UNITED STATES PATENT AND TRADEMARK OFFICE
CERTIFICATE OF CORRECTION

PATENT NO. : 8,168,620 B2 Page 1of1
APPLICATION NO. : 10/518016

DATED :May 1, 2012

INVENTOR(S) : Amar Lulla et al.

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

In the claims:

Column 12, Claim 7, Line 7; Replace: “a suspending agent a thickening agent” with --a suspending

agent, a thickening agent--
Column 12, Claim 10, Lines 20-21; Replace: “phenyl mercury borate, or benzoic acid” with --phenyl

mercury borate, benzoic acid--
Column 13, Claim 24, Lines 19-20; Replace: “dosage form of as a nasal spray” with --dosage form of

a nasal spray--

Signed and Sealed this
Eighteenth Day of November, 2014

Tvcbatle 7 Loa

Michelle K. Lee
Deputy Director of the United States Patent and Trademark Office
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Aftorney Docked No, URT/20632 US (413784700 Fatens

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Patentees: Amar Lulla, ef af, §

& Group Art Unit: 1618
Patent No.o 8,168,620 B2 §

§ Hxaminer: Thor B. Niglson
Issued: May 1, 2012 §

) Confirmation No.: 4912
For;  COMBINATION OF AZELASTINE AND §

STEROIDS §

Mail Stop: Certificate of Correction Branch CERTIICATE DEFILING

Commissioner for Fatents Purswant to 37 CER. § 1.8, T hersby cenify that this

PO Bax 1450 correspondence i being electronically subwmitied to the 1.8,
Aie‘xandri& YA 223131450 Patent and Trademark Office wpbssif.e, WWW BSPHO.E0Y, o8

N

PETITION FOR CERTIFICATE OF CORBECTION

Comrnissioner
Patentees hereby request that a Certificate of Correction be issued pursuant to 37 C.FR.

§1,322 and 37 C.F.R. $1.323 to correct the mistakes as set out in the attached draft certificate,
The mistakes to be corrected are minor and editorial in nature. The Coimmmissioner is
hereby authorized to charge payment of any fees associated with submission of the Certificate of

Correction sebmilted herewith to Deposit Account 50-1515, Conley Rose, P.C.

Respectfully submitied,

Drater

ConLey Rosg, P.C

3601 Granite Parkway, Suite 560

Plano, Texas 75024 ATTORNEY FOR APPLICANTS
{372y 7312288

{972} 731-2288 (fax}

298038-v1/4137-0a700
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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.
10/518,016 05/01/2012 8168620 CRT/20632 US (4137-04700) 4912
30652 7590 04/11/2012

CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750
PLANO, TX 75024

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 987 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):

Amar Lulla, Mumbai, INDIA;
Geena Malhotra, Mumbai, INDIA;

IR103 (Rev. 10/09)
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

9 4710495 1987-12-01 Bodor

10 5837699 1998-11-17 Sequeira, et al.

11 3755302 1973-08-28 Ercoli, et al.

12 3557162 1971-01-19 Voorschoten, et al.
13 5420120 1995-05-30 Boltralik

14 3828080 1974-08-06 May, et al.

15 5081113 1992-01-14 Claussner, et al.

ha gpplied
G nge(s) pphe Mitsukuchi et al.

td documenltye 4861765 1989-08-29 | JouORR—
VAR Y4
2AN28/2012
17 4267173 1981-05-12 | Draper
18 4221787 1980-09-09 | Bodor, et al.
19 5608093 1997-03-04 | Stache, et al.

/Thor Nielsen/ 01/13/2 g12
EFS Web 2.1.17 ALlfiR?ES ERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Doc code: IDS PTO/SB/08a (01-10)
S . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns, Lines where
- Patent Number Issue Date . Relevant Passages or Relevant
Initial No Code1 of cited Document )
Figures Appear
1 4198403 1980-04-15 Alvarez
2 6261539 2001-07-17 Adjei, et al.
3 4187301 1980-02-05 Edwards
4 5972920 1999-1026 | Seidel
5tache et al.
5 4377575 1983-03-22 Fhitipps—eteat—
C 1ange(s) aPPiied
toldacumen
/ALBS
5 /08,2012 |6 3856828 1974-12-24 | Phillipps, et al.
7 4113680 1978-09-12 Kamano, et al.
8 4093721 1978-06-06 Phillipps, et al.
Thor Nielsen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

46 | 0154481 WO 2001-08-02 Rohm and Haas ]
Company
47 1191965 GB 1970-05-13 Warner-Lambert ]

Pharmaceutical Company

48 | 0048587 WO 2000-08-24 | Novartis AG, et al. ]

ha alppli
C nge(s) pplied /2001

tojdocumentg | 0104118 WO 2844=84=48= | Almirall Prodesfarma S.A. ]
/ILBs
4/ 7T

50 0157025 WO 2001-08-09 Pfizer Products Inc. ]

If you wish to add additional Foreign Patent Document citation 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
Examiner| Cite o . . '
el (book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s}, TS
Initials* | No . . :
publisher, city and/or country where published.
1 "Azelastine," STN Registry No. 58581-83-8, STN Registry File, Retrieved 2010-11-23, page 1. |:|
2 "Fluticasone Furoate," STN Registry No. 387864-44-7, STN Registry File, Retrieved 2010-11-23, page 1. |:|
” Astelin (azelastine hydrochloride) Nasal Spray, MedPointe Pharmaceuticals, 2006, U S. Physicians Desk Reference, —
pp. 1876-1877. —
4 AV ]
M |
/Thor Nielsen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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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. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. CONFIRMATION NO. |
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
(4137-04700)
30652 7590 03/20/2012

CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750
PLANO, TX 75024

| EXAMINER

NIELSEN, THOR B

| ART UNIT | PAPER NUMBER

1616

| MAIL DATE

DELIVERY MODE |

03/20/2012

PAPER

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

The time period for reply, if any, is set in the attached communication.

PTOL-90A (Rev. 04/07)
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UNITED STATES DEPARTMENT OF COMMERCE

U.S. Patent and Trademark Office
Address : COMMISSIONER FOR PATENTS
P.O. Box 1450
Alexandria, Virginia 22313-1450

APPLICATION NO./ FILING DATE FIRST NAMED INVENTOR / ATTORNEY DOCKET NO.
CONTROL NO. PATENT IN REEXAMINATION
10/518,016 06 July, 2005 LULLA ET AL, CRT/20632 US (4137-
04700)
EXAMINER
CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750 THOR NIELSEN
PLANO, TX 75024
ART UNIT PAPER
1616 20120315
DATE MAILED:

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

proceeding.

Comm

issioner for Patents

The references identified on the attached Information Disclosure Statement, filed on 02/23/2012, have been considered. TBN

/T.N./

Examiner, Art Unit 1616

PTO-90C (Rev.04-03)
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Doc code: IDS PTO/SB/08a (01-10)

P . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(a_imlner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code 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
- Cite No . Relevant Passages or Relevant
Initial Number Ccode'| 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 PP Passages or Relevant
Document )
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation information please click the Add button ~ Add
NCN-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 number(s), TS
Initials No : . .
publisher, city and/or country where published.

/Thor Nielsen/ 03/15/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

1 Office Action dated March 29, 2011 (3 pages) from counterpart application, AU2009243422. [:|

2 Astelin (azelastine hydrochloride) Nasal Spray, MedPointe Pharmaceuticals, 2006, U.S. Physicians Desk Reference,
pp. 1876-1877. [

3 Veramyst (fluticasone furoate) Nasal Spray, GlaxoSmithKline, 2007, Summary Sheet, pp. 1-20. |:|

4 BARNES, PETER J., "Chronic obstructive pulmonary disease: new opportunities for drug development,”" Trends in u
Pharmacological Sciences, Vol. 19, No. 10, 1998, pp. 415-423.

5 BARNES, PETER J., "Novel approaches and targets for treatment of chronic obstructive pulmonary disease," ]
American Journal of Respiratory and Critical Care Medicine, Vol. 160, 1999, pp. S72-S79.

6 BARNES, PETER J., "Efficacy of inhaled corticosteroids in asthma,” The Journal of Allergy and Clinical Immunology, ]
Vol. 102, No. 4, 1998, pp. 531-538, 1998.

BOWLER, SIMON, "Long acting beta agonists," AUSTRALIAN FAMILY PHYSICIAN, Vol. 27, No. 12, 1998, pp. 1115, |:|
1117-1118, plus cover.

KNOBIL, K., et al., "Adding salmeterol is more effective than increasing the dose of fluticasone for patients with asthma
8 who are symptomatic on low dose fluticasone," European Respiratory Review, Copenhagen, DK, Vol. 12, Suppl. 29, ]
December 1998 {1998-12), pages 195-208S.

9 LUMRY, WILLIAM R., "A review of the preclinical and clinical data of newer intranasal steroids in the treatment of D
allergic rhinitis," Allergy Clin. Immunol., October 1999, 104 (4 Pt 1), pp. S150-S158 plus one correction page.

10 MELTZER, et al., "Onset of therapeutic effect of fluticasone propionate aqueous nasal spray," Ann. Allergy Asthma D
Immunol_, 2001, Vol. 86, No. 3, pp. 286-291.

11 MOLLMANN, H., et al., “Handbook of pharmacokinetic / pharmacodynamic correlation, Chapter 14, Pharmacokinetic- D
Pharmacodynamic Correlations of Corticosteroids, 323-336, CRC Press, 1995.

/Thor Nielsen/

03/

572012
EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED TH F{éUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

NAEDELE-RISHA, R, et al., "Dual components of optimal asthma therapy: scientific and clinical rationale for the use
12 of long acting beta-agonists with inhaled corticosteroids,” THE JOURNAL OF THE AMERICAN OSTEOPATHIC [:|
ASSOCIATION, Vol. 101, No. 9, September 2001, pp. 526-533.

O'CONNER, B. J., "Combination therapy," Pulmonary Pharmacology and Therapeutics, Vol. 11, No. 5/6, 1998, pp.
13 397-399 [l
14 HOLGATE, STEPHEN T., Difficult Asthma, 1999, cover page and publishing information. |:|
15 PCT/GB01/03495, International Preliminary Examination Report, date of mailing: August 30, 2002. |:|
16 POPPER, T. L., et al., "Structure-activity relationship of a series of novel topical corticosteroids," Journal of Steroid D
Biochemistry, 1987, Vol. 27, pp. 837-843.
17 TANAKA, et al., "Synthesis of 4H-furo[3,2-blindole derivatives. Il {1). Preparation of 4H-furo[3,2-b]indole-2-carboxylic ]

acid derivatives,” Journal Heterocyclic Chemistry, Vol. 16, pp. 785-788, 1979.

UENO, et al., "Synthesis and evaluation of antiinflammatory activities of a series of corticosteroid 17. Alpha - esters
18 containing a functional group," JOURNAL OF MEDICINAL CHEMISTRY, AMERICAN CHEMICA SOCIETY, Vol. 34, ]
No. 8, August 1991, pp. 2468-2473.

19 VAN DER MOLEN, et al., "Effects of the long acting beta agonist formoterol on asthma control in asthmatic patients D
using inhaled corticosteroids," Thorax, Vol. 52, No. 6, 1997, pp. 535-538.

20 | Comparative data of azelastine with steroids, 2011. ]

21 Malhotra Exhibit B, August 2011. ]

PETTERSSON, BERTIL, et al., "Re-evaluation of the classical mycoplasma lipophilum cluster (Weisburg, et al., 1989}
22 and description of two new clusters in the hominis group based on 16S rDNA sequences," Int'l Journal of Systematic & |:|
Evolutionary Microbiology, 2001, Vol. 51, pp. 633-643.

Thor Mislsen/ 03/15/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

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

EXAMINER SIGNATURE

Examiner Signature [Thor Nielsen/ Date Considered 03/15/2012

*EXAMINER: Initial if reference considered, whether or not citation is in cenformance with MPEP 609. 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). 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 WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here if
English language translation is attached.

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) moare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
[] The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2012-02-23

Name/Print Rodney B. Carroll Registration Number 39624

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.5.C. 122 and 37 CFR
1.14. This collection 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.

{Thor Nieisen/ 03/15/2012
EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

/Thor Nielsen/ 03/15/2012

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

EFS Web 2.1.17
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Doc code: IDS PTO/SB/08a (01-10)

- . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Decket Number CRT/20632 US (4137-04700)

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages Columns, Lines where
- Patent Number Issue Date . Relevant Passages or Relevant
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If you wish to add additional non-patent literature document citation information please click the Add button ~ Add

EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 801.04. 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.
1 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.
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Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information contained in the information disclosure statement was first cited in any communication
[ ] from a foreign patent office in a counterpart foreign application not mare 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.
[[] The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2012-02-23

Name/Print Rodney B. Carroll Registration Number 39624

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 collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTQO. 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.S5.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.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these 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
negotiations.

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

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

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

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

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

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public 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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Atty Docket No: CRT/[20632 US (4137-04700) Patent

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicants:  Amar Lulla, et al. §
N Group Art Unit: 1616
Serial No.: 10/518,016 §
§ Examiner: Thor B. Nielsen
Filed: July 6, 2005 §
§ Confirmation No.: 4912
For:  COMBINATION OF AZELASTINE AND §
STEROIDS §
§
CERTIFICATE OF FILING
Commissioner For Patents Pursuant to 37 C.F.R. §1.8, T hereby certify that this
PO Box 1450 correspondence is being electronically submitted to the
Alexandria VA 22313-1450 US. Patent and Trademark Office website,
v%w.usmo.aov, on Q,’Z% 1 .
Ediffxs;gk\' gwt

Sir:

SUPPLEMENTAL SUBMISSION

This submission is supplemental to the Information Disclosure Statement filed on
December 13, 2011. In response to the Examiner’s indication that copies of certain non-patent
literature references from the December 13" IDS were of poor quality and therefore could not be
fully considered, Applicants respectfully submit herewith supplemental copies of such references.
For convenience, the supplemented references are listed in the attached Form PTO/SB/08a.

Applicants respectfully request further consideration and admission of these references.

157675-v1/4137-04700 1
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Atty Docket No: CRT/20632 US (4137-04700) Patent

Applicants believe that no fee is necessary for this submission. However, should a fee is
deemed necessary, the Commissioner is authorized to charge it to Deposit Account 50-1515 of

Conley Rose, P.C. for the filing this Supplemental Information Disclosure Statement.

Respectfully submitted,

91312

CONLEY ROSE, P.C.
5601 Granite Parkway, Suite 750 ATTORNEY FOR APPLICANTS
Plano, Texas 75024

(972) 731-2288

157675-v1/4137-04700 2
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

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

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

P.0. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

NOTICE OF ALLOWANCE AND FEE(S) DUE

EXAMINER |

30652 7590 01/30/2012 |

CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750
PLANO, TX 75024 |

NIELSEN, THOR B

ART UNIT PAPER NUMBER |

1616

DATE MAILED: 01/30/2012

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
TITLE OF INVENTION: COMBINATION OF AZELASTINE AND STEROIDS (4137-04700)
APPLN. TYPE SMALL ENTITY ISSUE FEE DUE PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional NO $1740 $300 $0 $2040 04/30/2012

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 SMALL ENTITY status shown above.

If the SMALL ENTITY is shown as YES, verify your current
SMALL ENTITY status:

A. If the status is the same, pay the TOTAL FEE(S) DUE shown
above.

B. If the status above is to be removed, check box 5b on Part B -
Fee(s) Transmittal and pay the PUBLICATION FEE (Gf required)
and twice the amount of the ISSUE FEE shown above, or

If the SMALL ENTITY is shown as NO:
A. Pay TOTAL FEE(S) DUE shown above, or

B. If applicant claimed SMALL ENTITY status before, or is now
claiming SMALL ENTITY status, check box 5a on Part B - Fee(s)
Transmittal and pay the PUBLICATION FEE (if required) and 1/2

the ISSUE FEE shown above.

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

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

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

Page 1 of 3
PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
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

in(ficated 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.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) Note: A certificate of mailing can only be used for domestic mailings of the

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

Eapers. Each additional paper, such as an assignment or formal drawing, must

ave its own certificate of mailing or transmission.

30652 7590 01/30/2012
CONLEY ROSE, P.C. Certificate of Mailing or Transmission
I hereby certify that this Fee(s) Transmittal is being deposited with the United
5601 GRANITE PARKWAY, SUITE 750 States Postal S}icrvice with sufficient postage for first class mail in an envelope
PLANO, TX 75024 addressed to the Mail Stop ISSUE FEE address above, or being facsimile
transmitted to the USPTO (571) 273-2885, on the date indicated below.
(Depositor's name)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
TITLE OF INVENTION: COMBINATION OF AZELASTINE AND STEROIDS (4137-04700)
| APPLN. TYPE SMALL ENTITY | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional NO $1740 $300 $0 $2040 04/30/2012
| EXAMINER | ART UNIT | crasssuscrass |
NIELSEN, THOR B 1616 514-171000
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. . ! . 9
(2) the name of a single firm (having as a member a
(1 "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 nameis 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)
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[ Publication Fee (No small entity discount permitted) | Payment by credit card. Form PTO-2038 is attached.
[ Advance Order - # of Copies (1 The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
Ja Applicant claims SMALL ENTITY status. See 37 CFR 1.27. b Applicant is no longer claiming SMALL ENTITY status. See 37 CFR 1.27(g)(2).

NOTE: The Issue Fee and Publication Fee (if required) will not be accepted from anyone other than the applicant; a registered attorney or agent; or the assignee or other party in
interest as shown by the records of the United States Patent and Trademark Office.
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Typed or printed name Registration No.

This collection of information is required by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process)
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering, preparing, and
submitting the completed application form to the USPTO. Time will va{ﬁl deﬁendin 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, Alexand%—ia, Virginia 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450,
Alexandria, Virginia 22313-1450.

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

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

P.0. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. |  CONFIRMATION NO. |
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
(4137-04700)
EXAMINER |
30652 7590 01/30/2012

CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750
PLANO, TX 75024

NIELSEN, THOR B

| ART UNIT PAPER NUMBER |

1616

DATE MAILED: 01/30/2012

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

The Patent Term Adjustment to date is 434 day(s). If the issue fee is paid on the date that is three months after the
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half
months) after the mailing date of this notice, the Patent Term Adjustment will be 434 day(s).

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

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval

(PAIR) WEB site (http:/pair.uspto.gov).

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

PTOL-85 (Rev. 02/11)
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Privacy Act Statement

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

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

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

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

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

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

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

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

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

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

9. 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)
Supplemental 10/518,016 LULLA ET AL.
Notice of Allowability Examiner Art Unit
THOR NIELSEN 1616

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

1. This communication is responsive to 12/13/2012.

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. IX] The allowed claim(s) is/are 1,2,4,6-8,10,13-16,19-22,30,35-38,45 and 53-79.

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

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

International Bureau (PCT Rule 17.2(a)).
* 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. [] A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER’S AMENDMENT or NOTICE OF
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient.

6. [ ] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
(a) [ including changes required by the Notice of Draftsperson’s Patent Drawing Review ( PTO-948) attached
1) [ hereto or 2) [] to Paper No./Mail Date .

(b) I 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).

7. ] 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. [J Notice of References Cited (PTO-892) 5. [] Notice of Informal Patent Application
2. [J Notice of Draftperson's Patent Drawing Review (PTO-948) 6. [] Interview Summary (PTO-413),
Paper No./Mail Date .
3. Information Disclosure Statements (PTO/SB/08), 7. [J Examiner's Amendment/Comment
Paper No./Mail Date See Continuation Sheet
4. [] Examiner's Comment Regarding Requirement for Deposit 8. [] Examiner's Statement of Reasons for Allowance

of Biological Material
9. [X] Other Detailed Action .

U.S. Patent and Trademark Office
PTOL-37 (Rev. 03-11) Notice of Allowability Part of Paper No./Mail Date 20120113
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Continuation Sheet (PTOL-37) Application No. 10/518,016

Continuation of Attachment(s) 3. Information Disclosure Statements (PTO/SB/08), Paper No./Mail Date: 12/13/2011a; 12/13/2011b;
12/13/2011c.
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Application/Control Number: 10/518,016 Page 2
Art Unit: 1616

DETAILED EXAMINATION
Reasons for Allowance
The claims are free of the prior art of record, including references submitted on
December 14, 2011 and subsequently reviewed. Further reasons for Allowance were

filed on October 3, 2011, and are reiterated by reference.

Status of Claims

Claims 1-2, 4, 6-8, 10, 13-16, 19-22, 30, 35-38, 45, and 53-79 are submitted.

Status of Examination
The Applicant has filed a Request for Continued Examination together with some

350 additional references by Information Disclosure Statements.

Applicant’s Claims

Claim 1 is illustrative:

A pharmaceutical formulation comprising:

azelastine, or a pharmaceutically acceptable salt thereof, and

a pharmaceutically acceptable ester of fluticasone,

wherein said pharmaceutical formulation is in a dosage form suitable for nasal
administration.

Conclusion
The portions of the references identified on the three Information Disclosure
Statements of December 14, 2011, which were in legible English were reviewed.

lllegible text and illegible documents were not reviewed. Also, documents that were not
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Application/Control Number: 10/518,016 Page 3
Art Unit: 1616

reasonably identified to correspond to an entry on an Information Disclosure Statement
were not reviewed. If the Applicant would like for such documents to be reviewed,
appropriately annotated fair copies should be submitted.

Any inquiry concerning this communication or earlier communications from the
examiner should be directed to THOR NIELSEN whose telephone number is (571)270-
3476. The examiner can normally be reached on Monday through Friday from 9:00
A.M. to 4:00 P.M.

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.

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

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

Thor Nielsen
Patent Examiner
AU 1616

CIPLA LTD. EXHIBIT 2001 PAGE 36



Application/Control Number: 10/518,016 Page 4
Art Unit: 1616

/Johann R. Richter/

Supervisory Patent Examiner, Art Unit 1616
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Doc code: IDS PTO/SB/08a (01-10)

P . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(a_imlner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code 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
- Cite No . Relevant Passages or Relevant
Initial Number Ccode'| 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 PP Passages or Relevant
Document )
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation information please click the Add button ~ Add
NCN-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 number(s), TS
Initials No : . .
publisher, city and/or country where published.

{Thor Nielsen/
or Nigisen 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
1 A BT TYP SeTaE K] [oooon
2 Maus Exhibit B, August 2011. |:|
NIELSEN, et al., "Intranasal corticosteroids for allergic rhinitis: superior relief?" Drugs, 2001, Vol. 61, No. 11, pp.
3 1535-1691. [
4 Opponent's R116 Submission for EP1519731. 2011 ]
5 CIPLA's response to Statement of Opposition for EP1519731. 2011 |:|
6 SHENFIELD, "Fixed drug combinations: which ones can be recommended?" Current Therapeutics, 1986, pp. 15-29. |:|
7 Opponent's Statement of Opposition for EP1519731. 2011 ]
8 Result of oral proceedings dated October 12, 2011 of EP Patent No. 1519731. ]
9 Opponent's submission dated October 6, 2011 to EP Patent No. 1519731. |:|
10 | Patentee's submission dated October 5, 2011 to EP Patent No. 1519731. ]
11 Patentee's submission dated September 29, 2011 regarding list of attendees at oral proceedings on EP Patent No. D
1519731.
[Thor I}\ﬁ_se"/ 01/13/2012 ,
EFS Web 2.1.17 L REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

12 Opponent's submission dated September 23, 2011 regarding list of attendees at oral proceedings on EP Patent No. I:'

1519731.
13 Opponent's submission dated September 23, 2011 regarding additional documents on EP Patent No. 1519731. |:|
14 Patentee's submission dated September 18, 2011 on EP Patent No. 1519731. |:|
15 Patentee's response of September 6, 2010 of EP Patent No. 1519731. |:|
16 HAMPEL, FRANK C., et al., "Double-blind, placebo-controlled study of azelastine and fluticasone in a single nasal D
spray delivery device, Annals of Allergy, Asthma & Immunology, August 2010, Vol. 105, pp. 168-173.
17 BIGGADIKE, KEITH, Letter to the Editor, "Fluticasone furoate/fluticasone propionate - different drugs with different ]

properties,” The Clinical Respiratory Journal, 2011, pp. 183-184.

