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Post Marketing Problems
Learning Objectives
•Understand the need for an active surveillance system of serious adverse events following regulatory approval of vaccines in Canada (i.e. post marketing surveillance).
•Be able to report a suspected adverse event following immunization (AEFI)
•Describe the systems available in Canada for post marketing surveillance and understand what each contributes to vaccine safety surveillance
Alyson has been hired by Public Health Agency of Canada (PHAC) as a safety officer to monitor a new influenza vaccine that has never been used before in public programs. The vaccine received regulatory approval (also called “market authorization”), and subsequently the National Advisory Committee on Immunization (NACI) recommended it be used as one of the various options for seasonal trivalent inactivated influenza vaccine. There is a plan to conduct post marketing surveillance for safety signals using a number of approaches which will include: reporting databases, surveys, electronic health records, patient registries and record linkage between health databases. There is no international consensus on best practices and an informed use of a mixture of initiatives may ultimately provide the best information.

Questions:
1. What systems are in place in the development and approval of vaccine to ensure that vaccines are as safe as possible? 
2. Who is responsible for monitoring vaccine safety in Canada?

Serious adverse events (SAEs) to influenza vaccine are rare. In an average year, Health Canada receives approximately 200 reports of adverse events following immunization AEFI during each influenza season, most of which are local reactions.
As Alyson surveyed the data over the fall, she noticed an unusual number of AEFI reports (50) that described a series of respiratory symptoms accompanied by a complaint of ‘red eyes’ were noted following  influenza seasonal vaccine. She began digging into the data to quickly get a comprehensive view of what was occurring.

Questions
3. What approach would you take to analyzing this data?
4. What is an AEFI? 
5. When is an event occurring frequently enough to be “unusual”? When is something rare?
6. How are AEFI monitored, tracked and summarized? 
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