Claim 17 (currently amended): A solution eempesttion as in claim elams 16
further comprising borate at a concentration of at least abeut 0.18 w/v % but less than
abeut 0.5 w/vY%.

Claim 18 (currently amended): A solution eempesttion as in claim 17 further
comprising a polyol petyel.

Claim 19 (currently amended): A solution eempesition as in claim 18 wherein the
polyol is propylene glycol welude—polyethydene—glyeel at a concentration of at least

0.4 w/v% but no greater than 2.2 w/v%.

Claim 20 (currently amended):  An aqueous ophthalmic solution eempesition for
treatment of ocular allergic conjunctivitis, the solution eempesttion comprising:

at least 0.67 w/v % but no greater than 1.0 w/v% olopatadine dissolved in the
solution;

2.0 w/v % to 6.0 w/v% PEG having a molecular weight of 300 to 500 wherein

0 0/ +o
O W7 Vv 70 Cl

6-0) 0/ .
Ci O vW7 v 70

6.0 w/v% polyvinylpyrrolidone; and

at least 0.5 w/v% but no greater than 2.0 w/v% hydroxypropyl-y-cyclodextrin

0 L0/ 0
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Claim 21 (currently amended): A solution eempesttion as in claim elaims 20 further
comprising borate at a concentration of at least abeut 0.18 w/v % but less than abeut
0.5 w/v%.

Claim 22 (currently amended): A solution eempesition as in claim 21 further
comprising a polyol pelyel.

Claim 23 (currently amended) A solution eempesition as in claim 22 wherein the
polyol is propylene glycol #elude—polyethdene—glyeel at a concentration of at least

0.4 w/v% but no greater than 2.2 w/v%.

Claim 24 (currently amended): A method of treating at least one ocular allergy
symptom syptems in humans, the method comprising:
topically applying to an eye of a human an amount of the solution eempesttion

of elaim20-claim 16 sufficient to treat the at least one ocular allergy symptom te-an

eye-ofa-humen.

Claim 25 (currently amended): A method as in claim 24 wherein the step of
topically applying the solution eempesitior includes dispensing at least one drop of

the solution to the eye an-eyedrop-from-an-eyedropper.

Claim 26 (new): A method as in claim 25 wherein the at least one ocular allergy
symptom includes ocular itching.

Claim 27 (new): A solution as in claim 9 further comprising hydroxypropylmethyl
cellulose.

Claim 28 (new): A solution as in claim 16 further comprising at least 0.15 w/v% but
no greater than 1.0 w/v% hydroxypropylmethyl cellulose.

Claim 29 (new): A solution as in claim 20 further comprising at least 0.15 w/v% but
no greater than 1.0 w/v% hydroxypropylmethyl cellulose.

Claim 30 (new): A solution as in claim 15 wherein the polyol is mannitol.
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Claim 31 (new): A solution as in claim 18 wherein the polyol is mannitol solution at a
concentration that is at least 0.05 w/v% but no greater than 0.5 w/v%.

Claim 32 (new): A solution as in claim 22 wherein the polyol is mannitol at a
concentration that is at least 0.05 w/v% but no greater than 0.5 w/v%.

Claim 33 (new): An aqueous ophthalmic solution for treatment of ocular allergic
conjunctivitis, the solution comprising:

at least 0.67 w/v % but no greater than 1.0 w/v% olopatadine dissolved in the
solution;

2.0 w/v % to 6.0 w/v% PEG having a molecular weight of 300 to 500;

2.0 w/v % to 6.0 w/v% polyvinylpyrrolidone;

at least 0.5 w/v% but no greater than 2.0 w/v% hydroxypropyl-y-cyclodextrin;

greater than 0.003 w/v% but less than 0.03 w/v% benzalkonium chloride; and

water;

wherein the pH of the solution is 6.0 to 7.8 and the osmolality of the solution is
200 to 400mOsm/kg.

Claim 34 (new): A solution as in claim 33 further comprising at least 0.15 w/v% but
no greater than 1.0 w/v% hydroxypropylmethyl cellulose

Claim 35 (new): A solution as in claim 34 wherein:
1) the concentration of PEG is at least 3.0 w/v% but no greater than 5.0
w/v%;
i1) the concentration of polyvinylpyrrolidone is at least 3.0 w/v% but no
greater than 5.0 w/v%; and
iii)  the concentration of hydroxypropyl methylcellulose is at least 0.3 w/v%
but no greater than 0.5 w/v%.

