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Remember: You can live well with osteoporosis!
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How Drugs are Approved in Canada,
pt.2

Once a drug is approved for use in Canada, what happens next? “Approval”
means that a doctor can write a prescription for the drug; however, approval
does not mean that the cost of the drug is covered under any provincial drug
plan. Part 2 discusses the pricing process and how medications do, or don’t,
get approved for coverage under your provincial drug plan.
Canadian provinces (except Québec) use a standard way to categorize drugs (known
as a drug-scheduling model) to ensure consistent conditions of sale across the
country. Canada has four categories:
Schedule 1: available only by prescription and provided only by a pharmacist

F rac tu re
F ac t:
If you are at high
risk of fracture,
you should
review the
various
osteoporosis
drug treatment
options with
your physician,
assessing the
benefits and
risks of each, and
choosing the
best treatment
for you.

Schedule 2: available without a prescription but provided only by a pharmacist and
maintained in an area with no public access (often called “behind the counter”
drugs)
Schedule 3: available without a prescription via open access in a pharmacy (known
as “over-the-counter” drugs)
Unscheduled: available without a prescription and can be sold in any type of store
without professional supervision.
There are a number of agencies that regulate the sale of medications in Canada.
These are as follows:

(1) The Patented Medicine Prices Review Board (PMPRB)
This is a government agency that regulates the prices charged by drug
manufacturers of all patented medicines sold in Canada - new and existing, by
prescription or over the counter. The PMPRB is a review body that carries out its
mandate independent of other organizations such as:
 Health Canada, which approves drugs for safety and efficacy
 Public drug plans, which approve the listing of drugs on their respective
formularies (the formulary is the list of all the drugs the government will
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pay for under its publicly funded drug program)
The PMPRB has a dual role:
Regulatory: To protect consumers and to contribute to Canadian health care by ensuring that prices charged
by manufacturers for patented medicines are not excessive.
Reporting: To help policy makers make informed decisions by reporting on pharmaceutical trends and on the
R&D (Research and Development) spending by pharmaceutical patentees.

(2) The CADTH Common Drug Review (CDR)
The Canadian Agency for Drugs and Technologies in Health (CADTH) provides decision-makers with the
evidence, analysis, advice and recommendations they require to make informed decisions in health care.
Funded by Canada’s federal, provincial and territorial governments, CADTH is an independent, not-for-profit
agency that delivers timely, evidence-based information to healthcare leaders about the effectiveness and
efficiency of health technologies. The CADTH Common Drug Review (CDR) is a cross-Canada process for
conducting objective, rigorous reviews of the efficacy and cost effectiveness of approved drugs. It also
conducts reviews of patient input for drugs and provides formulary listing recommendations to Canada’s
publicly funded drug plans, not including Québec. Prescription drugs are the fastest growing part of the
Canadian healthcare budget, which increases the financial pressure on public drug plans, so it is important
that provinces and territories have access to high-level evidence and expert advice regarding each drug’s
benefits and risks and to obtain these in the most cost-effective manner. The decisions of the CDR help each
public drug plan to determine if they will or will not add a specific medication to their list of “covered” drugs.
It is important to remember that restrictions can occur if the drug being reviewed is found to be very similar to
pre- existing drugs on the Canadian market or if it is felt to be too costly for general use. Only a tiny percentage
of drugs are not approved due to safety concerns.

(3) Pan-Canadian Pricing Alliance
The Pan-Canadian Pricing Alliance is part of an initiative whereby provinces and territories (with the exception
of Québec) have been taking a coordinated approach to set prices for generic pharmaceuticals and joint
negotiations for brand name drugs. Costs for commonly used generic drugs are being reduced as provinces
and territories work together to establish a price point of 18 per cent of the brand name price. Individually,
provinces and territories have been paying from 25 to 40 per cent of brand name prices. To date, 10
commonly used generic drugs have been reduced in price, but none of them for osteoporosis.
In addition to the work on generic drugs, provinces and territories have worked together through the PanCanadian Pricing Alliance (PCPA) to complete 32 joint negotiations achieving consistency in drug listings and
improved value. As a result of this work, $80 million in annual savings will be achieved for participating
provinces and territories.
Provincial/Territorial Formularies
Canada’s public drug plans differ in terms of the people they serve and the drugs they cover, but all need
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answers to critical questions for each new drug, such as:
 How does it compare with alternatives?


Which patients will it benefit?



Will it deliver value for money?

