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Categorization of Changes
Established Conditions
Post-Approval Change Management Protocols
Product Specific Lifecycle Management Strategy
Approaches to Streamline Changes to Marketed Products
Pharmaceutical Quality System
Relationship between Assessment and Inspection
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Established Conditions

B ER
legally binding information (or approved matters)
considered necessary to assure product quality.
EMRN DS BER (FREE) ThD, BREEFBRTILHICHEEEZ SNZESR

contained in a regulatory submission, proposed by the
applicant, and approved by the regulatory authority.

As a consequence, any change to Established Conditions
necessitates a submission to the regulatory authority that is
consistent with regional regulations or guidance; or as agreed
upon during review and approval of the marketing
application.
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$& A EDEstablished Conditions

m The Established Conditions found in a manufacturing process
description should be those inputs, process parameters, and
outputs that are necessary to ensure product quality.
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Product Specific Lifecycle Management Strategy
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Established Conditions

Reporting categories
Post-Approval Change Management Protocols
Post-approval CMC commitments
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Approaches to Streamline Changes to Marketed Products
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PQS, Assessment/Inspection Relationship
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Knowledge Management & Change Management

Process & Product
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Change Evaluation
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