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Executive summary
This study measures delays in the approval of new medicines by Health Canada and
provides patients with the information they need in order to determine whether the
time they wait for access to new medicines in Canada is unnecessarily long.
Our findings reveal that Canadian approval delays are not insignificant. The
most recent estimates calculated show that Health Canada took a median of 355 days
to issue a notice of compliance for patented medicines in 2011—an improvement from
the 448 days it took in 2010.
Between 2007 and 2011, Canadians could generally expect a delay of nearly a
year or more for access to new medicines after submission for approval. That delay
was longer than experienced in Europe for most years during that period. It was also
longer than experienced under the US FDA for between two and four of the five years
studied.
While the requirement for governmental approval for sale is not unique to Canada, the process can add further delays for Canadians seeking treatment from these
new medicines. An important question that arises from this comparison is the value of
duplicating the application of safety standards between jurisdictions. Given the similarity of international safety standards and the relatively small size of the population
served by Health Canada’s mandatory approval process, Canada’s federal government
could improve access to new medicines through international harmonization and
mutual recognition agreements.
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Introduction
Medicines are an important component of medical care and can provide significant
benefits to patients. In addition to treating illness effectively (or more effectively than
previous technologies or approaches, including surgery), they can provide more comfortable treatment regimes, reduce pain, and offer new treatment options for ill individuals where none previously existed. However, these benefits come with the
potential for harm, which is one of the reasons why governments around the world
regulate access to new medicines.
Before Canadians can receive a new medicine, it must have already successfully
passed through extensive clinical trials in accordance with international scientific
standards, after which its sale must be approved by Health Canada. Health Canada
approves new pharmaceutical medicines through the Therapeutic Products Directorate and approves new biologic and radiopharmaceutical medicines through the
Biologics and Genetic Therapies Directorate.1 The regulation of medicines in Canada
falls under the 1985 Food and Drugs Act.
The requirement for governmental approval for sale is not unique to Canada. For
example, the United States Food and Drug Administration (FDA) and the European
Medicines Agency (EMA) perform a similar role. However, and critically, in addition
to the time taken for development and testing of a new drug, this governmental
approval can add further delays for Canadians seeking treatment from these new medicines.
This study 2 measures delays in the approval of new medicines by Health Canada.
It gives patients the information they need to determine whether the time they wait for
access to new medicines in Canada is unnecessarily long. We hope this report will
encourage policy makers to consider sensible policy alternatives that give consumers
greater choice and more rapid access to new medicines.
Our focus here is on governmental delays in approving new patented medicines.
Generic drugs are not considered here because they are approved without substantial
delay (observed or expected) since they are copies of drugs that have been previously
approved.

1

“Biologics” are derived from living sources while pharmaceuticals are typically manufactured through
chemical synthesis.

2

Earlier versions of this study were released as part of Access Delayed, Access Denied.
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Delays in Getting Access to New
Medicines in Canada
Global factors affecting access to new medicines
It takes about 10 years to develop a new drug, from the time a drug discovery is patented to the time an application for FDA marketing approval is made (DiMasi, 2001;
DiMasi et al., 1995, 2003; Adams and Brantner, 2006). The longest period 3 within this
drug-development phase involves clinically testing the new medicine on volunteer patients, the successful completion of which is an essential prerequisite to applying for
market approval anywhere in the world.
The clinical testing process involves thousands of patients who are often located
across international jurisdictions and monitored over many years. The trials are
required to adhere to universal scientific standards of experimental research that
determine, for example, the design and conduct of clinical drug testing in patient populations, the ethical standards with respect to the treatment and use of human and animal subjects, and the number of patients that must be enrolled in the testing of a new
drug, etc.
While the international scientific standards for clinical trials established by the
World Medical Association Declaration of Helsinki (World Medical Association,
1964) are generally interpreted as the minimum global standard, actual standards
determining the number, length, and rigor of the required clinical trials are set by governments through domestic regulation.
For example, Health Canada, which has a national mandate to ensure the safety
of all drugs sold in the country, requires minimum compliance with international
standards for clinical research on new medicines but does not exclude stricter regulations as deemed necessary by the government of Canada (Health Canada, 2006).
Further, because of the importance of the American and European markets throughout the world, the actual minimum time spent in drug development is determined by
the clinical testing time necessary to satisfy the requirements of the FDA and the
EMA.