Rapid response report: summary with critical appraisal, fluticasone furoate versus fluticasone propionate for seasonal
18 allergic rhinitis: a review of the clinical and cost-effectiveness, June 13, 2011, Fluticasone Furoate for Seasonal |:|
Allergic Rhinitis.

19 Office Action dated September 8, 2011 of US Patent Application No. 12/508,388 filed July 23, 2009. ]

20 Office Action dated September 15, 2011 of US Patent Application No. 12/508,393 filed July 23, 2009. |:|

21 Search Report dated May 12, 2009 of EP 08075101. ]

22 Search Report dated May 12, 2009 of EP 08075100. |:|
Jihor Niglsen/ 0171372012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

23 MEALY, N. E., et al., "Ciclesonide: treatment of allergic rhinitis antiallergy/antiasthmatic," Drugs of the Future, Prous I:'
Science, ES, Vol. 26, No. 11, November 2001, pp. 1033-1039.

24 Office Action dated July 11, 2011 - 20632 IL. |:|

25 Office Action dated August 31, 2010 (6 pages), Application Serial No. 12/374,523 filed on January 21, 2009. |:|

26 Applicants' response dated October 6, 2010 (8 pages) in Application Serial No. 12/374,523 filed on January 21, 2009. |:|

27 Office Action dated November 30, 2010 (16 pages), Application Serial No. 12/374,523 filed on January 21, 2009. |:|

28 Applicants' response dated February 24, (2010) 2011 (8 pages) in Application Serial No. 12/374,523 filed on January ]
21, 2009.
29 Office Action {Final) dated May 3, 2011 (8 pages), Application Serial No. 12/374,523 filed on January 21, 2009. |:|

30 | Applicants' response dated June 22, 2011 (9 pages) in Application Serial No. 12/374,523 filed on January 21, 2009. ]

31 Notice of Non-responsive Amendment dated July 6, 2011 (3 pages), Application Serial No. 12/374,523 filed on January D
21, 2009.

32 Applicants' response dated September €, 2011 (8 pages) in Application Serial No. 12/374,523 filed on January 21, D
2009.

33 SPECTOR, SHELDCN, "ldeal pharmacotherapy for allergic rhinitis," J Allergy Clin Immunol, Vol. 103, No. 3, Part 2, ]

pp. $386-S387, 1999.

/Thor Nielsen/ CI/T372072
EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

34 Duonase Data Sheet, "The complete rhinitis control," & pages, Cipla Limited, Mumbai, India, 2004. [:|
Product Specification Bulletin, Avicel® RC-591, Bulletin AVC591-SPEC-02/09.RS, 2 pages, FMC BioPolymer,

35 ]
February 2009.

36 Product Specification Bulletin, Avicel® CL-611, Bulletin AVC811-SPEC-02/09.RS, 2 pages, FMC BioPolymer, D
February 2009.

37 File history of Brazilian Patent Application No. Pl 0312128-3, 27 pages, April 2011. |:|

38 File history of Canadian Patent Application No. 2,489,427, 19 pages, December 2010. |:|

39 File history of Polish Patent Application No. P-373001, 95 pages, May 2011. |:|

40 File history of Russian Patent Application No. RU 2361593 C2, 65 pages, April 2009. |:|

41 SALIB, et al.; "Safety and Tolerability Profiles of Intranasal Anihistaminese and Intranasal Corticosteroids in the D
Treatment of Allergic Rhinitis;" Drug Safety; 2003; Vol. 26, No. 12, pp. 829-911.

a2 Qffice Action dated Mareh 29 201143 ication. ALI2009243422 ]

43 Office Action dated April 7, 2011 {3 pages) from counterpart application, AU2009243420. ]

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

/Thor Nielsen/ 01/13/2012
EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

EXAMINER SIGNATURE

Examiner Signature /Thor Nielsen/ Date Considered | (1/13/2012

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 801.04. 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. ® Applicant is to place a check mark here if
English language ftranslation is attached.
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) moare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
[] The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

/Thor Niglsen/ 01/13/2012
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13 analogues, halomethyl androstane - 17B-carbothioates and - 17B-carboselenoates,” Journal of Medicinal Chemistry, |:|
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POPPER T | et al "Struciure-activity rela

" | Biochemistry, 1987, Vol. 27, pp. 837-843. V R . -
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administered by the intratracheal or intravenous route to the anaesthetised white pig," 2004.
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UNDEM, et al., "Neural integration and allergic disease," J. Allergy Clin. Immunol., 2000, Vol. 106, No. 5, pp. 8213-
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VAN BAVEL, et al., "Ocular efficacy and clinician overall evaluation of intranasal fluticasone proprionate (FP) versus
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42 Observations on patentability of the object of the patent application PV 2003-352 (Czech Republic), 2003. |:|
43 Notice of Opposition to the grant of patent on Patent Application No. 762/2001 (140397) (Pakistan), 2010. |:|
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That each item of information 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).
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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
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[] See attached certification statement.
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1.14. This collection 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
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Patent and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450. DO NOT SEND
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that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

{Thor Nieisen/ 01/13/2012
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Doc code: IDS PTO/SB/08a (01-10)

P . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(a_imlner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code 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
- Cite No . Relevant Passages or Relevant
Initial Number Ccode'| 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 PP Passages or Relevant
Document )
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation information please click the Add button ~ Add
NCN-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 number(s), TS
Initials No : . .
publisher, city and/or country where published.
/Thor Nielsen/ 09/28/2011
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

SALIB RAMI JEAN, et al., "Safety and Tolerability Profiles of Intranasal Antihistamines and Intranasal Corticosteroids
1 in the Treatment of Allergic Rhinitis," Drug Safety 2003, Vol. 26, No. 12, Cover page, publication page, pgs. 863-893, |:|
ADIS Data Information BV.

2 SIMPSON, RICHARD J., "Budesonide and terfenadine, separately and in combination, in the treatment of hay fever," D
Annals of Allergy, December, 1894, Vol. 73, Cover page, publication page, pgs. 487-502.

JUNIPER, E F., et al., "Comparison of beclomethasone dipropionate aqueous nasal spray, astemizone, and the
3 combination in the prophylactic treatment of ragweed pollen-induced rhinoconjunctivitis," Journal of Allergy and Clinical D

Immunology, March 1989, Vol 83, No. 3, Cover page, Publications page, pgs. 627-633, American Academy of Allergy
and Immunology, C.V. Mosby Co.

4 BARNES, M. L., et al., "Effects of levocetirizine as add-on therapy to fluticasone in seasonal allergic rhinitis,” Clinical D
and Experimental Allergy, January 27, 2006, Vol. 36, pgs. 676-684, Blackwell Publishing Ltd.

5 Applicants response to foreign communication - EP 03738280.1 (EP Patent 1518731) , September 6, 2010, 15 pages. |:|

6 File history of Australian Patent Application No. AU2003244799, 38 pages. |:|
7 File history of Brazilian Patent Application No. Pl 0312128-3, 27 pages. April 2011 ]
8 File history of Canadian Patent Application No. 2,489,427, 19 pages. December 2010 ]
9 File history of Korean Patent Application No. 10-2004-7020819, 89 pages. |:|
10 File history of Mexican Patent Application No. PA/a/2004/01266 {now Patent No. 265349), 86 pages. ]

ay 2011
11 File history of Polish Patent Application No. P-373001, 95 pages. May 2011

]

FaYa¥ialsRiaTaXlEl

IThor Niglsen/ S Favravan)
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

12 File history of Russian Patent Application No. RU 2361593 C2, 65pages. April 2009 [
13 File history of South African Patent Application No. 2005/0331 (now Patent No. 2005/0331), 18 pages. |:|
14 Applicants response to foreign communication - CA 2489427, December 20, 2010, 10 pages. |:|

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
EXAMINER SIGNATURE
Examiner Signature {Thor Nielsen/ Date Considered 09/28/2011

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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. ® Applicant is to place a check mark here if
English language translation is attached.

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 61



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) mare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
Fee set forth in 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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-16

Name/Print Rodney B. Carroll Registration Number 39,624

/Thor Nielsen/ 09/28/2011

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.S5.C. 122 and 37 CFR
1.14. This collection 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.

/Thor Nielsen/
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

/Thor Nieisen/ 09/28/2011
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Doc code: IDS PTO/SB/08a (01-10)

P . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US{4137-04700)

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(a_imlner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code 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
- Cite No . Relevant Passages or Relevant
Initial Number Ccode'| 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 PP Passages or Relevant
Document )
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation information please click the Add button ~ Add
NCN-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 number(s), TS
Initials No : . .
publisher, city and/or country where published.
{Thor Nielsen/ 09/28/2011
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US(4137-04700)

1 Applicant Response to foreign communication EP Patent 1519731, August 11, 2011, 252 pages. [:|

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
EXAMINER SIGNATURE
Examiner Signature /Thor Nielsen/ Date Considered 09/28/2011

*EXAMINER: Initial if reference considered, whether or not citation is in cenformance with MPEP 609. 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). 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 WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here if
English language translation is attached.
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US(4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) moare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

[] A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-22

Name/Print Rodney B. Carroll Registration Number 39,624

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.5.C. 122 and 37 CFR
1.14. This collection 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.

[Thor Nielsen/ 09/28/2011
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.
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Application Number 10518016
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Attorney Docket Number
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)
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CERTIFICATION STATEMENT

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

That each item of information 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) mare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
Fee set forth in 37 CFR 1.17 (p) has been submitted herewith.
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Name/Print Rodney B. Carroll Registration Number 39,624
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public which is to file (and by the USPTO to process) an application. Confidentiality is governed by 35 U.S5.C. 122 and 37 CFR
1.14. This collection 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.

{Thor Nieisen/ 09/28/2011

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 75



Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

{Thor Nielsen/ 09/28/2011

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 76



Doc code: IDS

Doc description: Information Disclosure Statement (IDS) Filed

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

U.S. Patent and Trademark Cffice; 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.

INFORMATION DISCLOSURE

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

Application Number 10518016
Filing Date 2005-07-06
First Named Inventor | Amar Lulla

Art Unit 1616

Examiner Name

Thor B. Nielsen

Attorney Docket Number

CRT/20632 US{4137-04700)

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages,Columns, Lines where
- Patent Number Issue Date . Relevant Passages or Relevant
Initial No Code1 of cited Document )
Figures Appear
1 4198403 1980-04-15 Alvarez
2 6261539 2001-07-17 Adjei, et al.
3 4187301 1980-02-05 Edwards
4 5972920 1999-10-26 Seidel
5 4377575 1983-03-22 Phillipps, et al.
6 3856828 1974-12-24 Phillipps, et al.
7 4113680 1978-09-12 Kamano, et al.
8 4093721 1978-06-06 Phillipps, et al.
/Thor Nielsen/ 01/13/2012

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 77



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
9 4710495 1987-12-01 Bodor
10 5837699 1998-11-17 Sequeira, et al.
11 3755302 1973-08-28 Ercoli, et al.
12 3557162 1971-01-19 Voorschoten, et al.
13 5420120 1995-05-30 Boltralik
14 3828080 1974-08-06 May, et al.
15 5081113 1992-01-14 Claussner, et al.
16 4861765 1989-08-29 Jouveinal
17 4267173 1981-05-12 Draper
18 4221787 1980-09-09 Bodor, et al.
19 5608093 1997-03-04 Stache, et al.

/Thor Nielsen/ 01/13/2 g12
EFS Web 2.1.17 ALlfiR?ES ERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 78



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — e
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
20 4285937 1981-08-25 Kalvoda
21 3981894 1976-09-21 Phillipps, et al.
22 4261984 1981-04-14 Alvarez
23 3639434 1972-02-01 Oxley, et al.
24 4188385 1980-02-12 Edwards
25 6921757 2005-07-26 Cuenoud, et al.
26 4992474 1991-02-12 Skidmore, et al.
27 6136294 2000-10-24 Adjei, et al.
28 7244742 2007-07-17 Pieper, et al.
29 3989686 1976-11-02 Phillipps, et al.
30 4263289 1981-04-21 Edwards
7T or Nissey Tsizo2

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 79



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — oig
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
31 2837464 1958-06-03 Nobile
32 5889015 1999-03-30 Sequeira, et al.
33 4996335 1991-02-26 Bodor
34 6197761 2001-03-06 Biggadike, et al.
35 6127353 2000-10-03 Yuen, et al.
36 5362721 1994-11-08 Stache, et al.
37 6537983 2003-03-25 Biggadike, et al.
38 5707984 1998-01-13 Tjoeng, et al.
39 5849265 1998-12-01 Li-Bovet, et al.
40 3506694 1970-04-14 Oxley
41 3067197 1962-12-04 Agnello, et al.
/Thor Nigisen/ 01113/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 80



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
42 4310466 1982-01-12 Edwards
43 3312590 1967-04-04 Elks, et al.
44 4994439 1991-02-19 Longnecker, et al.
45 5658549 1997-08-19 Akehurst, et al.
46 5202316 1993-04-13 Claussner, et al.
47 6395300 2002-05-28 Straub, et al.
48 6057307 2000-05-02 Sequeira, et al.
49 4607028 1986-08-19 Schmidlin
50 3891631 1975-06-24 Phillipps, et al.
51 5981517 1999-11-09 Bodor
52 5063222 1991-11-05 Komoto, et al.

EFS Web 2.1.17

/Thor Nielsen/

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 81

01/13/2012




Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT ———— o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
53 4472393 1984-09-18 Shapiro
54 6330938 2001-12-18 Herve, et al.
55 7101866 2006-09-05 Biggadike, et al.
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
. . . L . Pages,Columns,Lines where
Examiner| . Publication Kind | Publicaticn Name of Patentee or Applicant
. Cite No . Relevant Passages or Relevant
Initial Number Code'| Date of cited Document .
Figures Appear
1 20020165211 A1l 2002-11-07 Biggadike, et al.
2 20020103392 A1l 2002-08-01 Stache, et al.
3 20020173496 Al 2002-11-21 Biggadike
4 20030073676 Al 2003-04-17 Biggadike, et al.
5 20030018019 A1l 2003-03-23 Meade, et al.
6 20020177581 A1l 2002-11-28 Biggadike
{Thor Nigisen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 82



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

7 20040053904 A1 2004-03-18 Komoto, et al.

8 20050163724 A1 2005-07-28 Miyadia, et al.

9 20030109511 A1 2003-06-12 Biggadike, et al.
10 20020081266 A1 2002-06-27 Woolfe, et al.

11 20030158163 A1 2003-08-21 Cuenoud, et al.
12 20030144257 A1 2003-07-31 Biggadike, et al.
13 20020061281 Al 2002-05-23 Osbakken, et al.
14 20090286762 A1 2009-11-19 Myles, et al.

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 Code? j Code#| Date PP Passages or Relevant
Document .
Figures Appear
1 0162722 WO 2001-08-30 | Abbott Laboratories ]
/Thor Nielsen/ ey
{Thor Nielsen 01/43/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 83



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
2 0038811 WO 2000-07-06 | Glaxo Group Limited ]
3 0179583 EP 1986-04-30 | Merck & Co. Inc. ]
Otsuka Pharmaceutical
4 889563 BE A 1981-11-03 Co., Ltd. ]
5 0057401 EP 1982-08-11 Schering Corporation |:|
6 0178741 WO 2001-10-25 Glaxo Group Limited |:|
7 0178739 WO 2001-10-25 Glaxo Group Limited |:|
8 0200679 WO 2002-01-03 Novartis AG, et al. |:|
9 02088167 WO 2002-11-07 | Glaxo Group Limited ]
10 | 0253186 WO 2002-07-11 Roxane Laboratories, Inc. ]
Glaxo Laboratories
11 1384372 GB 1975-02-19 Limited ]
12 | 0212265 WO 2002-02-14 | Glaxo Group Limited ]
{Thor Nielsen/ 1/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LiNED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 84



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
13 | 0178745 WO 2001-10-25 | Glaxo Group Limited ]
14 | 0004773 EP 1979-10-17 | Syntex (U.S.A.) Inc. ]
Warner-Lambert
15 | 1296458 GB 1972-11-15 Company ]
16 0251422 WO 2002-07-04 SSP Co., Ltd. |:|
17 0207767 WO 2002-01-31 Alcon Universal Ltd. |:|
Glaxo Laboratories
18 1438940 GB 1976-06-09 Limited |:|
19 | 0154664 WO 2001-08-02 | heropharm Technology, 0]
20 | 0208243 WO 2002-01-31 | Glaxo Group Limited ]
Glaxo Laboratories
21 1517278 GB 1978-07-12 Limited ]
22 | 1059906 DE 1959-06-25 | Scherico Limited ]
Aeropharm Technology,
23 | 0033892 WO 2000-06-15 Incomporated ]
1o RiekeT 01132012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 85



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

24 0120331 WO 2001-03-22 | Xenoport, Inc. ]
25 | 8291073 JP 19061105 | oop Pharmaceutal ]
26 | 109656 IL 1998-02-22 | Chemagis Ltd. ]
27 | 2079755 GB 1982-01-27 %ﬁggnzamf:;tica' ]
28 0393658 EP 1990-10-24 Et?j _Pharmaceutical Co,, D
20 | 0266422 WO 2002-08-29 | Glaxo Group Limited ]
30 |02100879 WO 2002-12-19 | Glaxo Group Limited ]
31 | 0200199 WO 2002-01-03 | Glaxo Group Limited ]
32 |0213868 WO 2002-02-21 | Glaxo Group Limited ]
33 |0226723 WO 2002-04-04 | Glaxo Group Limited ]
34 | 8291072 JP 1996-11-05 gi;sﬁdF_’harmaceutical O
[Thor Nielsen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 86



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT [ — oo
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number CRT/20632 US{4137-04700)
35 | 0066522 WO 2000-11-09 | Pfizer Products Inc. ]
36 0049993 WO 2000-08-31 Nitromed, Inc. ]
37 0212266 WO 2002-02-14 Glaxo Group Limited ]
38 0416951 EP 1991-03-13 Glaxo Group Limited |:|
39 0202565 WO 2002-01-10 Abbott Laboratories |:|
40 0178736 WO 2001-10-25 Glaxo Group Limited |:|
41 | 0016814 WO 2000-03-30 | Aeropharm Technology ]
Incorporated
42 | 2140800 GB 1984-12-05 | Glaxo Group Limited ]
43 04208267 JP 1992-07-29 Mitsui Petrochem Ind. Ltd. ]
44 | 0236106 WO 2002-05-10 | Boehringer Ingelheim ]
Pharma KG
45 2088877 GB 1982-06-16 Glaxo Group Limited ]
for-Nistsent CTT320T2

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 87



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

46 | 0154481 WO 2001-08-02 Rohm and Haas ]
Company

Warner-Lambert
4711191965 GB 1970-05-13 | pparmaceutical Company O

48 | 0048587 WO 2000-08-24 | Novartis AG, et al. ]
49 | 0104118 WO 2011-01-18 | Almirall Prodesfarma S.A. ]
50 | 0157025 WO 2001-08-09 | Pfizer Products Inc. ]

If you wish to add additional Foreign Patent Document citation 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
Examiner| Cite oo . . '
el (book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s}, TS
Initials* | No . . :
publisher, city and/or country where published.
1 "Azelastine," STN Registry No. 58581-83-8, STN Registry File, Retrieved 2010-11-23, page 1. |:|
2 "Fluticasone Furoate," STN Registry No. 387864-44-7, STN Registry File, Retrieved 2010-11-23, page 1. |:|
” Astelin (azelastine hydrochloride) Nasal Spray, MedPointe Pharmaceuticals, 2006, U S. Physicians Desk Reference, —
pp. 1876-1877. —
4 AV ]
M |
/Thor Nielsen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 88



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

5 Astepro (azelastine HCI) Nasal Spray 0.15%, Meda Pharmaceuticals Inc., 2009, Press Release, pp. 14. [:|

AIGBIRHIO, FRANKLIN 1., et al., "Automated radiosynthesis of ho-carrier-added [S-fluoromethyl-18F]Fluticasone
6 propionate as a radiotracer for lung deposition studies with PET," Journal of Labelled Compounds and |:|
Radiopharmaceuticals, Vol. 39, No. 7, 1997, pp. 569-584.

7 AUSTIN, et al., "Mometasone furoate is a less specific glucocorticoid than fluticasone propionate," Eur. Respir. J., D
2002, Vol. 20, pp. 1386-1392.

8 BANOQV, et al., "Once dalily intranasal fluticasone propionate is effective for perennial allergic rhinitis,” Annals of u
Allergy, 1994, Vol. 73, pp. 240-246.

a BARNES, PETER J., "Chronic obstructive pulmonary disease: new opportunities for drug development,” Trends in —

Pharmacoiogical Sciences, Vol 19, No. 10, 1908, pp. 215-423. —
= BARNES. PETER J . "Novel approaches and targets for treatment of chronic obstructive pulmonary disease,” —
wr I_I

American Journal of Respiratory and Critical Care Medicine, Vol. 160, 1999, pp. $72-S79.

11 BARNES, PETER J., "Efficacy of |nhaled corticosteroids in asthma," The Journal of Allergy and Clinical Immunology, =
VoI 102, NO. &, 1998, DD, ; -

BAUMGARTEN, C., et al., "Initial treatment of symptomatic mild to moderate bronchial asthma with the salmeterol/
12 | fluticasone propionate {50/250ug) combination product (SAS 40023),” European Journal of Medical Research, 2002, ]
Vol. 7, pp. 1-7.

13 BERSTEIN, et al., "Treatment with intranasal fluticasone propionate significantly improves ocular symptons in patients D
with seasonal allergic rhinitis,” Clin. Exp. Allergy, 2004, Vol. 34, pp. 852-957.

BOWLER. SIMON_"Lang na.beta.aq | 2 | ALY, BHYSIGIAN, 2D 1995
111141118 L
15 BROCKS, et al., "Spectrum of seasonal allergic rhinitis symptom relief with topical corticoid and oral antihistamine D

given singly or in comhination," American Journal of Rhinology, 1996, Vol. 10, No. 3, pp. 193-199.

)

/Thor Nielsen/

erswezir ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THESBEH. TN/

CIPLA LTD. EXHIBIT 2001 PAGE 89



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

16 BRYSOCN, et al., "Intranasal fluticasone propionate: a review of its pharmacodynamic and pharmacokinetic properties, D

and therapeutic potential in allergic rhinitis," Drugs, 1992, Vol. 43, No. 5, pp. 760-775.

BUSSE, WILLIAM, et al., "Steroid-sparing effects of fluticasone propionate 100pg and salmeterol 50 pg administered
17 twice daily in a single product in patients previously controlled with fluticasone propionate 250 pg administered twice |:|
daily,” J. Allergy Clin. Immunol., Vol. 111, No. 1, January 2003, pp. 57-65.

18 | CAS Registry No. 102113-40-6, 2004. ]

19 CAS Registry No. 90566-53-3, "Fluticasone," November 16, 1984. |:|

20 CHAPMAN, et al., "Anti-inflammatory activity of inhaled mometasone furoate in allergic mice," Arzneimettelforschung ]
("Drug Research"), 1998, Vol. 48, No. 4, pp. 384-391.

21 DALEY-YATES, et al., "Systemic bioavailability of fluticasone propionate administered as nasal drops and aqueous ]
nasal spray formulations,” Br. J. Clin. Pharmocol., 2001, Vol. 51, pp. 103-105.
DERBY, et al., "Risk of cataract among users of intranasal corticosteroids," J. Allergy Clin. Immunol., 2000, Vol. 105,

22 ]
No. 5, pp. 912-916.