Claim 36 (new): A solution as in claim 35 further comprising:
at least 0.18 w/v% but less than 0.4 w/v% boric acid; and

at least 0.05 w/v% but no greater than 0.5 w/v% mannitol.

Claim 37 (new): A method of treating ocular allergy symptoms in humans, the
method comprising:
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topically applying to an eye of a human an amount of the solution of claim 35
sufficient to treat ocular allergy symptoms.

Claim 38 (new): A method as in claim 37 wherein the step of topically applying the
solution includes dispensing at least one drop of the solution to the eye.

Claim 39 (new): A method as in claim 38 wherein the ocular allergy symptoms
include ocular itching.
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REMARKS

The Office Action of October 17, 2013 rejected claims 1-10, 14, 15, 18 and 19, objected
to claim 13, but indicated that claim as being allowable if rewritten in independent format. The
Office Action also allowed claims 16-17 and 20-25. Applicants thank Examiner Tran for the
indication of allowed and allowable subject matter. By this Amendment, Applicants have
amended the claims to leave only allowed and allowable subject matter pending. Specifically,
Applicants have cancelled claims 1-8 and 10-13, have amended claims 9, 16, 19, 20, 21 and 23
and added new claims 26-30. Applicants respectfully request that the claims of the present

application be formally allowed.

I. Election/Restriction Requirement

The Office Action deemed the Election Requirement issued for the present application to
be proper and withdrew claims 11 and 12 based upon that Requirement. Without acquiescing in

the Requirement, Applicants have canceled claims 11 and 12.

1. Claim Rejections under 35 USC 112

The Office Action rejected claims 18 and 19 suggesting that those claims do not further
limit the claim upon which they depend. In particular, the Office Action suggests that PEG is a
polyol and that the recitation of the inclusion of a polyol in the composition in claims 18 and 19
is not further limiting. Applicants believe this rejection was made because claim 19
inadvertently recited polyethylene glycol (PEG) as a polyol. However, because of the definition
of polyol in the specification of the present application, it is clear that PEG would not be
considered a polyol for purposes of the present application. Specifically, the specification, at
page 11, lines 21-24, reads:

As used herein, the term ‘polyol’ includes any compound having at least one
hydroxyl group on each of two adjacent carbon atoms that are not in trans
configuration relative to each other.

PEG does not fall into this definition. Further, claim 19 has been amended to recite the polyol as

propylene glycol. Propylene glycol does fall within the definition of polyol in the present
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application. As such, Applicants respectfully request that the rejection of claims 18 and 19 be
withdrawn.

In the event that Examiner Tran still believes that the term “polyol” raises an issue with
respect to the claims, Applicants respectfully request that Examiner Tran phone the undersigned

so that such issue can be expeditiously resolved.

111 Claim Rejections under 35 USC 102/103
The Office Action rejected claims 1-10, 14, and 15 under 35 USC 102 or 35 USC 103 as

being anticipated by or obvious and unpatentable over one or both of the following references:
US Patent Application Publication 2011/0082145; U.S. Patent Application Publication
2004/0198828. However, the Office Action only objected to claim 13, but indicated the claim
allowable if rewritten in independent format. Further, the Office Action allowed claims 16-17
and 20-25. Without acquiescing in the rejection of claims 1-10, 14 and 15 Applicants have
amended the claims to leave only allowed or allowable subject matter still pending.
Specifically, Applicants have canceled claim 1-8, have rewritten independent claim 9 to
include the subject matter of claim 13 such that claim 9 and its dependents are allowable and
have left the allowed claims pending. Applicants have also amended the claims to be in a
more desired format. In the event that Examiner Tran believes that any of the claim
amendments raises an issue with respect to the allowability of the claims, Applicants respectfully
request that Examiner Tran phone the undersigned so that such issue can be expeditiously

resolved.

L New Claims

Applicants have added new claims 26-38. These claims are drawn to preferred
embodiments of the present application. These claims are narrower in scope than the currently
allowed and allowable claims. As such, Applicants respectfully request that these new claims be
entered and allowed. In the event that Examiner Tran believes that any of the new claims raise
an issue with respect the allowability of the present application, Applicants respectfully request

that Examiner Tran phone the undersigned so that such issue can be expeditiously resolved.
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In view of the above, Applicants respectfully request formal allowance of the present

application.
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CONCLUSION:

Applicants respectfully request allowance of the claims of the present application.
Should the Examiner have any questions regarding this Amendment, please feel free to

contact the undersigned attorney at the phone number listed below.