3

It takes about an estimated 52.0 months between patented discovery to the start of human clinical trials
and 72.1 months between the start of human clinical trials to new drug application for US FDA marketing
approval (DiMasi et al., 2003).
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Governmental delays affecting access to new medicines
in Canada
It is clear that the development period for a new drug molecule, measured from its patented discovery to the first time an application is submitted for marketing approval
anywhere in the world, is long and rigorous. From the Canadian perspective, this is not
a delay that is likely to be affected meaningfully by Canadian governmental approval
requirements, public policies, and institutional performance. Thus, the analysis of delays in access to new medicines below considers only the time between submission of a
new medicine for approval and the granting of that approval in Canada, the United
States, and Europe.
It is important to recognize that marketing approval for new medicines in Canada occurs at the national level and applies to all drugs sold in Canada. Thus, any delay
caused by Health Canada’s drug review process affects the wait time for access to new
medicines for all Canadians, regardless of whether they are publicly insured, privately
insured, or uninsured.
In Canada, the time patients spend waiting for the federal government’s approval
of a new drug is measured from the date the drug manufacturer’s application for
approval is recorded or filed in the Central Registry of Health Canada’s Therapeutic
Products Directorate or Biologics and Genetics Therapies Directorate following the
completion of clinical testing. This approval period ends when Health Canada issues
an official Notice of Compliance certifying that the new drug is considered by the government agency to be safe and effective. While the terminology for describing start
and end dates varies, regulatory bodies in both Europe (EMA) and the United States
(FDA) measure the same period of time for approval.
The discussion of approval times below examines publicly available data on
delays for medicines approved in a given year. Differences in submission (new medicines are not necessarily submitted to the FDA, EMA, and Health Canada for approval
at the same time or even in the same year4) are not considered here and are left for
future research. Differences in the number and type of drugs approved in a given year
are also not considered here.

4

For example, if a medicine was submitted to the FDA or EMA before submission to Health Canada for
approval, the true relative delay for access to that drug in Canada would be longer than suggested by the
annual measures of delay discussed here. The reverse is true if submission to Health Canada took place
before submission to the FDA or EMA.
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Drug Approval Times
Drug approval times in Canada (2007-2011)
The most recent estimates calculated show that Health Canada took an average of 443
days to issue a notice of compliance for patented medicines in 2011 (figure 1). This is
an improvement from the 538 days it took in 2010. Previous studies also indicate that
this is a significant improvement over the 839-day wait for approval in 2004 (Rovere
and Skinner, 2012).

Figure 1: Average and median delays (days) for Health Canada to grant
regulatory and marketing approval for new drugs, 2007-2011
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Source: Health Canada 2012; calculations by authors.
Note: These data are presented by fiscal year, and both the overall average delay and median delay
are a weighted construct of biologic and pharmaceutical drug approval delays.
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Drug approval times in Canada and the European Union
from 2007 to 2011
As of 1999, responsibility for approving both pharmaceutical and biological medicines
was centralized for all European Union countries in the European Medicines Agency
(EMA).
Figure 2 indicates that on average, in all five years observed, Health Canada took
longer to approve drugs than the EMA. In 2011, Health Canada took an average of 443
days to approve new drugs compared to the 368 days it took the EMA. The difference
between the two approval times is, however, smaller than the previous year compared
(2010) when Health Canada took an average 538 days to approve new drugs compared
to the EMA which took 315 days.
When comparing weighted medians, figure 3 indicates that, in four of the five
years compared, Health Canada took longer to approve drugs than the European Medicines Agency.

Figure 2: Average delay (in days) for regulatory and marketing approval
for new drugs, Canada and the European Union, 2007-2011
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Sources: Health Canada 2012; EMA 2008, 2009, 2010, 2011, 2012; calculations by authors.
Notes: EMA presents data by calendar year. EMA averages and medians were calculated directly by
the authors using data for approval times for individual drugs. Health Canada data is presented by
fiscal year, and both the overall average delay and median delay are a weighted construct of
biological and pharmaceutical drug approval delays.

Fraser Institute 4 www.fraserinstitute.org

Federal Delays in Approving New Medicines, 2013 4 April 2013 4 11

Figure 3: Median delay (in days) for regulatory and marketing approval
for new drugs, Canada and the European Union, 2007-2011
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Sources: Health Canada 2012; EMA 2008, 2009, 2010, 2011, 2012; calculations by authors.
Notes: EMA presents data by calendar year. EMA averages and medians were calculated directly by
the authors using data for approval times for individual drugs. Health Canada data is presented by
fiscal year, and both the overall average delay and median delay are a weighted construct of
biological and pharmaceutical drug approval delays.

