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Discussion Paper-Options for Possible Changes to the Patented Medicines
Regulations, 1994 and the Excessive Price Guidelines 
The Board is committed to working with its stakeholders to resolve the issues 
discussed during the ongoing review of the Excessive Price Guidelines (Guidelines),
as well as those arising from the Federal Court of Canada decision in LEO Pharma.
In keeping with this commitment, the Board has just released a document for
public consultation entitled: the Excessive Price – Options for Possible Changes to
the Patented Medicines Regulations, 1994 and the Excessive Price Guidelines.  

The purpose of the discussion paper is to seek written feedback from all stake-
holders on both proposed changes to the Guidelines stemming from the Board's
ongoing review, as well as on a range of options to address the issues arising
from the Federal Court decision.  

Written comments should be sent to Ms. Sylvie Dupont, Secretary of the Board,
no later than March 3, 2008, at sdupont@pmprb-cepmb.gc.ca, or by mail at
PMPRB, Box L40, Standard Life Centre, 333 Laurier Avenue West, Suite 1400,
Ottawa, Ontario, K1P 1C1.

Your feedback is important in this process.  It will help guide the Board's eventual
decision-making on the proposed changes and options.  All comments will be consid-
ered in the Board's deliberations, with decisions expected on the various
proposals and options in the Spring of 2008.

As with previous consultations, all submissions received by the Board will be posted
on our Web site as part of the PMPRB's commitment to openness and transparency. ■

Patentees’ Reporting on Research
and Development (R&D) and Sales
The purpose of this article is to provide additional guidance on patentees´ require-
ments, under the Patented Medicines Regulations, 1994 (Regulations), for the
upcoming filing date of March 3, 2008.  Please note that this clarification pertains
to current filing requirements and is unrelated to any proposed amendments to
the Regulations currently under consideration.

The Patent Act defines a patentee as the person for the time being entitled to the
benefit of a patent and includes both the patent holder and any other person with a
license or other agreement that enables the rights under the patent to be exercised.

As a result, all patentees (patent holders, licensees or others) are required to file
Form 3 information on Revenues and R&D Expenditures.  Paragraph 5(1)(c) of
the Regulations specifies that patentees shall indicate total gross revenues from
all sales (i.e., of patented and non-patented drugs) in Canada during the year by
the patentee.  If a patentee has a license or other agreement with a person related
to the sale of medicines in Canada, it must also report total revenues received
from all licensees/others, including royalties or any other revenues as prescribed
by the license/other agreement.

Paragraph 5(1)(d) of the Regulations requires that the patentee provide a summary
of all expenditures made during the year by the patentee towards the cost of
R&D relating to medicines for human or veterinary use carried out in Canada by
or on behalf of the patentee.  These expenditures are not limited to R&D related
to patented medicines under the Board’s jurisdiction.

Form 3, the template created by the PMPRB in order to help patentees file this infor-
mation, under Legislation, Regulations and Guidelines; Patentee’s Guide to Reporting,
is now available on our Web site and may also be used to file electronically. ■

Voluntary Compliance Undertaking
Under the Compliance and Enforcement Policy, patentees are given an opportunity
to submit a Voluntary Compliance Undertaking (VCU) when Board Staff concludes,
following an investigation, that the price set forth by the patentee for a patented
medicine sold in Canada appears to have exceeded the Board’s Excessive Price
Guidelines (Guidelines).

Dovobet, LEO Pharma Inc.
On January 19, 2008, the Chairperson of the Board approved a VCU submitted
by LEO Pharma Inc., for the medicine Dovobet.  This VCU comes as a result of the
Board’s recent Order requiring LEO Pharma to price Dovobet at a non-excessive
level, and to offset the excess revenues derived from the sale of Dovobet in
Canada from 2002 through to December 2005, by making a payment to the
Government of Canada in the amount of $3,736,398.71.  

For the period January 1, 2006 through December 31, 2006, Board Staff calculated
the maximum non-excessive (MNE) price in accordance with the Board Order.
The 2006 MNE price is $1.2963.  In 2006, the average transaction price (ATP)
of Dovobet exceeded the 2006 MNE price, resulting in excess revenues of
$870,425.68.

To offset these excess revenues, LEO Pharma made a payment to the Government
of Canada. ■

All stakeholders are welcome to provide comments on the Discussion Paper,
which can be found on the Board’s Web site under Consultations.

A Voluntary Compliance Undertaking is a written undertaking by a patentee to
adjust its price to conform to the Excessive Price Guidelines.  

Dovobet is a dermatological drug administered for bringing psoriasis under
control.