23 DEWESTER, et al., "The efficacy of intranasal fluticasone propionate in relief of ocular symptoms associated with D
seasonal rhinitis," Allergy and Asthma Proc_, 2003, Vol. 24, No. 5, pp. 331-337.

24 Dictionary of Organic Compounds, 6th Ed., Vol. 1, page 3234, definition of "fluticasone,” Chapman & Hall, 1996. |:|

25 DOLOVICH, et al., "Multicenter trial of fluticasone propionate aqueous nasal spray in ragweed allergic rhinitis,” Annals D
of Allergy, 1994, Vol. 73, No. 2, pp. 147-153.

26 FOWLER, STEPHEN J., et al., "Step-down therapy with low-dose fluticasone-salmeterol combination or medium-dose D

hydrofluoroalkane 134a-beclomethasone alone,” J. Allergy Clin. Immunol., Vol. 109, No. 6, June 2002, pp. 929-935.

71 hor Niglsen 0113/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 90



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

GARNER, R. C,, et al., "A validation study comparing accelerator MS and liquid scintillation counting for analysis of
27 14C-labelled drugs in plasma, urine and faecal extracts,” Journal of Pharmaceutical and Biomedical Analysis, Vol. 24, [:|
2000, pp. 197-209.

28 GAWCHIK, et al., "Comparison of intranasal triamcinolone acetonide with oral loratadine in the treatment of seasonal D
ragweed-induced allergic rhinitis," Am_ J. Man. Care, 1997, Vol. 3, No_ 7, pp. 1052-1058.

29 HARDING, "The human pharmacology of fluticasone propionate," Respiratory Medicine, 1990, Vol. 84, Suppl. A, pp. D
25-29.

30 HOWLAND, "Fluticasone propionate: topical or systemic effects?" Clinical and Experimental Allergy, 1996, Vol. 26, u
Suppl. 3, pp. 18-22.

31 ISOGAL, et al., "Binding affinities of mometasone furoate and related compounds including its metabolites for the ]
glucocorticoid receptor of rat skin tissue,” J. Steroid Biochem. Mol. Biol., 1993, Vol. 44, pp. 141-145.

32 JOHANSSON, GUNNAR, et al., "Comparison of salmeterol/fluticasone propionate combination with budesonide in D

patients with mild-to-moderate asthma,” Clin. Drug Invest., Vol. 21, No. 9, 2001, pp. 633-642, 11 pages.

JUNIPER, ELIZABETH F_, et al., "Impact of inhaled salmeterol/fluticasone propionate combination product versus
33 budesonide on the health-related quality of life of patients with asthma," Am. J. Respir. Med,, Vol. 1, No. 6, 2002, pp. |:|
435-44Q.

KENLEY, RICHARD A., et al., "An automated, column-switching HPLC method for analyzing active and excipient
34 materials in both cream and ointment formulations," Drug Development and Industrial Pharmacy, Vol. 11 (9 & 10), ]
1985, pp. 1781-1796.

35 KERTESZ, DENIS J., et al., "Thiol esters from steroid 17B-carboxylic acids: carboxylate activation and internal D
participation by 17 a-acylates,” J. Org. Chem., Vol. 51, 1986, 14 pages.

KNOBIL K et al "Addmg salmeterol is more effectlve than |ncreasmg the dose of qutlcasone for patients with asthma|

J0 , vOIL TZ, SUpPPI. 24, I
December 1998 (1998 12), pages 198 208
37 KOOREMAN, et al., "The synthesis of 17-esters of corticosteroids protection of 113-hydroxyl of the trimethylsilyl D
group,” Synthetic Communications, Vol. 1, No. 2, pp. 81-87, 1971.
o Ntelse O TRICTIA R

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 91



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

38 LAFORCE, et al., "Fluticasone propionate: an effective alternative treatment for seasonal allergic rhinitis in adults and D
adolescents," J. Fam. Pract_, 1994, Vol. 38, No. 2, pp. 145-152.

LANE, S. J., et al,, "Evaluation of a new capillary electrochromatography/mass spectrometry interface using short
39 columns and high field strengths for rapid and efficient analyses," Rapid Communications in Mass Spectrometry, Vol. |:|
10, 1996, pp. 733-736.

40 LEWIS, SARAH A_, et al., "Association of specific allergen sensitization with socioeconomic factors and allergic D
disease in a population of Boston women," J. Allergy Clin. Immunol_, Vol. 107, No. 4, April 2001, pp. 615-622.

41 LI, et al., "Synthesis of aryl 5-(2-chlorophenyl)-2-furoates under phase transfer catalysis," Synthetic Communications, u
Vol. 32, No. 20, pp. 3081-3086, 2002.

42 LINDER, "Symptom scores as measurements of the severity of rhinitis,” Clinical Allergy, 1988, Vol. 18, pp. 29-37. |:|

o LUMRY, WILLIAM R.. "A review of the preclinical and clinical data of newer intranasal steroids in the treatment of

" —l

"" allergic rhinitis,” Allergy Clin. Immunol., October 1999, 104 (4 Pt 1), pp. $150-S158 plus one correction page. =

44 LUTSKY, et al., "A novel class of potent topical antiinflammatory agents: 17-benzolyated, 7a-halogeno substituted D
corticosteroids,” Arzneimettelforschung {"Drug Research"), 1978, Vol. 29, No. 11, pp. 1662-1667.

45 LYSENG-WILLIAMSON, KATHERINE A, et al., "Inhaled salmeterol/fluticasone propionate combination in chronic D

obstructive pulmonary disease,” Am. J. Respir. Med_, Vol. 1, No. 4, 2002, pp. 273-282.

46 MAHONEY, JANETTE M., et al., "Drug effects on the neovascularization response to silver nitrate cauterization of the D
rat cornea,"” Current Eye Research, Vol. 4, No. 5, 1985, pp. 531-535.

- MELTZER. et al.. "Onset of therapeutic effect of fluticasone propionate agueous nasal spray,” Ann. Allergy Asthma

[

- Immunol., 2001, Vol. 86, No. 3, pp. 286-291.

MILLARD, JEFFREY W._, et al., "Solubilization by cosolvents establishing useful constants for the log-linear model,” D

48 Int'l Journal of Pharmeceutics, Vol. 245, 2002, pp. 153-166.

JThor Nieigen/ U RTARIPAV RV

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 92



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

MISTRY, NISHA, et al., "Characterisation of impurities in bulk drug batches of fluticasone propionate using directly
49 coupled HPLC-NMR spectroscopy and HPLC-MS," Journal of Pharmaceutical and Biomedical Analysis, Vol. 16, 1997, [:|
pp. 697-705.

MISTRY, NISHA, et al., "Impurity profiling in bulk pharmaceutical batches using 19F NMR spectroscopy and distinction
50 between monomeric and dimeric impurities by NMR-based diffusion measurements,” Journal of Pharmaceutical and |:|
Biomedical Analysis, Vol. 19, 1999, pp. 511-517.

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

EXAMINER SIGNATURE

Examiner Signature /Thor Nielsen/ Date Considered 01/13/2012

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 801.04. 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.
1 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here if
English language ftranslation is attached.

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 93



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US{4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) moare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
[] The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-12-13

Name/Print Rodney B. Carroll Registration Number 39624

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.5.C. 122 and 37 CFR
1.14. This collection 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.

{Thor Nielsen/ 01/13/2012

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 94



Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

Thor Ni n/ }
[Thor Nielsen/ 01/13/2012

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 95



Electronic Acknowledgement Receipt

EFSID: 11600046
Application Number: 10518016
International Application Number:
Confirmation Number: 4912

Title of Invention:

COMBINATION OF AZELASTINE AND STEROIDS

First Named Inventor/Applicant Name:

Amar Lulla

Customer Number:

30652

Filer:

Rodney B. Carroll/Edith Shek

Filer Authorized By:

Rodney B. Carroll

Attorney Docket Number:

CRT/20632 US (4137-04700)

Receipt Date: 13-DEC-2011
Filing Date: 06-JUL-2005
Time Stamp: 18:10:44

Application Type:

U.S. National Stage under 35 USC 371

Payment information:

Submitted with Payment no
File Listing:
Document Document Description File Name File Slze(B)ftes)/ Multl‘ ‘Pages
Number Message Digest | Part/.zip| (if appl.)
2506366
1 Non Patent Literature BARNES_Chronic.pdf no 9
1845618928c05eb62d70825efcad2dd5ab1
a88cd
Warnings:

Information:

CIPLA LTD. EXHIBIT 2001 PAGE 96




3696341

2 Non Patent Literature BARNES_Novel.pdf no 8
943e15c76f0945fa6bffef16chef6asf5946f5
<7
Warnings:
Information:
2709096
3 Non Patent Literature BARNES_Efficacy.pdf no 8
77550f5481e518db7deee29cc3bcdcf75b5
48d5
Warnings:
Information:
1878803
4 Non Patent Literature BAUMGARTEN_Initial.pdf no 7
efcd4f166bf450ch199a39650b25337d037]
4231
Warnings:
Information:
1779836
5 Non Patent Literature BERSTEIN_Treatment.pdf no 6
46927ad90b20c2d355cfa70a6b7063b287¢]
2ebad
Warnings:
Information:
1350759
6 Non Patent Literature BOWLER_Long.pdf no 4
7cab4a1522510413cc775¢cec 3decd89759
256d2
Warnings:
Information:
1947513
7 Non Patent Literature BROOKS_Spectrum.pdf no 7
af125394¢523bfd1836be84d33a472bdbcal
69f00
Warnings:
Information:
3228233
8 Non Patent Literature BRYSON_Intranasal.pdf no 15
123899744b418edccd013dc6b849ec61133]
b2d46
Warnings:
Information:
2604589
9 Non Patent Literature BUSSE_Steroid.pdf no 9
fe59a59acd100733b3¢2cd501c4e9355d2a
dc226
Warnings:
Information:
132073
10 Non Patent Literature CAS_Registry_102113-40-6.pdf no 1
dc5f05bbe6ab74765fe0a7f1aa8cffaBcbact
782
Warnings:
Information:

CIPLA LTD. EXHIBIT 2001 PAGE 97




73667

1 Non Patent Literature CAS_Registry_90566-53-3.pdf no 1
d307561404f3b5047e1a508673755e9a292|
H91b
Warnings:
Information:
CHAPMAN_Anti-infl t 2361003
. nti-inflammatory.
12 Non Patent Literature - df i no 8
p 78fe91bedf4de8e9a021d8c23b9d8007{00f|
<89f
Warnings:
Information:
1134700
13 Non Patent Literature DALEY-YATES_Systemic.pdf no 7
1794df26c684c29674f3c4f8faf433f93683 4|
06
Warnings:
Information:
436242
14 Non Patent Literature DERBY_Risk.pdf no 5
a44c7173e4ccc3fObd5b117888e65a712da
ece50
Warnings:
Information:
483314
15 Non Patent Literature DEWESTER_ThekEfficacy.pdf no 7
9fe9d708484dba3808b60d366e419e82316)
108a8
Warnings:
Information:
L. . . 206221
. Dictionary_definition_fluticaso
16 Non Patent Literature no 3
ne.pdf
e949fff98ca393ce24968865781c720e4fcd?)]
006
Warnings:
Information:
600970
17 Non Patent Literature DOLOVICH_Multicenter.pdf no 7
bd137b426bc38735990c40cf9d4b6154854)
blcel
Warnings:
Information:
687605
18 Non Patent Literature FOWLER_Step-down.pdf no 7
7497d0898ad 12d634a332be69cdfbcaadbf|
76bd8
Warnings:
Information:
741552
19 Non Patent Literature GARNER_AValidation.pdf no 13
6eb067¢163544390e6152f670238eb236d9|
b2703
Warnings:
Information:

CIPLA LTD. EXHIBIT 2001 PAGE 98




490666

20 Non Patent Literature GAWCHIK_Comparison.pdf no 7
17257 ce58e3976b68c06a5531000f64e361
ael39
Warnings:
Information:
325966
21 Non Patent Literature HARDING_TheHuman.pdf no 5
8e16de91226119151¢11f892e4629e78369)
12aa
Warnings:
Information:
347827
22 Non Patent Literature HOWLAND_Fluticasone.pdf no 5
af04d14f70a87d0d3ba288157e50099¢813
b9ca8
Warnings:
Information:
1025180
23 Non Patent Literature ISOGAI_Binding.pdf no 5
1d27¢3b530634d7d7868ed4c4a627 1ed31
cfad6e
Warnings:
Information:
2014882
24 Non Patent Literature JOHANSSON_Comparison.pdf no 11
63276cfc0cdffcb0b90d30d618a48bae69f6
9c%a
Warnings:
Information:
1851788
25 Non Patent Literature JUNIPER_Impact.pdf no 6
Oad5e7cf050d9eea57¢185e13646d40eall
3ac95
Warnings:
Information:
2739238
26 Non Patent Literature KENLEY_AnAutomated.pdf no 16
d2b9c02cfaa2b6c65319c5bad8c3145110d!
b3e6f
Warnings:
Information:
5518549
27 Non Patent Literature KERTESZ_Thiol.pdf no 14
e101f1118685ee2e79¢29baed364c6cad32
ed37e
Warnings:
Information:
913930
28 Non Patent Literature KNOBIL_Adding.pdf no 2
13¢00f5856a8973619da14511924fb07dalf]
860
Warnings:
Information:

CIPLA LTD. EXHIBIT 2001 PAGE 99




29

Non Patent Literature

KOOREMAN_TheSynthesis.pdf

1134704

e88dfdbfd90333b7479b4a2b87765da4f85
0232¢

no

Warnings:

Information:

30

Non Patent Literature

LAFORCE_Fluticasone.pdf

2545707

e5b9d74a4faa087bd4523c6824dd177a54!
ede97

no

Warnings:

Information:

31

Non Patent Literature

LANE_Evaluation.pdf

941034

2e2cc0b0c1146a18b5daal17ebdf82fd2a7f|
9d86

no

Warnings:

Information:

32

Non Patent Literature

LEWIS_Association.pdf

2419156

040a3a8ee1¢317b88246a04672662970bc3]
faa8f

no

Warnings:

Information:

33

Non Patent Literature

LI_Synthesis.pdf

773746

b7fc7c3882ch609c31b5a6b396e7 148371
ades

no

Warnings:

Information:

34

Non Patent Literature

LINDER_Symptom.pdf

1945455

f4c402e138ede95a375f0a108726ce874f1e|
cfad

no

Warnings:

Information:

35

Non Patent Literature

LUMRY_AReview.pdf

3039414

09daefb72d599636125303939845dc8b447|
892b4

no

10

Warnings:

Information:

36

Non Patent Literature

LUTSKY_ANovel.pdf

2049689

b118db30e371e7¢92923982aa13ba5d8e2|
14efd

no

Warnings:

Information:

37

Non Patent Literature

LYSENG-WILLIAMSON_Inhaled.
pdf

3237874

fd45496055adc41ab49ee1821b2098e6e 2|
9aba5

no

10

Warnings:

Information:

CIPLA LTD. EXHIBIT 2001 PAGE 100




888196
38 Non Patent Literature MAHONEY_Drug.pdf no 5

19316272f91c213d03f4b0eeba325f5daadc
4fal

Warnings:

Information:

398325

39 Non Patent Literature Meltzer_Onset.pdf no 9

d55645dd0d3980d69thf48f79de257f8b78
fobs

Warnings:

Information:

637861

40 Non Patent Literature Millard_Solubilization.pdf no 12

1e50af6641baac6936f5e91c282368cc6b4
0811

Warnings:

Information:

519223

41 Non Patent Literature Mistry_Characterisation.pdf no 9

e9bef55376d8e894f5670f15bc951b3 1ac2bh)
e20f

Warnings:

Information:

542307

42 Non Patent Literature Mistry_lmpurity.pdf no 7

460958710fb51808dff42946aa72d6baf3c1
408f

Warnings:

Information:

Total Files Size (in bytes): 64859600

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 applicationas 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.

CIPLA LTD. EXHIBIT 2001 PAGE 101




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

- . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Decket Number CRT/20632 US(4137-04700)

U.S.PATENTS Remove
Examiner| Cite Kind Name of Patentee or Applicant Pages Columns, Lines where
- Patent Number Issue Date . Relevant Passages or Relevant
Initial Nec Code of cited Document .
Figures Appear
1
If you wish to add additicnal U.S. Patent citation informaticn please click the Add butten. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages,Columns,Lines where
- 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 | Foreign Document Country Kind | Publication Apolicant of cited where Relevant 15
Initial* No | Number? Code2 j Code4| Date PP Passages or Relevant
Document :
Figures Appear
1 0270490 WO 2002-09-12 Glaxo Group Limited |:|
Epigenesis
2 0285296 WO 2002-10-31 Pharmaceuticals, Inc. |:|

3 8903390 WO 1989-04-20 Bodor []

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 102



Application Number 10518016

Filing Date 2005-07-06

INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

4 9015816 WO 1990-12-27 The Upjohn Company
5 |03048181 WO 2003-06-12 | Glaxo Group Limited
6 |03072592 WO 2003-09-04 | Glaxo Group Limited
7 9705136 WO 1997-02-13 Boehringer Ingelheim KG
8 |03042230 WO 20030522 | Glaxo Group Limited
9 |9214472 WO 1992-09-03 | Glaxo Group Limited
10 | 9817676 WO 1998-04-30 | Glaxo Group Limited
11 | 03035668 WO 2003-05-01 | Glaxo Group Limited
12 | 03000241 WO 2003-01-03 | Boehringer Ingelheim
Pharma KG

13 | 03064445 WO 2003-08-07 | Glaxo Group Limited
14 | 872389 ZA 1987-04-02 le{lﬁiduﬁgm‘?;e g

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 103




Application Number 10518016

Filing Date 2005-07-06

INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

15 | 9901467 WO 1999-01-14 | Glaxo Group Limited

16 | 03086399 WO 2003-10-23 g‘::m"f‘go'_"ﬁghdm

17 9715298 WO 1997-05-01 Bayer Aktiengesellschaft

18 | 03033000 WO 2003-04-24 | Glaxo Group Limited

19 | 03062259 WO 2003-07-31 | Glaxo Group Limited

20 9531964 WO 1995-11-30 G_Ia?(o Australia Pty.
Limited

21 | 03040691 WO 2003-05-15 w;mBgrif.’:aHrgS%?&, nc.

2 [9104252 wo 19910404 | B ol Gt et .

23 | 9619199 WO 1996-06-27 | Astra Aktiebolag

24 | 9724365 WO 1997-07-10 | Glaxo Group Limited

25 | 9834596 WO 1998-08-13 m‘:ﬁiﬁﬁmg"gggg‘;ny

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 104




Application Number 10518016

Filing Date 2005-07-06

INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

26 | 03066656 WO 2003-08-14 | Glaxo Group Limited
27 | 9721724 WO 1997-06-19 | G.D. Searle & Co.
28 04013156 WO 2004-02-12 | Novartis AG

29 | 03013427 WO 2003-02-20 gg‘:g:gggfeecmm
30 |0276933 WO 2002-10-03 | Glaxo Group Limited
31 | 9721721 WO 1997-06-19 | G.D. Searle & Co.
32 |974083 WO 1997-11-06 | G.D. Searle & Co.
33 | 9925350 WO 1999-05-27 | Astra Aktiebolag

34 03042229 WO 2003-05-22 | Glaxo Group Limited
35 |9932080 WO 1999-07-01 | Astra Aktiebolag

36 9632151 WO 1996-10-17 Glaxo Wellcome Inc.

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 105




INFORMATION DISCLOSURE

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

Application Number 10518016

Filing Date 2005-07-06

First Named Inventor | Amar Lulla

Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

37 | 03066033 WO 2003-08-14 | Glaxo Group Limited []
38 | 03066036 WO 2003-08-14 | Glaxo Group Limited []
39 | 0780127 EP 19970625 | [he Prooter & Gamble H
ompany
40 | 2004019955 WO A1 2004-03-11 Altana Pharma AG []
41 2008012338 WO A2 2008-01-31 Glaxo Group Limited []
If you wish to add additional Foreign Patent Document citation 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
Examiner| Cite S . . .
. (book, magazine, journal, serial, symposium, catalog, etc}), date, pages(s), volume-issue number(s), T5
Initials No . ; .
publisher, city andfor country where published.
1 MOLLMANN, H., et al., “Handbook of pharmacokinetic / pharmacodynamic correlation, Chapter 14, Pharmacokinetic- |:|
Pharmacodynamic Correlations of Corticosteroids, 323-336, CRC Press, 1995.
MORENO-VARGAS, et al, "Synthesis and gylcosidase inhibitory activities of 5-(1" 4'-dideoxy-1",4'-imino-D-
2 erythrosyl}-2-methyl-3-furoic acid (=5-[(3S,4R)-3 4-dihydroxypyrrolidin-2-yl]-2methylfuran-3-carboxylic acid) derivatives: D
new leads as selective alpha-L-fucosidase and beta-galactosidase inhibitors," Helvetica Chimica Acta, Vol. 86, pp.
1894-1913, 2003.
NAEDELE-RISHA, R., et al., "Dual components of optimal asthma therapy: scientific and clinical rationale for the use
3 of long acting beta-agonists with inhaled corticosteroids,” THE JOURNAL OF THE AMERICAN OSTEOPATHIC |:|
ASSOCIATION, Vol. 101, No. 9, September 2001, pp. 2001-2009.
4 NATHAN, et al., "A once daily fluticasone proprionate aqueous nasal spray is an effective treatment for seasonal D

allergic rhinitis," Annals of Allergy, 1991, Vol 67, pp. 332-338.

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 106




INFORMATION DISCLOSURE

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

Application Number 10518016

Filing Date 2005-07-06

First Named Inventor | Amar Lulla

Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

NELSON, HAROLD, S., et al., Fluticasone propionate-salmeterol combination provides more effective asthma control

5 than low-dose inhaled corticosteroid plus montelukast,” J. Allergy Clin. Immunol., Vol. 106, No. 6, December 2000, pp.
1088-1095.

6 O'CONNER, B. J., "Combination therapy,” Pulmonary Pharmacology and Therapeutics, Vol. 11, No. 5/6, 1998, pp.
397-399.

7 ONG, JOHN T. H.,, et al., "Micellar solubilization of timobesone acetate in aqueous and agueous propylene glycol
solutions of nonionic surfactants," Pharmaceutical Research, Vol 5, No. 11, 1988, pp. 704-708.

8 ONG, JOHN T. H,, et al., "Intrinsic potencies of novel thiol ester corticosteroids RS-85095 and RS-21314 as compared
with clobetasol 17-propionate and fluocinonide," Arch Dermatol, Vol. 125, December 1989, pp. 1662-1665.

9 ONRUST, et al., "Mometasone furoate, a review of its intranasal use in allergic rhinitis," Drugs, Vol. 56, No. 4, October
1998, pp. 725-745, Vol. 21.

10 HOLGATE, STEPHEN T_, Difficult Asthma, 1999, cover page and publishing information.

1 PCT/GB01/03495, International Preliminary Examination Report, date of mailing: August 30, 2002.
PETTERSSON, BERTIL, et al., "Re-evaluation of the classical mycoplasma lipophilum cluster (Weisburg, et al_, 1989)

12 and description of two new clusters in the hominis group based on 168 rDNA sequences,” Int'l Journal of Systematic &
Evolutionary Microbiology, 2001, Vol. 51, pp. 633-643.
PHILLIPS, G. H., et al., "Synthesis and structure activity relationships in a series of anti-inflammatory corticosteroid

13 analogues, halomethyl androstane - 17B-carbothioates and - 17B-carboselenocates,” Journal of Medicinal Chemistry,
1994, Vol. 37, pp. 3717-3729.

14 POPPER, T. L., et al., "Structure-activity relationship of a series of novel topical corticosteroids,” Journal of Steroid
Biochemistry, 1987, Vol. 27, pp. 837-843.