Drug approval times in Canada and the United States
from 2007 to 2012
Since 2004, the authority equivalent to Health Canada to approve pharmaceutical and
biological medicines in the United States has been the Center for Drug Evaluation and
Research, which is part of the Food and Drug Administration (FDA).
Figure 4 shows that on average, Health Canada took longer than the FDA to
approve drugs in two of the five years compared. In 2011, Health Canada took an average of 443 days to approve new drugs compared to the 520 days for FDA approval. This
contrasts with 2010 when Health Canada took an average of 538 days to approve new
drugs compared to 509 days for FDA approval.
When comparing median delays, however, a different story emerges. Figure 5
shows that Health Canada took longer to approve drugs than the FDA in four of the
five years compared.
It is possible that this difference might be due to the fact that the FDA may be
taking a very long time to approve a small number of drugs (increasing the average
approval time), but approves the vast majority more expediently than Health Canada
(suggested by a lower weighted median approval time). Unfortunately, the publicly
available data used for this report is not detailed enough to con firm that hypothesis.
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Figure 4: Average delay (in days) for regulatory and marketing approval
for new drugs, Canada and the United States, 2007-2011
700
600
500

Health
Canada

625

611

538

459
426

471

520

509
443

417

Days

400

US Food
and Drug
Administration

300
200
100
0
2007

2008

2009

2010

2011

Sources: Health Canada 2012; FDA 2009, 2010, 2011, 2012a, 2013; calculations by authors
Notes: FDA data are presented by fiscal year. Both the overall average delay and median delay are a
weighted construct of priority and non-priority (standard) drug-submission status approval delays.
Health Canada data are also presented by fiscal year, and both the overall average delay and median
delay are a weighted construct of biological and pharmaceutical drug approval delays.

Figure 5: Median delay (in days) for regulatory and marketing approval
for new drugs, Canada and the United States, 2007-2011
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Sources: Health Canada 2012; FDA 2009, 2010, 2011, 2012a, 2013; calculations by authors.
Notes: FDA data are presented by fiscal year. Both the overall average delay and median delay are a
weighted construct of priority and non-priority (standard) drug-submission status approval delays.
Health Canada data are also presented by fiscal year, and both the overall average delay and median
delay are a weighted construct of biological and pharmaceutical drug approval delays.
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Discussion
Clearly, Canadian approval delays are not insignificant. Between 2007 and 2011, Canadians could expect a delay of nearly a year or more for access to new medicines after
submission for governmental approval. That delay was longer than experienced in Europe for most years during that period. It was also longer than experienced under the
US FDA for between two and four of the five years studied.
An important question that arises from this comparison is the value of duplicating the application of safety standards between jurisdictions. Given the similarity of
international safety standards and the relatively small size of the population served by
Health Canada’s mandatory approval process, Canada’s federal government could
improve access to new medicines through harmonization and mutual recognition.
Specifically, FDA or EMA approval decisions could be accepted as equivalent to
Health Canada decisions, thus reducing the cost of drug approvals in Canada (both for
taxpayers and for drug manufacturers) while simultaneously reducing approval delays.
While this may seem controversial, it is a concept that has been explored in both
Canadian and international discussions of drug approval. In an effort to reduce the
time taken to review new medications, Canada’s Smart Regulation strategy proposed a
form of mutual recognition to reduce persistent delays in the drug-approval process
(External Advisory Committee on Smart Regulation, 2004). Similar thinking was
reflected in the International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH).5 The intention of the
conference was to establish international technical requirements and guidelines for
increasing the efficiency of drug development by reducing unnecessary duplication
(thus reducing costs), while also accelerating market approval so that new drug products were made available to patients as soon as possible (ICH, 2009).

Data sources and comparability issues
Three main data sources are cited in this report. Health Canada publishes data on
pharmaceutical medicines through the Therapeutic Products Directorate (TPD) and
on biologic and radiopharmaceutical medicines through the Biologics and Genetic
Therapies Directorate (BGTD). Data published in annual reports on drug approvals by
the TPD and the BGTD are stated in aggregates and are not broken down in detail.

