
Most new drugs that reach the market do not offer
any significant therapeutic gain over existing
products.1,2 Critics of the pharmaceutical industry

have argued that these “me-too” drugs are a needless waste
of resources. It can take hundreds of millions of dollars to
develop them and many more millions to promote them.

One justification offered for having these me-too drugs is that
they create price competition within their therapeutic class. Lee3

and DiMasi4 compared prices of first-in-class drugs in the United
States with prices of drugs introduced later in the same class and
showed that, in some cases, products introduced later were
priced substantially lower than the drug first introduced in the
class. New drugs that are of limited therapeutic benefit are intro-
duced at relatively low prices, and then their prices are raised in
subsequent years, a practice known as penetration pricing.5,6

The US pharmaceutical environment is substantially dif-
ferent from Canada’s in a number of respects. In the United
States, drug manufacturers are free to set their own introduc-
tory prices. There are multiple markets, each with its own
prices (the undiscounted retail market for those without drug
insurance, markets with government controls such as Medic-
aid and the Veterans Health Administration, and markets
controlled by Pharmacy Benefit Managers that negotiate price
discounts for the patient populations that they cover).

In Canada, the federal Patented Medicine Prices Review
Board (PMPRB) divides patented “new active substance”
(NAS) products — drugs never marketed in Canada in any
form — into 2 categories: those that are breakthrough prod-
ucts or that offer major therapeutic benefits and those that of-
fer moderate, little or no additional therapeutic benefits over
existing drugs. Products in the latter category have their intro-
ductory prices limited to that of the most expensive existing
product in the therapeutic class; thereafter, prices can increase
only at the rate of inflation. Because of PMPRB regulations,
there tends to be a uniform Canadian price rather than sepa-
rate prices for different markets.7 In addition, some provinces
have imposed price freezes for drugs in their formularies.

Because of the differences between the US and Canadian
markets, drug manufacturers in Canada may adopt pricing
strategies different from those used in the United States. I un-
dertook this study to examine whether there is price competi-
tion between new and existing brand-name drugs in therapeu-
tic classes in which the new product offers no significant
benefit over the existing products in terms of safety or efficacy.

I manually searched the annual reports of the PMPRB from
1994 to 2003 and recorded the names of all NAS products evalu-
ated by the PMPRB. Using the World Health Organization’s Col-
laborating Centre for Drug Statistics Methodology (www.whocc
.no/atcddd) and 4 reference sources (the Australian Medicines
Handbook,8 the Oregon Health and Science University’s Drug

Effectiveness Review Project [www.ohsu.edu/drugeffectiveness],
the Canadian Pharmacists Association’s Therapeutic Choices9

and issues of Treatment Guidelines from The Medical Letter), I
evaluated each product to see if it was therapeutically equivalent
to drugs already marketed in Canada. Using data from provincial
formularies, I compared daily treatment costs for new medica-
tions with the mean price of existing drugs in the same class and
with the price of the most expensive competitor in the class. If
existing drugs were available in both brand and generic forms,
only the price of the brand-name drug was used.

Of an initial list of 212 NAS products, 33 drugs in 16 thera-
peutic classes were available for analysis. Appendix 1 (avail-
able online at www.cmaj.ca/cgi/content/full/174/8/1120/DC1)
lists each drug and the year it was assessed by the PMPRB, the
drugs I used for price comparison, the therapeutic class and
the main indication.

The mean introductory price of the 33 new medications
was 95.9% of the price of existing brand-name products and
91.5% of the price of the most expensive brand-name product
in their class. Most of the new drugs were introduced at
prices that were near or equal to the mean price of the exist-
ing brand-name products in their therapeutic class (Fig. 1).
Only 2 of the new drugs were introduced at substantial dis-
counts (> 30%) compared with the mean price of their
competitors.
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Fig. 1: Distribution of 33 new drugs by how their introductory
prices related to the mean price of existing brand-name drugs
in their therapeutic class.



For new products marketed between 1994 and 1998 and
those marketed between 1999 and 2003, there was no statisti-
cally significant difference in either period between the intro-
ductory prices and the mean price of existing drugs in the same
class or the price of the most expensive produce in the same
class. Unlike previous studies from the United States5 and Swe-
den10 that suggested a difference in introductory prices be-
tween drugs primarily intended for acute conditions and those
primarily intended for chronic conditions, I found no such dif-
ference in the Canadian data. In the comparison of introduc-
tory prices of the new drugs and the prices of the most expen-
sive existing products in their class, the prices of the new drugs
were significantly lower when there were 4 or more competi-
tors in the class than when there were 1–3 competitors, a find-
ing similar to that of Lu and Comanor in the United States.5

This study showed that pharmaceutical companies that in-
troduced new patented brand-name drugs in Canada between
1994 and 2003 did not compete on price with existing prod-
ucts in the same class, except when there were 4 or more
competitors. The lack of price competition was evident even
for drugs used to treat acute or chronic conditions. Since
price competition did not occur at the introduction of new
drugs offering little or no therapeutic benefit over existing
medications, it is unlikely that it existed in other situations.

Prices of some of the new products were higher than those
of the most expensive competitor. Under the PMPRB regula-
tions, this situation should not have existed. However, the
products chosen for comparison in this study may not have
been the same ones that the PMPRB used to determine
whether introductory prices were excessive.

In some of the many US markets, price competition at intro-
duction does exist for drugs that offer little additional thera-
peutic value over existing ones, but the prices for these new
products tend to rise over subsequent years5,6 such that the
overall benefits from price competition may not be that great.
Introductory prices of drugs that offer major therapeutic bene-
fits are 3 times greater on average than the prices of existing
drugs, but they tend to decrease over time.5 Despite these
forms of price competition in some US markets, the overall gap
in prices of patented brand-name drugs between the United
States and Canada has been widening: in 1997 prices in the
United States were 56% higher on average than those in
Canada, and in 2004 they were almost 79% higher.2 Therefore,
price competition does not seem to have the same effect as do
the price restrictions imposed by the PMPRB and the provinces.

In this study, some degree of price competition was ob-
served when there were 4 or more competitors in a therapeu-
tic class, but this situation existed for only 7 of the 33 new
products reviewed. Questions remain as to whether more
pharmaceutical companies would compete in certain markets
if freer pricing were allowed and how great the benefits of
that competition would be.

Current PMPRB regulations allow pharmaceutical compa-
nies to set the price of new drugs that offer no major therapeu-
tic benefits over existing ones in their class up to the maximum
price of existing drugs in the same class. Prescriptions for

newer medications are one of the main driving forces behind
the rapid escalation of drug expenditures in Canada.11 From
1997 to 2001, the price of a prescription for a patented medica-
tion in Ontario, excluding the dispensing fee, increased 6.2%
annually, to $84.36 on average in 2001.12 Altering the PMPRB
pricing regulations for products that offer no additional thera-
peutic benefit could lower prices in these therapeutic classes
and help to control escalating drug expenditures.

Until now, provincial governments have been reluctant to
use their substantial purchasing power to achieve lower
prices, except for the use of reference-based pricing in British
Columbia. Under this system the BC government fully covers
the cost of only the least expensive product in the therapeutic
class. At present, the BC system includes only 5 therapeutic
classes. Other provinces could adopt reference-based pricing
and expand it to include additional classes. Moreover, rather
than provinces acting unilaterally, they could act in concert to
achieve significant savings.
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