15 Product Information Flonase (Fluticasone proprionate) Nasal Spray 50 mcg, 2004, pp. 1-13.

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 107




INFORMATION DISCLOSURE

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

Application Number 10518016

Filing Date 2005-07-06

First Named Inventor [ Amar Lulla

Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

16 Product Information Rhinocort Aqua (budesonide) Nasal Spray 32 mcg, 2005, pp. 1-2.

17 SAKAGAMI, et al., "Mucoadhexive BDP microspheres for powder inhalation-their unigue pharmacokinetic-
pharmacodynamic profiles," Respiratory Drug Delivery, Vol. VI, pp. 193-199, 1998.

18 SANDHAM, et al., "Synthesis and biological properties of novel glucocorticoid androstene C-17 furoate esters,”
Bioorganic & Medicinal Chemistry, 2004, Vol. 12, pp. 5213-5224.

19 SCADDING, et al., "Clinical and physiological effects of fluticasone propionate agueous nasal spray in the treatment of
perennial rhinitis," Rhinology, 1991, Suppl. 11, pp. 37-43.

20 SETTIPANE, et al., "Triamcinolone acetonide agueous nasal spray in patients with seasonal ragweed allergic rhinitis:
a placebo-controlled, double-blind study," Clin. Ther., 1995, Vol. 17, No. 2, pp. 252-263.

21 SHAPIRO, et al., "17-esters and 17 ,21-diesters of 9-alpha, 11-beta-dichlorocorticoids. Synthesis and anti-inflammatory
activity," Steroids, Vol. 9, No. 2, pp. 143-156, 1967.

22 SHAPIRO, et al_, "Synthesis and structure-activity studies of corticosteroid 17-heterocyclic aromatic esters. 1. 9-alpha,
11-beta dichloro series,” Journal of Medicinal Chemistry, Vol. 30, No. 6, pp. 1068-1073, 1987.

23 SHAPIRO, et al_, "17 heteroaroyl esters of corticosteroids 2. 11 beta hydroxy series,” Journal of Medicinal Chemistry,
American Chemical Society, Washington, US, Vol. 30, No. 9, 1987, pp. 1581-1588.

24 SMITH, et al., "In vitro glucocorticoid receptor binding and transcriptional activiation by topically active glucocorticoids,"
Arzneimettelforschung, 1998, 48(11){9), pp. 956-959.

25 SMITH, N, et al., "Comparison of the electroosmotic flow profiles and selectivity of stationary phases used in capillary
electrochromatography," Journal of Chromatography A., Vol. 832, 1999, pp. 41-54.

26 SOUNESS, et al.,, "Immunosuppressive and anti-inflammatory effects of cyclic AMP phosphodiesterase {FDE) type 4
inhibitors," Immunopharmacology, 2000, Vol. 47, Nos. 2/3, pp. 127-162.

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 108




Application Number 10518016

Filing Date 2005-07-06

INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

STEMPEL, et al., "Treatment of allergic rhinitis: an evidence-based evaluation of nasal corticosteroids versus

21 nonsedating antihistamines," Am. J. Man. Care, 1998, Vol. 4, pp. 89-96.

28 Study No. 03DMW062 - "Pharmacokinetics of GW685698X and CC118781 (fluticasone propionate) when co-
administered by the intratracheal or intravenous route to the anaesthetised white pig," 2004.

29 Study No. B30947 - "The Pharmacokinetics of GW685698X and CC118781 following intratracheal co-administration to
the anaesthetised white pig," 2003.

30 SZEFLER, STANLEY J., et al., Chapter 21, "Glucocorticoids in severe asthma: mechanisms of action and route of
administration," DIFFICULT ASTHMA, pp. 371-375, Martin Dunitz Ltd., Informa Health Care, 1999.

31 TANAKA, et al., "Synthesis of 4H-furo[3,2-blindole derivatives. Ill (1). Preparation of 4H-furo[3,2-b]indole-2-carboxylic
acid derivatives,” Journal Heterocyclic Chemistry, Vol. 16, pp. 785-788, 1979.

32 TOGASHI, et al., "9-flucro-11B, 17, 21-tfrihyrdroxy-16a-methyl-1,4-pregnadiene-3, 20-dione 21-

cyclohexanecarboxylate 17-cyclopropanecarboxylate (ST126); OYQO YAKURI, 2002, Vol. 63, No. 5/6, pp. 61-77.

UNEQ, et al_, "Synthesis and evaluation of antiinflammatory activities of a series of corticosteroid 17_ Alpha - esters
33 containing a functional group,” JOURNAL OF MEDICINAL CHEMISTRY, AMERICAN CHEMICA SOCIETY, Vol. 34,
No. 8, August 1991, pp. 2468-2473.

34 UNDEM, et al_, "Neural integration and allergic disease," J. Allergy Clin. Immunol_, 2000, Vol. 106, No. 5, pp. §213-

$220.

35 The United States Pharmacopoeia, 23rd Ed., US Pharmacopoeia Convention, Inc., Rockville MD, 1995, pp.
1843-1844, "Physical Tests / (941) X-Ray Diffraction.”

36 VAN AS, et al,, "Once daily flluticasone propionate is as effective for perennial allergic rhinitis as twice daily

beclomethasone dipropionate,”" J. Allergy Clin. Immunol., 1993, Vol. 91, No. 6, pp. 1146-1154.

VAN BAVEL, et al., "Ocular efficacy and clinician overall evaluation of intranasal fluticasone proprionate (FP) versus
37 loratadine (LOR) in seasonal allergic rhinitis (SAR)," Annals of Allergy, Asthma, & Immunology, 1997, Vol. 78, p. 128,
Abstract P101.

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 109




INFORMATION DISCLOSURE

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

Application Number 10518016

Filing Date 2005-07-06

First Named Inventor | Amar Lulla

Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

38 VAN DER MOLEN, et al., "Effects of the long acting beta agonist formoterol on asthma control in asthmatic patients
using inhaled corticosteroids," Thorax, Vol. 52, No. 6, 1997, pp. 535-539.

39 WENKERT, et al., "Short syntheses of furan and catechol derivatives. A synthesis of hydrourushiol1,2," Journal
American Chemical Society, Vol. 105, pp. 2021-2029, 1983.
WESTLUND, et al,, "Fluticasone propionate agueous nasal spray 200 mg once daily provides relief of ocular

40 symptoms associated with seasonal allergic rhinitis," 57th Annual Meeting of the American Academy of Allergy,
Asthma and Immunology, New Crleans LA, March 16-21, 2001, Abstract No. 522.
WOODFORD, et al., "Activity and bioavailability of a new steroid (Timobesone acetate) in cream and cintment

41 compared with Lidex and Dermovate creams and ointments and Betnovate cream,” Int'l Journal of Pharmaceutics,
1985, Vol. 26, pp. 145-155.

42 Observations on patentability of the object of the patent application PV 2003-352 {(Czech Republic), 2003.

43 Notice of Opposition to the grant of patent on Patent Application No. 762/2001 {140397) (Pakistan), 2010.

44 CIPLA Annual Report Extract; 2010, (report shows that they launched an FF+azelastine product in 2010).

45 Comparative data of azelastine with steroids, 2011.

46 Declaration of Geena Malhotra for EP1519731 dated August 11, 2011.

47 Declaration of Joachim Maus for EP1519731 dated August 10, 2011.

48 VANRELL, "Preservatives in ophthalmic formulations: an overview," Arch. Soc. Esp. Oftalmol., 2007, Vol. 82, pp.
531-532.
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INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen

Attorney Docket Number CRT/20632 US(4137-04700)

CERTIFICATION STATEMENT

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

That each item of information contained in the information disclosure statement was first cited in any communication
[ ] from a foreign patent office in a counterpart foreign application not mare 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.
[] The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-12-13

Name/Print Rodney B. Carroll Registration Number 39624

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 collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTQO. 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.S5.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.5.C. 552a). Records from this system of records may be disclosed to the
Department of Justice to determine whether the Freedom of Information Act requires disclosure of these 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
negotiations.

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

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

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

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

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

A record from this system of records may be disclosed, as a routine use, to the public after either publication of
the application pursuant to 35 U.S.C. 122(b) or issuance of a patent pursuant to 35 U.S.C. 151. Further, a record
may be disclosed, subject to the limitations of 37 CFR 1.14, as a routine use, to the public if the record was filed in
an application which became abandoned or in which the proceedings were terminated and which application is
referenced by either a published application, an application open to public 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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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
characterized by the applicant, and including page counts, where applicable. It serves as evidence of receipt similar to a
Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

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

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

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

New International Application Filed with the USPTO as a Receiving Office

If a new international application is being filed and the international application includes the necessary components for
an international filing date (see PCT Article 11 and MPEP 1810), a Notification of the International Application Number
and of the International Filing Date (Form PCT/RO/105) will be issued in due course, subject to prescriptions concerning
national security, and the date shown on this Acknowledgement Receipt will establish the international filing date of
the application.
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PATENT COOPERATION TREATMRECD § 3 SEP 2002

PCT WiPO PCT

INTERNATIONAL PRELIMINARY EXAMINATION REPORT
(PCT Article 36 and Rule 70)

¢

Applicant's or agents file reference See Notification of Transmittal of International
PG4153 FOR FURTHER ACTION Preliminary Examination Report (Form PCT/IPEA/A16)
Intemnationat apb!ication No. international filing date (day/month/year) Priority date (day/month/year)
PCT/GB01/03495 03/08/2001 05/08/2000

International Patent Classification (IPC) or national classification and [PC

C07J431/00

Applicant

GLAXO GROUP LIMITED et al.

1.

This international preliminary examination report has been prepared by this International Preliminary Examining Authority
and is transmitted to the applicant according to Article 36.

2. This REPORT consists of a total of 11 sheets, including this cover sheet.
Ol This repott is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT).
These annexes consist of a total of sheets. i
3. This report contains indications relating to the following items:
I K Basis of the report
O Priority
| 1 Non-establishment of opinion with regard to novelty, inventive step and industrial applicability
Iv T Lack of unity of invention
v KX Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;
citations and explanations suporting such statement
vi [ Certain documents cited
Vil [0 Certain defects in the international application
Vil [0 Certain observations on the internationat application \
i
Date of submission of the demand Date of completion of this report :
21/02/2002 30.08.2002
Name and mailing address of the intemationai Authorized officer
preliminary examining authority:
———x_ European Patent Office - P.B. 5818 Patentlaan 2
p)» NL-2280 HV Rijswijk - Pays Bas Waitchorn, P
Tel. +31 70 340 - 2040 Tx: 31 651 epo nl
Fax: +3170 340 - 3016 Telephone No. +31 70 340 2207

Form PCT/NIPEA/409 (cover sheet) (January 1994)
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INTERNATIONAL PRELIMINARY
EXAMINATION REPORT International application No. PCT/GB01/03495

l. Basis of the report

1. With regard to the elements of the international application (Replacement sheets which have been furnished to
the receiving Office in response to an invitation under Article 14 are referred to in this report as “originally filed”
and are not annexed Io this report since they do not contain amendments (Rules 70.16 and 70.17)):
Description, pages:

1-53 as originally filed
Claims, No.:
1-63 as originally filed

Drawings, sheets:

1/5-5/5 as originally filed

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the
language in which the international application was filed, unless otherwise indicated under this item.

These elements were available or furnished to this Authority in the following language: , which is:

[0 the language of a translation furnished for the purposes of the international search (under Rule 23.1(b)).
O the language of publication of the international application (under Rule 48.3(b)).

O the language of a translation furnished for the purposes of international preliminary examination (under Rule
55.2 and/or 55.3). .

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the
international preliminary examination was carried out on the basis of the sequence listing:

0 contained in the international application in written form.

O filed together with the international application in computer readable form.
O fumished subsequently to this Authority in written form.

[ furnished subsequently to this Authority in computer readable form.

[0 The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in
the international application as filed has been furnished. !

i
[0 The statement that the information recorded in computer readable form is identical to the written sequence
listing has been furnished. i

4. The amendments have resulted in_the cancellation of:

[0 the description, pages:
[0 the claims, Nos.:

Form PCT/IPEA/409 (Boxes 1-VIl, Sheet 1) (July 1998)
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INTERNATIONAL PRELIMINARY

EXAMINATION REPORT

International application No. PCT/GB01/03495

[J the drawings, sheets:

5. O This report has been established as if (some of) the amendments had not been made, since they have been
considered to go beyond the disclosure as filed (Rule 70.2(c)):

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this

report.)

6. Additional observations, if necessary:

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability;
citations and explanations supporting such statement

1. Statement

Novelty (N) Yes:
No:

Inventive step (IS) Yes:
No:

Industrial applicability (IA)  Yes:
No:

2. Citations and explanations
see separate sheet

Form PCT/IPEA/409 (Boxes I-VIil, Sheet 2) (July 1998)

Claims
Claims

Claims
Claims

Claims
Claims

1-63
1-41,43-56,61-63
42,57-60

1-26,28-63
27

i
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INTERNATIONAL PRELIMINARY International application No. PCT/GB01/03495
EXAMINATION REPORT - SEPARATE SHEET

V - Statement according to Article 35(2) PCT

The closest state of the art consists of the following document:-
D1 = J. Med. Chem. Vol 37(22) pp 3717-3729 (1994)

The following document is also relevant for the assessment of the inventive step of the
currently claimed subject matter:-

D3 = J. Med. Chem. Vol 30(9) pp 1581-1588 (1987)

(The document numbering used by the applicant in his response dated 23.04.2002 has
been retained in this International Preliminary Examination Report)

V.IA - Industrial Applicability (Article 33(4) PCT

For the assessment of the present claim 27 on the question whether it is industrially
applicable, no unified criteria exist in the PCT Contracting States. The patentability can
also be dependent upon the formulation of the claims. The EPO, for example, does not
recognize as industrially applicable the subject-matter of claims to the use of a
compound in medical treatment, but may allow, however, claims to a known compound
for first use in medical treatment and the use of such a compound for the manufacture
of a medicament for a new medical treatment. In the present case, the current claim 27
would not be acceptable under the European Patent Convention on the grounds that
methods of treatment of the human and/or animal body by therapy are excluded from
industrial application by Article 52(4) EPC, however, this does not necessarily apply in
other jurisdictions.

V.N - Novelty (Article 33(2) PCT)

The compound of claim 1 is the compound fluoromethyl 60(,90(-difluoro-17a-(2—furyl)-
carbonyloxy-11B-hydroxy-androst-1,4-dien-3-one 17B-carbothioate (fluticasone 17a-
furoate, hereinafter referred to as FF). The compounds of the closest state of the art
are the corresponding 17a- acetate propionate and n-butyrate esters (see D1, page
3722, table 3, compounds 13d, 13e and 13f respectively). In particular, the compound
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Fluticasone propionate (compound 13e of document D1) is already available
commercially as a medicament (this compound will hereinafter be referred to as FP).
Consequently the compound of claim 1 (FF) differs from the compounds of the closest
state of the art (in particular FP) in that it has a 17a-furoate ester whereas the
compounds of the closes state of the art (in particular FP) have 17a-linear esters.
Consequently the compound of claim 1 and the various solid forms thereof (solvates,
polymorphs etc) of claims 2-10 dependent thereon are all novel according to Article
33(2) PCT. Consequently, the first and second medicinal indications of the novel
compound of claims 1-10 as specified in claims 11 and 12 respectively are also novel
according to Article 33(2) PCT as are the pharmaceutical compositions thereof
according to claims 13-26 and the medical uses thereof according to claim 27.
Furthermore, the processes for preparing the novel compound of claim 1, as specified
in independent claim 28 and claim 29 dependent thereon, independent claim 31
independent claim 52, independent claim 53 and claims 54 and 55 dependent thereon,
independent claim 56 and independent claim 62 are also novel according to Article
33(2) PCT since they deliver a novel compound (that of claim 1). Furthermore, the
processes for the production of the polymorphic forms 1-3 of the compound of claim 1
(claimed per se in dependent claims 3-5 respectively) as specified in independent
claims 30, 50 and 51 are also novel according to Artlcle 33(2) PCT, since they deliver
polymorphic forms of a novel compound.

Furthermore, the following intermediates all possess the same 17a-(2-furyl)-
carbonyloxy group which distinguishes the final product over the compound of the
closes state of the art. Consequently, these intermediates are novel over the
corresponding intermediates used to produce the compounds of the closest state of the
art which possess the same 17a-ester group as the products which they are used to
produce (i.e. the intermediates of the closest state of the art possess the same 17a-
acetate, propionate or n-butyrate esters as compounds 13d, 13e and 13f - see D1,
page 3720, scheme 4). Consequently all of the intermediates of the following formulae
and specified in the claims identified below are novel according to Article 33(2) PCT. In
addition, the processes for the production of compounds of formula Il as specified in
independent claim 35 and claim 36 dependent thereon, independent claim 37 and
independent claim 63 are all also novel according to Article 33(2) PCT, smce they
deliver novel compounds of formula (ll).
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Formula independent claim Dependent claim(s) Process claim(s)
il 32 33-34 35-37,63
A 38 -

Vi 39

Vil 40

vin 41

IXA 43

Xl 44

XV 45

XVI 46

XVl 47

XX 48

XXl 49

X 62

The intermediate of formula 1X of independent claim 42 does not possess the 17x-(2-
furyl)-carbonyloxy group which distinguishes the final product over the compound of the
closes state of the art. It does, however, have a 9,1 1"1)3-epoxy grouping which is not
present in any of the intermediates in D1 (see D1, page 3720, scheme 4).
Consequently the subject matter of this claim is novel hccording to Article 33(2) PCT.

The intermediates of formulae Xl and XIV of independent claims 57 and 58
respectively do not possess the 17a-(2-furyl)-carbonyloxy group which distinguishes
the final product over the compound of the closes state of the art. These compounds
do, however, have a 9(11) double bond which is not present in any of the intermediates
in D1 (see D1, page 3720, scheme 4). Consequently the subject matter of both of these
claims is novel according to Article 33(2) PCT.

The intermediates of formulae XX and XXl of independent claims 59 and 60 ‘
respectively do not possess the 17a-(2-furyl)-carbonyloxy group which distinguishes
the final product over the compound of the closes state of the art. These compounds
do, however, have an 11-keto group which is not present in any of the intermediates in
D1 (see D1, page 3720, scheme 4). Consequently the subject matter of both of these
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claims is novel according to Article 33(2) PCT.

V.IS - Inventive Step (Article 33(3) PCT

The problem to be solved by the currently claimed subject matter is the provision of an
anti-inflammatory agent with a side effect profile improved over the compounds of the
closest state of the art. This problem is closely related to the originally stated problem
of providing an anti-inflammatory agent with an “attractive side effect profile" (see page
1, lines 23-25 of the description), consequently this problem may be invoked in the
assessment of an inventive step of the currently claimed subject matter.

The solution to this problem as proposed in the present application consists of the
compound FF as claimed per se in claim 1. In this regard it is noted that the presence
of a 17a-(2-furyl)-carbonyloxy ester group is known to be compatible with anti-
inflammatory activity in respect of other types of anti-inflammatory compounds (not
fluticasone - see D3, page 1582, table I, compounds 1a, 1e-h and page 1583, table il,
compounds 2f and 2g). It might therefore at first appear that the replacement of the
known linear 17a-ester groupings of the compounds of D1 with a 17x-(2-furyl)-
carbonyloxy ester group, which would result in the cémpound of claim 1, would be an
obvious step to the person skilled in the art in order to solve the problem -of producing -
alternative anti-inflammatory compounds. '

However, the applicant has clearly demonstrated in comparative tests present in the
application (see in particular the tests described on pages 42-43 of the application), that
the compound FF of claim 1 has a very good EC5, value (<1nM - see page 42, line 15),
it is also clearly shown that FF has comparable effects to FP with regard to
transactivation of glucocorticoid sensitive genes (see the first table on page 43), it is
further demonstrated that FF demonstrates higher inhibition of lung eosonophilia than
FP (FF 69% inhibition and FP 41% inhibition under the same conditions and dose - see
page 43, lines 20-25). Furthermore, it is also demonstrated that FF has a lower "
systemic side effects since it has less effect on thymus weight than FP (FF effects a
67% reduction of thymus welght compared to 78% for FP - see page 43, lines 27- -30)
and finally the applicant also demonstrated in the test resulis given in the table on page
44, that the claimed compound FF is metabolised 5 times more rapidly than the
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compound of the closest state of the art FP (this means that the topical administration
of the claimed compound FF gives rise to fewer systemic side effects).

Consequently, the applicant has amply demonstrated that the claimed compound FF of
claim 1 solves the above mentioned problem of the provision of an anti-inflammatory
agent with a side effect profile improved over the compounds of the closest state of the .
art. Since there is no indication in D3 that introducing the 17a-(2-furyl)-carbonyloxy
ester group would result in such drastic improvements as described above, the
compound FF of claim is an unobvious solution to the above mentioned problem and is
as such inventive according to Article 33(3) PCT. Consequently the compound of claim
1 and the various solid forms thereof (solvates, polymorphs etc) of claims 2-10
dependent thereon are all inventive according to Article 33(3) PCT. Consequently, the
first and second medicinal indications of the novel compound of claims 1-10 as
specified in claims 11 and 12 respectively are also inventive according to Article 33(3)
PCT as are the pharmaceutical compositions thereof according to claims 13-26 and the
medical uses thereof according to claim 27. Furthermore, the processes for preparing
the novel compound of claim 1, as specified in independent claim 28 and claim 29
dependent thereon, independent claim 31 independent claim 52, independent claim 53
and claims 54 and 55 dependent thereon, independent claim 56 and independent claim
62 are also inventive according to Article 33(3) PCT '\s‘ince they deliver an inventive
.compound (that of claim 1). Furthermore, the processes for.the production of the. -
polymorphic forms 1-3 of the compound of claim 1 (claimed per se in dependent claims
3-5 respectively) as specified in independent claims 30, 50 and 51 are also inventive
according to Article 33(3) PCT, since they deliver polymorphic forms of an inventive
compound.

Furthermore, the following intermediates all possess the same 17a-(2-furyl)-
carbonyloxy group which distinguishes the final product over the compound of the
closes state of the art. Consequently, these intermediates are inventive over the
corresponding intermediates used to produce the compounds of the closest state of the
art which possess the same 17a-ester group as the products which they are used to
produce (i.e. the intermediates of the closest state of the art possess the same 17a-
acetate, propionate or n-butyrate esters as compounds 13d, 13e and 13f - see D1

page 3720, scheme 4). Consequently all of the intermediates of the following formulae
and specified in the claims identified below are inventive according to Article 33(3) PCT
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since they contribute the inventive feature to the final product of claim 1. In addition, the
processes for the production of compounds of formula Il as specified in independent
. claim 35 and claim 36 dependent thereon, independent claim 37 and independent claim
‘63 are all also inventive according to Article 33(8) PCT, since they deliver inventive
" compounds of formula ().

. Formula independént claim Dependent claim(s) | Process claim(s)
I 32 33-34 35-37,63
1A 38 —

Vi 39
VIl 40
Vil 41
IXA 48
Xl 44
XV . 45
XVI 46
XV a7
XX 48 .
XXIil 49

X L . B2 -
' - {

However, the intermediate compounds of claims 42 and 57-60 do not possess the
same 17a-(2-furyl)-carbonyloxy group which distinguishes the final product over the
compound of the closes state of the art. Consequently they do not contribute the
characterising inventive feature to the final products which they are used to produce
and further given that they are processed by analogy chemical processes well known in
the art to produce the compound of claim 1 (in the case of intermediate IX of claim 42
by 9a-fluorination and 17a-acylation, in the case of intermediate X111 of claim 57 by
9,11-epoxidation, 9a-fluorination, 17a-acylation, in the case of intermediate XIV of
claim 58 9,11-epoxidation, 9a-fluorination, 17a-acylation and 17B-thioate esterlflcatlon
in the case of intermediate XX! of claim 59 11-keto reduction and 17x-acylation and in
the case of intermediate XX!! of claim 60 11-keto reduction, 17x-acylation and 178-
thioate esterification), as such they lack inventive step according to Article 33(3) PCT.
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VIl - Statement according to Rule 70.12(ii) PCT

1)  Dependent claims 3-5 further characterise the compound of formula (1) of claim 1
(FF) as polymorphic forms 1, 2 and 3 respectively. However, these arbitrarily attributed
names of the polymorphic forms do not have any meaning in the technical area, since
this is a novel compound and its polymorphs cannot previously have been
characterised. Consequently the use of these names (form 1, polymorph ..etc) has no
well established technical meaning in the technical area and as such these claims lack
clarity according to Article 6 PCT, since it is not clear how these claims are further
characterised over ciaim 1.

