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Abstract

PHARMACEUTICAL POLICY IN CANADA IS SET AT both the federal and provincial levels of
government. The federal government is responsible for intellectual property rights
of manufacturers (patents) and the initial approval and labelling of prescription
drugs and for ensuring overall market competitiveness. The provincial government
has responsibility and jurisdiction over the funding of all health care services, in-
cluding pharmaceuticals. Various interactions between the pharmaceutical indus-
try, the federal and provincial governments and consumers have shaped the cur-
rent landscape for prescription drugs in Canada. One key failing of the system is
that the federal government is almost completely insulated from the impact of its
policies because, although it regulates drug prices, it does not buy any drugs. In
contrast, provincial governments have no jurisdiction over market competitiveness
or pricing, yet end up paying for most of the drug expenditures incurred.

Most Canadians will proudly admit that our publicly funded, universal ac-
cess medicare system is worth a lot. Canadians seem willing to accept
higher taxes, lower wages and a weaker dollar as the price to pay for hav-

ing everyone in insured — unlike the situation in the United States. Moreover,
Canadians appreciate that no one will ever lose their house or life savings because
they are ill. Nonetheless, there are growing concerns, as evidenced by frequent me-
dia reports, that our health care system is falling behind in its ability to adopt new
expensive medical technologies and meet the increasing demands of an aging popu-
lation.

Under the Canada Health Act, a “near-universal” system of coverage has
evolved that is remarkably similar in scope across the provinces. One exception,
however, is the coverage provided for prescription pharmaceuticals. Although all
drugs needed for treatment in hospitals are provided free of charge, outpatient pre-
scriptions or prescriptions written in physicians’ offices are not universally covered.
The type and level of outpatient drug coverage is determined by individual provin-
cial legislatures and therefore varies by province. It was forecasted that the percent-
age of total health expenditures (including private and public spending) spent on
prescription and nonprescription drugs would reach 15.2%, or $13 billion, in
1999.1 This enlarging hole in the medicare net is a major weakness of Canadian
medicare and threatens its comprehensiveness.2,3

The pharmaceutical industry in Canada is regulated by both the federal and
provincial governments. The federal government has jurisdiction over intellectual
property rights of manufacturers (i.e., patents) and the initial approval and labelling
of prescription drugs and is responsible for ensuring overall market competitive-
ness. The provincial government has jurisdiction over, and is responsible for, the
funding of all health care services. For pharmaceutical coverage each provincial
drug plan sets specific price and other cost-containment guidelines (e.g., drug prod-
uct substitution laws).4,5 More recently, several provinces have mandated that a cost-
effectiveness analysis of each new drug be done to help determine if the drug
should be added to their formularies (i.e., extend coverage under the provincial
drug plan). The impact of the various regulations at each level of government has
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resulted in a uniquely Canadian landscape that is some-
times difficult to rationalize on efficiency grounds.

Interactions between the pharmaceutical industry, the
federal and provincial governments and consumers have
shaped the current landscape for prescription drugs in
Canada. One key failing in the system is that the federal
government is almost completely insulated from feeling the
impact of its policies because, although it regulates drug
prices, it does not buy any drugs. Conversely, provincial
governments have no jurisdiction over market competitive-
ness or pricing, yet they end up paying for most of the drug
expenditures incurred. The various regulations at each level
of government that affect the pharmaceutical marketplace
have both intended and unintended impacts.

Federal role: approval, price and patent
regulation

Drug approval refers to a process that is under the juris-
diction of the Therapeutics Products Program, a division of
Health Canada that reviews the safety and efficacy data for
each new drug submission. If a new drug submission is
found to be acceptable on the basis of clinical trial efficacy
and toxicity data, the Therapeutics Products Program issues
a notice of compliance and the associated product labelling.
The drug is then approved and may be prescribed by physi-
cians and dispensed by pharmacies in Canada. However,
such approval does not mean that provincial drug plans or
other third-party payers will pay for the approved drug. The
decision regarding who pays is made by each province.

