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Hearings 
The PMPRB’s regulatory mandate is to ensure that
patentees’ prices of patented medicines are not
excessive and hence protect consumer interests.
In the event that the price of a patented medicine
appears to be excessive, the Board can hold a
public hearing and, if it finds that the price is
excessive, it may issue an Order to reduce the
price and to offset revenues received as a result of
excessive prices.

In March, the Board issued two additional Notices
of Hearing into the prices of Penlac Nail Lacquer
and Quadracel & Pentacel, bringing the total of
ongoing hearings to ten.  The purpose of these
hearings is to determine whether, under sections
83 and 85 of the Patent Act, the patentees are
selling or have sold the said medicines in any
market in Canada at a price that, in the Board’s
opinion, are or were excessive; and, if so, what
orders, if any, should be made.

Penlac Nail Lacquer, sanofi-
aventis Canada Inc.
The hearing in the matter of sanofi-aventis
Canada Inc. and its medicine Penlac Nail Lacquer
is scheduled to commence on July 23, 2007.  A
pre-hearing conference will be held on June 6, 2007. 

Quadracel and Pentacel, sanofi
pasteur Limited
The Hearing in the matter of sanofi pasteur Limited
and its medicines Quadracel and Pentacel is 
scheduled to commence on August 20, 2007.  ■

Impact of the FCC decision on the application of the April 2000
NEWSletter
In the Board’s April 2000 NEWSletter, an article was featured discussing various incentives and programs
offered by patentees.  These programs included manufacturers’ compassionate release programs, trial
prescription programs and expenditure limitation agreements between a manufacturer and a public
drug plan.  The NEWSletter article stated that products supplied under such programs could either be
included or excluded by the patentees, as long as the inclusion or exclusion was consistent in all report-
ing periods.

Patentees are advised to continue reporting any and all information pertaining to reductions or benefits
of a like nature.  This includes, for example, any rebates or discounts required through provincial/territorial
legislation, regulation, or negotiated agreement (e.g., resulting from Ontario’s Bill 102, Quebec’s Bill 130,
or other agreements with payers/customers).  Patentees are also advised that, beginning with the
reporting period ending June 30, 2007, any reduction or like benefit will be included in the calculation
of the ATP.   

The Board is further assessing the implications of the Federal Court decision. 

Patentees who wish to obtain further guidance on this matter are to contact the Compliance Officer
responsible for their company.  ■

Amendments to the Patented Medicines
Regulations, 1994
In our January NEWSletter, we reported that a
revised regulatory package was in the final stages
of moving forward to Treasury Board Cabinet
Committee.  As a next step, Board Staff met with
Rx&D, the Canadian Generic Pharmaceutical
Association and BIOTECanada in February and
March to discuss the proposed amendments and
how they would be implemented through changes
to the various forms patentees are required to file
as part of their regulatory reporting requirements.
In the context of these various meetings, the

industry raised concerns relating to a few specific
proposed amendments implementation of which
could have resulted in a significant increase in the
regulatory burden of patentees.  It also became
clear that the amendments as drafted differed
from the intention of the Board.  As a result, the
Board has further considered the matter and a
revised regulatory package is being prepared for
forwarding to Treasury Board Cabinet Committee
for publication in the Canada Gazette, Part II.  ■