2) Claim 19 reads thus:-

"A pharmaceutical aerosol formulation according to claim 18 which does not
comprise particulate medicament, a propellant and a stabiliser comprising water
addition (i.e. water added in addition to nascent formulation water) and does not
comprise particulate medicament, a propellant and a stabiliser comprising and
amino acid, a derivative thereof or a mixture thereof."”

This claim wording appears to imply that the compoéition claimed does not contain a
propellant or a stabiliser and then goes on to further characterise the stabiliser which
the composition does not contain. Furthermore, claim.\ﬂ 8, on which the claim depends
indicates that it must contain a propellant. Claim 19 is apparently in contradiction with
claim 18 on which it depénds and in consequence lacks clarity according to Article 6
PCT. Furthermore, information is repeated (the absence of particular medicament.. etc)
and then two different stabilisers are mentioned as being present in the composition. It
appears that this claim is attempting to express two preferred embodiments with
relation to the stabiliser (wa{er or amino acid), however these two contrasting
embodiments are conjoined by “and” which means that they must both be present in
the composition. Claim 19 further lacks clarity as a result according to Article 6 F?‘CT.
3) The process of claim 28 indicates that the 17B-carbothioic acid derivative of
formula 1l be subject to “alkylation” to produce the final product of formula | of claim 1.
However, the term “alkylation" as used in claim 28 is not limited to the introduction of a
CH,F ester group onto the 17B-carbothioic acid group, it covers the introduction of a
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panacea of various alkyl groups and is also not limited to introduction onto the 173-
carbothioic acid group (for example this term could also embrace the alkylation of the
11B-OH group to form an ether). Consequently, the process of claim 28 does not
necessarily have as its final product the compound of claim 1, since this is the stated
aim of the process of claim 28, this claim lacks clarity according to Article 6 PCT
(International Preliminary Examination Guidelines lll 4.4). ’

4) Claim 35 refers to a compound of formula Ill, but the formula or name or this
compound is not given in this claim. Claim 35 consequently lacks clarity according to
Article 6 PCT (formula Il is defined on page 18 of the description). The same applies to
claim 37.
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P.O. Box 1450, Alexandria, VA 22313-1450.
If you need assistance in completing the form, call 1-800-PT0-9199 and select option 2.
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Privacy Act Statement

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

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

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

2. A record from this system of records may be disclosed, as a routine use, in the course of presenting evidence 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 inspections or an issued patent.

g. 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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enforcement agency, if the USPTO becomes aware of a violation or potential violation of law or regulation.
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This Acknowledgement Receipt evidences receipt on the noted date by the USPTO of the indicated documents,
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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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above.
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Fee(s) Transmittal and pay the PUBLICATION FEE (Gf required)
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Transmittal and pay the PUBLICATION FEE (if required) and 1/2

the ISSUE FEE shown above.

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

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

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

Page 1 of 3
PTOL-85 (Rev. 02/11)
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PART B - FEE(S) TRANSMITTAL

Complete and send this form, together with applicable fee(s), to: Mail Mail Stop ISSUE FEE
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

in(ficated 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.

CURRENT CORRESPONDENCE ADDRESS (Note: Use Block 1 for any change of address) Note: A certificate of mailing can only be used for domestic mailings of the

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

Eapers. Each additional paper, such as an assignment or formal drawing, must

ave its own certificate of mailing or transmission.

30652 7590 10/03/2011
CONLEY ROSE, P.C. Certificate of Mailing or Transmission
I hereby certify that this Fee(s) Transmittal is being deposited with the United
5601 GRANITE PARKWAY, SUITE 750 States Postal S}icrvice with sufficient postage for first class mail in an envelope
PLANO, TX 75024 addressed to the Mail Stop ISSUE FEE address above, or being facsimile
transmitted to the USPTO (571) 273-2885, on the date indicated below.
(Depositor's name)
(Signature)
(Date)
APPLICATION NO. FILING DATE FIRST NAMED INVENTOR ATTORNEY DOCKET NO. CONFIRMATION NO.
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
TITLE OF INVENTION: COMBINATION OF AZELASTINE AND STEROIDS (4137-04700)
| APPLN. TYPE SMALL ENTITY | ISSUE FEE DUE | PUBLICATION FEE DUE | PREV. PAID ISSUE FEE TOTAL FEE(S) DUE DATE DUE
nonprovisional NO $1740 $300 30 $2040 01/03/2012
| EXAMINER | ART UNIT | crasssuscrass |
NIELSEN, THOR B 1616 514-171000
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. . ! . 9
(2) the name of a single firm (having as a member a
(1 "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 nameis 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.
[ Advance Order - # of Copies (1 The Director is hereby authorized to charge the required fee(s), any deficiency, or credit any
overpayment, to Deposit Account Number (enclose an extra copy of this form).

5. Change in Entity Status (from status indicated above)
Ja Applicant claims SMALL ENTITY status. See 37 CFR 1.27. b Applicant is no longer claiming SMALL ENTITY status. See 37 CFR 1.27(g)(2).

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

Authorized Signature Date

Typed or printed name Registration No.

This collection of information is required by 37 CFR 1.311. The information is required to obtain or retain a benefit by the public which is to file (and by the USPTO to process)
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering, preparing, and
submitting the completed application form to the USPTO. Time will va{ﬁl deﬁendin 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, Alexand%—ia, 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.

PTOL-85 (Rev. 02/11) Approved for use through 08/31/2013. 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.0. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpto.gov

APPLICATION NO. | FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. |  CONFIRMATION NO. |
10/518,016 07/06/2005 Amar Lulla CRT/20632 US 4912
(4137-04700)
EXAMINER |
30652 7590 10032011

CONLEY ROSE, P.C.
5601 GRANITE PARKWAY, SUITE 750
PLANO, TX 75024

NIELSEN, THOR B

| ART UNIT PAPER NUMBER |

1616

DATE MAILED: 10/03/2011

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

The Patent Term Adjustment to date is 434 day(s). If the issue fee is paid on the date that is three months after the
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half
months) after the mailing date of this notice, the Patent Term Adjustment will be 434 day(s).

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

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval

(PAIR) WEB site (http:/pair.uspto.gov).

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

PTOL-85 (Rev. 02/11)
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Privacy Act Statement

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

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

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

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

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

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

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

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

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

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

9. 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)

, iy . 10/518,016 LULLA ET AL.
Examiner-Initiated Interview Summary
Examiner Art Unit
THOR NIELSEN 1616

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

(1) THOR NIELSEN. (3) .

(2) Mr. Rodney Carroll. (4) .

Date of Interview: 09 September 2011.

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

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

Issues Discussed []101 [J112 [J102 []103 [JOthers
(For each of the checked box(es) above, please describe below the issue and detailed description of the discussion)
Claim(s) discussed:

Identification of prior art discussed:

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. Carroll agreed to the proposed Examiner's Amendment. In a separate call on September 14, 2011_Mr. Carroll
agreed lo an additional proposed Examiner's Amendment.

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

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

[J Attachment

U.S. Patent and Trademark Office
PTOL-413B (Rev. 8/11/2010) Interview Summary Paper No. 20110906
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Application No. Applicant(s)
. . 10/518,016 LULLA ET AL.
Notlce Of Allowablllty Examiner Art Unit
THOR NIELSEN 1616

-- 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 08/22/2011.

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

3. X The allowed claim(s) is/are 1,2,4,6-8.10.13-16,19-22,30,35-38,45 and 53-79.

4. [{ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a) Al b)[JSome* c¢)[]None ofthe:
1. X Certified copies of the priority documents have been received.
2. [[] Certified copies of the priority documents have been received in Application No.
3. [ Copies of the certified copies of the priority documents have been received in this national stage application from the
International Bureau (PCT Rule 17.2(a)).
* 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. [] A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER’S AMENDMENT or NOTICE OF
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient.

6. [] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
(a) [J including changes required by the Notice of Draftsperson’s Patent Drawing Review ( PTO-948) attached
1) [ hereto or 2) [] to Paper No./Mail Date .

(b) [ 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).

7. ] 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. [J Notice of References Cited (PTO-892) 5. [] Notice of Informal Patent Application
2. [] Notice of Draftperson's Patent Drawing Review (PTO-948) 6. [ Interview Summary (PTO-413),
Paper No./Mail Date 20110906 .

3. X Information Disclosure Statements (PTO/SB/08), 7. ] Examiner's Amendment/Comment

Paper No./Mail Date See Continuation Sheet
4. [J Examiner's Comment Regarding Requirement for Deposit 8. [ Examiner's Statement of Reasons for Allowance

of Biological Material

9. [J Other .

U.S. Patent and Trademark Office
PTOL-37 (Rev. 03-11) Notice of Allowability Part of Paper No./Mail Date 20110906
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Continuation Sheet (PTOL-37) Application No. 10/518,016

Continuation of Attachment(s) 3. Information Disclosure Statements (PTO/SB/08), Paper No./Mail Date: 08/16/2011(a); 08/16/2011(b);
08/22/2011.

2
CIPLA LTD. EXHIBIT 2001 PAGE 193



Application/Control Number: 10/518,016 Page 2
Art Unit: 1616

DETAILED ACTION
Examiner’s Amendment
EXAMINER’S AMENDMENT

An examiner’'s amendment to the record appears below. Should the changes
and/or additions be unacceptable to applicant, an amendment may be filed as provided
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be
submitted no later than the payment of the issue fee.

The application has been amended as follows:

In claim 1, immediately after pharmaceutically acceptable salt the text: “, solvate
or physiologically functional derivative" has been deleted.

In claim 7, immediately after pharmaceutically acceptable salt the text: “, solvate
or physiologically functional derivative" has been deleted.

In claim 8, immediately after pharmaceutically acceptable salt the text: “, solvate
or physiologically functional derivative" has been deleted.

In claim 16, immediately after tragacanth the text: “ethoxose (water soluble
binding and thickening agents on the basis of ethyl cellulose),” has been deleted.

In claim 45, immediately after pharmaceutically acceptable salt the text: “,
solvate or physiologically functional derivative" has been deleted.

In claim 56, immediately after pharmaceutically acceptable salt the text: ©,
solvate or physiologically functional derivative" has been deleted.

In claim 64, immediately after formulation of claim the text “60” has been deleted

and “56” substituted in its place.
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Application/Control Number: 10/518,016 Page 3
Art Unit: 1616

In claim 65, immediately after formulation of claim the text “61” has been deleted
and “56” substituted in its place.

Authorization for this examiner's amendment was given in a telephone interview
with Mr. Carroll on September 9, 2011. A second examiner’s amendment was

authorized in a telephone interview with Mr. Carroll on September 14, 2011.

Reasons for Allowability

The Declaration under Rule 132 by Mr. Copra (the Chopra Declaration) is of
proper legal form and provides the sales figures of Duonase™ (which he states is the
commercial embodiment of the claimed invention) and copycat products for seven
years. The data support the commercial success of Duonase. Atitems 7-9 and Table
Il. The first year of sales were over 167,000 units and the second year sales were over
254,000 units. Id. By year seven, sales were in excess of 918,000 units. Id.
Competitors arose in year 2 (Zydus-Cadila and Sun Pharma), year 3 (Lupin Ltd.), year 4
(Entod), year 6 (Ranbaxy), and year 7 (Intas Pharma and Dr. Reddys Labs). Id. Inyear
7, the competitors sold in excess of 408,000 units, by my calculation. That is, the
competitors commanded almost 45% of the market share. Figure 3. The major copy
products were combinations of fluticasone propionate and azelastine HCI. Table |. The
market growth rate over the seven years has been about 20 % annually and the sales of

Duonase have grown at essentially the same pace. Atitem 12.
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Application/Control Number: 10/518,016 Page 4
Art Unit: 1616

More specifically, Duonase has maintained a sales growth consistent with the
sales growth of the overall market for these nasal sprays and not unexpectedly is
gradually losing potential sales as more competitors offer similar products.

Thus, the Chopra Declaration supports that the product of the invention has been
a commercial success for both the inventors and the copiers.

Moreover, the Chopra Declaration also supports that the product of the invention
has filled a long-felt, but unmet need for an improved treatment for allergic rhinitis.

The Declaration under Rule 132 by Dr. Rajan also supports that the invention fills
a long unmet need. Dr. Rajan states that prior to introduction of the formulation of the
instant invention (Duonase), he prescribed nasal corticosteroids alone for patients
having allergic and non-allergic vasomotor rhinitis. Atitem 9. Dr. Rajan continues that
nasal steroids are an effective medication for allergic rhinitis and are slow to act so that
patient compliance is a problem. Atitem 10. He continues that oral anti-histamines
have side effects such as sedation, whether taken alone or in conjunction with nasal
steroids. Atitems 11 and 12. He concludes that Duonase (the inventive formulation)
solves many of the long term problems and provides superior and almost immediate
relief from the symptoms of allergic rhinitis. Atitems 13-14.

Dr. Maus, in a Declaration under Rule 132, reviews several literature studies that
examined possible benefits of combining nasal steroid with an oral antihistamine and
reports that the studies found no clinical benefit or minimal clinical benefit to this
combination therapy. Atitems 18-21. Moreover, he reviews a non-prior art study which

concludes that there is no evidence that combining intranasal corticosteroids and
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Application/Control Number: 10/518,016 Page 5
Art Unit: 1616

intranasal antihistamines provides any additional therapeutic benefit, in comparison with
intranasal steroids alone. Atitem 22. Thus, Dr. Maus concludes that the superior
results obtained with the combination of nasal fluticasone propionate and azelastine HCI
would have been unexpected at the time of filing of the application. Atitem 23. On the
basis of this information and declaration, the examiner concurs in this conclusion.

Dr. Maus also states that a randomized, double-blind placebo-controlled clinical
study was performed having 610 patients was carried out. Atitems 7-8. The antigen
was the Texas Mountain cedar. Id. One spray per nostril was administered twice daily
to provide total doses of 548 ug azelastine HCI and 200 ug fluticasone HCI [sic,
propionate]. Id. Patients were scored by the 12 hour reflective total nasal symptom
score (rTNSS) on a four-point scale. A 50% reduction of rTNNS was considered
clinically relevant. Id. After 2 weeks, the combination therapy reduced the mean rTNSS
by a significantly greater extent than either azelastine HCl monotherapy (p<0.001),
fluticasone HCI [sic] monotherapy (p=0.003), or placebo (p<0.001). Atitem 9. A 50%
reduction was achieved by 49% of the combination therapy patients, which exceeded
the response with azelastine HCI (37% of patients), fluticasone propionate (38% of
patients), and placebo (28 % of patients). Atitem 10. These results were significant.
Atitem 11. The combination therapy effect was observed 5-6 days earlier than the
other treatments. Id. Dr. Maus also reported a separate randomized, double-blind
placebo-controlled clinical study of 779 patients using the same therapeutic nasal
sprays, but reviewing ocular symptoms. Atitems 12-16. The combination therapy was

significantly better at relieving ocular symptoms than the fluticasone propionate

CIPLA LTD. EXHIBIT 2001 PAGE 197



Application/Control Number: 10/518,016 Page 6
Art Unit: 1616

monotherapy or the placebo and trended better than azelastine HCl monotherapy. Id.
The examiner finds that the clinical trial supports the efficacy of the treatment
composition of the invention and that the composition is superior to the tested
monotherapies and to the placebo.

The Declarations by Dr. Rajan and Dr. Maus are of proper legal form.

Thus, the invention is unexpectedly and surprisingly unobvious over, different

from, and superior to the prior art of record.

Conclusion
Any inquiry concerning this communication or earlier communications from the
examiner should be directed to THOR NIELSEN whose telephone number is (571)270-
3476. The examiner can normally be reached on Monday through Friday from 9:00
A.M. to 4:00 P.M.
If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number

for the organization where this application or proceeding is assigned is 571-273-8300.

CIPLA LTD. EXHIBIT 2001 PAGE 198



Application/Control Number: 10/518,016 Page 7
Art Unit: 1616

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

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

Thor Nielsen
Patent Examiner
AU 1616

/Johann R. Richter/
Supervisory Patent Examiner, Art Unit 1616

CIPLA LTD. EXHIBIT 2001 PAGE 199



Doc code: IDS
Doc description: Information Disclosure Statement (IDS) Filed

PTO/SB/08a (01-10)

Approved for use through 07/31/2012. OMB 0651-0031
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number.

INFORMATION DISCLOSURE

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

Application Number 10518016
Filing Date 2005-07-06
First Named Inventor | Amar Lulla

Art Unit 1616
Examiner Name Thor B. Nielsen

Attorney Docket Number

PAC/20632 US (4137-04700)

U.S.PATENTS

Remove

Pages,Columns,Lines where

E)l(a_im*lner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code1 of cited Document )
Figures Appear
1 5232919 1993-08-03 Scheffler, et al.
2 5271946 1993-12-21 Hettche
3 5658919 1997-08-19 Ratnaraj, et al.
4 6319513 B1 2001-11-20 Dobrozsi
5 7776315 B2 2010-08-17 Pairet, et al.
6 5914122 1999-06-22 Otterbeck, et al.
7 6525228 B2 2003-02-25 Chauvin, et al.
If you wish to add additional U.S. Patent citation information please click the Add button. Add
U.S.PATENT APPLICATION PUBLICATIONS Remove
/Thor Nieisen/ 09/23/2011

EFS Web 2.1.17

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N.

CIPLA LTD. EXHIBIT 2001 PAGE 200

/

I
i



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

Examiner| .. Publication Kind | Publication Name of Patentee or Applicant Pages Columns, Lines where
- Cite No . Relevant Passages or Relevant
Initial Number Codel| Date of cited Document .
Figures Appear
1 20040204399 A1 2004-10-14 Osbakken, et al.
2 20040235807 A1 2004-11-25 Weinrich, et al.

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 Code? j Code4| Date PP Passages or Relevant
Document .
Figures Appear
1 | 10152369 DE A1 |2002:05.08 | Boehringer Ingelheim ]
Pharma
2 |o746243 o) A1 |1997-12.11 | [he Procter & Gambie ]
Company
3 2003244749 AU B2 2003-12-31 | Cipla Limited ]
4 2002-053485 JP 2002-02-19 | Oshida Tetsuo ]

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

NON-PATENT LITERATURE DOCUMENTS Remove
Examinerl Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate}, title of the item
Initials* | No (book, magazine, journal, serial, symposium, catalog, etc}, date, pages(s), volume-issue number(s}, Ts
publisher, city and/or country where published.

Y

/Thor Nielsen/ 09/23/2011

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 201



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number PAC/20632 US (4137-04700)
1 Foreign communication from a related counterpart application - CA2,489,427, Examination Report, June 18, 2010, 3 D
pages.
2 Foreign communication from a related counterpart application - CA2,489,427, Examination Report, March 24, 2011, 2 D
pages.
3 Foreign communication from a related counterpart application - Examination Report, EP Application 03738280.1, D
November 10, 2005, 4 pages.
4 Foreign communication from a related counterpart application - Examination Report, EP Application 03738280.1, July u
18, 2007, 5 pages.
5 Foreign communication from a related counterpart application - Notice of Intent to Grant, EP Application 03738280.1, ]
October 23, 2008, 6 pages.
6 Foreign communication from a related counterpart application - AU2003244799, Examination Report, November 20, ]
2007, 2 pages.
7 Foreign communication from a related counterpart application - KR 10-2004-7020819, Examination Report, August 26,
[l
2010, 8 pages.
8 GENNAROQO, ALFONSO R, ed,, et al., Remington: The Science and Practice of Pharmacy, 2000, 20th edition, Vol. 1, D
pgs. 785, 830, 831 plus cover page and publication page, Lippincott Williams & Wilkins..
9 GILBERT, PETER, et al., "Preservation of pharmaceutical products," Encyclopedia of Pharmaceutical Technology, D
2002, 2nd edition, Vol. 3, pg. 2278 plus cover page and publication page, Marcel Dekker, Inc.
10 Office Action {Final} dated February 18, 2011 (23 pages), Application Serial No. 12/508,388 filed on July 23, 2009. ]
11 Office Action {Final} dated February 24, 2011 (20 pages), Application Serial No. 12/508,393 filed July 23, 2009. |:|
{Thor Nielsen/ 09/23/2011

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 202



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

12 REDDY, INDRA K., ed., Ocular Therapeutics and Drug Delivery: A Multi-Disciplinary Approach, 1996, pgs. 382-385 D
plus cover page and publication page, Technomic Publishing Company, Inc.

13 Foreign communication from a related counterpart application - Summons to Attend Cral Proceedings, EP Application D
037382801, February 8, 2011, 1 page.

14 Foreign communication from a related counterpart application - Examination Report, RU 2005100781, April 23, 2007, 6 D
pages.

15 Foreign communication from a related counterpart application - Examination Report, RU 2005100781, May 23, 2008, 3 u
pages.

16 Pre-Grant Opposition, Indian Patent Application 2082/KOLNF/2007 dated June 8, 2007, 183 pages. |:|

P SPECTOR, SHELDCN, "ldeal pharmacotherapy for allergic rhinitis," J Allergy Clin Immunol, Vol. 103, No. 3, Part 2, —

o pgs. S386-S38/. =

18 MCNEELY, WENDY, et al, "Intranasal Azelastine A Review of its Efficacy in the Management of Allergic Rhinitis," D
Drugs, 1998, Vol. 56, No. 1, pgs. 91-114.

19 ABPI Data Sheet Compendium, 1995-96, cover page plus pgs. 38-39, Datapharm Publications Limited, London, Great D

Britain.

AURORA, JACK, "Nasal Delivery; Development of Nasal Delivery Systems: A Review," Drug Delivery Technology,
20 | Vol. 2, No. 7, October 2002, 8 pages, http:/f'www.drugdeliverytech.com/ME2/Segments/Publications: |:|
Article&id=9EB19EB2F29F462089CE081473F5F3CA.

21 BLOCK, JOHN H., et al., "Inorganic Medicinal and Pharmaceutical Chemistry," 1986, cover, publication, and preface D
pages plus page 100, Indian Edition, Varghese Publishing House, Bombay, India.
22 Cipla Sixty-Ninth Annual Report 2004-2005, cover pages, information page, plus pgs. 3, 5, and 44. |:|

[Thor Niglsen/ 09/23/2011

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 203



Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT o
( Not for submission under 37 CFR 1.99)
Examiner Name Thor B. Nielsen
Attorney Docket Number PAC/20632 US (4137-04700)
s -
DROUIN, MICHEL A, et al., "Adding Loratadine to Topical Nasal Steroid Therapy Improves Moderately Severe
24 Seasonal Allergic Rhinoconjunctivitis," Advances in Therapy, Vol. 12, No. 6, November/December 1995, pgs. 340 - |:|
349, Health Communications Inc.
25 Foreign communication from a related counterpart application - Translation of Office Action, Israel Patent Application D
165771, July 11, 2011, 3 pages.
26 HODGES, N. A, et al., "Preservative Efficacy Tests in Formulated Nasal Products: Reproducibility and Factors D
Affecting Preservative Activity,” J. Pharm. Pharmacol., 1996, Vol. 48, pgs. 1237-1242.
27 Applicants response to foreign communication - KR10-2004-7020819, December 27, 2010, 18 pages. |:|
28 Prescribing Information for Astepro®, November 2010, 20 pages, Meda Pharmaceuticals Inc., Somerset, NJ, US. |:|
29 Prescribing Information for Rhinocort Aqua™, December 2010, 32 pages, AstraZeneca LP, Wilmington, DE, US. |:|
30 Product Information, Nasonex®, August 2001, 22 pages, Schering Corporation, Kenilworth, NJ, US. |:|
31 Safety Data Sheet, SDS Number 110556, July 4, 2008, V14, Flonase Nasal Spray, 5 pages, GlaxoSmithKline. |:|
Safety Data Sheet, SDS Number 110536, June 23, 2008, V13, Beconase Hayfever Allergy Spray, 5 pages,
32 Gl ithKli [l
axoSmithKline.
33 WISEMAN, LYNDA R., et al., "Intranasal Fluticasone Propionate: A Reappraisal of its Pharmacology and Clinical D
Efficacy in the Treatment of Rhinitis," Drugs, 1997, Vol. 53, No. 5, pgs. 885-907, Adis International Limited.
{Thor Nielsen/ 09/23/2011
EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 204



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

34 World Review 2001: The Pharmaceutical Market, Vol. 1 International, IMS Health, 2001, cover, preface, and copyright D
pages plus pages 4-42 and 5-1 through 5-11, IMS A.G.