In addition to the initial approval of drugs, the Patented
Medicines Prices Review Board of Canada, a federal agency
with quasijudicial powers, regulates both the introductory
price of new drugs and any price increases over time. The
review board uses a set of pricing guidelines and relies on
voluntary compliance by the pharmaceutical industry. The
term “excessive price” is used to characterize either a high
introductory price of a new medication or a substantial in-
crease in the price of an existing medication. The essence
of these regulations is based on the following categoriza-
tion of new drugs:

• Category 1. Line extensions of existing medicines. Price
is presumed excessive if it does not bear a reasonable re-
lationship to the price of other medicines of the same
strength sold by the patentee.

• Category 2. Breakthrough or substantial improvement.
Price is presumed excessive if it exceeds the prices of all
the medicines in the same therapeutic class or the me-
dian of the prices in 7 countries — France, Germany,
Italy, Sweden, Switzerland, the UK and the US.

• Category 3. New chemical entities offering moderate,
little or no therapeutic improvement. Price is pre-
sumed excessive if it exceeds the prices of all the medi-
cines in the same therapeutic class.

The increase in the price of existing medications is con-
sidered excessive if it exceeds the increase in the general
Consumer Price Index. When manufacturers are in viola-
tion of any of the guidelines the Patented Medicines Prices
Review Board can impose fines equal to or double the
amount of the excessive increase in price.

A study by the United States General Accounting Office
reported that Canadian prescription drug prices were about
32% lower than those in the US.6 This contrasts with the
Patented Medicines Prices Review Board’s findings that
Canadian drug prices were often the highest (56% of all
classes of patented drugs) in the world.7 It is difficult to
have much confidence in international price comparisons
because the published prices in each country often do not
reflect the actual transaction prices after adjusting for re-
bates (sometimes mandatory for certain US government
programs), volume and other incentive discounts. Gener-
ally speaking though, both Canada and the US are re-
garded as high-price countries.

More recently, the efficacy of federal regulations in
curbing drug prices has been questioned; although intro-
ductory prices for new drugs may be effectively controlled,
the prices of existing drugs may not be as effectively con-
strained. Furthermore, the Patented Medicines Prices Re-
view Board’s pricing guidelines may actually have led to 
retaliatory measures in foreign countries (i.e., drug com-
panies may strategically increase foreign prices so that
prices can be increased in Canada as well).8

The mandate of the Patented Medicines Prices Review
Board should be viewed in the context of a long history of
regulations governing the Canadian pharmaceutical indus-
try. The first of these regulations dates back to 1922 when
the Commissioner of Patents allowed any Canadian manu-
facturer to imitate and produce a drug of another manufac-
turer, even if there was an existing patent. It was only in
1969, however, when Section 41(4) of the Canadian Patent
Act was amended to allow import or manufacture, or both,
of patented products under a scheme of compulsory licens-
ing (4% of sales), that there was large-scale entry of generic
drugs into Canada. So rapid was the growth of the generic
industry that by 1970 (1 year later) there were already 52
generics, with such significant drugs as ampicillin and di-
azepam available generically.

The manufacturers of patented drugs strongly opposed
the compulsory licensing provisions of the Canadian Patent
Act, and the government relented in 1987 by introducing
Bill C-22. Under Bill C-22, in exchange for an increase
from 5% to 10% of sales for Canadian research and devel-
opment, patent-holding firms were guaranteed a 10-year
exclusivity period before a generic firm could be issued a
compulsory license. Bill C-22 also led to the creation of the
Patented Medicines Prices Review Board to regulate drug
prices and ensure compliance with the 10% research and
development spending rules. In 1993 further amendments
were introduced through Bill C-91, and compulsory licens-
ing was completely abolished. The period of exclusivity un-
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der the new Canadian drug patent law was also extended to
20 years before generic competition was allowed.

Provincial role: substitution laws and 
cost-effectiveness

Provincial regulations of prescription drugs fall into 2
broad categories — those aimed at promoting substitution
of cheaper drugs for expensive drugs, either by generic sub-
stitution or therapeutic substitution (reference-based pric-
ing), and those focusing on cost-effectiveness or pharmaco-
economic evidence to determine if a new drug should be
included in the provincial formulary.

