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The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in Canada.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with FASKEN, a 
leading international law firm, it should 
answer any questions linked to Regulation, 
Pricing, Clinical and Preclinical Trials, 
Marketing, Manufacturing, Trademarks and 
Patents.

PharmaBoardroom is not responsible for any mistakes contained within 
this publication. For specific advice on any legal issue, please contact a 
qualified professional.

Copyright: All rights reserved. No part of this publication maybe reproduced 
in any form or by any means, whether electronic, mechanical or otherwise 
including photocopying, recording or any information storage or retrieval system 
without prior written consent of PharmaBoardroom. While every attempt is 
made to ensure the accuracy of the information contained in this report, neither 
PharmaBoardroom nor the authors accept any liabilities for errors and omissions. 
Opinions expressed in this report are not necessarily those of the authors.

Canada

* THIS REPORT WAS ORIGINALLY PUBLISHED IN NOVEMBER 2018 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: OCTOBER 2022

Fasken is a leading international law firm with more than 
700 lawyers and 10 offices on four continents. Clients 
rely on us for practical, innovative and cost-effective legal 
services. We solve the most complex business and litiga-
tion challenges, providing exceptional value and putting 
clients at the centre of all we do. For additional informa-
tion, please visit our website at fasken.com.
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Dara Jospé practises law in the area of life sciences, health and food 
regulation. She advises manufacturers on all stages of the lifecycle 
of a pharmaceutical product, from conception until it reaches the 
consumer. In all cases, Dara develops low-risk and creative ways to 
adjust to the legal prohibitions and policy restrictions while keeping 
business interests and the safety of patients in mind.

She regularly assists companies with their regulatory and com-
pliance responsibilities, including advising on the launch of a new 
health product in Canada, reviewing advertising material, devel-
oping patient support programs involving healthcare professionals, 
opining on bribery and corruption concerns and drafting standard 
operating procedures, among others.

In addition, she provides advice on all drug and medical device pric-
ing and reimbursement questions, including assisting with PMPRB 
investigations, negotiating and drafting product listing agreements in 
various provinces and providing public procurement assistance.

Dara also advises clients in the context of health product advertis-
ing complaints before Health Canada as well as the Pharmaceutical 
Advertising Acceptance Board and Advertising Standards Canada.

She is frequently involved in Health Canada investigations and 
recalls. She helps to guide companies through field actions and pro-
vides strategic advice to save time, effort and costs for her clients.

Languages:
· French           · English

Marie Lafleur is a seasoned intellectual property litigator. She regularly appears before the courts in proceedings 
under the Patented Medicines (Notice of Compliance) Regulations and litigation concerning pharmaceutical 
patent infringement or invalidity.  Her expertise encompasses biologicals and biosimilars.

Marie has represented numerous companies in proceedings to prevent the Minister of Health from issuing 
Notices of Compliance that would allow generic versions of patented drugs to be sold, including citalopram, 
escitalopram, doxylamine/pyridoxine, cyclosporin, omeprazole, diltiazem, divalproex and terazosin.  

She has also successfully filed numerous applications to add or remove patents from the Health Canada reg-
ister. She was involved in many applications for judicial review of various decisions by provincial and federal 
health ministers.

Marie’s expertise covers every extraordinary remedy, particularly seizures before judgment and injunctions, 
and she fully masters the range of alternative dispute resolution mechanisms available.

Jean-Raphaël Champagne advises clients on issues related to 
commercial and regulatory law in the technology and life scienc-
es sectors. He has extensive experience drafting legal opinions on 
regulatory compliance with Health Canada, the rules governing 
advertising and the ethical standards applicable to the pharmaceu-
tical industry. He also counsels clients on cannabis-related issues.

Jean-Raphaël advises clients on the complex regulatory frame-
work applicable to the cannabis market. Mr. Champagne is often 
asked by the press to comment on various aspects of cannabis law.

He has participated in many start-ups in several high-technolo-
gy sectors. Jean-Raphaël has also participated in purchase and sale 
transactions involving private financings and technology transfers.

A published author, he contributes to updating the Drug and 
Health Products Law in Canada by Mathieu Gagné, an indispen-
sable health law tool.

Languages:
· French           · English
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Leadership  
in Life Sciences
 

Bringing our scientific background  
and legal experience to the table to 
provide you with game-changing advice.

