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An Implementation Strategy for
Building Your Inspection Readiness Program


Phase 1: Foundation Building (Months 1-3)
· Create and Implement foundational SOPs including GDP, Training and Document Management
· Establish robust training program with role-based training curricula
· Begin company-wide training on core quality SOPs including the “Fundamental Six”

Phase 2: System Enhancement (Months 4-6, prior to entering the clinic)
· Implement second phase of QMS systems including investigation, CAPA, deviation, batch disposition, specification, change control, complaint, and risk management systems
· Implement the third phase of the QMS including quality agreements, vendor selection, vendor audits, and corrections/recovery 
· Implement annual GMP, GLP, GCP training 

Phase 3: Culture Integration (Months 7-12)
· Create inspection simulation exercises
· Implement quality metrics and trending
· Test complaints, corrections/recovery, and AE reporting systems
· Develop management oversight systems


Ongoing Excellence
· Conduct regular inspection readiness assessments
· Maintain current training and competency programs
· Perform periodic system effectiveness reviews
· Update procedures based on regulatory changes and industry best practices
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