Respectfully submitted,

ALCON RESEARCH, LTD.

February 17. 2014 /Scott A. Chapple. Reg. 46,287/
Date Scott A. Chapple
Reg. No. 46,287

Address for Correspondence:
Alcon Research, Ltd.
Scott A. Chapple, IP Legal
6201 S. Freeway, Mail Code TB4-8
Fort Worth, TX 76134-2099
Phone: 817-551-8793

Attorney Docket: PAT903988-US-NP
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First Named Inventor/Applicant Name:

Daniel A. Gamache

Customer Number:

26356

Filer:

Scott Chapple/Barbara McKenzie

Filer Authorized By:

Scott Chapple

Attorney Docket Number:

PAT903988-US-NP

Receipt Date: 17-FEB-2014
Filing Date: 18-MAY-2012
Time Stamp: 16:13:53

Application Type:

Utility under 35 USC 111(a)

Payment information:

Submitted with Payment

yes

Payment Type Deposit Account
Payment was successfully received in RAM $180

RAM confirmation Number 10275

Deposit Account 010682

Authorized User

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:

Charge any Additional Fees required under 37 C.F.R. Section 1.16 (National application filing, search, and examination fees)

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

Page 77




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

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

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

File Listing:
Document . L. . File Size(Bytes)/ Multi Pages
Number Document Description File Name Message Digest | Part/.zip| (ifappl.)
30596
1 Fee Worksheet (SB06) fee-info.pdf no 2
99cd88e0e607 1bdfde3de8d97a5db913db

1246f1

Warnings:

Information:

Total Files Size (in bytes); 30596

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.

Page 78




PTO/SB/06 (09-11)

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

PATENT APPLICATION FEE DETERMINATION RECORD Application or Docket Number Filing Date
Substitute for Form PTO-875 13/475,607 05/18/2012 | [ To be Mailed
eNTITY: [X] LARGE []smALL [ ] MicRO

APPLICATION AS FILED — PART |

(Column 1) (Column 2)
FOR NUMBER FILED NUMBER EXTRA RATE ($) FEE ($)
L1 Basic Fee N/A N/A N/A
(37 CFR 1.16(a), (b), or (c))
D SEARCH FEE N/A N/A N/A
(37 CFR 1.16(K), (i), or (m))
|:| EXAMINATION FEE
{37 CFR 1.16(0), (p), or (qQ)) N/A N/A N/A
TOTAL CLAIMS , N
(87 CFR 1.16(1)) minus 20 = X3 =
INDEPENDENT CLAIMS , N
(87 CFR 1.16(h) minus 3 = X3 =
If the specification and drawings exceed 100 sheets
0 of paper, the application size fee due is $310 ($155
ASF;PC';;%U?N SIZE FEE for small entity) for each additional 50 sheets or
( 16(s)) fraction thereof. See 35 U.S.C. 41(a)(1)(G) and 37
CFR 1.16(s).
[] MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16()
* If the difference in column 1 is less than zero, enter “0” in column 2. TOTAL
APPLICATION AS AMENDED - PART Il
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
,_ 02/17/2014 | \r1cr PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
5 AMENDMENT PAID FOR
g I?ggl) (37 CFR « 07 Minus | = 25 -2 x $80 = 160
z | e -4 vinus | 4 - 0 x 5420 - 0
<§E I:l Application Size Fee (37 CFR 1.16(s))
|:| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(j))
TOTAL ADD'L FEE 160
(Column 1) (Column 2) (Column 3)
CLAIMS HIGHEST
REMAINING NUMBER
AFTER PREVIOUSLY PRESENT EXTRA RATE ($) ADDITIONAL FEE ($)
AMENDMENT PAID FOR
Total (37 cFR . ; .
1_160))( Minus - X 8 -
Independent . ;
(272€§r11.1ee?(h)) Minus = X $ =

] Application Size Fee (37 CFR

1.16(s))

AMENDMENT

D FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CGFR 1.16()))

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

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

TOTAL ADD’L FEE

LIE
/DEBORAH POLLARD/

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

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

Page 79



Doc code: IDS PTO/SB/08a (01-10)

Lo . . . Approved for use through 07/31/2012. OMB 0651-0031
Doc description: Information Disclosure Statement (IDS) Filed U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERGE

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

Application Number 13475607
Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
( Not for submission under 37 CFR 1.99)

