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ealth Canada is modernizing the regulatory pro-

cess for pharmaceutical and biologic products

through a project called the Progressive Licensing
Framework." Through this initiative, Health Canada is de-
veloping a new framework consisting of laws, regulations
and guidelines that will support timely access to drugs and
provide a mechanism for the continuous monitoring and re-
assessment of a drug’s safety, quality and effectiveness
throughout its life cycle. The 4 key elements of this frame-
work are the adoption of a life-cycle approach (Fig. 1),
evidence-based decision-making, good planning and ac-
countability. Combined, these 4 elements are the founda-
tion of the new framework that will support health care pro-
fessionals and patients in making decisions about drug
therapy by ensuring that they have access to both the drugs
and the necessary information to make the best use of them.

Under the current regulatory system, drug manufacturers
are required to file a submission to Health Canada that con-
tains information about the scientific, animal and clinical
studies that have been performed (Fig. 2). The data are re-
viewed to assess the safety, efficacy and quality of the drug. If
the information is found to comply with the Food and Drug
Regulations, the manufacturer receives permission to market
the drug. After the drug reaches the market, there are few obli-
gations on manufacturer; however, adverse drug reactions
must be reported to Health Canada. Under the current system,
Health Canada cannot require a manufacturer to conduct
postmarket activities such as performing studies of a drug’s
long-term safety or issuing warnings of potential drug risks.

Although this system has served Canadians well, Health
Canada needs to modernize its approach to address current
realities and emerging challenges. Rapid evolution in science
and technology requires a modern regulatory system that can
assess new types of drugs (e.g., biologics and genetic thera-
pies) in a timely manner. There is a need for enhanced post-
market surveillance of drugs, especially in the wake of the
recent high-profile withdrawal of drugs from the market. Pa-
tients are requesting that Health Canada become more trans-
parent and that patients be allowed greater autonomy in mak-
ing drug choices. Worldwide, drug regulatory agencies are
recalibrating their premarket assessment systems to take into
account the ongoing collection of knowledge gained
throughout a drug’s life cycle (Table 1).

Implementation of the Progressive Licensing Framework
will shift the focus from premarket assessment to continu-
ous assessment. Health Canada will continue its role in ap-
proving drugs before they reach the market and will also as-
sess the benefit-risk profile of drugs throughout their life
cycle. There are increasing calls for Health Canada to be

more involved in the continued assessment of drugs after
they reach the market.

Health Canada anticipates that progressive licensing will
have many advantages. The new framework is intended to
support accountable, evidence-based decision-making in
drug management; thus, Health Canada expects there to be a
better capacity in the regulatory system to plan for, manage
and communicate risks as new information is obtained. This
will result in improved access to current and accurate infor-
mation for consumers, patients and health professionals.
Progressive licensing will also mean increased flexibility in
the regulatory system to address particular medical needs or
exceptional circumstances, such as rare diseases or compas-
sionate use, as well as a better alignment of Canada’s regula-
tory standards with international standards, recognizing that
the development and monitoring of drugs is now occurring
on a global scale. Finally, accountability throughout the pro-
cess, for both Health Canada and industry, will require that
the justifications for decisions be transparent. Health Can-
ada’s fundamental mandate is to promote and protect the
health and safety of all Canadians, and Health Canada is pur-
suing the progressive licensing approach because it is be-
lieved to provide the tools required to fulfill this mandate.

The Progressive Licensing Framework, still in early devel-
opment, began with an intensive research phase, compiling
the best international regulatory practices and learning how
other regulators have modernized their systems. Health Can-
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Fig. 1: The “life cycle” of a drug. *Includes input from industry,
health professionals and the public.
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ada has also systematically assessed the strengths and weak-
nesses of and gaps in the current regulatory framework. In
spring 2006, Health Canada opened the process and sought
the early inclusion of decision-makers such as the provinces
and territories, health care professionals, industry and pa-
tients by inviting them to participate in ongoing discussions
and workshops.

A number of common themes have emerged from the re-
search and consultations to date. There is agreement that the
new framework should be focused on patients and that drug
safety should remain a paramount concern at the federal
level. There is also agreement that a drug’s benefits and risks
should be assessed throughout its life cycle. Furthermore, any
changes to the system should eliminate duplication and inef-
ficiency in data collection and in communication of informa-
tion about drug benefits and risks.

Areas that will merit extensive exploration include the evi-
dence required to initially license a drug for market, especially
for those that meet a previously unmet medical need and are
therefore desired quickly by patients, or for drugs that present
challenges in the collection of initial data, such as a drug for a
very small target population.

In developing the Progressive Licensing Framework, Health
Canada will continue to include decision-makers such as the
provinces and territories, industry, health care professionals
and patients to ensure that the resulting system is one that will
benefit all Canadians. Discussions are expected to narrow into
a practical assessment of the proposed regulatory structure and
will include legal authorities. This assessment will include an
analysis of how these potential changes will affect the health
care system. Feedback was sought through workshops held in
May and June of 2007; other meetings will continue through
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Fig. 2: The current drug development and regulatory process in Canada.

Table 1: Features of pre- and postmarket drug assessment in the United States and the European Union

Jurisdiction and agency Premarket features

Postmarket features

United States Assesses drug safety and efficacy

» Food and Drug « Fast-tracks the approval process for drugs that

Administration (FDA) address an unmet medical need

end points

European Union
» European Medicines
Agency

risk balance

Accelerates approval on the basis of surrogate

Bases drug approval on a favourable benefit-

» Provides guidance documents for industry about pharmaco-
vigilance and risk management

» Encourages (but does not require) the use of plans for risk
minimization for certain drugs

» Recent passage of the Enzi-Kennedy bill in the US Senate
may result in new FDA authority over postmarket activities

» Requires risk management plans, including pharmaco-
vigilance, for all new drugs

Has processes in place for accelerated approval e« Requires manufacturers to employ a person qualified in

Permits conditional market authorization for
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fall 2007. Comments can also be submitted through the Pro-
gressive Licensing Web site until the end of August 2007. A for-
mal consultation phase will be initiated after prepublication of
the regulations, anticipated to occur in 2008.

The experience and views of physicians and other health
care professionals are critical in helping create a framework
that will support them in formulating benefit-risk assess-
ments and in providing their patients with the best care possi-
ble. To ensure that the new system of drug regulation is
patient-centred and supports the optimal use of drugs by
maximizing the benefits and minimizing the risks, Health
Canada welcomes your feedback. For more information
about the Progressive Licensing Framework, please visit www
.healthcanada.gc.ca/progressive_licensing.
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