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Introduction to ISO 14971:2019
Scope and Application
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Risk Management Process
AL B Risk Assessment and Analysis

Risk Control Strategies and Implementation
Post-Market Surveillance and Risk Communication
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Introduction to Medical Device Process Validation
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Determine which Processes Require Validation

Process Validation Master Plan and Validation Protocols
Installation Qualification (IQ) and Operational Qualification (OQ)
BEAR Performance Qualification (PQ)
Process Monitoring

Process Changes and Revalidation
Best Practices and Case Studies

Wrap-Up and Q&A Session
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Introduction to ISO 13485:2016

Overview of ISO 13485:2016 Requirements — Clause 1, 2, 3
Overview of ISO 13485:2016 Requirements — Clause 4, 5, 6
Overview of ISO 13485:2016 Requirements — Clause 7, 8
Internal Auditing

Wrap-Up and Q&A Session
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