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eceipt daie: 12/20/2011 13087012 13087012 ~ QAU: 1628
Filing Date 2011-04-14

INFORMATION DISCLOSURE First Named Inventor Giorgio Calderari

S“‘TE“"E””’”""”°““T
(Not for submission under 37 CFR 1.99)

5034398 1991-07-23

5240954 1993-08-31

5344658 1994-09-06

5578628 1996-11-26

5578632 1996-11-26

5622720 1997-04-22

5922749 1997-07-13

5955488 1999-09-21 Winterborn

6063802 2000-05-16 Winterborn

6294548 2001-09-25

5854270 1998-12-29 Gambhir, Renu
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ecelpt date: 12/20/2011 13087012 13087012 ~ QAU: 1628
Filing Date 2011-04-14

First Named Inventor Giorgio CalderariINFORMATION DISCLOSURE

S“‘TE“"E””’”""”°““T
(Not for submission under 37 CFR 1.99)

5202333 1993-04-13 Berger et al.

6287592 2001-09-11 Dickinson, Jeffrey

6284749 2001-09-04

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

U.S.PATENT APPLICATION PUBLICATIONS

Pages,Co|umns,Lines where

Relevant Passages or Relevant
Figures Appear

Publication Kind Publication Name of Patentee or Applicant
Cite NO Number of cited Document

20010020029 2001-09-06

20030095926 2003-05-22 Dugger, |||

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

FOREIGN PATENT DOCUMENTS

. . . . . . Name of Patentee or PageS’CO|UmnS’LineS
Examiner Cite Foreign Document Publication where Relevant

Number3 Date Applicant of Cited Passages or RelevantDocument .
Figures Appear

2004067005 2004-08-12 Helsinn Healthcare S.A.

2 03/100091 2003-12-04 Brockmbller
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ecelpt date: 12/20/2011 13087012 13087012 ~ GAU: 1628
Filing Date 2011-04-14

INFORMATION DISCLOSURE First Named Inventor Giorgio Calderari

S“‘TE“"E””’”""”°““T
(Not for submission under 37 CFR 1.99)

2004703714 2004-09-02 Helsinn Healthcare S.A.

2004045615 2004-06-03 Helsinn Healthcare S.A.

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

NON-PATENT LITERATURE DOCUMENTS

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item
(book, magazine, journal, serial, symposium, catalog, etc), date, pages(s), volume-issue number(s),

publisher, city and/or country where published.

Examiner Cite

Opposition Brief filed by Dr. Reddy's Laboratories (UK) Limited, opposition to European Patent No. 1601359 B1, July
7,2009

Photolytic and oxidative degradation of an antiemetic agent, RG 12915 (Won C. M. Et al, International Journal of
Pharmaceutics 121 (1995) 95-105 (1995)

Palonosetron: a phase II dose ranging study to assess over a 7 day period the single dose pharmacokinetic profile of
palonosetron in patients receiving highly emetogenic chemotherapy. Piraccini Get al., Proc. Am. Soc. Clin. Oncol
2002 21 Abs 449 (2002)

Formulation and administration techniques to minimize injection pain and tissue damage associated with parenteral
products. Larry A. Gatlin; Carol A Brister Gatlin, [from Injectable Drug Development: Techniques to Reduce Pain and
Irritation" [Edited by Pramod K. Gupta, Gayle A. Brazeau; Published by lnforma Health Care (original copyright of 1999
by lnterpharma Press), 1999; ISBN 1574910957, 9781574910957)], p. 401-421

Parenteral Dosage Forms. Joanne Broadhead. [from Part 11- Early drug development, Pharmaceutical preformulation
and formulation: a practice guide from candidate drug selection to commercial dosage form" [Edited by Mark Gibson;
Published by lnterpharma Press, 2001; ISBN 1574911201, 9781574911206)], p. 331-353

Opposition Brief filed by Tecnimede Sociedade Tecnico-Medicinal S.A., opposition to European Patent No. 1601359
B1, July 8, 2009

Response brief filed by Helsinn Healthcare S.A. dated July 13, 2007, in response to the communication pursuant to
Art. 96(2) EPC of 3 January 2007 regarding Serial Number 04 706 6576-2123
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Filing Date 2011-04-14

INFORMATION DISCLOSURE First Named Inventor Giorgio Calderari

S“‘TE“"E””’”""”°““T
(Not for submission under 37 CFR 1.99)

European Patent Office official communication dated July 19, 2006 regarding Serial No. 04 706 657.6

Response of Helsinn Healthcare S.A. dated November 29, 2006 regarding EPO official communication dated July 19,
2006

_\ C) Lachman et al., The Theory and Practice of Industrial Pharmacy, 1986, third edition, pp. 652-784

Summary of Product Characteristics for Aloxi 250 (2009)

_\ Declaration of Valentino J. Stella, Ph.D. dated September 19, 2007

Opposition Brief filed by Martin Paul White, opposition to European Patent No. 1601359 B1, July 8, 2009

Wong et al. (1995), in British Journal of Pharmacology, volume 114, pages 851-859 and Eglen et al. (1995), in British
Journal of Pharmacology, volume 114, pages 860-866

_\ -l>

Cover page and pages 642-644 and 783-784 of The Theory and Practice of Industrial Pharmacy, Third Edition, Lea
and Febiger (1986)

Cover page and pages 514-515 of Modern Pharmaceutics, Second Edition, Marcel Dekker (1990)

Cover page and pages 142-143 of Pharmaceutical Dosage Forms: Parenteral Medications Volume 1, Second Edition,
Marcel Dekker (1992)

Scientific Discussion from the European Public Assessment Report for Aloxi (Palonosetron Hydrochloride) (2006)

1
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