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Attorney Docket No. 3850-116

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
In re Application of:

Roberto VILLA et al. Group Art Unit: TBD
Application No.: TBD Examiner: TBD
Filed: Herewith
For: CONTROLLED RELEASE AND

TASTE MASKING ORAL
PHARMACEUTICAL COMPOSITION

Confirmation No.: TBD
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Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Sir:

LETTER ACCOMPANYING CONTINUATION APPLICATION
AND REQUEST FOR TELEPHONE INTERVIEW

The present application is a continuation of application Serial No. 13/249,839 to pursue

the claims as set forth in the present application.

Claim Support
Support for these claims can be found throughout the specification and claims of parent

application Serial No. 13/249,839 as filed, for example, at least as follows, with reference to the

parent patents:
Claim recitation Support in Patent Support in Patent
No. 8,029,823 No. 7,431,943
“A controlled release oral pharmaceutical Title of application | Title of application
1 composition”
“a tablet core” col. 4, lines 46-50; col. 4, lines 59-63;
col. 3, lines 35-36; col. 3, lines 41-42;
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col. 7, lines 35-36

col. 6, lines 49-50

“budesonide in an amount effective for
topically active treatment of
inflammatory bowel disease in the
gastrointestinal tract”

col. 5, lines 38-39;
col. 1, lines 19-21;

col. 2, lines 29-32

col. 5, lines 18-20,
col. 1, lines 18-24;

col. 2, lines 34-37

“a lipophilic excipient”

col. 3, line 28

col. 3, line 33

“an amphiphilic excipient”

col. 3, line 22

col. 3, lines 27-28

“a hydrogel forming hydrophilic
excipient”

col. 3, line 34 to col.

5, line 2

col. 3, line 39 to
col. 4, line 38

“a coating on said tablet core, said coating
comprising a gastro-resistant film”

col.4, lines 46-50

col.4, lines 49-53

“wherein said lipophilic excipient is stearic
acid”

sentence bridging
col. 3and 4

col. 4, lines 59-63

“wherein said amphiphilic excipient is lecithin”

col. 3, lines 43-47

col. 3, lines 50-51

“wherein said hydrophilic excipient is
hydroxypropyl cellulose”

col. 6, lines 1-3; col.

4, lines 22-27

col. 4 lines 33-38
[there is
“hydroxyalkyl
cellulose”; and Ex.
2 uses
hydroxypropyl
methylcellulose]

“wherein said gastro-resistant film comprises at
least one methacrylic acid polymer”

col. 4, lines 46-50

col. 4, lines 59-63

“wherein said tablet core further comprises
microcrystalline cellulose, lactose, silica, and
magnesium stearate”

col. 7, lines 33-35

col. 6, lines 46-49

Therefore, no new matter is added by the claims of the present application. Applicants
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respectfully request that the examination of this application proceed with the present claims.
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Telephone Interview
Applicants are filing concurrently herewith a Request for Prioritized Examination (Track
1) for the present application. Applicants request that a telephone interview with the Examiner

be scheduled before any office action on the merits.

Authorization to Charge Deposit Account
Please grant any extensions of time required to enter this paper and charge any additional
required fees to Deposit Account No. 02-2135.
Respectfully submitted,

Dated: _2 May 2012 By /Jeffrey L. Thnen/
Jeffrey L. Thnen
Registration No. 28,957
Attorney for Applicants
607 14™ Street, N.W., Suite 800
Washington, D.C. 20005
Phone: 202-783-6040
Fax: 202-783-6031
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PTO/SB/14 (11-08)
Approved for use through 09/30/2010. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE

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

) ) Attorney Docket Number | 3850-116
Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Controlled Release and Taste Masking Oral Pharmaceutical Composition

The application data sheet is part of the provisional or nonprovisicnal application for which it is being submitted. The following form contains the
bibliographic data arranged in a fermat specified by the United States Patent and Trademark Office as outlined in 37 CFR 1.76.

This document may be completed electronically and submitted to the Office in electronic format using the Electronic Filing System (EF3) or the
document may be printed and included in a paper filed application.

