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Supreme Court of Canada Leave Applications

Apotex v. AstraZeneca (omeprazole (LOSEC)), June 13, 2005

Apotex has filed an application for leave to appeal the Federal Court of Appeal's May 18, 2005 decision
(2005 FCA 189), quashing Apotex's NOC for omeprazole capsules. The appeal turned on the Court's
interpretation of the "marketed" requirement in section 5(1) of the Patented Medicines (Notice of
Compliance) Regulations ("Regulations"). The Court of Appeal's decision has been stayed pending
disposition of the leave application. A motion brought by the Canadian Generic Pharmaceutical
Association for leave to intervene in the leave application was dismissed on July 21, 2005.

Patented Medicines Prices Review Board
(PMPRB) Matters

The PMPRB has accepted a Voluntary Compliance Undertaking (VCU) from Amersham Health Inc., GE
Healthcare for technetium TC-99M exametazine (CERETEC).

VCU Notice

Recent Court Decisions
Patented Medicines (Notice of Compliance) Regulations
Hoffmann-La Roche v. Mayne Pharma (ceftriaxone disodium (ROCEPHIN)), June 7, 2005

Judge grants Roche's application for an Order of prohibition, finding that Mayne's allegation of non-
infringement is not justified. Mayne has appealed.

Full Judgment (2005 FC 814)

Pharmascience v. Canada (Minister of Health) (clarithromycin (BIAXIN BID)), June 29, 2005

Court of Appeal dismisses Pharmascience's appeal of an Order of prohibition. The Applications Judge
had found that Pharmascience's notice of allegation (NOA) was deficient, and that Pharmascience had
failed to discharge its evidentiary burden to justify the allegations of non-infringement and invalidity.

Court of Appeal Decision (2005 FCA 250)
Applications Judge's Decision (2004 FC 1349)


http://decisions.fca-caf.gc.ca/fca/2005/2005fca189.shtml
http://www.pmprb-cepmb.gc.ca/CMFiles/Ceretec_VCU34JZL-7192005-6674.pdf
http://decisions.fct-cf.gc.ca/fct/2005/2005fc814.shtml
slw

slw

http://decisions.fca-caf.gc.ca/fca/2005/2005fca250.shtml
http://decisions.fct-cf.gc.ca/fct/2004/2004fc1349.shtml

B IP UPDATE

New Court Proceedings

Patented Medicines (Notice of Compliance) Regulations
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clopidogrel (PLAVIX)

Sanofi-Synthelabo Canada Inc and Sanofi-Aventis
Apotex Inc and The Minister of Health

June 21, 2005

Application for Order of prohibition until expiry of Patent No. 2,334,870.
Apotex alleges non-infringement and invalidity.

atorvastatin (LIPITOR)

Pfizer Canada Inc and Warner-Lambert Company LLC
Ratiopharm Inc and The Minister of Health

June 30, 2005

Application for Order of prohibition until expiry of Patents Nos. 1,268,768;
2,021,546; 2,150,372; 2,220,018; 2,220,455; and 2,220,458. Ratiopharm
alleges non-infringement and invalidity with respect to the 546, 372, 018,
455 and 458 Patents and accepts that an NOC will not issue until after expiry
of the 768 Patent.

irinotecan (CAMPTOSAR)

Pfizer Canada Inc and Pharmacia & Upjohn

Mayne Pharma (Canada) Inc and The Minister of Health
July 7, 2005

Application for Order of prohibition until expiry of Patent No. 2,202,531.
Mayne alleges non-infringement and that the patent is not eligible for listing.

quinapril (ACCUPRIL)

Pfizer Canada Inc

Aventis Pharma Deutschland GmbH, Apotex Inc and The Minister of Health
July 18, 2005

Application for Order of prohibition until expiry of Aventis' Patent No.
2,023,089. Apotex alleges non-infringement and invalidity.
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Other New Proceedings

Medicine: alendronate (FOSAMAX)

Plaintiff: Apotex Inc

Defendants: Merck & Co, Inc and Merck Frosst Canada & Co

Date Commenced: July 5, 2005

Comment: Action brought pursuant to the Regulations for damages allegedly suffered by
Apotex by reason of initiation of a prohibition proceeding by Merck or, in the
alternative, an accounting of profits.