5

Health Canada is an official observer to and active participant in the International Conference on Harmonisation (ICH). It is also currently in the process of moving to “adopt ICH guidances once routine administrative steps have been completed” (Health Canada, 2011).
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Health Canada publishes this data separately by drug submission class, priority (or
“fast track”) review status, and therapeutic category. Health Canada’s published approval times include the entire period between the original filing of the new drug submission application and the issuing of the Notice of Compliance, inclusive of all
company time spent to address any deficiencies in the manufacturer’s application.6
The two sources of international comparative data on drug safety approval times
cited are the United States Department of Health and Human Services, Food and Drug
Administration (US FDA, 2009, 2010, 2011, 2012a, 2013) and the European Medicines
Agency (EMA, 2008, 2009, 2010, 2011, 2012). Health Canada and the FDA publish an
entire approval delay that includes what they call “company” time, i.e., the time companies spend to correct the deficiencies in their applications. While the EMA does
publish “company time” data separately, the authors included it in their estimations of
total approval delay in order to make the data comparable.
The different ways in which these agencies publish data requires the use of different methods in order to calculate aggregated medians and averages.
For Health Canada, both the overall average delay and median delay are a
weighted construct of biological and pharmaceutical drug approval delays. The following equation was used for this calculation:
Weighted Average Delay =
((Total NDS Count)BGTD* (Total NDS Average Delay)BGTD +
(Total NDS Count)TPD* (Total NDS Average Delay)TPD)/
((Total NDS Count)BGTD+(Total NDS Count)TPD)
A similar formula was used to calculate the weighted median delay.
For the EMA, averages and medians were calculated directly using data for
approval times for individual drugs (both biological and therapeutic) from the EMA.
For the FDA, the overall average delay and median delay are a weighted construct of priority and non-priority (standard) drug-submission status approval delays,
as the FDA does not publish separate data for biological and therapeutic drug delays.
The following equation was used for this calculation:
Weighted Average Delay =
((NDA and BLA Approvals)Priority* (NDA and BLA Average Delay)Priority +
(NDA and BLA Approvals)Standard* (NDA and BLA Average Delay)Standard)/
((NDA and BLA Approvals)Priority+(NDA and BLA Approvals)Standard)

6

In a previous Fraser Institute publication, Rovere and Skinner (2012) note that it is unclear whether
Health Canada records the filing of a new drug submission application on the actual date it was delivered
or the date on which a reviewer first saw the file.
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A similar formula was used to calculate the weighted median delay.

Canadian and international definitions of classes for new
drug submissions
In Canada, new drugs fall under different classifications defined by Health Canada’s
Therapeutic Products Directorate and the Biologics and Genetic Therapies Directorate. In Canada, non-generic new drug approvals involve new active substances, new
drug submissions, and supplemental new drug submissions. The European Medicines
Agency and the US Food and Drug Administration use similar classifications, but under different terminology. Tables 1, 2, and 3 briefly describe the Canadian and international classifications.

Table 1: Classes of New Drug Submissions used by Health Canada’s Therapeutic
Products Directorate and the Biologics and Genetic Therapies Directorate
New Active Substance
A New Active Substance (NAS) is a therapeutic substance that has never before been approved for marketing in any
form. Specifically, this refers to submissions in support of a drug, excluding a disinfectant, that contain a medicinal
ingredient not previously approved in a drug for sale in Canada, and that is not a variation of a previously approved

ingredient such as a salt, ester, enantiomer, solvate or polymorph.

New Drug Submission
New Drug Submission (NDS) refers to any drug (including all NASs), that has not been sold in Canada for sufficient time
and in sufficient quantity to establish its safety and effectiveness under use or its recommended conditions for use.

Supplemental NDS
A Supplemental NDS (SNDS) must be filed by the manufacturer if certain changes are made to products that have
already been authorized. Such changes might include the dosage form or strength of the drug product, the
formulation, method of manufacture, labeling, or recommended route of administration. An SNDS must also be
submitted if a manufacturer wants to expand the indications (claims or conditions of use) for the drug product.

Abbreviated NDS
An Abbreviated NDS is used for a generic product. The submission must meet the same quality standards as an NDS
and the generic product must be shown to be as safe and efficacious as the (previously approved) brand-name product.

Priority or Non-Priority review status
Priority review status is a “fast-track” status granted to eligible new drug submissions for human use, following review
and approval of a request submitted by the manufacturer of the drug. Priority review status assigns eligible
submissions a shortened review target of 180 days, rather than the 300 days assigned to submissions classed as
non-priority. Priority review status may be granted to drug submissions intended for the treatment, prevention, or
diagnosis of serious, life-threatening, or severely debilitating illnesses or conditions where (a) no product is currently
marketed in Canada, or (b) the new product represents a significant increase in efficacy and/or significant decrease in
risk such that the overall risk-benefit profile is better than that of existing therapies.
Source: Health Canada (2006).
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Table 2: Classifications of New Drug Applications Used by the US FDA’s Center for
Drug Evaluation and Research
New Molecular Entity
A New Molecular Entity is an active ingredient that has never before been marketed in the United States in any form.

