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Session Summary

FDA regulations require that manufacturers must validate software used for production or the QMS. One of
the most common applications is Excel 2003. This presentation gives Quality Engineers the tools to
perform the validation.

We discuss the following issues:
 The pitfalls of using Excel without a good regulatory plan
 How to recognize when you are using software in production or the quality system
 The use of Excel tools to help ensure spreadsheets are built correctly
 The FDA’s requirements and expectation for production and quality system software
 The reason for Part 11 and some of the implications
 The requirements of Part 11 for electronic records and the current guidance document

Topic Outline:
 Overview of the regulations
 Excel Validation
 Using the Excel Convert Function
 Excel Formula Auditing
 Excel Protection
 Track Changes
 Understanding automated process
 Electronic records
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