Medicine: health supplement

Plaintiffs: Novogen Research Pty Ltd and Novogen (Canada) Limited

Defendants: WN Pharmaceuticals Ltd and Holista Health (Canada) Inc

Date Commenced:

Comment:

July 13, 2005

Patent infringement action relating to Patent No. 2,136,233 relating to the
Defendants' sales of WEBBER NATURALS HRT MENO FORMULA, LONDON
NATURALS HRT FORMULA ALTERNATIVE, LIFE BRAND PREMIUM HRT
FORMULA, HOLISTA NATURAL HRT ALTERNATIVE, HOLISTA NATURAL HRT
ALTERNATIVE. Novogen pleads that it markets its health supplement product
based on red clover isoflavones in Canada under the trade-mark PROMENSIL.

Contact Info

For more information, or to request a copy of any decision, pleading or legislation, please contact:

Gunars A. Gaikis

ggaikis@smart-biggar.ca

J. Sheldon Hamilton
jshamilton@smart-biggar.ca

Nancy P. Pei (Editor)
nppei@smart-biggar.ca

Pharmaceutical Practice Group

James D. Kokonis, Q.C., B.A.Sc. (Metallurgy), LL.B.
John R. Morrissey, B.Eng. (Elec.Eng.), S.M., LL.B.

Joy D. Morrow, B.Sc., M.Sc. (Cell Bio.), LL.B.

Michael D. Manson, B.Sc. (Bio.), Dipl.Ed., LL.B.
Tokuo Hirama, B.Sc., M.Sc. (Chem.)

J. Christopher Robinson, B.Sc., M.Sc. (Genetics), LL.B.
Steven B. Garland, B.Eng. (Chem.-Biochem.Eng.), LL.B.
David E. Schwartz, B.Sc. (Genetics), LL.B.

Yoon Kang, B.Sc., M.Sc. (Molec.Bio. & Genetics), LL.B.
Genevieve M. Prévost, B.Sc. (Chem.), LL.B.

Daphne C. Ripley, B.Sc., M.Sc. (Chem.), LL.B.

A. David Morrow, B.Sc. (Physics), LL.B.

John Bochnovic, B.Eng. (Elec.Eng.), S.M., LL.B.
Gunars A. Gaikis, B.Sc.Phm., LL.B.

Keltie R. Sim, B.Sc. (Mycology), LL.B.

Mark K. Evans, B.Sc., LL.B.

Solomon M.W. Gold, B.Sc., M.Sc. (Bio.), LL.B.

J. Sheldon Hamilton, B.A.Sc. (Chem.Eng.), LL.B.
Brian G. Kingwell, B.Sc. (Biochem.), M.Sc. (Molec. Cell Bio.), LL.B.
Nancy P. Pei, B.Sc.Phm., LL.B.

Thuy H. Nguyen, B.Sc., Ph.D. (Biochem.)

Sally A. Hemming, B.Sc., Ph.D. (Biochem.), J.D.

Denise L. Lacombe, B.Sc. (Chem.), M.Sc. (Chem.Phys.), LL.B.
James Jun Pan, B.Eng. (Eng.Phys.), Ph.D. (Chem.), LL.B.

Jennifer L. Ledwell, B.Sc. (Biochem.), Ph.D. (Molec. & Cell Physio.)
Y. Lynn Ing, B.Sc. (Biochem.), Ph.D. (Molec.Bio.), J.D.

May Ming Lee, B.Sc.Phm., LL.B.
Scott A. Beeser, B.Sc. (Biochem.) Ph.D. (Bio.), LL.B.
Kavita Ramamoorthy, B.Sc. (Pharma.), Ph.D. (Toxic.), LL.B.

Disclaimer

The preceding is intended as a timely update on Canadian intellectual property and regulatory law of interest to the pharmaceutical industry.
The contents of our newsletter are informational only, and do not constitute legal or professional advice. To obtain such advice, please communicate
with our offices directly. To join the Rx /P Update mailing list, or to amend address information, please send an e-mail to rxip.update@smart-biggar.ca.
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