New Drug Application
When the sponsor of a new drug believes that enough evidence on the drug’s safety and effectiveness has been
obtained to meet the FDA’s requirements for marketing approval, the sponsor submits to the FDA a new drug
application (NDA). The application must contain data from specific technical viewpoints for review, including
chemistry, pharmacology, medical, biopharmaceutics, and statistics. If the NDA is approved, the product may be
marketed in the United States. For internal tracking purposes, all NDA’s are assigned an NDA number.

Supplement
A supplement is an application to allow a company to make changes in a product that already has an approved new
drug application. The US FDA’s Center for Drug Evaluation and Research must approve all important NDA changes (in
packaging or ingredients, for instance) to ensure the conditions originally set for the product are still met.

Abbreviated New Drug Application (ANDA)
An Abbreviated New Drug Application contains data that provides for the review and ultimate approval of a generic
drug product. Generic drug applications are called “abbreviated” because they are generally not required to include
preclinical (animal) and clinical (human) data to establish safety and effectiveness. Instead, a generic applicant must
scientifically demonstrate that its product is bioequivalent (i.e., performs in the same manner as the innovator drug).

Biologic License Application
Biological products are approved for marketing under the provisions of the Public Health Service Act. The Act requires
a firm that manufactures a biologic for sale in interstate commerce to hold a license for the product. A biologic license
application is a submission that contains specific information on the manufacturing processes, chemistry,
pharmacology, clinical pharmacology, and the medical affects of the biologic product.

Review Priority Classification
The Review Priority Classification is a determination that is made based on an estimate of the therapeutic preventive or
diagnostic value of the drug submitted. The designations “Priority” (P) and “Standard” (S) are mutually exclusive. Both
original NDAs and effectiveness supplements receive a review priority classification but manufacturing supplements
do not.

Priority review (P)
Priority review is granted when a drug product, if approved, has the potential to provide, in the treatment, prevention,
or diagnosis of a disease, one of the following: (1) safe and effective therapy where no satisfactory alternative therapy
exists; or (2) a significant improvement compared to marketed products, including nondrug products or therapies.
Improvement can be demonstrated by, for example, (1) evidence of increased effectiveness in treatment, prevention,
or diagnosis of disease; (2) elimination or substantial reduction of a treatment limiting drug reaction; (3) documented
enhancement of patient compliance; or (4) evidence of safety and effectiveness in a new subpopulation.

Standard review (S)
All non-priority applications will be considered standard applications.
Source: US FDA, 2012b, 2012c.
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Table 3: Classifications of New Applications for Drug-market Authorization by the
European Medicines Agency
New Active Substance
A new chemical, biological, or radiopharmaceutical active substance includes:

•

a chemical, biological, or radiopharmaceutical substance not previously authorized as a medicinal product in the
European Union;

•

an isomer, mixture of isomers, a complex or derivative or salt of a chemical substance previously authorized as a
medicinal product in the European Union but differing in properties with regard to safety and efficacy from that
chemical substance previously authorized;

•

a biological substance previously authorized as a medicinal product in the European Union but differing in molecular
structure, nature of the source material, or manufacturing process;

•

a radiopharmaceutical substance, which is a radionuclide or a ligand, not previously authorized as a medicinal
product in the European Union, or the coupling mechanism to link the molecule and the radionuclide that has not
been authorized previously in the European Union.

Extensions
An extension of a new drug is defined according to the following:

•

different salt/ester complex/derivative (with the same therapeutic moiety): evidence that there is no change in the
pharmacokinetics of the moiety, pharmacodynamics, and/or in toxicity that could change the safety/efficacy profile
(otherwise, to be considered as a new active substance);

•

different route/pharmaceutical form (for parenteral administration, it is necessary to distinguish between
intraarterial, intravenous, intramuscular, subcutaneous, and other routes): (i) new route of administration; (ii) new
pharmaceutical form (same route);

•
•

different strength, same route/pharmaceutical form and posology: bioavailability (c.f. guideline)

•

active substances associated in a different proportion/different posology or if one or more is intended for modified
release.

suprabioavailable products: (i) same dosage intervals but reduced doses intended to achieve same plasma/blood
concentrations as a function of time; bioavailability studies may suffice (see paragraph 5 of Bioequivalence
guideline);

Source: European Medicines Agency, 2005.
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