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Canadian drug review
process at a glance

Before patients in Canada can get access to a new medicine, it must first pass through a
complex review process. The pathway involves four main elements — drug development,
requlatory review, health technology assessment and public reimbursement negotiations.

Below, we explain the complex terms involved in the drug review process in Canada.

Drug review process

Drug discovery The federal drug review process is
and development - overseen by several government bodies:

Health Canada conducts a thorough
review of a new drug summitted by the
manufacturer. During this review, Health
Canada looks at the:

Drug development starts with lab tests
and pre-clinical trials by the manufacturer
to assess the scientific evidence of the
new drug’s safety, efficacy and
manufacturing process. Next, the new
drug is tested through clinical trials in
patients for safety and efficacy. ?

e safety and efficacy of the
medication

e potential risks and benefits of
the medication (e.g., adverse
side effects)

» effect of the medication, usually
compared to taking no
medication at all

e quality of the drug

? manufacturing process
Average time: 1 year

Average time: 12 years

Health technology
assessment

Canada’s Health and Drug Technology
Assessment (CADTH) is responsible for
providing Canada’s health care
decision-makers (except Quebec) with
objective evidence about how well the
drug works when compared to similar
drugs that are used to treat the same
disease and whether the drug provides
value for money. In Quebec, the Institut
national d'excellence en santé et en
services sociaux (INESSS), is responsible
for determining the value of a treatment
and making reimbursement
recommendations.

Average time: 10 months
Price negotiations

Since 2010, provinces and territories
have been working together through
the pan-Canadian Pharmaceutical
Alliance (pCPA) to conduct joint
provincial/territorial price negotiations
for new patented drugs in Canada to
help achieve greater value for public
drug plans and patients.

Average time: 7 months

Following a successful price
negotiation between the
manufacturer and the pCPA,
Provincial and Territorial drug
plans can consider to list the
medication on its drug benefit
plan. Each province and
territory have their own review
process to assess how drugs
and devices will help support
the health and well-being of
their residents and that offer
strong value for the dollar.




