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Best practices for internal and supplier auditing

arrative summary: This workshop will compare and contrast the requirements and expectations of the FDA, EMA, and

Canadian health regulatory authorities pertaining to the conduct of internal audits and supplier audits. The regulatory
requirements of these venues will be summarized and compared. Recent changes to the US Food, Drug and Cosmetic Act
intended to strengthen control over the supply chain will be explained along with current FDA guidance for implementation
of these changes. Time will be allocated for questions and open discussion among the participants.

Learning objectives: Attendees will learn-
o Current regulatory requirements pertaining to internal and supplier auditing in the US, European Union and Canada
o Impact of recent changes to the US Food, Drug and Cosmetic Act pertaining to supply chain management and the
implications of these changes for companies who are inspected by the FDA
o Examples of best practices for internal and supplier auditing including program management and evaluation of audit
findings
o Variations in regulatory agency policies regarding access to audit reports during health authority inspections
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