Provinces and territories each decide what drugs they will reimburse or list on their provincial formulary. As a
result, drug accessibility varies greatly from province to province. Each province uses a number of factors to
decide whether to cover the cost of drugs, such as cost effectiveness, government priorities and patient
advocacy. Sometimes certain drugs receive a restricted listing if special monitoring is required or the cost of the
drug is high. The federal government also has review processes for six different formularies under its control.
These include formularies for First Nations and Inuit people, veterans, Canadian Forces, designated migrants,
RCMP and Correctional Services.
Each provincial government provides drug coverage under various circumstances, such as:
 For people age 65 and over
 For people receiving social assistance or disability benefits
 After a deductible is applied
 Coverage under the Special Access Program, which permits Canadians under certain circumstances to
have access to drugs not yet approved by Health Canada
 Listing drugs in one of two ways: open, which means they are available as required with no paperwork or
special criteria; or restricted, which means that patients must meet certain criteria and in most
provinces, the physician must complete a form to accompany the patient prescription. Each province has
different wording for these listing categories.
Drug Safety Monitoring
Health Canada’s Marketed Health Products Directorate (MHPD) is responsible for monitoring the safety and
effectiveness of drugs and natural health products after they are made available to the public. It monitors
adverse reactions and investigates complaints and problem reports. These products include prescription and
non-prescription medications, vaccines, natural health products and medical devices.
Advertising
Unlike the United States that has much more direct-to-consumer advertising, Canada permits only very limited
advertising for drugs. It is possible that many Canadians see or read advertising that originates from the US.
Canadian- made advertisements are reviewed and pre-cleared by two independent agencies, Advertising
Standards Canada (ASC) and the Pharmaceutical Advertising Advisory Board (PAAB), to determine compliance
with the Food and Drugs Act and various advertising codes.
We hope that you enjoyed reading about how drugs are approved for use in Canada. As you can see, many
complex steps and many highly skilled individuals are involved in making sure that only drugs that meet
government standards for safety and effectiveness get to your drug store and ultimately into your medicine
cabinet.
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We Welcome Your Feedback




Have a question?
Is there an osteoporosis-related topic that you would like to see featured in the newsletter?
Looking for a great volunteer opportunity?

Please onta t us y alling Osteoporosis Canada’s toll-free number 1-800-463-6842 or emailing
copn@osteoporosis.ca.

You Make My Life Better
There are times when someone is particularly helpful with small acts of kindness that make my life better,
easier, or just more pleasant. At other times, someone goes out of their way with huge efforts to make my
life better.
At those times, I wish I could let that person know that their action was thoughtful and much appreciated
with more than just a verbal “thank you.”
“You Make My Life Better” is an award you can give
to people who make your life better as you live well
with osteoporosis. As members of COPN, you can
nominate a person for such an award by filling out a
simple nomination form. Once your nomination is
received by the COPN office staff, your nominee will
be sent a “You Make My Life Better” certificate on
your behalf to congratulate him or her. A letter will
accompany the certificate that will include your
personal note that explains what they did that made
your life better.

If you wa t to tell so eo e You

ake

y life better , click here.

FUNNY BONE:
Pharmacists find their work to be very encapsulating.
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A Recipe from our Sponsor
Fish & Cheddar tacos
Course: Main Dishes
Preparation Time: 20 mins
Cooking Time: 25 mins
Yields: 4 to 6 servings
2/3 milk product serving(s) per person
Calcium: 22% DV/ 360 mg

Ingredients

Preparation

2 tsp (10 mL) butter, melted
1/2 tsp (2 mL) chili powder
Salt and freshly ground pepper
1 lb (450 g) white fish fillets (halibut, cod,
haddock, etc.)
1 onion, cut into rings
1 red pepper, quartered
1 yellow pepper, quartered
1 jalapeno pepper, seeded and chopped
2 tbsp (30 mL) lemon juice
1/4 cup (60 mL) cilantro, coarsely chopped
12 small tortillas or taco shells
1 1/2 cups (375 mL) lettuce, chopped
2 cups (500 mL) Canadian Old Cheddar, grated
Sour cream (optional)

In a bowl, mix butter and chili powder together. Season with
pepper. Brush fish with some spicy butter. Add onion and
peppers to butter and mix to coat.

Tips

Briefly heat tortillas on the grill or in the oven.

Grill more fragile types of fish on a buttered
sheet of aluminum foil.

Fill tortillas with lettuce, fish, veggie salsa and cheese. Serve
with sour cream, if desired.

Preheat grill to medium-high heat or oven to 450°F (230°C).
Transfer onion and peppers to the grill or a baking sheet.
Cook, lid closed if grilling, for 15 min, turning a few times.
Add fish and cook for 5–10 more min depending on
thickness of fillets. The vegetables should be browned and
tender. Remove from heat.
Finely chop vegetables and mix with jalapeno pepper, lemon
juice and cilantro to make a veggie salsa. Season with salt
and pepper.

Cheese alternative: Canadian Mild or Medium
Cheddar, Monterey Jack.
Nutrition Tip

For more information about this recipe:
https://www.dairygoodness.ca/getenough/recipes/
fish-cheddar-tacos

Since there are so many kinds of
cheese (soft or firm, with bloomy or
washed rinds, etc.) you can easily
vary the textures, tastes and uses in
your everyday cooking.
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This issue of COPING is sponsored by Dairy Farmers of Canada
NOTICE: Every issue of COPING is vetted by members of Osteoporosis Canada’s Scientific Advisory
Council to ensure accuracy and timeliness of content. These newsletters are not intended to promote or
endorse any particular product. Product references, if they appear, are for illustration only.
These newsletters are not intended to replace individualized medical advice. Readers are advised to
discuss their specific circumstances with their healthcare provider.
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