35 Opposition to EP 1518731, August 8, 2011, 19 pages. |:|

BERGE, STEPHEN M., et al., "Pharmaceutical Salts," Journal of Pharmaceutical Sciences, Vol. 66, No. 1, January
36 1977, pgs. 1-19 D

SerBbcilict. SpacificationBrllefio.Avice| @200, Bullatin. AMLALSPECA2/00.BS . 2.pages, LM inPolvmer ]

e R BiaDIalvaynar
P ¥

H

39 Avicel® RC/CL, Microcrystalline Cellulose And Carboxymethylcellulose Sodium, NF Dispersible Cellulose, BP, D
Specifications and Analytical Methods, RC-16 Updated 10/95 (2/99), 6 pages, FMC BioPolymer.

40 BAENA-CAGNANI, CARLOS E., "Safety and Tolerability of Treatments for Allergic Rhinitis in Children," Drug Safety D
2004, Vol. 27, No. 12, pgs. 883-898, ADIS Data Information BV.
41 GALANT, STANLEY P., et al., "Clinical Prescribing of Allergic Rhinitis Medication in the Preschool and Young School- D

Age Child, What are the Options?," BioDrugs2001, Vol 15, No. 7, pgs. 453-463, ADIS International Ltd.

42 WANG, DE-YUN, "Treatment of Allergic Rhinitis: H1-Antihistamines and Intranasal Steroids," Current Drug Targets - D
Inflammation & Allergy, 2002, Vol I, pgs. 215-220, Bentham Science Publishers Ltd.

43 MELTZER, ELI O., "Allergic rhinitis: Managing the pediatric spectrum," Allergy and Asthma Proceedings, January- D
February 2006, Vol. 27, No. 1, pgs. 2-8, Oceanside Publications, Inc., USA.

RATNER, PAUL H., et al., "Combination therapy with azelastine hydrochloride nasal spray and fluticasone propionate

44 nasal spray in the treatment of patients with seasonal allergic rhinitis," Annals of Allergy, Asthma & Immunology, |:|

January 2008, Vol. 100, Cover page, publishing page, pgs. 74-81. 09/23/2011
/Thor Nielsen/ revrey

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 205



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

RATNER, PAUL H., et al., "A Comparison of the Efficacy of Fluticasone Propionate Aqueous Nasal Spray and
45 Loratadine, Alone and in Combination, for the Treatment of Seasonal Allergic Rhinitis," The Journal of Family Practice, [:|
August 1998, Vol. 47, No 2, pgs. 118-125, Appleton & Lange.

NIELSEN, LARS P., "Comparison of Intranasal Corticosteroids and Antihistamines in Allergic Rhinitis, A Review of
46 Randomized, Controlled Trials," Am. J. Respir Med. 2003, Vol. 2, No 1, Cover page, publishing page, pgs. 55-65., |:|
ADIS International Limited.

NIELSEN, LARS Peter, et al., "Intranasal Corticosteroids for Allergic Rhinitis, Superior Relief?," Drugs 2001, Vol. 61, D

47 No. 11, pgs. 1563-1579, ADIS International Ltd.

DI LORENZO, G., et al., "Randomized Placebo-controlled Trial Comparing fluticasone aqueous nasal spray in mono-
48 therapy, fluticasone plus cetirizine, fluticasone plus montelukast and cetirizine plus montelukast for seasonal allergic |:|
rhinitis," Clin. Exp. Allergy, 2004, Vol. 34, pgs. 259-267, Blackwell Publishing Ltd.

AKERLUND, ANDERS, et al., "Clinical trial design, nasal allergen challenge models, and considerations of relevance
49 to pediatrics, nasal polyposis, and different classes of medication," J. Allergy Clin. Immunol., March 2005, Vol. 115, |:|
No. 3, pgs. S460-5482.

HOWARTH, P. H., "A comparison of the anti-inflammatory properties of intranasal corticosteroids and antihistamines in ]

50 allergic rhinitis," Allergy 2000, Vol. 62, pgs. 6-11, Munksgaard 2000.

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

EXAMINER SIGNATURE

Examiner Signature {Thor Nieisen/ Date Considered 09/23/2011

*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. ? 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 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 206



Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) mare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
Fee set forth in 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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-16

Name/Print Rodney B. Carroll Registration Number 39,624

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.S5.C. 122 and 37 CFR
1.14. This collection 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.

{Thor Nieisen/ 08/23/2011

EFS Web 2.1.17 ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

CIPLA LTD. EXHIBIT 2001 PAGE 207



Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

{Thor Nielsen/ 09/23/2011

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N./

EFS Web 2.1.17

CIPLA LTD. EXHIBIT 2001 PAGE 208



EAST Search History

EAST Search History
EAST Search History (Prior Art)

Ref {iHits Search Query DBs Default i{Plurals j{iTime
# Operator Stamp
L1 §797 (514/171).CCLS. USPAT; OR OFF 2011/09/14
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USOCR
S3 1149 (fluticasone SAME (propionate and us- OR ON 2011/02/03
valerate)) AND (nasal NEAR3 (spray PGPUB; 19:31
drop)) USPAT;
USOCR
SZNG (fluticasone NEARS (propionate and us- OR ON 2011/02/03
valerate)) AND (nasal NEARS (spray PGPUB; 19:34
drop)) USPAT;
USOCR
S5 {15 (fluticasone NEARS ( valerate)) AND us- OR ON 2011/02/03
(nasal NEAR3 (spray drop)) PGPUB; 19:35
USPAT;
USOCR
S6 4512 (fluticasone NEARS ( propionate)) AND  {US- OR ON 2011/02/03
(nasal NEAR3 (spray drop)) PGPUB; 19:37
USPAT;
USOCR
S7 {125583 #(S-(fluoromethyl) NEAR20 difluoro us- OR ON 2011/02/03
NEAR20 octahydrocyclopenta NEAR20 PGPUB; 19:48
phenanthrene NEAR20 carbothioate) USPAT;
AND (valerate propionate) USOCR
S8 {19676 i{(S-(fluoromethyl) NEAR20 difluoro us- CR ON 2011/02/03
NEAR20 octahydrocyclopenta NEAR20 PGPUB; 19:48
phenanthrene NEAR20 carbothioate) USPAT;
AND (valerate propionate) AND steroid {USOCR
S9 19676 i{(S-(fluoromethyl) NEAR20 difluoro us- OR ON 2011/02/03
NEAR20 octahydrocyclopenta NEARS PGPUB; 19:49
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phenanthrene NEARG carbothioate) AND {{USPAT;

(valerate propionate) AND steroid USOCR
S10 {0 ((fluoromethyl) NEAR20 difluoro NEAR20 {{US- OR ON 2011/02/03
octahydrocyclopenta NEARG PGPUB; 19:49
phenanthrene NEARG carbothioate) AND {USPAT;
(valerate propionate) AND steroid USOCR
S11 40 ((fluoromethyl) NEAR20 difluoro NEAR20 {{US- OR ON 2011/02/03
octahydrocyclopenta NEAR6G PGPUB; 19:50
phenanthrene NEARG carbothioate) AND {{USPAT;
(valerate propionate) USOCR
S12 {0 ((fluoromethyl) NEAR20 difluoro NEAR20 {{US- OR ON 2011/02/03
octahydrocyclopenta NEAR10 PGPUB; 19:50
phenanthrene NEAR10 carbothioate) USPAT;
AND (valerate propionate) USOCR
S13 176 fluticasone AND valerate EPO; JPO; §OR ON 2011/02/03
DERWENT 20:00
S14 443 fluticasone NEAR10 valerate EPO; JPO; §OR ON 2011/02/03
DERWENT 20:00
S15 433 S13 NOT S14 EPO; JPO; §OR ON 2011/02/03
DERWENT 20:11
S16 i1 "6294153".pn. Us- OR ON 2011/02/03
PGPUB; 20:14
USPAT;
USCCR
S17 §18 ("20020076382" | "20040136918" | us OR ON 2011/02/09
"20040242638" | "20050192261" | PGPUB; 14:23
"20060110331" | "20060228306" | USPAT;
"20070020330" | "20090291143" | USCCR

"20090318397" | "20100152147" |
"4335121" | "5164194" | "6017963" |
"6294153" | "6391340" | "6416743" |
"8583180" | "6787532").PN.

S$18 {1 ("20080131381").PN. us OR ON 2011/02/09
PGPUB; 17:23
USPAT;
USOCR
S19 {1 w0-9826808-$.did. DERWENT {OR OFF 2011/06/16
10:45
S20 {1 "20030203009".pn. us- OR OFF 2011/06/16
PGPUB; 11:14
USPAT;
USOCR
S21 40 (macdonald NEAR3 gavin).in. AND DERWENT {OR OFF 2011/06/16
(martin).in. 11:20
S22 {43 (macdonald ).in. AND (martin).in. DERWENT {OR OFF 2011/06/16
11:21
523 {4 (macdonald ).in. AND (martin).in. AND {DERWENT {OR OFF 2011/06/16
(kim).in. 11:21
S24 i1 gb-2257428-$.did. DERWENT {OR OFF 2011/06/16
15:50
S25 2 "6294153".pn. "6416743".pn. USPAT OR OFF 2011/08/01
10:19
326 {745 fluticasone WITH ( valerate) us- OR ON 2011/09/086
PGPUB; 14:22
USPAT;
USOCR
S27 {258 fluticasone WITH ( valerate) AND us OR ON 2011/09/06
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(@pd<"20030613" or @ad<"20030613" {{PGPUB; 14:24
or @prad<"20030613" or USPAT;
@rlad<"20030613" or USCCR
@ptad< "20030613")
S28 {129 fluticasone WITH ( valerate) AND us OR ON 2011/09/06
(@pd<"20030613" or @ad<"20030613" {PGPUB; 14:24
or @prad< "20030613" or USPAT;
@rlad<"20030613" or USOCR
@ptad<"20030613") AND (nasal nose)
S29 #13 fluticasone NEARG ( valerate) AND us OR ON 2011/09/06
(@pd<"20030613" or @ad<"20030613" {{PGPUB; 14:25
or @prad<"20030613" or USPAT;
@rlad<"20030613" or USOCR
@ptad<"20030613") AND (nasal nose)
S30 {0 fluticasone NEARSG ( valerate) AND EPO; JPO; §OR ON 2011/09/08
(@pd<"20030613" or @ad<"20030613" {{DERWENT 15:00

or @prad<"20030613" or
@rlad<"20030613" or
@ptad<"20030613") AND (nasal nose)

S31 49 fluticasone NEARG6 ( valerate) AND EPO; JPO; HOR ON 2011/09/06
(@pd<"20030613" or @ad<"20030613" {{DERWENT 15:00

or @prad<"20030613" or
@rlad< "20030613" or
@ptad<"20030613")

S32 {0 ((microcrystalline NEAR3 cellulose) AND {EPO; JPO; {OR ON 2011/09/06
(carboxymethyl NEARS cellulose) AND DERWENT 17:11
((phenyl ADJ ethyl ADJ alcohol) phenyl
ADJ ethanol)) AND (@pd<"20030613" or
@ad< "20030613" or @prad<"20030613"
or @rlad<"20030613" or
@ptad<"20030613")

S33 {139 ((microcrystalline NEARS cellulose) AND {US- OR ON 2011/09/06
(carboxymethyl NEARS cellulose) AND PGPUB; 17:11
((phenyl ADJ ethyl ADJ alcohol) phenyl  {USPAT;
ADJ ethanol)) AND (@pd<"20030613" or {USOCR
@ad< "20030613" or @prad<"20030613"
or @rlad<"20030613" or
@ptad<"20030613")

S34 62 ((microcrystalline NEAR3 cellulose) AND {{US- OR ON 2011/09/086
(carboxymethyl NEAR3 cellulose) AND PGPUB; 17:12
((phenyl ADJ ethyl ADJ alcohol) phenyl {USPAT;
ADJ ethanol)) AND (@pd< "20030613" or{USOCR
@ad<"20030613" or @prad<"20030613"
or @rlad<"20030613" or
@ptad<"20030613") AND (nasal nose)

S35 144 ((microcrystalline NEAR3 cellulose) AND {{US- OR ON 2011/09/08
(carboxymethyl NEAR3 cellulose) AND PGPUB; 17:12
((phenyl ADJ ethyl ADJ alcohol) phenyl {USPAT;
ADJ ethanol)) AND (@pd< "20030613" or{USOCR
@ad<"20030613" or @prad<"20030613"
or @rlad<"20030613" or
@ptad<"20030613") AND (nasal nose)
AND (spray drop)

S36 {23 ((microcrystalline NEAR3 cellulose) AND {{US- OR ON 2011/09/06
(carboxymethyl NEARS cellulose) AND PGPUB; 17:13
((phenyl ADJ ethyl ADJ alcohol) phenyl {USPAT;
ADJ ethanol)) AND (@pd< "20030613" or {USOCR
@ad<"20030613" or @prad<"20030613"
or @rlad<"20030613" or
@ptad<"20030613") AND (antihistamine
steroid) AND (nasal nose) AND (spray
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EAST Search History

e {drop) | | ;
S37 #1158 ((microcrystalline NEARS cellulose) AND {{US- OR ON 2011/09/06
(carboxymethyl NEAR3 cellulose) ) AND {{PGPUB; 17:26
(@pd<"20030613" or @ad<"20030613" {USPAT;
or @prad<"20030613" or USOCR

@rlad< "20030613" or
@ptad<"20030613") AND (antihistamine
steroid) AND (nasal nose) AND (spray

drop)

S38 11592 ((microcrystalline NEAR3 cellulose) AND {US- OR ON 2011/09/086
(carboxymethyl NEAR3 cellulose) ) AND {{PGPUB; 17:26
(@pd<"20030613" or @ad<"20030613" {{USPAT;
or @prad<"20030613" or USCOCR

@rlad< "20030613" or
@ptad<"20030613") AND (antihistamine
steroid) AND ((nasal nose) SAME (spray

drop))

S39 {25 ((microcrystalline NEARS cellulose) AND {{US- OR ON 2011/09/06
(carboxymethyl NEAR3 cellulose) ) AND {{PGPUB; 17:27
(@pd<"20030613" or @ad<"20030613" {{USPAT;
or @prad<"20030613" or USCOCR

@rlad< "20030613" or
@ptad<"20030613") AND
((antihistamine steroid) SAME (nasal
nose) SAME (spray drop))

40 §13 ((phenyl ADJ ethyl NEARS3 alcohol) us OR ON 2011/09/06
(phenyl ADJ ethanol) ) AND PGPUB; 17:38
(@pd<"20030613" or @ad<"20030613" {USPAT;
or @prad<"20030613" or USOCR

@rlad< "20030613" or
@ptad<"20030613") AND
((antihistamine steroid) SAME (nasal
nose) SAME (spray drop))

HA1 2 (preservative SAME((phenyl ADJ ethyl us OR ON 2011/09/08
NEARS alcohol) (phenyl ADJ ethanol) )) {PGPUB; 17:41
AND (@pd<"20030613" or USPAT;

@ad<"20030613" or @prad<"20030613" {USOCR
or @rlad<"20030613" or
@ptad<"20030613") AND
((antihistamine steroid) SAME (spray
drop))

EAST Search History (I nterference)

iRef # JHits {Search Query DBs iDefault Operator \[Plurals {Time Stamp
iL2 1798 {fluticasone HUSPAT; UPAD {{OR YON  12011/09/14 09:55 |
i3 40 (514/171).0CLS. {UPAD HOR JOFF  112011/09/14 09:55 }

9/14/2011 11:39:51 AM
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In re the Application of

Amar LULLA et al Group Art Unit: 1614
Serial No.: 10/518,016 " Examiner: Unassigned
Filed: July 6, 2005 _ Confirmation No. 4912

For: COMBINATION OF AZELASTINE AND STEROIDS
INFORMATION DISCLOSURE STATEMENT

Commissioner of Patents
P.O. Box 1450
Alexandria, Virginia 22313-1450

o Pursuant to Rules 56 and 98, Applicants hereby call the attention of the Patent Office to the
references listed on the attached Form PTO 1449. These references were cited in an International
Search Report (copy enclosed) issued in connection with the corresponding international application.

Applicants present these references so that the Patent Office may, in the first instance,
determine any relevancy thereof to the presently claimed invention, see Beckman Instruments, Inc.

v. Chemtronics, Inc., 439 F.2d 1369, 1380, 165 USPQ 355, 364 (5th Cir. 1970).

Applicants respectfully request that these references be expressly considered during the
prosecution of this application and made of record herein and appear among the “References Cited”
on any patent to issue herefrom.

Respectfully submitted,
TPP/mtw Thomas P. Pavelko
Attorney Docket No.: TPP 31753 Registration No. 31,689
STEVENS, DAVIS, MILLER & MOSHER, L.L.P.
1615 L Street, N.W., Suite 850
Washington, D.C. 20036
Telephone: (202) 785-0100
Facsimile: (202) 785-0100 or (202) 785-0200

Date: October 5, 2005

/Thor Nielsen/ 09/23/2011
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FORM PTO-1449 U.S. Department of Commerce /\TI'Y. DOCKET NO. SERIAL NO.
(Rev. 4/92) Patent and Trademark Office T, 2’| TPP 31753 10/518,016

INFORMATION DISCLOSURE APPLICANT
STATEMENT BY APPLICANT Amar LULLA et al
FILING DATE GROUP

(Use several sheets if necessary) July 6, 2005 1614

U.S. PATENT DOCUMENTS

EXAMINER FILING DATE
INITIAL DOCUMENT NUMBER DATE NAME CLASS SUBCLASS IF APPROPRIATE
FOREIGN PATENT DOCUMENTS
DOCUMENT NUMBER DATE COUNTRY CLASS SUBCLASS TRANSLATION
YES NO
9 7 0 1 3 3 7 01/97 WO
0 7 8 0 1 2 7 06/97 EP
9 8 4 8 8 3 9 11/98 WO
9 9 4 7 2 3 4 04/01 DE
OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.)
Database Medline “Online! US National Library of Medicine (NLM), Bethesda, MD, US: 2000 Portmann D et
al: “Acceptability of local treatment of allergic rhinitis with a combination of a corticoid (beclomethasone) and
an antihistaminic (azelastine); vol. 121, no. 4, 2000, pages 273-279
Busse W W et al: “Corticosteroid-Sparing Effect of Azelastine in the Management of Bronchial Asthma” -
American Journal of Respiratory and Critical Care Medicine, American Lung Association, new York, NW,
vol. 153, no. 1, 1996, pages 122-172, page 127, column 1, paragraph 2
Intemnational.Search. Reportunder Section L LK Patent Qffice collections including QB LR WO & LIS e | S—
patent specifications
: (00/23/
EXAMINER __/Thor Nielsen/ DATE CONSIDERED 09/23/2011

EXAMINER: Initial if citation is considered, draw line through citation if not in conformance and not considered.
Include copy of this form with next communication to applicant.

(Form PTO-1449 [6-4])

ALL REFERENCES CONSIDERED EXCEPT WHERE LINED THROUGH. /T.N.
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Issue Classification

Application/Control No.

Applicant(s)/Patent Under Reexamination

10518016 LULLA ET AL.
Examiner Art Unit
THOR NIELSEN 1616

ORIGINAL INTERNATIONAL CLASSIFICATION
CLASS SUBCLASS CLAIMED NON-CLAIMED
514 171 A 1| N 45/00 (2006.01.01)
A 1| K 31/56 (2006.01.01)
CROSS REFERENCE(S)
A 1| K 31/55 (2006.01.01)
CLASS SUBCLASS (ONE SUBCLASS PER BLOCK) A 1] K 31/57 (2006.01.01)
A 1| K 31 /58 (2006.01.01)
A 1| K 9/00 (2006.01.01)
A 1 (P 37/08 (2006.01.01)
A 1P 27/14 (2006.01.01)
A 11P 11/ 06 (2006.01.01)
O Claims renumbered in the same order as presented by applicant O CPA O 7. O Ra47
Final Original Final Original Final Original Final Original Final Original Final Original Final Original Final Original
1 1 17 33 49 34 65
2 2 18 34 50 35 66
3 12 19 17 35 51 36 67
3 4 13 20 18 36 52 37 68
5 14 21 19 37 22 53 38 69
4 6 15 22 20 38 23 54 39 70
5 7 23 39 24 55 40 71
6 8 24 40 25 56 41 72
9 25 41 26 57 42 73
8 10 26 42 27 58 43 74
11 27 43 28 59 44 75
12 28 44 29 60 45 76
9 13 29 21 45 30 61 46 77
7 14 16 30 46 31 62 47 78
10 15 31 47 32 63 48 79
11 16 32 48 33 64
/THOR NIELSEN/
Examiner.Art Unit 1616 09/14/2011 Total Claims Allowed:
48
(Assistant Examiner) (Date)
/JOHANN RICHTER/
Supervisory Patent Examiner.Art Unit 1616 09/15/2011 O.G. Print Claim(s) O.G. Print Figure
(Primary Examiner) (Date) 1,21 None

U.S. Patent and Trademark Office

Part of Paper No. 20110906
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Doc code: IDS PTO/SB/08a (01-10)
o . . . 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 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

U.S.PATENTS Remove
. . . . Pages,Columns,Lines where
E)l(a_imlner Cite Patent Number Kind Issue Date Narlne of Patentee or Applicant Relevant Passages or Relevant
Initial No Code 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
- Cite No . Relevant Passages or Relevant
Initial Number Ccode'| 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 PP Passages or Relevant
Document )
Figures Appear
1 []
If you wish to add additional Foreign Patent Document citation information please click the Add button ~ Add
NCN-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 number(s), TS
Initials No : . .
publisher, city and/or country where published.
Thor Nielsen/ 09/23/2011
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

SALIB RAMI JEAN, et al., "Safety and Tolerability Profiles of Intranasal Antihistamines and Intranasal Corticosteroids
1 in the Treatment of Allergic Rhinitis," Drug Safety 2003, Vol. 26, No. 12, Cover page, publication page, pgs. 863-893, [:|
ADIS Data Information BV.

2 SIMPSON, RICHARD J., "Budesonide and terfenadine, separately and in combination, in the treatment of hay fever," D
Annals of Allergy, December, 1994, Vol. 73, Cover page, publication page, pgs. 497-502.

JUNIPER, E F_, et al., "Comparison of beclomethasone dipropionate agueous nasal spray, astemizone, and the
3 combination in the prophylactic treatment of ragweed pollen-induced rhinoconjunctivitis," Journal of Allergy and Clinical D

Immunology, March 1989, Vol 83, No. 3, Cover page, Publications page, pgs. 627-633, American Academy of Allergy
and Immunology, C.V. Mosby Co.