First Named Inventor | Daniel A. Gamache

Art Unit 1629

Examiner Name My Chau T Tran

Attorney Dacket Number PAT903988-US-NP

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(gm*lner Cite Patent Number Kind Issue Date Nar.ne of Patentee or Applicant Relevant Passages or Relevant
Initial No Ccde! of cited Document )
Figures Appear
1
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Fublication Kind | Publication Name of Patentee or Applicant Pages,Columns Lines where
e Cite No . Relevant Passages or Relevant
Initial Number Code’| Date of cited Document

Figures Appear

If you wish to add additional U.S. Published Application citation information please click the Add button. Add

FOREIGN PATENT DOCUMENTS Remove

Name of Patentee or Pages,Columns Lines
Examiner| Cite | Foreign Document Country Kind | Publication Applicant of cited where Relevant Ts
Initial* No | Number3 Code2? j Code4| Date Dpp Passages or Relevant
ocument .
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation informaticn please click the Add button ~ Add
NON-PATENT LITERATURE DOCUMENTS Remove
, . Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item

Examiner| Cite S : . '

e (book, magazine, journal, serial, symposium, catalog, etc}, date, pages(s), volume-issue humber(s), TS
Initials No : ; )

publisher, city and/or country where published.

EFS Web 2.1.17
Page 80



Application Number 13475607

Filing Date 2012-05-18

INFORMATION DISCLOSURE

STATEMENT BY APPLICANT
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Attorney Dacket Number PAT903988-US-NP
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Examiner Signature Date Considered
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( Not for submission under 37 CFR 1.99)

Examiner Name My Chau T Tran

Attorney Dacket Number PAT903988-US-NP

CERTIFICATION STATEMENT

Please see 37 CFR 1.97 and 1.98 to make the appropriate selection(s):

That each item of informaticn contained in the information disclosure statement was first cited in any communication
from a foreign patent office in a counterpart foreign application not more than three months prior to the filing of the
information disclosure statement. See 37 CFR 1.97(e)(1).

OR

That no item of information contained in the information disclosure statement was cited in a communication from a
foreign patent office in a counterpart foreign application, and, to the knowledge of the person signing the certification
after making reasonable inquiry, no item of information contained in the information disclosure statement was known to

[ ] any individual designated in 37 CFR 1.56(c) more than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e)(2).

[ ] See attached certification statement.
[ ] Fee setforthin 37 CFR 1.17 (p) has been submitted herewith.

None

SIGNATURE
A signature of the applicant or representative is required in accordance with CFR 1.33, 10.18. Please see CFR 1.4(d) for the
form of the signature.

Signature /Scott A. Chapple, 46,287/ Date (YYYY-MM-DD) 2013-12-16

Name/Print Scott A. Chapple Registration Number 46,287

This collection of information is required by 37 CFR 1.97 and 1.98. 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 collecticn is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTO. Time will vary depending upon the individual case. Any comments on the amount of time you
require to complete this form and/or suggestions for reducing this burden, should be sent to the Chief Information Officer, U.S.
Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria,
VA 22313-1450.
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Privacy Act Statement

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

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

1.

The infarmation on this form will be treated confidentially to the extent allowed under the Freedom of Information Act
(5 U.5.C. 552} and the Privacy Act (5 U.S5.C. 552a). Records from this system of records may be disclesed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these record s.

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
hegotiations.

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

A record in this system of records may be disclosed, as a routine use, to a contractor of the Agency having need for
the information in order to perform a contract. Recipients of informatioh shall be required to comply with the
requirements of the Privacy Act of 1874, as amended, pursuant to 5 U.S5.C. 552a(m).

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

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

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

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.5.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 inspections or an issued patent.

A record from this system of records may be disclosed, as a routine use, to a Federal, State, or local law
enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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PATENT COOPERATION TREATY PCT/US2012/038663

ADVANCE E-MAIL From the INTERNATIONAL BUREAU
P C T To:

NOTIFICATION CONCERNING
TRANSMITTAL OF COPY OF INTERNATIONAL
PRELIMINARY REPORT ON PATENTABILITY

(CHAPTER I OF THE PATENT COOPERATION SCOTT A. CHAPPLE
TREATY) Alcon Research, Ltd.
(PCT Rule 44bis.1(c)) IP Legal, Mail Code TB4-8

6201 South Freeway
Fort Worth, Texas 76134-2099
ETATS-UNIS D'AMERIQUE

Date of mailing (day/month/year)
28 November 2013 (28.11.2013)

