Patent Register ruling bad newsfor drug makers
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The Ministry of Health has a duty to remove patémisroperly listed on the Patent
Register under the Patented Medicine (Notice of fl@ance) Regulations, (the
“Regulations”) according to Justice Marc Nadonhedf Federal Court, Trial Division.

The decision is a blow for innovator drug companwasich have an interest in listing as
many patents as possible.

The controversial Regulations came into force i8319They essentially set up a
complex new procedure for pharmaceutical pategalion, applying only to the drug
industry. Briefly, if a patent is “listed” on theegistry maintained by the Ministry of
Health as relating to a particular medicine, thiepiee then has certain court remedies
above and beyond its normal right to enforce itema In particular, any submission for
regulatory approval for a generic version of thadmine is subject to various
injunctions and delays imposed by the Regulatibtieel patentee brings a judicial review
application. If the innovator company does so,géeeric is automatically kept off the
market for 30 months. There has been a huge vohirdggation under the Regulations,
about 120 court cases so far.

Listing a patent therefore confers a major berefdause it potentially gives patentees
the ability to delay automatically the entry of gen competition, even if the generic
company maintains its formulation is not infringitig patent. This has a huge economic
impact. In the prescription drug business, keepiggneric version of a particular drug
out of the market for a few months may make a tbfiee in revenues in the tens of
millions of dollars.

However, not all patents can be listed. In 1988,Rederal Court of Appeal, in a case
called Deprenyl, ruled that the Regulations didaymtly to process patents, that is,
patents claiming a method of manufacturing a daugmposed to the drug itself.

The Ministry of Health therefore ordered an “audit'the Register, which found that
about a quarter of the seven hundred or so pabaritse Register were process patents,



and therefore listed improperly. The audit, donenid-1995 by patent examiner Michael
Howarth, also found that some of the patents orRéégister did not relate to medicines
at all. There were patents listed for, among athi@ngs, a bicycle brake, a lens for a
cathode ray tube, and a mobile crane.

The Ministry decided in late 1995 to remove altlod approximately 160 process patents
on the Register The issue that led to the redsgdtion was whether it had the
jurisdiction to do so.

Two innovator drug companies, Merck Frosst and GMéellcome, brought judicial
review proceedings, alleging that the Minister dad have jurisdiction to remove patents
from the Register, but had to list any patent suteti An initial attempt by Merck to
obtain an interim injunction against the Ministailéd in February, 1996. The matter
was then set down for a hearing in early April, 299

In late 1996, two large generic drug companies,t&pand Novopharm, became aware
of Merck and Glaxo’s judicial review proceeding exga the Minister (they had not been
served or informed). In February, 1997, both mosectessfully to get intervenor status,
including the ability to file evidence, and to appeMerck and Glaxo appealed the
intervenor order to the Federal Court of Appeabharexpedited basis, but lost.

The judicial review application itself, with therggrics present as intervenors, was heard
by Justice Nadon at the beginning of April. In3agage judgment released June 13, Mr.
Justice Nadon found that the Minister had not enéyjurisdiction, but the duty, to
remove the process patents from the Registeric@dudadon noted that identifying a
process patent was straightforward, and also folaid‘at least some of the major
innovators would be willing to insist of a full jigilal review application despite the fact
that the issues for the court to determine wouldbet.”

Merck and Glaxo have appealed.

An issue which arises out of the case is, whatstiluld happen with respect to
intermediate patents, i.e. patents claiming chelsiigsed in manufacturing; the Federal
Court of Appeal has said in yet another case titatmediate patents should not be on
the Register (although many are, for the momestedi). As well, the federal
government has promised to reconsider the veryends of the Regulations as a whole
“on a priority basis” this fall.

Lest it be thought | am an entirely omniscient angartial commentator, | should
disclose | represented the intervenors, ApotexNwvbpharm, although | have tried to
present both sides fairly.



