DAY ONE

Presentation

Course Introduction and Objectives

Audits and Self-Inspections Introduction

Audit Types

Refreshment Break

Teamwork: The Audit Process

Risk Management

Teamwork: Identifying Risk Factors

Lunch Break

Checklists and Aide-Mémoires

Teamwork: Checklists and Aide-Mémoires

Audit Planning

Refreshment Break

Teamwork: Managing the Audit

Teamwork: Auditor Traits

DAY TWO

Presentation

Audit Techniques and Questioning Skills

Teamwork: Questioning Skills

Refreshment Break

Managing the Audit




The Closing Meeting

Observation Classification Teamwork

Writing Audit Observations (inc TW)

Lunch Break

After the Audit

Auditing the Pharmaceutical Quality System (inc TW)

Refreshment Break

Auditing the Quality System (continued)

Closing Comments




