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INTRODUCTION This paper continues a series of previous discussions (1,2,3,4) comprising the application and integration of
validation principles to the training quality system. The lifecycle approach to manufacturing process validation and its
respective stages is proposed for application to training. This approach provides structure to the comprehensive site training
program. Previous discussions have addressed the individual components of training developed in preparation for training —
the training module, trainer, and trainee. Component planning, design, and development...
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