Drug substitution regulations have been in place in most
provinces for over 3 decades. With the exception of the
Reference Drug Program in BC, these regulations have ex-
clusively focused on promoting the substitution of generic
drugs for brand-name drugs. Substitution toward the
cheaper generics is typically achieved by implementing
product- and price-selection rules. Product selection in-
volves switching from a branded to a generic drug, whereas
price selection involves choosing the least-costly generic
available. Together, these rules direct the physician to pre-
scribe generics and the pharmacist to dispense the cheapest
generic available for all prescriptions. To facilitate this
most provinces also instituted laws that exempted physi-
cians and pharmacists from any legal liability associated
with switching to generic prescriptions. I have shown else-
where that, with the exception of formularies, most of the
substitution rules led to greater use of generics and, there-
fore, cost containment.4 However, because each provincial
drug plan has a unique set of policies, the degree of cost
containment achieved varies by province.

A reference drug program, which is essentially a program
of therapeutic substitution, was implemented in BC in late
1995 for a select number of therapeutic classifications; for
example, it was recommended that cimetidine (the reference
drug for histamine-2 receptor antagonists) be substituted for
ranitidine.9 The evidence on the impact of reference drug
pricing is yet to be published. However, recent publications
have argued that such therapeutic substitution may lead to
greater nondrug health care costs in the future.9,10 Until the
results of ongoing evaluations of BC data become available,
this initiative will remain controversial.

The costs for drugs have been increasing steadily over
the last decade. They are now one of the fastest growing
components of total health care expenditures in Canada,
and in 1993, for the first time, drug costs exceeded pay-
ments to physicians. Given these cost pressures most
provinces now conduct a second review of each new drug
before it is included in the provincial drug plan as a reim-
bursable benefit. In this second review the new drug is typi-
cally compared with other similar drugs (in contrast with
the Federal Therapeutics Products Program, which typi-
cally compares new drugs with placebo) and, more impor-

tantly, the economic data and cost-effectiveness of the new
drug are also considered. This approach, based on assessing
new health technologies for their cost-effectiveness, has also
recently been implemented in several countries worldwide,
especially those with publicly funded health care systems.11

Australia and Canada were among the first countries to re-
quire drug firms to submit cost-effectiveness data (also re-
ferred to as pharmacoeconomic data) for all new drugs.12,13

Canada initially entertained several alternatives for con-
ducting pharmacoeconomic assessments; the appropriate
infrastructure was established so that assessments could be
routinely conducted and the results could be widely dis-
seminated,14 and in 1993 national guidelines for the con-
duct of pharmacoeconomic assessments were published.15,16

At present, pharmacoeconomic analyses and compliance
with published guidelines are not mandatory under federal
regulations. However, pharmacoeconomic evaluations are
used in several provinces to evaluate new drug products
seeking reimbursement eligibility from provincial drug
plans, and pharmacoeconomic assessments must accom-
pany all new drug submissions seeking provincial formulary
approval in BC and Ontario.

An expert committee (or committees) in each province,
whose members typically have varying backgrounds in phar-
macy, pharmacology, medicine, economics, statistics or epi-
demiology, is responsible for making the final recommenda-
tion regarding reimbursement eligibility. The exact size and
composition of the expert committee and the procedures
used may differ across provinces, but the intended goals are
similar — each committee attempts to assess the therapeutic
significance and affordability of each new drug.

A recent study evaluating the uniformity of coverage for
prescription drugs among the Canadian provinces17 found
that the overall level of agreement for funding decisions
made in all of the provinces was very low, and furthermore,
pair-wise agreement between any 2 provinces was also low
and below levels of significant concordance. Thus, the 
existing pattern of access to prescription drugs is quite vari-
able across the country and may be related to the haphaz-
ard manner in which the provinces have adapted incon-
sistent policies to respond to rising drug costs. The study
does not necessarily imply that patients are getting less
than optimal therapy in one province relative to the other;
it may simply signify that different provinces may have
chosen to fund different brands of drugs within the same
therapeutic category.

Conclusion

Most readers do not need to be convinced that the phar-
maceutical marketplace in Canada is extremely regulated.
What may not be apparent, however, is that there has been
a change in the manner in which regulations at the federal
and provincial levels mesh with each other. From the late
1960s until the introduction of Bill C-22, federal and
provincial policies seemed to be working in the same direc-
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tion; the federal policy of compulsory licensing made
cheaper generics available earlier, and the provincial substi-
tution laws directed physicians and pharmacists to switch
prescribing toward generic brands. The end result was to
lower expenditures on drugs. With the introduction of Bill
C-22 and then Bill C-91, which led to the abolition of
compulsory licensing, federal and provincial policies have
moved in opposite directions. Federal regulations allow
longer patent terms, higher prices and less generic compe-
tition. At the same time provincial policies, such as requir-
ing a cost-effectiveness justification prior to formulary list-
ing and reference pricing, seem to be attempting to contain
higher and higher drug-acquisition costs.