Applicant's or agent's file reference

3988-WO-F IMPORTANT NOTICE
International application No. International filing date (day/month/year) Priority date (day/month/year)
PCT/US2012/038663 18 May 2012 (18.05.2012) 19 May 2011 (19.05.2011)

Applicant
ALCON RESEARCH, LTD. et al

The International Bureau transmits herewith a copy of the international preliminary report on patentability (Chapter T of the Patent
Cooperation 'lreaty)

The International Bureau of WIPO Authorized officer
34, chemin des Colombettes

1211 Geneva 20, Switzerland Slmln Baharlou

Facsimile No. +41 22 338 82 70 e-mail: ptO9.pct@wipo.int

Form PC'1/1B/326 (January 2004)
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY
(Chapter I of the Patent Cooperation Treaty)

(PCT Rule 44bis)

Applicant’s or agent’s file reference FOR FURTHER ACTION See item 4 below
3988-WO-F

International application No. International filing date (day/month/year) Priority date (day/month/year)
PCT/US2012/038663 18 May 2012 (18.05.2012) 19 May 2011 (19.05.2011)

International Patent Classification (8th edition unless older edition indicated)
See relevant information in Form PCT/ISA/237

Applicant
ALCON RESEARCH, LTD.

1. This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the
International Searching Authority under Rule 44 bis.1(a).
2. This REPORT consists of a total of 7 sheets, including this cover sheet.

In the attached sheets, any relerence (o the wrilten opinion of the International Searching Authority should be read as a
reference to the international preliminary report on patentability (Chapter 1) instead.

3. This report contains indications relating (o the [ollowing items:

Box No. 1 Basis of the report

Box No. II Priority

Box No. III Non-cstablishment of opinion with regard to novelty, inventive step and industrial
applicability

Box No. IV Lack of unity of invention

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or

industrial applicability; citations and explanations supporting such statement

XX X XX

Box No. VI Certain documents cited
Box No. VIT Certain deflects in the international application
Box No. VIII Certain observations on the international application
4. 'lhe International Bureau will communicate this report to designated Offices in accordance with Rules 44bis.3(c) and 93bis.1

but not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from
the priority date (Rule 44bis .2).

Date of issuance of this report
19 November 2013 (19.11.2013)

The International Bureau of WIPO Authorized officer

34, chemin des Colombettes _
1211 Geneva 20, Swilzerland Simin Baharlou

Facsimile No. +41 22 338 82 70 e-mail: ptO9.pct@wipo.int

Form PCT/IB/373 (January 2004)
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PATENT COOPERATION TREATY

From the
INTERNATIONAL SEARCHING AUTHORITY

PCT

WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

see form PCT/SA220

Date of mailing
(day/month/iear) see form PCTASA210 (second sheet)

Applicant's or agent's file reference FOR FURTHER ACTION

see form PCTASAL20 See paragraph 2 below

International application No. International filing date (day/monthirear) Priority date (day/monthi/ear)
PCTAUS2012/038663 18.05.2012 19.05.2011

International Patent Classification (IPC) or both national classification and IPC

INV. A61K31/335 A61K9/00 AB1P27/14

Applicant
ALCON RESEARCH, LTD.

1. This opinion contains indications relating to the following items:

Box No. | Basis of the opinion
Box No. Il Priority
Box No. Il Non-establishment of opinion with regard to novelty, inventive step and industrial applicability

Box No. IV Lack of unity of invention

KOOKK

Box No. V Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step and industrial
applicability; citations and explanations supporting such statement

Box No. VI Certain documents cited
Box No. VIl Certain defects in the international application

X K O

Box No. VIII Certain observations on the international application

2. FURTHER ACTION

If a demand for international preliminary examination is made, this opinion will usually be considered to be a
written opinion of the International Preliminary Examining Authority ("IPEA") except that this does not apply where
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the
International Bureau under Rule 66.1bis(b) that written opinions of this International Searching Authority

will not be so considered.

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months
from the date of mailing of Form PCTASA/220 or before the expiration of 22 months from the priority date,
whichever expires later.

For further options, see Form PCTASA/220.

3. For further details, see notes to Form PCTASA/220.

Name and mailing address of the ISA: Date of completion of Authorized Officer
this opinion

) European Patent Office see form P : )
Q)) S 10 Economou, Dimitrios L [4)

D-80298 Munich 3
Tel. +4989 2399 -0 Telephone No. +49 89 2399-0 L
Fax: +49 89 2399 - 4465

% S
”"’Gzed uead®”

Form PCTASA/2237 (Cover Sheet) (July 2009)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCTAUS2012/038663

Box No.l Basis of the opinion

1. With regard to the language, this opinion has been established on the basis of:
B4 the international application in the language in which it was filed

O atranslation of the international application into , which is the language of a translation furnished for the
purposes of international search (Rules 12.3(a) and 23.1 (b)).