4 BARNES, M. L., et al., "Effects of levocetirizine as add-on therapy to fluticasone in seasonal allergic rhinitis,” Clinical D
and Experimental Allergy, January 27, 2006, Vol. 36, pgs. 676-684, Blackwell Publishing Ltd.

5 Applicants response to foreign communication - EP 03738280.1 (EP Patent 1519731) , September 6, 2010, 15 pages. |:|

6 File history of Australian Patent Application No. AU2003244799, 38 pages. |:|

File hisiory of Brazilian Patent Apnlication

8 Eile history of Canadian Patent Application No. 2,489,427, 19 bages, [
9 File history of Korean Patent Application No. 10-2004-7020819, 89 pages. |:|
10 File history of Mexican Patent Application No. PA/a/2004/01266 {now Patent No. 265349), 86 pages. ]

[ ]
 —

/Thor Niglsen/ 09/23/2011
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

RlJ 2361593 (2 65 pages. —
|4 u
13 File history of South African Patent Application No. 2005/0331 (now Patent No. 2005/0331), 18 pages. |:|
14 Applicants response to foreign communication - CA 2489427, December 20, 2010, 10 pages. |:|

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
EXAMINER SIGNATURE
Examiner Signature {Thor Nielsen/ Date Considered 09/23/2011

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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. ® Applicant is to place a check mark here if
English language translation is attached.
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Application Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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) mare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
Fee set forth in 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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-16

Name/Print Rodney B. Carroll Registration Number 39,624

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.S5.C. 122 and 37 CFR
1.14. This collection 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.

/Thor Nielsen/ 09/23/2011
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Privacy Act Statement

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.

/Thor Nielsen/ 09/23/2011
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EAST prior art search 09/14/2011 TBN
INTERFERENCE SEARCH
Class Subclass Date Examiner
514 171 09/14/2011 TBN

U.S. Patent and Trademark Office

Part of Paper No. : 20110906

CIPLA LTD. EXHIBIT 2001 PAGE 221




Application/Control No. Applicant(s)/Patent Under
Reexamination
Index of Claims 10518016 LULLA ET AL.
IUMWHAAND -
KRISTIE L BROOKS 1616
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Filing Date 2005-07-06

INFORMATION DISCLOSURE
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Art Unit 1616
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1 Applicant Response to foreign communication EP Patent 1519731, August 11, 2011, 252 pages. [:|

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
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Examiner Signature /Thor Nielsen/ Date Considered 08/14/2011
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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
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CERTIFICATION STATEMENT

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

That each item of information 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) moare than three months prior to the filing of the information disclosure
statement. See 37 CFR 1.97(e}(2).

[] See attached certification statement.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

[] A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-22

Name/Print Rodney B. Carroll Registration Number 39,624

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.5.C. 122 and 37 CFR
1.14. This collection 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 informaticn in connection with your submission of the
attached form related to a patent application or patent. Accordingly, pursuant te the requirements of the Act, please be advised
that: (1) the general autherity for the collection of this infermation 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 yoeur submission related to a patent application or patent. If you de not furnish the requested
information, the U.S. Patent and Trademark Office may not he able tc 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 cenfidentially te the extent allowed under the Freedom of Infoermation 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 tc determine whether the Freedem of Infermation Act requires disclosure of these record s.

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, te whem 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 informaticn shall be required to comply with the
requirements of the Privacy Act of 1974, as amended, pursuant to 5 U.S.C. 352a(m).

5. A record related to an 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 Weorld 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
Natichal 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 recerds 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 te 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 limitaticns 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.

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 hecomes aware of a violation or potential violation of law or regulation.
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CERTIFICATION STATEMENT

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

That each item of information 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.
[X] Fee setforthin 37 CFR 1.17 (p) has been submitted herewith.
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form of the signature.

Signature /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-16

Name/Print Rodney B. Carrol! Registration Number 39,624

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 govemed by 35 U.S.C. 122 and 37 CFR
1.14. This collection 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,
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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) fumishing 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 the Freedom of Information Act requires disclosure of these record s.

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 tnbunal, 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 Intemational Application filed under the Patent Cooperation Treaty in this system of records
may be disclosed, as a routine use, to the Intemational 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, dunng 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 inspections 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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INFORMATION DISCLOSURE First Named Inventor |Amar Lulla
STATEMENT BY APPLICANT [~ Trors
( Not for submission under 37 CFR 1.99)

Examiner Name | Thor B. Nielsen

Attorney Docket Number |PA0120832 US (4137-04700)

SALIB RAMI JEAN, et al., "Safety and Tolerability Profiles of Intranasal Antihistamines and Intranasal Corticosteroids
1 in the Treatment of Allergic Rhinitis,” Drug Safety 2003, Vol. 26, No. 12, Cover page, publication page, pgs. 863-893, E]
. ADIS Data Information BV. ) '

2 SIMPSON, RICHARD J., "Budesonide and terfenadine, separately and in combination, in the treatment of hay fever," D
Annals of Allergy, December, 1994, Vol. 73, Cover page, publication page, pgs. 497-502.

JUNIPER, E F., et al., "Comparison of beclomethasone dipropionate aqueous nasal spray, astemizone, and the

3 combination in the prophylactic treatment of ragweed pollen-induced rhinoconjunctivitis,” Journal of Allergy and Clinical 0
Immunology, March 1989, Vol 83, No. 3, Cover page, Publications page, pgs. 627-633, American Academy of Allergy
and Immunology, C.V. Mosby Co.

4 BARNES, M. L., et al., "Effects of levocetirizine as add-on therapy to fluticasone in seasonal allergic rhinitis,” Clinical D

and Experimental Allergy, January 27, 2006, Vol. 36, pgs. 676-684, Blackwell Publishing Ltd.

5 Applicants response to foreign communication - EP 03738280.1 (EP Patent 1519731), September 6, 2010, 15 pages. |:|

6 File history of Australian Patent Application No. AU2003244799, 38 pages. |:|

7 File history of Brazilian Patent Application No. PI 0312128-3, 27 pages. April 2 011 D

8 File_history of Canadian Patent Application No. 2,489,427, 19 pages. December 2010 |
~

9 File history of Korean Patent Application No. 10-2004-7020819, 89 pages. ' |

10 File history of Mexican Patent Application No. PA/a/2004/01266 (now Patent No. 265349), 86 pages. O

11 | File history of Polish Patent Application No. P-373001, 95 pages, M2y 2011
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Application Number 10518016

. Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor IAmar Lulla

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

Art Unit | 1616
Examiner Name | Thor B. Nielsen
Attorney Docket Number | PAC/20632 US (4137-04700)

12 File history of Russian Patent Application No. RU 2361593 C2, 65 pages. April 2009 u
13 File history of South African Patent Application No. 2005/0331 (now Patent No. 2005/0331), 18 pages. : |:]
14 | Applicants response to foreign communication - CA 2489427, December 20, 2010, 10 pages. d

If you wish to add additional non-patent literature document citation information please click the Add button ~ Add
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Examiner Signature [Thor Nielsen/ ' Date Considered | 09/28/2011

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 WIPO Standard ST.16 if possible. 5 Applicant is to place a check mark here iff
English language translation is attached.
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Application Number 10518016

. Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla
STATEMENT BY APPLICANT Art Uri

L nit | 1616
( Not for submission under 37 CFR 1.99)
Examiner Name |Thor B. Nielsen

Attorney Docket Number | PAC/20632 US (4137-04700)

CERTIFICATION STATEMENT

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

That each item of information 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

[J 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.
[X] 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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-16

Name/Print Rodney B. Carroll Registration Number 39,624

[Thor Nielsen/ 09/28/2011

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 govemed by 35 U.S.C. 122 and 37 CFR
1.14. This collection 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) fumishing 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 undér 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 the Freedom of Information Act requires disclosure of these record s.

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 tibunal, 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 Intemational 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 inspections 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 potentiat violation of law or regulation.

[Thor Nielsen/ ’ 09/28/2011
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. Application Number 10518016
Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor | Amar Lulla

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

Art Unit | 1616
Examiner Name I Thor B. Nielsen
Attorney Docket Number | PAC/20632 US(4137-04700)

1 Applicant Response to foreign communication EP Patent 1519731, August 11, 2011, 252 pages. |:]

If you wish to add additional non-patent literature document citation information please click the Add button ~Add
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Examiner Signature [Thor Nielsen/ Date Considered l 09/28/2011

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 if|
English language translation is attached.
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A ' ) Application Number 10518016

Filing Date 2005-07-06
INFORMATION DISCLOSURE First Named Inventor lAmar Lulla
STATEMENT BY APPLICANT At U :
- nit | 1616
( Not for submission under 37 CFR 1.99)
Exa_miner Name lThor B. Nielsen

Attorney Docket Number |PAC/20632 US(4i37-04700)

CERTIFICATION STATEMENT

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

That each item of information 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 @ 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

[0 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.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

[J A certification statement is not submitted herewith.

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.

Signafure /Rodney B. CarrolV/ Date (YYYY-MM-DD) 2011-08-22
Name/Print Rodney B. Carroll Registration Number 39,624

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 collection 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. :

IThor Nielsen/ ' 09/28/2011
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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) fumnishing 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 the Freedom of Information Act requires disclosure of these record s.

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. §52a(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 Intemational 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 pubilic 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.

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 Number 10518016
Filing Date 2005-07-06

INFORMATION DISCLOSURE

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

First Named Inventor | Amar Lulla
Art Unit 1616

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US{4137-04700)

1 Applicant Response to foreign communication EP Patent 1519731, August 11, 2011, 252 pages. |:|

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

EXAMINER SIGNATURE

Examiner Signature Date Considered

*EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 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 801.04. 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.
1 Kind of document by the appropriate symbgls 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.
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Application Number 10518016

Filing Date 2005-07-06

INFORMATION DISCLOSURE

First Named Inventor | Amar Lulla

STATEMENT BY APPLICANT 1616

( Not for submission under 37 CFR 1.99)

Examiner Name Thor B. Nielsen

Attorney Docket Number PAC/20632 US{4137-04700)

CERTIFICATION STATEMENT

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

That each item of information contained in the information disclosure statement was first cited in any communication
[ ] from a foreign patent office in a counterpart foreign application not mare 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.
The fee set forth in 37 CFR 1.17 (p) has been submitted herewith.

[] A certification statement is not submitted herewith.

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 /Rodney B. Carroll/ Date (YYYY-MM-DD) 2011-08-22

Name/Print Rodney B. Carroll Registration Number 39,624

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 collection is estimated to take 1 hour to complete, including gathering, preparing and submitting the completed
application form to the USPTQO. 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.S5.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
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicants:  Amar Lulla, et al. §
§ Group Art Unit: 1616
Serial No.: 10/518,016 §
§ Examiner: Thor B. Nielsen
Filed: July 6, 2005 §
§ Confirmation No.: 4912
For: COMBINATION OF AZELASTINE AND §
STEROIDS §
§
CERTIFICATE OF EFS-WEB FILING
Mail Stop: Amendment I hereby certify that this correspondence is being
Commissioner for Patents electronically filed at the USPTO website to: Mail Stop
PO Box 1450 Amendment, Commissioner for Pategti,‘ )I(‘)., Box 1450,

Alexandria, VA 22313-1450 A’;?a“d”a yA 21140 on

Idd, Sl T

Edith Shek

AMENDMENTS AND RESPONSE TO
OFFICE ACTION DATED FEBRUARY 16, 2011

Dear Sir:

In response to the Office Action dated February 16, 2011, Applicants respectfully request
reconsideration of the above-identified application as follows.

Amendment to the Specification begins on page 2 of this paper

Amendments to the Claims are reflected in the listing of claims, which begins on page 4
of this paper.

Remarks/Arguments begin on page 15 of this paper.

Supplemental IDS is submitted herewith.
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AMENDMENTS TO THE SPECIFICATION
(D Please replace paragraph [0007] of the US Patent Application Publication No. US
2006/0025391 Al in its entirety with the following paragraph:
[0007] In one aspect the invention provides a pharmaceutical formulation comprising
azelastine or a pharmaceutically acceptable salt, solvate or physiologically functional derivative
thereof and a steroid, preferably a corticosteroid, or a pharmaceutically acceptable salt, solvate or
physiologically functional derivative thereof the formulation preferably being in a form suitable for

administration nasally or ocularly. In an embodiment, the formulation contains the steroid in an

amount from about 50 micrograms/ml to about 5 mg/ml of the formulation. In an embodiment, the

formulation contains a suspension containing 0.0005% to 2% (weight/weight of the formulation) of

azelastine or a pharmaceutically acceptable salt of azelastine, and from 0.0357% (weight/weight of

the formulation). alternatively from 0.5%, to 1.5% (weight/weight of the formulation) of said

steroid. In an embodiment, the formulation contains a suspension containing from 0.001% to 1%

(weight/weight of the formulation) azelastine, or salt thereof, and from 0.0357% (weight/weight of

the formulation), alternatively from 0.5%, to 1.5% (weight/weight of the formulation) steroid.

2) Please replace paragraph [0023] of the US Patent Application Publication No. US
2006/0025391 Al in its entirety with the following paragraph:

[0023] In the event of the use of Avicel RC 591 or [[CL11]]CL 611, microcrystalline

cellulose and carboxymethyl cellulose sodium commercially available from FMC BioPolymer,

0.65-3.0% by weight of the formulation, for example, is used for the purpose.

113683 v3/4137.04700 -2-
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3) Please replace paragraph [0036] of the US Patent Application Publication No. US
2006/0025391 A1 in its entirety with the following paragraph:

[0036] A pharmaceutical aerosol formulation according to the present invention may
further comprise one or more surfactants. Such surfactants can be included to stabilise the
formulations and for lubrication of a valve system. Some of the most commonly used surfactants in
aerosol formulations are oils derived from natural sources, such as corn oil, olive oil, cottonseed oil
and sunflower seed oil, and also phospholipids. Suitable surfactants can include lecithin, oleic acid

or sorbitan oleate. In an embodiment, the formulation contains from about 50 micrograms to about

1 millieram of surfactant per ml of the formulation.

113683 v3/4137.04700 -3-
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AMENDMENTS TO THE CLAIMS
Listing of claims:
1. (Currently Amended) A pharmaceutical formulation whieh-eemprisescomprising:
azelastine, or a pharmaceutically acceptable salt, solvate or physiologically functional
derivative thereof, and
fluticasone-or-a pharmaceutically acceptable ester thereefof fluticasone,

wherein said pharmaceutical formulation is in a dosage form suitable for nasal

2. (Currently Amended) [[A]]The pharmaceutical formulation aeecerding—te—of claim 1,

wherein said pharmaceutically acceptable salt of azelastine is present-as-azelastine hydrochloride.

3. (Canceled)

4. (Currently Amended) [[A]]The pharmaceutical formulation aeecerding—te—of claim 1,

wherein [[the ]]said pharmaceutically acceptable ester of fluticasone is fluticasone propionate or

fluticasone valerate.

5. (Canceled)

6. (Currently Amended) [[A]]The pharmaceutical formulation aeecerding—te—of claim 1,

wherein [[the ]]said formulation has a particle size of less than 10 pm.

113683 v3/4137.04700 -4 -
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7. (Currently Amended) [[A]]The pharmaceutical formulation aceerding-te-of claim 1,-which

is an aqueous suspension comprising from 0.0005% (weight/weight) to 2% (weight/weight) of said

azelastine, or said pharmaceutically acceptable salt, solvate or physiologically functional derivative

thereof, and from 0.0357% (weight/weight) to 1.5% (weight/weight) of said pharmaceutically

acceptable ester of fluticasone.

8. (Currently Amended) [[A]]The pharmaceutical formulation according to claim 7, whieh

contains—comprising from 0.001% (weight/weight) to 1% (weight/weight-ef-theformulatien) of

said azelastine, or said pharmaceutically acceptable salt, solvate or physiologically functional

derivative thereof, and from [[0.5]]0.0357%_(weight/weight) to 1.5% (weight/weight—ef-the

formulation) fluticasone-or-aof said pharmaceutically acceptable ester thereefof fluticasone.

9. (Canceled)

10. (Currently Amended) [[A]]The pharmaceutical formulation-aecerding-to-elaim-9 of claim

14, wherein [[the ]]said surfactant comprises a polysorbate, [[or ]]poloxamer—surfactant or

combinations thereof.

11-12. (Canceled)

113683 v3/4137.04700 -5-

CIPLA LTD. EXHIBIT 2001 PAGE 259



Atty. Docket: PAC/20632 US (4137-04700) Patent

13. (Currently Amended) [[A]]The pharmaceutical formulation-aceerding-to-claim—42 of claim

14, wherein [[the ]]said isotonic agent comprises sodium chloride, saccharose, glucose, glycerine,

sorbitol, [[or ]]1,2-propylene glycol or combinations thereof.

14. (Currently Amended) [[A]]The pharmaceutical formulation aceerdingte-of claim 1, which

also—eontains—further comprising_at least one additive selected from the group consisting of a

buffer, a preservative, a suspending agent, [[and ]]a thickening agent, a surfactant, an isotonic

agent and combinations thereof.

15.  (Currently Amended) [[A]]The pharmaceutical formulation aceerding—te—of claim 14,

wherein said preservative is-seleeted—frem-comprises edetic acid [[and ]]or its alkali salts, lower
alkyl p-hydroxybenzoates, chlorhexidine, phenyl mercury borate, or benzoic acid or a salt_thereof,

a quaternary ammonium compound, [[or ]]sorbic acid or a salt thereof, or combinations thereof.

16. (Currently Amended ) [[A]]The pharmaceutical formulation aeeerding—te—of claim 14,

wherein [[the ]]said suspending agent or said thickening agent is-seleeted-from-comprises cellulose
derivatives, gelatin, polyvinylpyrrolidone, tragacanth, ethoxose (water soluble binding and
thickening agents on the basis of ethyl cellulose), alginic acid, polyvinyl alcohol, polyacrylic acid,

[[or ]]pectin, or combinations thereof.

17-18. (Canceled)

113683 v3/4137.04700 -6 -
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19.  (Currently Amended) [[A]]The pharmaceutical formulation aceerdingte-of claim 1, which

is an aqueous suspension-er-selution.

20.  (Currently Amended) [[A]]The pharmaceutical formulation aceerding-te-of claim 1, which

suitable for nasal administration comprises nasal drops or a nasal spray.

21. (Currently Amended) [[A]]The pharmaceutical formulation aeeerding-to-elaim-200f claim

1, which-is-in-theform-of-wherein said dosage form suitable for nasal administration comprises

nasal drops-er-nasal-spray.

22. (Currently Amended) [[A]]The pharmaceutical formulation aceerding-te-elaim-200f claim

1, which-is-inthe-form-of-an-aerosel wherein said dosage form suitable for nasal administration

comprises a nasal spray.

23-29. (Canceled)

30.  (Currently Amended) [[A]]The pharmaceutical product—eomprising—the—formulation

aceording-to-of claim 1, wherein ()-azelastine;-or-a-pharmaceutically-acceptablesalt-thereof-and

113683 v3/4137.04700 -7-
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azelastine-for-use-said formulation is used in the treatment of conditions for which administration

of one or more anti-histamine and/or one or more steroid is indicated.

31-34. (Canceled)

35.  (Currently Amended) [[A]]The pharmaceutical produet—comprising—the—pharmaceutical

formulation of claim 1, wherein said pharmaceutically acceptable salt of azelastine is azelastine

hydrochloride and said pharmaceutically acceptable ester of fluticasone is fluticasone propionate,

use—and wherein said

formulation is used in the treatment of conditions for which administration of one or more anti-

histamine and/or one or more steroid is indicated.

36. (Currently Amended) [[A]]The pharmaceutical formulation aeeerding—to—of claim 1,

wherein said pharmaceutically acceptable salt of azelastine is azelastine hydrochloride and said

pharmaceutically acceptable ester of fluticasone is fluticasone propionate, tegether—with—and

wherein said formulation further comprises a pharmaceutically acceptable carrier or excipient

therefor.

37. (Currently Amended) [[A]]The pharmaceutical product—comprising—the—pharmaceutical

formulation of claim 1, wherein said pharmaceutically acceptable salt of azelastine is azelastine

hydrochloride and said pharmaceutically acceptable ester of fluticasone is fluticasone valerate, as-a

use-and wherein said formulation is

113683 v3/4137.04700 -8-
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used in the treatment of conditions for which administration of one or more anti-histamine and/or

one or more steroid is indicated.

38. (Currently Amended) [[A]]The pharmaceutical formulation aeeerding—te—of claim 1,

wherein said pharmaceutically acceptable salt of azelastine is azelastine hydrochloride and said

pharmaceutically acceptable ester of fluticasone is fluticasone valerate, together-with-and wherein

said formulation further comprises a pharmaceutically acceptable carrier or excipient therefor.

39-44. (Canceled)

45. (Currently Amended) A process of preparing a pharmaceutical formulation aeeerding-te-of

claim 1, which process comprises admixing a pharmaceutically acceptable carrier or excipient with

azelastine, or a pharmaceutically acceptable salt, solvate or physiologically functional derivative

thereof, and fluticasene-or-a pharmaceutically acceptable ester thereefof fluticasone.

46-52. (Canceled)

53.  (Currently Amended) [[A]]The pharmaceutical formulation aeeerding—te—of claim 1,

wherein [[the ]]said pharmaceutically acceptable ester of fluticasone is fluticasone propionate.

54. (Currently Amended) [[A]]The pharmaceutical formulation aeeerding—te—of claim 1,

wherein [[the ]]said pharmaceutically acceptable ester of fluticasone is fluticasone valerate.

113683 v3/4137.04700 -9-

CIPLA LTD. EXHIBIT 2001 PAGE 263



Atty. Docket: PAC/20632 US (4137-04700) Patent

55. (Currently Amended) A pharmaceutical proeduet-formulation comprising [[(1) ]]

azelastine hydrochloride; and,

fluticasone propionate,

wherein said formulation is in the dosage form of er-a-pharmaceutically—aceeptable-salt;

a nasal spray, and @b

preparation—for-simultaneous;-separate-or-sequential-use-wherein said formulation is used in the

treatment of conditions for which administration of one or more anti-histamine and/or one or more

steroid is indicated.

56. (Currently Amended) A nasal spray formulation comprising (i) azelastine, or a
pharmaceutically acceptable salt, solvate or physiologically functional derivative thereof, [[and]]
(ii) Huticasene-or-a pharmaceutically acceptable ester thereefof fluticasone, together-with-and (iii)

a pharmaceutically acceptable carrier or excipient therefor.

57. (New) The pharmaceutical formulation of claim 8, comprising 0.1% (weight/weight) of

azelastine hydrochloride, and from 0.0357% to 1.5% (weight/weight) of fluticasone propionate.

58. (New) The pharmaceutical formulation of claim 8, comprising 0.1% (weight/weight) of

azelastine hydrochloride, and from 0.0357% to 1.5% (weight/weight) of fluticasone valerate.

59. (New) The pharmaceutical formulation of claim 8, wherein said dosage form suitable for

nasal administration comprises a nasal spray.

113683 v3/4137.04700 -10 -
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60. (New) The pharmaceutical formulation of claim 57, wherein said dosage form suitable for

nasal administration comprises a nasal spray.

61.  (New) The pharmaceutical formulation of claim 58, wherein said dosage form suitable for

nasal administration comprises a nasal spray.

62. (New) The pharmaceutical formulation of claim 59, wherein said pharmaceutically
acceptable salt of azelastine is azelastine hydrochloride and wherein said pharmaceutically

acceptable ester of fluticasone is fluticasone propionate.

63. (New) The pharmaceutical formulation of claim 59, wherein said pharmaceutically
acceptable salt of azelastine is azelastine hydrochloride and wherein said pharmaceutically

acceptable ester of fluticasone is fluticasone valerate.

