CPI-Adjustment Factors for 2010
The Patent Act specifies the factors to be used by the PMPRB in determining
whether the price of a patented drug product sold in Canada is excessive. One of
these factors is the Consumer Price Index (CPI). The Excessive Price Guidelines
limit price increases to changes in the CPI over a three-year period.
To allow patentees to set prices in advance, the Board’s CPI-Adjustment
Methodology provides for the calculation of the CPI-Adjustment factors based on
forecast changes in the CPI. The Board informs patentees on an annual basis of
the CPI-adjustment factors for future pricing period.
These factors (provided by Finance Canada) were based on annual forecast
CPI-inflation rates of 0.7% and 1.9% for 2009 and 2010, respectively, as well as
the actual 2008 CPI-inflation rate of 2.36%.
The CPI-adjustment factors for 2010 are as follows:

Table 1
Forecast 2010 Price-Adjustment Factors for
Patented Drug Products
Benchmark Year
Price-Adjustment Factor

(1) 2007

(2) 2008

(3) 2009

1.050

1.026

1.019

These figures imply: (1) a maximum allowable cumulative price increase between
2007 and 2010 of 5.0% for patented drug products with Canadian sales in 2007
(that is, products whose “benchmark year” is 2007); (2) a maximum allowable
cumulative price increase between 2008 and 2010 of 2.6% for products whose
first Canadian sales occurred in 2008; and (3) a maximum allowable cumulative
price increase between 2009 and 2010 of 1.9% for products whose first
Canadian sales occurred in 2009.
In addition, the forecast inflation rate of 1.9% for 2010 implies a year-over-year
price increase cap of 2.9% (= 1.5 x 1.9%) for 2010. ■

Hearings
The PMPRB’s regulatory mandate is to ensure that patentees’ prices of patented drug products sold in Canada are not excessive, thereby protecting consumer interests
and contributing to Canadian health care. In the event that the price of a patented drug product 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 for the reduction of the price and the offsetting of revenues received by the patentee as a result of
excessive prices. The Board’s decisions are subject to judicial review in the Federal Court (FC).

Notice of Hearing issued in the matter of Amgen
Canada Inc. and the patented drug product Neulasta

Eli Lilly Canada Inc. and the patented drug product
Strattera

On March 16, 2009, the Board issued a Notice of Hearing into the price of the
patented drug product Neulasta. The purpose of this hearing is to determine
whether Amgen Canada Inc. is selling or has sold Neulasta in any market in
Canada at a price that, in the Board’s opinion, is or was excessive and if so,
what order, if any, should be made.

The Board approved a VCU for Strattera on February 19, 2009, thereby concluding the proceeding in this matter commenced with the issuance of a Notice of
Hearing on December 15, 2006. The terms of the VCU require that the prices
of Strattera not exceed the 2009 maximum non-excessive (MNE) prices and that
Eli Lilly offset excess revenues in the amount of $15,326,066.49 by making a
payment to the Government of Canada.

A pre-hearing conference in this matter has been scheduled for June 3, 2009.
Neulasta (pegfilgrastim) is a new active substance indicated to decrease the
incidence of infection, as manifested by febrile neutropenia, in patients with
cancer receiving myelosuppressive chemotherapy.

Recent Developments
Two hearings have been concluded to date this year, with the Board’s approval of
VCUs in the matter of Eli Lilly Canada Inc. and the patented drug product Strattera,
and in the matter of Janssen-Ortho Inc. and the patented drug product Concerta.

Strattera is indicated for the treatment of Attention Deficit Hyperactivity
Disorder (ADHD) in children 6 years of age and over, adolescents and adults.

Janssen-Ortho Inc. and the patented drug product
Concerta
The Board approved a VCU for Concerta on April 24, 2009, thus concluding the
Board’s proceeding commenced in this matter with the issuance of a Notice of
Hearing on July 24, 2006. The terms of the VCU require, among other things,
that Janssen-Ortho offset excess revenues in the amount of $1,464,441.58 by
making a payment to the Government of Canada.

1 877 861-2350 www.pmprb- Concerta (methylphenidate hydrochloride) is indicated for the treatment
of ADHD. ■