2. O This opinion has been established taking into account the rectification of an obvious mistake authorized
by or notified to this Authority under Rule 91 (Rule 43bis.1(a))

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this
opinion has been established on the basis of a sequence listing filed or furnished:

a. (means)
0 on paper
1 in electronic form
b. (time)
1 in the international application as filed
O together with the international application in electronic form

L1 subsequently to this Authority for the purposes of search

4. IO In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished,
the required statements that the information in the subsequent or additional copies is identical to that in the
application as filed or does not go beyond the application as filed, as appropriate, were furnished.

5. Additional comments:

Box No. Il Priority

1. I The validity of the priority claim has not been considered because the International Searching Authority
does not have in its possession a copy of the earlier application whose priority has been claimed or, where
required, a translation of that earlier application. This opinion has nevertheless been established on the
assumption that the relevant date (Rules 43bis.1 and 64.1) is the claimed priority date.

2. O This opinion has been established as if no priority had been claimed due to the fact that the priority claim
has been found invalid (Rules 43bis.1 and 64.1). Thus for the purposes of this opinion, the international
filing date indicated above is considered to be the relevant date.

3. Additional observations, if necessary:

Form PCTASA/237 (April 2007)
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WRITTEN OPINION OF THE

INTERNATIONAL SEARCHING AUTHORITY

International application No.
PCTAUS2012/038663

Box No.V Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step or
industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N)

Inventive step (1S)

Industrial applicability (IA)

2. Citations and explanations

see separate sheet

Yes:

No:

Yes:

No:

Yes:

No:

Claims
Claims

Claims
Claims

Claims
Claims

Box No. VIl Certain defects in the international application

The following defects in the form or contents of the international application have been noted:

see separate sheet

Box No. VIII Certain observations on the international application

The following observations on the clarity of the claims, description, and drawings or on the question whether the

claims are fully supported by the description, are made:

see separate sheet

Form PCTASA/237 (April 2007)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2012/038663

Re Iltem V

Reasoned statement with regard to novelty, inventive step or industrial applica-
bility; citations and explanations supporting such statement

1). Claims 24-25 relate to subject-matter considered by this Authority to be covered by
the provisions of Rule 39.1(iv) / 67.1(iv) PCT.

The patentability can be dependent upon the formulation of the claims. The EPO, for
example, does not recognise as patentable claims to the use of a compound in medi-
cal treatment, but may allow claims to a product, in particular substances or composi-
tions for use in a first or further medical treatment.

2). Reference is made to the following documents:

Reference is made to the following documents:
D1=WO 2009/003199

D2=WOQO 96/39147

D3=WO 01/54687

D4=WOQO 2008/015695

All of the documents D1-D3 disclose compositions comprising at least 0.7%
olopatadin for the treatment of allergic eye diseases. Hence the subject-matter of
claims 1-2 and 24-25 is not novel

D1 discloses compositions comprising at least 0.7% olopatadin for the treatment of al-
lergic eye diseases (see example 20). Example 20 discloses also the composition in
the presence of SBE-gamma-CD. Hence the subject-matter of claim 3 is also not nov-
el.

The closest prior art is D1 which discloses high concentrations of olopatadine in aque-
ous solution suitable for ophthalmic administration (see example 20). Said document
refers also to the additional compounds which appear to routineously used in the tech-
nical field (e.g PVP, PEG, boric acid, polyols, HPMC, preservatives; see the passages
mentioned in the ISR).

Form PCT/ISA/237 (Separate Sheet) (Sheet 1) (EPO-April 2005)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2012/038663

Additionally, from D4 the use of PEG, HPMC, PVP, BAK for solubilization of olopata-
dine have been mentioned in examples A-M in which however, the highest amount of
olopatadine has reached 0.665 % but with an insufficient physical stability. Composi-
tions comprising 0.527 % olopatadine are mentioned in example 1 which comprise
HP-beta-cyclodextrin, HPMC and benzalkonium chloride. Hence, as it appears from
D1 or D4, cyclodextrins, PVP, HPMC, PEG are obvious i the technical field and there-
fore the subject-matter of the present application does not appear to involve an inven-
tive step.