Always at the forefront  
to protect your interests.

 fasken.com
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01
REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW



1. What are the regulatory authorities with 
jurisdiction over drugs, biologicals, and 
medical devices in your country?

2.  What is the regulatory framework for the 
authorization, pricing, and reimbursement of 
drugs, biologicals, and medical devices?

3. What are the steps to obtaining 
authorization to develop, test, and market a 
product?

4. What are the approximate fees for each 
authorization?

5. For how long are marketing 
authorizations/registrations valid? How 
are marketing authorizations/registrations 
renewed?

6.  How does the authorization process 
differ between brand-name products and 
generic products? Are there differences for 
local manufacturers versus foreign-owned 
manufacturers?

7. How are combination products (drug + 
drug, drug + biologic, drug + device, biologic 
+ device, drug + biologic + device) regulated?

8. How is compliance with regulation monitored
and evaluated? Is the regulatory regime
comparable with the U.S. Food and Drug 
Administration or the European Medicines Agency 
expectations and requirements?

9.  What is the potential range of penalties for 
noncompliance?

10. Is there a national healthcare system? If so, how 
is it administered and funded?

11. How does the government (or public) healthcare 
system function with private sector healthcare?

12. Are prices of drugs and devices regulated and, if 
so, how?

13.  How are drugs and devices used by patients paid 
for? What roles do public and private payers play?

14. Who dispenses drugs and devices to patients 
and how are those dispensers compensated?

15. What are the professional and legal 
responsibilities of those who dispense drugs and 
devices? What role do they play in providing
patient care, information, and safety?

01
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Health Canada is the federal authority responsible for regulating pharmaceu-
tical drugs, biologicals, and medical devices for human use. Health Canada’s 
Health Products and Food Branch (“HPFB”) is the body responsible for 
reviewing, assessing, regulating and monitoring health products in Canada. 

(a) AUTHORIZATION
The Food and Drugs Act forms the legislative framework for the market-
ing and manufacture of drugs, biologicals and medical devices in Canada. 
The Food and Drug Regulations, Natural Health Products Regulations and 
Medical Devices Regulations make up the general regulatory framework. The 
law and its regulations are supplemented by policies and guidelines published 
by Health Canada. 

(b) PRICING
Price regulation in Canada occurs at both the federal and provincial levels. 
The price of patented medicines is reviewed at the federal level through the 
Patented Medicine Prices Review Board (“PMPRB”). The PMPRB seeks to 
ensure that the prices of patented medicines are not excessive. 

The provinces and territories employ various mechanisms to regulate the 
price at which both innovative and generic drugs are sold and reimbursed, as 
further described below.

(c) REIMBURSEMENT
In Canada, reimbursements of drugs, biologicals and medical devices are gov-
erned under federal and provincial jurisdiction and also provided for by the 
private sector. Under the Health Act, all necessary drug therapy administered 
within a Canadian hospital setting is insured and publicly funded. Outside the 
hospital setting, provincial and territorial governments are responsible for the 
administration of their own publicly funded prescription benefit programs. 
Provincial drug benefit plans are not harmonized, and a miscellany of different 
private and public drug plans for reimbursement are available across Canada. 
To be reimbursed by one or more provincial drug insurance plans, manufactur-
ers will have to ensure that their drugs appear on the provincial formulary list. 

 The Canadian Agency for Drugs and Technologies in Health (CADTH) 
reviews drug listing submission for all provinces except Québec and the 
Institut National d’Excellence en Santé et en Services Sociaux (INESSS) do so 
in Québec. CADTH and INESSS offer listing recommendations based on phar-
macoeconomic criteria and optimal use of medications, but each province has 

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2. What is the regulatory 
framework for the authorization, 
pricing and reimbursement of 
drugs, biologicals and medical 
devices?

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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its own drug plan decision-maker and administrator. As a result, the reim-
bursement of drugs may differ from province to province.

The pan-Canadian Pharmaceutical Alliance (“pCPA”), a coalition of public 
drug plan representatives negotiates the funding terms of drugs on behalf of 
the provincial, territorial and federal plans, including, where applicable, rebates 
and other conditions.1 

Certain eligible groups are also covered under specific federal or provincial 
drug benefit programs. First Nations and Inuit, members of the military, vet-
erans, members of the Royal Canadian Mounted Police, and inmates in feder-
al penitentiaries are covered by federal programs. Seniors, recipients of social 
assistance and individuals with diseases or conditions that are associated with 
high drug costs are covered by provincial programs. Some provinces include 
income-based universal programs. 