It would appear that one of the unfortunate realities fac-
ing the Canadian pharmaceutical marketplace is that al-
though Ottawa regulates drug prices and patent terms, it
does not face any of consequences of its policies — the
provinces and the general public must pay for drug costs
and suffer the consequences of federal policies.

I thank Kathy Sayers and Daphne Guh for providing expert edi-
torial assistance.

Competing interests: None declared.

References

1. Canadian Institute for Health Information. National health expenditure trends,
1975–1999. Ottawa: The Institute; 1999.

2. Health Canada. Conference on national approaches to pharmacare: proceedings;
1998 Jan 18–20; Ottawa: Health Canada Publications; 1998.

3. Minister of Public Works and Government Services. Canada health action:
building on the legacy. Final report of the National Forum on Health. Ottawa:
Minister of Public Works and Government Services; 1997. Report no.: H21-
126/5-1-1997E.

4. Anis AH. Substitution laws, insurance coverage, and generic drug use. Med
Care 1994;32:240-56.

5. Bacovsky RA. Drug submission, review and approval process for provincial and ter-
ritorial government sponsored prescription drug plans in Canada. Prepared for the
joint liaison committee between the pharmaceutical industry and the Ontario govern-
ment. Toronto: Ontario Ministry of Health; 1997.

6. United States General Accounting Office. Prescription drugs: companies typically
charge more in the United States than in Canada. Detroit: US General Account-
ing Office; 1992. GAO/HRD-92-110.

7. Patented Medicines Prices Review Board. International price comparison studies.
Ottawa: The Board; 1993.

8. Anis AH, Wen Q. Price regulation of pharmaceutical in Canada. Health Econ
1998;7:21-38.

9. Narine L, Senathirajah, Smith T. Evaluating reference-based pricing: initial
findings and prospects. CMAJ 1999;161(3):286-8. Available: www.cma.ca
/cmaj/vol-161/issue-3/0286.htm

10. Bourgault C, Elstein E, Le Lorier J, Suissa S. Reference-based pricing of pre-
scription drugs: exploring the equivalence of angiotensin-converting-enzyme
inhibitors. CMAJ 1999;161(3):255-60. Available www.cma.ca/cmaj/vol-161
/issue-3/0255.htm

11. Lipsy RJ. Institutional formularies: the relevance of pharmacoeconomic
analysis to formulary decisions. Pharmacoeconomics 1992;1(4):265-81.

12. Canadian Coordinating Office for Health Technology Assessment. Guidelines
for economic evaluations of pharmaceuticals: Canada. 1st ed. Ottawa: CCOHTA;
1994.

13. Commonwealth Department of Human Services. Guidelines for the pharmaceu-
tical industry on preparation of submissions to the pharmaceutical benefits advisory
committee including major submissions involving economic analyses. Canberra: Aus-
tralian Government Publishing Service; 1995.

14. National Pharmaceutical Strategy Planning Workshop. Health Canada; 1993
Jun 7–9; Ottawa.

15. Detsky A. Guidelines for economic analysis of pharmaceutical products: a
draft document for Ontario and Canada. Pharmacoeconomics 1993;3(5):354-61.

16. Torrance GW, Blaker D, Detsky A, Kennedy W, Schubert F, Menon D, et
al. Canadian guidelines for economic evaluation of pharmaceuticals. Canadian
Collaborative Workshop for Pharmacoeconomics. Pharmacoeconomics
1996;9(6):535-59.

17. Anis AH, Guh D, Wang X. A dog’s breakfast: public coverage for prescrip-
tion drugs varies widely across Canada. In: Abstracts of the International Health
Economics Association 2nd World Conference; 1999 June 6–9; Rotterdam,
Netherlands. 1999. p. 5–6.

Anis

526 JAMC • 22 FÉVR. 2000; 162 (4)

Reprint requests to: Dr. Aslam H. Anis, Centre for Health
Evaluation & Outcome Sciences, 620–1081 Burrard St.,
Vancouver BC  V6Z 1Y6; fax 604 806-8778; anis@cheos.ubc.ca