Secrecy Order 37 CFR 5.2

[ ] Portions or all of the application associated with this Application Data Sheet may fall under a Secrecy Order pursuant to
37 CFR 5.2 (Paper filers only. Applications that fall under Secrecy Order may not be filed electronically.}

Applicant Information:
Applicant 1

Applicant Authority (®) Inventor | {OlLegal Representative under 35 U.S.C. 117 ‘OParty of Interest under 35 U.S.C. 118

Prefix| Given Name Middle Name Family Name Suffix|
Roberto VILLA

Residence Information (Select One) () US Residency  (e) Non US Residency () Active US Military Service

City |Lecco Country Of Residencei ‘ IT

Citizenship under 37 CFR 1.41(b} IT
Mailing Address of Applicant:

Address 1 Via Col Di Lana 26
Address 2
City | Lecco | State/Province |

Postal Code | 23900 | Countryi ‘ IT

Applicant 2

Applicant Authority (® Inventor | {OlLegal Representative under 35 U.8.C. 117 ‘OParty of Interest under 35 U.S.C. 118

Prefix| Given Name Middle Name Family Name Suffix|
Massimo PEDRANI
Residence Information (Select One) () US Residency  (8) Non US Residency () Active US Military Service
City | Gignese Country Of Residencei ‘ IT

Citizenship under 37 CFR 1.41(b} i IT

Mailing Address of Applicant:

Address 1 Salita Rognoni 18

Address 2

City | Gignese | State/Province |
Postal Code | 28836 | Countryi ‘ IT

Applicant 3

Applicant Authority (® Inventor | {OlLegal Representative under 35 U.S.C. 117 ‘OParty of Interest under 35 U.S.C. 118

Prefix| Given Name Middle Name Family Name Suffix
Mauro AJANI
Residence Information (Select One) () US Residency  (8) Non US Residency () Active US Military Service
City | Milano | Country Of Residencei ‘ IT
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Approved for use through 09/30/2010. OMB 0651-0032

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

Under the Paperwork Reduction Act of 1995, no persons are required to respend to a collection of informaticn unless it contains a valid OMB contrel number.

Attorney Docket Number | 3850-116

Application Data Sheet 37 CFR 1.76

Application Number

Title of Invention | Controlled Release and Taste Masking Oral Pharmaceutical Composition

Citizenship under 37 CFR 1.41(b} i IT
Mailing Address of Applicant:

Address 1 Via Carozzi 5
Address 2

City | Milano | State/Province |
Postal Code | 20121-20162 | Countryi | IT

Applicant 4

Applicant Authority (®Inventor | {Olegal Representative under 35 U.8.C. 117 ‘OParty of Interest under 35 U.S.C. 118

Prefix| Given Name Middle Name Family Name Suffix|
Lorenzo FOSSATI
Residence Information (Select One) () US Residency (8) Non US Residency () Active US Military Service
City | Milano Country Of Residencei ‘ IT

Citizenship under 37 CFR 1.41(b} IT

Mailing Address of Applicant:

Address 1 Via Creta 6

Address 2

City Milano | State/Province
Postal Code | 2012120162 | countryi | 1T

All Inventors Must Be Listed - Additional Inventor Information blocks may be

generated within this form by selecting the Add button. Add

Correspondence Information:

Enter either Customer Number or complete the Correspondence Information section below.
For further information see 37 CFR 1.33(a).

[] An Address is being provided for the correspondence Information of this application.

Customer Number 06449

Email Address pto-pat-email@rfem.com ‘ | AddEmail | |Remove Email

Application Information:

Title of the Invention Controlled Release and Taste Masking Oral Pharmaceutical Composition

Attorney Docket Number| 3850-116 Small Entity Status Claimed [ |

Application Type Nonprovisional
Subject Matter Utility

Suggested Class (if any) Sub Class (if any)

Suggested Technology Center (if any)

Total Number of Drawing Sheets {if any) Suggested Figure for Publication {if any}
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