(a) NEW DRUGS
New drugs cannot be marketed unless they have been granted authorization. 
Applicants must submit a New Drug Submission (“NDS”) that demonstrates 
the new drug’s safety and efficacy. The NDS includes the results of the pre-
clinical and clinical studies regarding the production of the drug, packag-
ing and labelling details, and information regarding therapeutic claims and 
side effects. The drug’s name must be provided and approved to ensure that 
drug names are not similar and thus likely to be confused with one anoth-
er. Applicants must then submit a Drug Identification Number (“DIN”) 
application. The applicant further submits specimens of the labelling to be 
used for the new drug as well as a statement indicating the proposed date on 
which those labels will first be used. Once authorized, the new drug is issued 
a Notice of Compliance (“NOC”) and a DIN. 

Additionally, no Canadian pharmaceutical establishment may manufac-
ture, fabricate, perform any tests on, package, label, distribute, import, or sell 
a drug without a Drug Establishment Licence (“DEL”). To acquire a DEL, 
applicants must provide information concerning their activities and each cat-
egory of drug for which the licence is requested. The application must also 
include information about the building in which the activities will be per-
formed, as well as evidence that these buildings, equipment and proposed 
practices and procedures meet applicable Good Manufacturing Practices 
(“GMP”) requirements. 

(b) MEDICAL DEVICES 
Medical devices are categorized in one of four categories (Class I, II, III or IV) 
depending on their level of risk. Class II, III and IV medical devices require pre-
market approval to be commercialized in Canada. A manufacturer of a Class 
II, III or IV device must submit an application attesting to, among other things, 

1 The pan-Canadian Pharmaceutical Alliance, “Home page”, online: http://www.canadaspremiers.
ca/pan-canadian-pharmaceutical-alliance/

3. What are the steps to 
obtaining authorization to 
develop, test and market a 
product?
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the safety and efficacy of the device and must also submit labelling information. 
Although certain exemptions may apply, the importer and the distributor 

of a device normally need a Medical Device Establishment Licence (“MDEL”) 
to perform their activities in connection with medical devices. For instance, 
while they do not need a product licence, Class I medical devices can only be 
imported, sold and distributed by companies that hold MDELs delivered by 
Health Canada. 

Class I medical devices also remain subject to and must comply with any 
requests of the Minister of Health (the “Minister”) to submit safety and efficacy 
information.

(c) NATURAL HEALTH PRODUCTS
Under the Natural Health Products Regulations, applicants must submit 
applications demonstrating safety and efficacy of the Natural Health Product 
(“NHP”) to acquire a Product Licence and must also apply for a Site Licence 
instead of a DEL. For further information on NHPs, see  Chapter 4.

(d) EXCEPTIONS: EMERGENCIES AND ORPHAN DRUGS
As an exception, practitioners can obtain authorization for new drugs and 
medical devices intended for medical emergencies through the Special Access 
Program (“SAP”) even if a NOC has not yet been issued. Applications for 
Orphan Drugs are often processed under SAP. Applicants must provide infor-
mation about the medical emergency, the names of all institutions that will 
use the drug, any possessed data regarding the drug’s use, safety and effi-
cacy, and any other requested data. Practitioners must agree to inform the 
Minister and manufacturer of results as well as any adverse reactions. They 
must also agree to account, on the Minister’s request, for all drug quantities. 
Once approved, a formal letter of authorization is issued, indicating the prac-
titioner’s name, the medical emergency and the quantity of the drug. The 
manufacturer may then sell the new drug to the practitioner on the terms 
and conditions stated in the letter of authorization, up to a maximum quan-
tity equivalent to a six-month supply. Since January 5, 2022, Health Canada 
has also restored access to certain restricted drugs under the SAP, including, 
e.g. psychedelics2. Exceptionally, a drug can also be imported into and sold 
in Canada for a period of one (1) year when there is an urgent public health 
need, e.g., in the context of a pandemic3. 

The Fees in Respect of Drugs and Medical Devices Regulations, established 
under the Financial Administration Act, set out authorization fees for most 
drugs and medical devices. Fees are payable by the person who files the sub

2 Canada Gazette, Part 2, Volume 156, Number 1: Regulations Amending Certain Regulations 
Relating to Restricted Drugs (Special Access Program)
3 Questions and Answers - Access to Drugs in Exceptional Circumstances -  https://www.canada.
ca/en/health-canada/services/drugs-health-products/access-drugs-exceptional-circumstances/
questions-answers.html
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4. What are the approximate fees 
for each authorization?
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