Re ltem Vii

Certain defects in the international application

As it appears from the description tailoring of the compositions of the present applica-
tion appears to be a challenge for the person skilled in the art. The compositions must
be stable, must comprise olopatadine in high concentrations (at least 0.67 %), thus
exhibiting consistent efficacy against late phase symptoms of allergic conjunctivitis
and must have sufficient antimicrobial activity to provide desired levels of preservation
efficacy.

As it is evident from table B cyclodextrin can significantly enhance the solubility of
olopatadine in in aqueous solutions. However, must be present in a concentration of
at least 1.5 % since amounts of 1 % HP-beta-cyclodextrin do not solubilize at least
0.67 % of olopatadine. From table C however, can be seen that 1.5% HP-beta-cy-
clodextrin significantly inhibits the ability of a preservative to provide desired preserva-
tion to an aqueous solution. From table E it is evident that formulations having high
concentrations of olopatadine show desirable preservation by combining PVP with a
relatively low amount of HP-beta-cyclodextrin by using BAK and boric acid as preser-
vatives. Tables F and G show that formulations comprising SBE-beta-CD do not pro-
vide desired levels of preservation.

The only compositions which appear to possess the above mentioned properties are
probably the compositions mentioned on table J of the description. These composi-
tions comprise however, specific components, in particular amounts. Claims which are
roughly similar to the compositions of table J are claims 20-23. For the invention as
defined in any of the other claims the description does not comprise at least a way of
how the skilled person would carry out the invention, since it appears the desired ef-
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INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2012/038663

fects cannot be achieved without undue burden. Hence, the present application does
not fulfil the requirements of art. 5 PCT as regards subject-matter as defined in claims
1-19 and 24-25.

Re ltem VIl

Certain observations on the international application

Itis clear from the description from page 3, line 19 to page 4, line 2 that the following
features are essential to the definition of the invention:

-a cyclodextrin

-a lactam polymer

-a polyether

-apHof5.5t08

-an osmolality of 200 to 450 (units mentioned on page 14, lines 16-20)

-a preservative and a borate and/or polyol.

Since independent claims 1, 9,16 and 20 do not contain this feature it does not meet
the requirement following from Article 6 PCT taken in combination with Rule 6.3(b)
PCT that any independent claim must contain all the technical features essential to
the definition of the invention.
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Period for Reply
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Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
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- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status
)X Responsive to communication(s) filed on 05/15/2013.
[] A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon ____.
2a)[] This action is FINAL. 2b)[X] This action is non-final.

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

4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

5[ Claim(s) 1-25 is/are pending in the application.

5a) Of the above claim(s) 171 and 12 is/are withdrawn from consideration.

6)X] Claim(s) 16,17 and 20-25 is/are allowed.

7)X Claim(s) 1-10.14.15.18 and 19 is/are rejected.

8)X] Claim(s) 13 is/are objected to.

9] Claim(s) are subject to restriction and/or election requirement.
* If any claims have been determined allowable, 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

hitp/hwww usplo gov/patents/init_events/peh/indax.jsp or send an inquiry to PPHieaedback@uspio.qoy.

Application Papers
10)[] The specification is objected to by the Examiner.
11)X] The drawing(s) filed on 05/18/2012is/are: a)[X] accepted or b)[[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).

Priority under 35 U.S.C. § 119
12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
Certified copies:
a)J Al b)[]Some * ¢)[] None of the:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) IZI Notice of References Cited (PTO-892) 3) |:| Interview Summary (PTO-413)
. . Paper No(s)/Mail Date.
2) D Information Disclosure Statement(s) (PTO/SB/08) I:l oth
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U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-13) Office Action Summary Part of Paper No./Mail Date 20131002

Page 95



Application/Control Number: 13/475,607 Page 2
Art Unit: 1629

DETAILED ACTION

Application and Claims Status

1. The present application is being examined under the pre-AlIA first to invent provisions.
2. Applicant's amendment and response filed 05/15/2013 are acknowledged and entered.
3. Claims 1-25 were pending. No claims were amended, added, and/or cancelled.

Therefore, claims 1-25 are currently pending.

