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Establishing an Effective Corrective and Preventive Action (CAPA) Program

Course Description

Establishing an Effective Corrective and Preventive Action (CAPA) Program is a well-known regulatory
concept that focuses on investigating, understanding, and correcting discrepancies while attempting to
prevent their recurrence. This half-day course summarizes a simple, straight-forward way to implement
a CAPA program which is structured through a six step cyclical approach. Package which is available for
download in .zip file format is a complete lesson plan and associated course materials, which includes
Power Point presentation, student handouts. This product is designed to be delivered by your in house
training staff and is the same course presented by Delphi Analytical Personnel at various client sites
around the country. All you have to do is provide the instructor!

Course Outline

1. Basis for Instruction: Primary References

2. FDA’s Definition of Corrective and Preventive Action (CAPA)
3. Quality Systems and CAPAs

4. The CAPA Cycle

5. The Six CAPA Program Steps- Detailed Analysis

6. Summary and Review
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