Appendix S1. Canada’s Drug Approval Process

Background may be useful for readers unfamiliar with the Canadian approach to prescription drug approval and reimbursement. The Therapeutic Products Directorate of Health Canada is responsible for the approval of new drugs for sale in Canada, analogous to the role of the Center for Drug Evaluation and Research (CDER) division of the Food and Drug Administration (FDA) in the US. Access to drug treatments in Canada is facilitated for some patient groups (e.g., those over age 65 years, those receiving social assistance) by coverage on publicly funded formularies. Each of Canada’s ten provinces maintains a separate drug formulary. The process of approving new drugs for inclusion on a provincial formulary involves a review of the drug’s clinical effectiveness and cost-effectiveness by a formulary review committee, and then approval of the committee’s reimbursement recommendation by an executive officer representing the provincial government. Several different formulary review committees exist, including those that are provincial (e.g., Ontario’s Committee to Evaluate Drugs), and those that are regional (e.g., the Atlantic Expert Advisory Committee). In 2003, the Common Drug Review was created to provide complementary cross-national reimbursement recommendations to participating federal, provincial, and territorial drug plans. Others have described the review process in greater detail.1-6
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