
DRUG 
APPROVAL 
PROCESS 
BEGINS

HEALTH CANADA 
REVIEW PROCESS 

Authorization to sell the drug 
in Canada

HEALTH TECHNOLOGY ASSESSMENT 
(HTA) REVIEW PROCESS

Evaluation of the clinical, economic, patient, and 
clinician evidence of the drug

PAN-CANADIAN PHARMACEUTICAL ALLIANCE (PCPA) 
NEGOTIATIONS, PROVINCIAL/TERRITORIAL REVIEWS  

AND LISTINGS PROCESS
Public and private drug plans determine if they will cover the drug’s costs

DRUG
PUBLICLY

ACCESSIBLE

� 1  New drug 
submitted for 
review
The drug 
manufacturer 
submits a New 
Drug Submission 
(NDS) to Health 
Canada

� 2  Health Canada 
reviews the drug
If the drug is approved 
for use in Canada, Health 
Canada issues a Notice 
of Compliance (NOC) or 
Notice of Compliance 
with Conditions (NOCc) 
and Drug Identification 
Number (DIN)

� 3  Health Technology Assessment 
(HTA) begins
The drug manufacturer submits an 
application to CDA (INESSS in Quebec)

4  Patients & clinicians  
provide input

5  HTA review concludes
CDA (INESSS in Quebec) makes a final 
recommendation regarding the drug’s 
reimbursement, which may include 
reimbursement with clinical criteria 
and/or conditions

� 6  pCPA negotiations
The pCPA and the drug manufacturer negotiate to determine public (and 
private) drug plan coverage

7  Provincial/territorial independent reviews
Each province/territory performs a review to determine public drug plan 
coverage. The final decision is made by the jurisdiction’s health authority

8  Provincial/territorial listings are determined
Federal, provincial and territorial drug plans choosing to provide 
coverage for the drug will have a Product Listing Agreement 
made with the drug’s manufacturer

� 9  Drug 
becomes 
available
The drug is 
now accessible 
through public 
drug plans/ 
reimbursement

6 MONTHS - 1 YEAR
(DEPENDING ON STANDARD VERSUS PRIORITY REVIEW)

6 MONTHS - 1 YEAR
(UP TO 3-6 MONTH OVERLAP WITH HEALTH CANADA REVIEW)

1 - 2 YEARS
LENGTHY DURATION OF THIS PROCESS IS WHERE PUBLIC ADVOCACY MAKES AN IMPACT

The Canadian Drug Approval and Reimbursement Process*

*Please note that this process is applicable solely to drugs that are approved by Health Canada. 
Health Canada approval does not guarantee reimbursement on public and/or private drug plans.

AFTER HEALTH CANADA APPROVAL, IT CAN TAKE APPROXIMATELY 2 YEARS FOR A DRUG TO BECOME PUBLICLY FUNDED

2 - 9   Drug becomes available through private insurance or reimbursement

6 - 9  Public advocates for this process to be expedited

Price of drug is set by the Patented Medicine Prices Review Board (PMPRB), and is reviewed every 6 months