64. (New) The pharmaceutical formulation of claim 60, wherein said pharmaceutically
acceptable salt of azelastine is azelastine hydrochloride and wherein said pharmaceutically

acceptable ester of fluticasone is fluticasone propionate.

65. (New) The pharmaceutical formulation of claim 61, wherein said pharmaceutically
acceptable salt of azelastine is azelastine hydrochloride and wherein said pharmaceutically

acceptable ester of fluticasone is fluticasone valerate.

113683 v3/4137.04700 -11-
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66. (New) The pharmaceutical formulation of claim 7, wherein said pharmaceutically

acceptable salt of azelastine is azelastine hydrochloride.

67. (New) The pharmaceutical formulation of claim 8, wherein said pharmaceutically

acceptable salt of azelastine is azelastine hydrochloride.

68. (New) The pharmaceutical formulation of claim 59, wherein said pharmaceutically

acceptable salt of azelastine is azelastine hydrochloride.

69. (New) The pharmaceutical formulation of claim 10, wherein said surfactant comprises a

polysorbate.

70. (New) The pharmaceutical formulation of claim 13, wherein said isotonic agent comprises

glycerine.

71. (New) The pharmaceutical formulation of claim 15, wherein said preservative comprises

edetate disodium and benzalkonium chloride.

72. (New) The pharmaceutical formulation of claim 16, wherein said suspending agent or said

thickening agent comprises cellulose derivatives.

113683 v3/4137.04700 -12-
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73.  (New) The pharmaceutical formulation of claim 1, further comprising edetate disodium,
glycerine, a thickening agent comprising microcrystalline cellulose and sodium carboxy methyl

cellulose, polysorbate 80, benzalkonium chloride, phenyl ethyl alcohol, and purified water.

74. (New) The pharmaceutical formulation of claim 55, further comprising edetate disodium,
glycerine, a thickening agent comprising microcrystalline cellulose and sodium carboxy methyl

cellulose, polysorbate 80, benzalkonium chloride, phenyl ethyl alcohol, and purified water.

75. (New) The pharmaceutical formulation of claim 56, further comprising edetate disodium,
glycerine, a thickening agent comprising microcrystalline cellulose and sodium carboxy methyl

cellulose, polysorbate 80, benzalkonium chloride, phenyl ethyl alcohol, and purified water.

76.  (New) The pharmaceutical formulation of claim 1, wherein said formulation comprises a

pH from 3 to 7.

77. (New) The pharmaceutical formulation of claim 1, wherein said formulation comprises a

pH from 4.5 to 6.5.

78. (New) A pharmaceutical formulation comprising from 0.001% (weight/weight) to 1%
(weight/weight) of azelastine hydrochloride, and from 0.0357% (weight/weight) to 1.5%
(weight/weight) of fluticasone propionate, wherein said pharmaceutical formulation is an aqueous

suspension suitable for nasal administration.
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79.  (New) A pharmaceutical formulation comprising 1% (weight/weight) of azelastine
hydrochloride, and from 0.0357% (weight/weight) to 1.5% (weight/weight) of fluticasone
propionate, wherein said pharmaceutical formulation is an aqueous suspension suitable for nasal

administration.
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REMARKS/ARGUMENTS

Status of Claims

Claims 1-2, 4, 6-8, 10, 13-16, 19-22, 30, 35-38, 45, and 53-56 have been amended.

Claims 3, 5,9, 11-12, 17-18, 23-29, 31-34, 39-44, and 46-52 have been canceled.

Claims 57-79 are new.

Thus, claims 1-2, 4, 6-8, 10, 13-16, 19-22, 30, 35-38, 45, and 53-79 are currently pending
in this application.

Applicants hereby request further examination and reconsideration of the presently
amended application.
Amendments to Specification

Applicants have amended paragraph [0007] of the US Patent Application Publication No.
US 2006/002539 A1l. Support for the amendment is found in claims 5, 7 and 8 of the priority
International Application No. PCT/GB2003/02557 (International Publication No. WO
2003/105856). Also, support for the “0.0357” endpoint is provided in Examples 3 and 4 of the
specification.

Applicants have amended paragraph [0023] of the US Patent Application Publication No.
US 2006/002539 A1 to correct an obvious typographical error in the designation of Avicel CL
611 and to provide a generic description of the trademarked product. Support for the amendment
is provided in Example 7 of the specification and in the manufacturer’s product sheets for Avicel
RC 591 and CL 611 provided herewith as Exhibits I, II, and III.

Applicants have amended paragraph [0036] of the US Patent Application Publication No.

US 2006/002539 Al. Support for the amendment is found in claim 11 of the priority

113683 v3/4137.04700 -15-
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International Application No. PCT/GB2003/02557 (International Publication No. WO
2003/105856).

Applicants respectfully submit each of the above amendments is supported by the
application as originally filed and that no new matter is introduced by way of these amendments.
Amendments to the Claims

The pending dependent claims have been amended to correspond in scope and
terminology to the substantive amendments to independent claims 1, 55, and 56, discussed in
more detail below. Additionally, claims 7 and 8 have been amended to recite a lower endpoint
of “0.0357%” for the pharmaceutically vacceptable ester of fluticasone, which is supported at
least by Examples 3 and 4.

New claims 57-79 recite novel and non-obvious aspects of the invention not disclosed by
the prior art of record. The new claims are supported by at least the following (referring to
paragraph numbers from the published U.S. Application): claims 57, 59, 60, 62, and 64 are
supported by Example 3; claims 58, 61, 63, and 65 are supported by Example 4; claims 66, 67,
and 68 are supported by paragraphs 0050 and 0051; claims 69-75 are supported by Examples 1,
3, and 4; claims 76-77 are supported by paragraph 24; and claims 78-79 are supported by
Examples 1 and 3 and original claim 8.

The new claims 57-77 each depend from an independent claim, and therefore are
allowable over the prior art of record for the reasons set forth below. New independent claims
78 and 79, having limitations similar to the other independent claims, are each allowable for the
same reasons discussed in detail below.

Applicants respectfully submit each of the above amendments is supported by the

application as originally filed and that no new matter is introduced by way of these amendments.
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Examiner Interview

Applicants thank the Examiner for the courtesy of a telephonic interview on August 1,
2011, the substance of which is accurately reflected in the Interview Summary mailed August 4,
2011.

Previous Submissions

In response to the remarks set forth on page 10, paragraph 2 of the February 16, 2011
Office Action regarding the second §1.132 Declaration of Geena Malhotra dated September 23,
2010 (the “Malhotra II Declaration™) and submitted with the September 24, 2010 Response to
Office Action, and without conceding any deficiencies, Applicants respectfully submit that the
stability testing set forth in the Malhotra Il Declaration complies with the standards set forth in
the ICH guideline Q1A(R2), Stability Testing of New Drug Substances and Products, attached
hereto as Exhibit I'V.

Furthermore, Applicants respectfully affirm, incorporate by reference herein, and reserve
for purposes of appeal the various arguments for patentability set forth in the previous Responses
to Office Action. Accordingly, the following remarks are focused on the new claim amendments
and supporting declaratory evidence provided herewith.

Claim Rejections — 35 U.S.C. § 102

Claims 1-2, 9-10, 12-21, 30, 45 and 55-56 stand rejected as anticipated by EP 0780127
(“Cramer”). Independent claims 1 and 56 have been amended to recite “a pharmaceutically
acceptable ester of fluticasone,” and claim 55 has been amended to recite “fluticasone
propionate.” New independent claims 78 and 79 likewise recite “fluticasone propionate.”
Cramer does not disclose the claimed pharmaceutically acceptable esters of fluticasone. Rather,

Cramer discloses on page 3, lines 15-18:
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Glucocorticoid agents most useful to the present invention include those selected
from the group consisting of beclomethasone, flunisolide, triameinolone,
fluticasone, mometasone, budesonide, pharmaceutically acceptable salts thereof
and mixtures thereof.

Thus, at most Cramer discloses, among other glucocorticoid agents, fluticasone and
pharmaceutically acceptable salts thereof. Cramer does not disclose “a pharmaceutically
acceptable ester of fluticasone” as recited in the amended claims. Applicants respectfully submit
that the lack of teaching in Cramer regarding “a pharmaceutically acceptable ester of
fluticasone” is further evidenced by the rejection of dependent claim 4, reciting “fluticasone
propionate or fluticasone valerate,” under 35 U.S.C. §103 obviousness rather than §102
anticipation. That is, the Office Action has acknowledged that the specific esters recited in
dependent claim 4 are not disclosed in Cramer, and thus are novel in view of Cramer. Thus,
claims 55, 78, and 79 reciting “fluticasone propionate,” as well as claims 1 and 56 reciting
“a pharmaceutically acceptable ester of fluticasone” are novel. Accordingly, Applicants
respectfully submit that amended independent claims 1, 55, 56, 78, and 79, as well as claims 2,
9-10, 12-21, 30, 45 (and all other claims) depending therefrom, are novel over Cramer and that
the §102 rejection has been overcome.

Further, claim 1 has been amended to recite “said pharmaceutical formulation is in a
dosage form suitable for nasal administration.” Likewise, independent claims 55 and 56 each
recite a “nasal spray,” and new independent claims 78 and 79 each recite an “aqueous suspension
suitable for nasal administration.” On page 5, the Office Action notes that:

“Cramer discloses the preparation of nasal sprays. See Examples.”
(emphasis in original)

As will be discussed in more detail below, Applicants have provided herewith a declaration

establishing that Example 3 of Cramer (identified by the April 28, 2010 Office Action, page 16,

as the closest example) is inoperable and unacceptable as a pharmaceutical formulation in a
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dosage form suitable for nasal administration. In order to be anticipating, a prior art reference
must be enabling so that the claimed subject matter may be made or used by one skilled in the art.
Amgen Inc. v. Hoechst Marion Roussel, Inc., 314 F.3d 1313, 1354 (Fed. Cir. 2003) (“Long ago our
predecessor court recognized that a non-enabled disclosure cannot be anticipatory (because it is not
truly prior art) if that disclosure fails to ‘enable one of skill in the art to reduce the disclosed
invention to practice.’” citing In re Borst, 52 C.C.P.A. 1398, 345 F.2d 851 (C.C.P.A. 1962)).
Accordingly, the inoperability of Cramer’s closest example as cited by the Office Action is a
further basis for the novelty of independent claims 1, 55, 56, 78, and 79 over Cramer, as well as
claims 2, 9-10, 12-21, 30, 45 (and all other claims) depending therefrom.

Lastly, claim 1 has been amended to remove the language of previous dependent claim
5 directed to "fluticasone or a pharmaceutically acceptable ester thereof in an amount from about
50 micrograms/ml to about 5 mg/ml of the formulation," which was added to overcome the
previous §102 anticipation rejection (subsequently reinstated by the present Examiner) and is
now moot in view of the amendments set forth above.
Claim Rejections — 35 U.S.C. § 103

Claims 4, 7, 8, 11, 35, 36, 37, 38, 53, and 54 stand rejected under 35 U.S.C. § 103(a) as
being unpatentable over Cramer.

Claims 22, 26-27, and 44 stand rejected under 35 U.S.C. § 103(a) as being unpatentable
over Cramer in view of Modi, U.S. Patent No. 6,294,153 (hereinafter “Modi™).

Claims 1-2 and 6 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over

Cramer in view of Fassberg, et al., U.S. Patent No. 6,416,743 (hereinafter “Fassberg”).
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Accordingly, the various §103 claim rejections are premised upon the application of the
primary reference, Cramer, alone or in combination one of the secondary references, Modi or
Fassberg.

A. Inoperability of Cramer Example 3 precludes a prima facie case of obviousness

In order to establish a prima facie case of obviousness, the Office Action must establish
that the prior art teaches each and every element of the claimed invention, that the basis for any
modification and/or combination of the prior art be clearly articulated, and that such modification
and/or combination has a reasonable expectation of success. See Graham v. John Deere Co. of
Kansas City, 383 U.S. 1, 22 (U.S. 1966) (an obviousness determination begins with a finding that
“the prior art as a whole in one form or another contains all” of the elements of the claimed
invention); KSR Int’l Co. v. Teleflex, Inc., 127 S. Ct. 1727, 1741 (2007) (“‘[R]ejections on
obviousness cannot be sustained by mere conclusory statements; instead, there must be some
articulated reasoning with some rational underpinning to support the legal conclusion of
obviousness.’” (quoting In re Kahn, 441 F.3d 977, 988 (Fed. Cir. 2006))); Life Technologies Inc.
v. Clontech Laboratories Inc., 224 F3d 1320, 56 USPQ2d 1186, 1190 (Fed.Cir. 2000) (“[f]or
the [prior art] to render the claimed invention obvious, there must have been, at the time the
invention was made, a reasonable expectation of success in applying [the prior art's] teachings.”).
Applicants respectfully submit the pending claims are patentable over the cited references
because the Office Action fails to establish a prima facie case of obviousness in that Cramer, either
alone or in combination, does not contain all the elements of the pending claims and the
ordinarily skilled artisan would not have a reasonable expectation of success in modifying and/or

combining Cramer given the inoperability thereof.
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1. Cramer does not teach each and every element of the claimed invention

As noted above, each of the §103 rejections is premised upon the Office Action’s
application of Cramer as the primary reference. Furthermore, the April 28, 2010 Office Action
at page 16 identified Example 3 of Cramer as the closest prior art example, and Applicants’
previous §1.132 declaration was alleged to be deficient for failure to test against Example 3 of
Cramer. While not admitting any previous deficiency, in an effort to substantively advance
prosecution Applicants provide herewith the §1.132 Declaration of Geena Malhotra (the
“Malhotra III Declaration”) regarding Example 3 of Cramer. As set forth in the Malhotra 111
Declaration, Example 3 of Cramer was reproduced as described therein, and the formulation
described in Example 3 of Cramer was found to be inoperable and unacceptable as a
pharmaceutical formulation in a dosage form suitable for nasal administration. Specifically, as
set forth in paragraph 9 of the Malhotra III Declaration:

9. From the observations set forth in paragraph 8, it is conclusive that the
formulation described in Example 3 of Cramer is inoperable and unacceptable as a
pharmaceutical formulation in a dosage form suitable for nasal administration for at
least the following reasons:
(A)  Unacceptable settling and difficulty in resuspending — homogeneity
of the active material in product is not expected to be maintained due to
caking seen at the bottom of vial of the formulation;
(B)  Unacceptable jet rather than desired spray mist — after actuation of
the nasal pump, the product comes out as jet (a stream of liquid forcefully
shooting forth from the orifice) and not a spray (a mist of fine liquid
particles), and due to which the drug is not expected to be suitably deposited
on nasal mucosa; and
(C)  Unacceptable osmolality — It is widely known and accepted that
nasal sprays are preferably isotonic (as is acknowledged by Cramer at page
3, lines 8 and 49) rather than hypertonic. Accordingly, the undesirable
hyperosmotic (i.e., 554 mOsm/kg), hypertonic character of the product is
expected to give rise to irritation of the nasal mucosa.

These experimental findings clearly establish that Cramer’s Example 3 simply does not work as
a nasal spray. A reference that lacks an enabling disclosure “may qualify as a prior art reference

under §103, but only for what is disclosed in it.” Reading & Bates Constr. Co. v. Baker Energy
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Resources Corp., 748 F.2d 645, 652, 223 USPQ 1168, 1173 (Fed.Cir. 1985) (emphasis added).
Thus, while Example 3 of Cramer may persist as prior art for purposes of an obviousness analysis
despite the demonstrated inoperability thereof, Example 3 can be cited only for what is disclosed
in it — critically, a non-working, rather than working, example. Therefore, for at least the reasons

noted above, Cramer’s Example 3 does not disclose a pharmaceutical composition in a dosage

form suitable for nasal administration and, as such, cannot be cited as teaching the same.
Accordingly, because Cramer does not teach or suggest a pharmaceutical formulation in a
dosage form suitable for nasal administration as recited in the amended claims, Cramer does not
teach each and every element as required for a proper prima facie case of obviousness.
Accordingly, the Office Action has failed to establish a prima facie case of obviousness as to the
pending claims.

2. The secondary references, Modi and Fassberg, do not cure the deficiencies of the

primary reference, Cramer

In view of acknowledged shortcomings of Cramer, the Office Action relies upon Modi for
teaching aerosol sprays and metered dose inhalers (see February 16, 2011 Office Action, page 7)
and upon Fassberg for teaching a particle size less than 10 pm (see April 28, 2010 Office Action,
page 10). Thus, neither of the secondary references is relied upon to cure the major deficiencies
outlined above for the primary reference, Cramer. Accordingly (and without conceding the
propriety of such combinations), neither the combination of Cramer and Modi nor Cramer and
Fassberg establish a prima facie case of obviousness as to the pending claims because such
combinations do not teach each and every element of the pending claims. Accordingly, the Office

Action has failed to establish a prima facie case of obviousness as to the pending claims.
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3. The inoperability of Cramer precludes a reasonable expectation of success and

teaches away

Furthermore, the inoperability of Cramer’s Example 3 (which was deemed to be the
closest prior art example) would discourage a person skilled in the art from further
experimentation, and therefore would teach away from any further modifications to Cramer or
from combining Cramer with a secondary reference. “A reference may be said to teach away
when a person of ordinary skill, upon reading the reference, would be discouraged from following
the path set out in the reference, or would be led in a direction divergent from the path that was

taken by the applicant. .. [or] if it suggests that the line of development flowing from the

reference's disclosure is unlikely to be productive of the result sought by the applicant.” In re

Gurley, 27 F.3d 551, 553 (Fed. Cir. 1994) (emphasis added). “References that teach away cannot
serve to create a prima facie case of obviousness.” See McGinley v. Franklin Sports, 262 F.3d
1339, 1354 (Fed. Cir. 2001). Given that the pending claims are directed to formulations suitable
for nasal administration and Cramer’s Example 3 is demonstrably unsuitable for such use, a person
skilled in the art would be discouraged from following the path set forth in Cramer’s Example 3 as
such is unlikely to be productive of the result sought by Applicants. Accordingly, a prima facie
case of obviousness cannot be established on the basis of the prior art of record as the inoperability
of Cramer precludes any reasonable expectation of success and teaches away from any further
modifications and/or combinations with Cramer. Accordingly, the Office Action has failed to

establish a prima facie case of obviousness as to the pending claims.
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B. Secondary considerations indicate that the combination of azelastine and fluticasone

is nonobvious

Even assuming arguendo the Office Action established a prima facie case of
obviousness, which as demonstrated above it clearly has not, the following evidence of
secondary considerations submitted herewith establishes that the pending claims are not obvious
in view of the prior art of record. Under Graham, objective evidence of nonobviousness includes
“commercial success, long-felt but unresolved needs, failure of others, copying, and unexpected
results.” Ruiz v. AB Chance Co., 234 F. 3d 654, 663 (Fed. Cir. 2000). As evidence of such
secondary considerations, Applicants provide the following declarations under 37 C.F.R. §1.132:
(1) Declaration of Dr. Sujeet Rajan (the “Rajan Declaration™) directed to the long felt need for
the claimed pharmaceutical formulation; (2) Declaration of Dr. Joachim Maus (the “Maus
Declaration”) directed to the unexpected, beneficial results from clinical studies of the claimed
pharmaceutical formulation; and (3) Declaration of Mr. Nikhil Chopra (the “Chopra
Declaration™) directed to the commercial success of the claimed pharmaceutical formulation. As
described in detail below, the declarations establish the presence of a long-felt need stemming
from shortcomings of traditional therapies, which is addressed with surprising clinical benefits
and enviable commercial success by the claimed pharmaceutical formulation. These secondary
considerations, in total, require a finding that the pending claims are not obvious, and therefore

patentable, in view of the prior art of record.
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1. The present invention addresses a long-felt need in the art

As set forth in Graham, the satisfaction of a long-felt need in the art is evidence of
nonobviousness. As explained in detail in the Rajan Declaration, the claimed composition
represents the fulfillment of a long-felt, but previously unmet, need by patients and healthcare
practitioners for management of symptoms of allergic rhinitis (AR) and non-allergic vasomotor
thinitis. The Rajan Declaration describes in detail in paragraphs 10, 11, and 12 the long standing
problems associated with traditional therapies such as nasal steroids alone, oral antihistamines
alone, or combinations of nasal steroids and oral antihistamines. Furthermore, the Rajan
Declaration explains in paragraphs 13 and 14 how the claimed composition solves many of these
long standing problems via its superior efficacy, improved compliance and adherence with
treatment, faster response time, and reduced side effects. Accordingly, the Rajan Declartion
supports a conclusion that the claimed composition represents the fulfillment of a long-felt, but
previously unmet, need by patients and healthcare practitioners for management of symptoms of
AR and non-allergic vasomotor rhinitis. Accordingly, the invention embodied in the pending
claims is not obvious given that it meets the long-felt need outlined above.

2. The present invention solves the long-felt need with surprising clinical results

A showing of unexpected results may rebut a prima facie case of obviousness, and is
particularly applicable in the inherently unpredictable chemical arts where minor changes may
yield substantially different results. See e.g., In re Soni, 34 USPQ2d 1684, 1687 (Fed. Cir. 1995).
The same is equally true in the pharmaceutical arts, which the Federal Circuit has noted are
similarly unpredicatable. See Pfizer Inc. v. Apotex Inc., 488 F3d 1377, 82 USPQ2d 1852, 1857
(Fed.Cir. 2007) (Rader, J., dissenting from the denial of rehearing en banc) (referencing the

“unpredictable pharmaceutical inventions . . .”). As explained in detail in the Maus Declaration, at
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the time of the filing of the instant ‘016 application, the clinically significant effect obtained from
administering fluticasone propionate and azelastine hydrochloride in an intranasal pharmaceutical
composition would not have been predictable. The Maus Declaration describes in paragraphs 7-16
the protocol and results of two clinical studies of the claimed composition. The study results
showed that the presently claimed intranasal combination therapy provided five unexpected
benefits: (1) an improvement in nasal symptoms as measured by rTNSS, (2) an increase in the
number of patients who responded to treatment, (3) a faster response time, (4) improved quality of
life, and (5) an improvement in ocular symptoms. These beneficial and superior results associated

with the presently claimed intranasal combination therapy were especially surprising in view of

extensive studies involving combining a nasal steroid with an oral antihistamine where either no or
minimal additional clinical benefit was obtained. The Maus Declaration explains in detail in
paragraphs 18-22 the disappointing results obtained from studies involving combining a nasal
steroid with an oral antihistamine. Moreover, the disappointing results from studies dating back to
1989 further demonstrate the failure of others and the long-felt need described above, and how the
unexpected benefits of the claimed composition meet the long-felt need. Accordingly, the Maus
Declartion supports a conclusion that the superior results obtained for the fluticasone propionate
and azelastine hydrochloride combination intranasal formulation, namely, (1) reduced rTNSS, (2)
an increase in the number of patients who responded to treatment, (3) a faster response time, (4)
improved quality of life, and (5) an improvement in ocular symptoms, would clearly have been
unexpected at the time of filing the instant ‘016 application. Accordingly, the invention embodied

in the pending claims is not obvious given that it demonstrates unexpected, beneficial results.
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3. The present invention has been commercially successful, leading to copying by

others

Commercial success is a strong factor favoring nonobviousness. See e.g., dkzo N.V. v.
United States Int’l Trade Comm’n, 1 USPQ2d 1241, 1246 (Fed. Cir. 1986). As explained in detail
in the Chopra Declaration, the sales of Duonase® nasal spray (a commercial embodiment of the
claimed composition sold in India), relative to the sales of other subsequent and closely copied
brand products in India, indicate a level of commercial success for Duonase® nasal spray that
supports the non-obviousness of the claimed composition. The Chopra Declaration describes in
paragraphs 6 and 8 that Cipla created the market for the claimed composition by launching
Duonase® nasal spray in 2004 in India, which sold 167,826 units within the first year thereafter.
Paragraphs 9-11 of the Chopra Declaration establish that the claim