Election/Restrictions
4. Applicant's election with traverse of the species of ophthalmic composition in the reply
filed on 05/15/2013 is acknowledged. Applicants election is as follows: “Applicants elect, with

traverse, the composition described in the table below:

iaonsty Agant{

e
R

G =

AR AR AN TSR AR AR A A
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ouified wats

The traversal is on the ground that “Election/Restriction Requirements are to be based
upon the claims of an application and should indicate where different species are within the
claims. The Election Requirement for the present application has failed to do that”, in which
applicant specifically cites MPEP § 803 and 806.01. This is not found persuasive because 1) as
clearly stated in the previous Office Action, this is a species election regarding the various
claimed species of ophthalmic composition wherein each claimed ophthalmic composition have
distinct formulation. See especially instant claims 1, 9, 16, and 20. Each distinct formulation
has different concentration of active agent and/or different type of excipients, diluents, vehicles,
and/or carriers that result in distinct claimed ophthalmic composition. Moreover, applicants have
not provided any evidence and/or clearly state on record that each of the claimed ophthalmic
composition does not have distinct formulation. 2) The MPEP citations provided by applicant
does not specifically relates to the species election that is require by the previous Office Action.
Applicants should read MPEP § 806.04(b), 806.04(¢e), 806.04(f), and 806.04(h) that are
specifically related to the species election requirement. Thus, the instant application meets the
species election requirement.

The requirement is still deemed proper and is therefore made FINAL.
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5. Claims 11 and 12 are withdrawn from further consideration pursuant to 37 CFR 1.142(b),
as being drawn to nonelected species, there being no allowable generic or linking claim.
Applicant timely traversed the restriction (election) requirement in the reply filed on 05/15/2013.

Accordingly, claims 1-10 and 13-25 are under consideration in this Office Action.

Priority
6. This instant application claims benefits to two provisional application, which are

61/487,789 filed 05/19/2011 and 61/548,957 filed 10/19/2011, under 35 U.S.C. 119(e).

Claim Rejections - 35 USC § 112

7. The following is a quotation of 35 U.S.C. 112(d):

(d) REFERENCE IN DEPENDENT FORMS.—Subject to subsection (e), a claim in dependent form
shall contain a reference to a claim previously set forth and then specify a further limitation of the
subject matter claimed. A claim in dependent form shall be construed to incorporate by reference all the
limitations of the claim to which it refers.

The following is a quotation of 35 U.S.C. 112 (pre-AIA), fourth paragraph:

Subject to the [fifth paragraph of 35 U.S.C. 112 (pre-AlIA)], a claim in dependent form shall contain a
reference to a claim previously set forth and then specify a further limitation of the subject matter
claimed. A claim in dependent form shall be construed to incorporate by reference all the limitations of
the claim to which it refers.

8. Claims 18 and 19 are rejected under 35 U.S.C. 112(d) or pre-AIA 35 U.S.C. 112, 4th
paragraph, as being of improper dependent form for failing to further limit the subject matter of
the claim upon which it depends, or for failing to include all the limitations of the claim upon
which it depends. Here, instant claim 18 recites the limitation of “further comprising polyol”.
Instant claim 19 recites the limitation of “wherein the polyol include polyethylene glycol at a

concentration of at least 0.4 w/v% but no greater than 2.2 w/v%”. Instant claim 16 for which
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claims 18 and 19 depend recites the limitation of “PEG having a molecular weight of 300 to 500
wherein the concentration of the PEG in solution is from about 2.0 w/v % to about 6.0 w/v%”.
The acronym of PEG is defined in the instant specification as polyethylene glycol (see pg. 2,
lines 26-27). Consequently, claims 18 and 19 do not further limit the subject matter of instant
claim 16. Applicant may cancel the claim(s), amend the claim(s) to place the claim(s) in proper
dependent form, rewrite the claim(s) in independent form, or present a sufficient showing that

the dependent claim(s) complies with the statutory requirements.

Claim Rejections - 35 USC § 102
0. The following is a quotation of the appropriate paragraphs of pre-AIA 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitled to a patent unless —

(e) the invention was described in (1) an application for patent, published under section 122(b), by
another filed in the United States before the invention by the applicant for patent or (2) a patent granted
on an application for patent by another filed in the United States before the invention by the applicant
for patent, except that an international application filed under the treaty defined in section 351(a) shall
have the effects for purposes of this subsection of an application filed in the United States only if the
international application designated the United States and was published under Article 21(2) of such
treaty in the English language.

10. Claims 1, 2, and 4-8 are rejected under pre-AIA 35 U.S.C. 102(e) as being anticipated by
Schneider et al. (US Patent Application Publication 2011/0082145 A1; Filing Date 10/01/2010).
For claims 1, 2, and 4-8, Schneider et al. disclose formulations of olopatadine and their
use