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- Established Conditions(EC)
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“Established Conditions for Chemistry, Manufacturing and Controls
(henceforth established conditions) are legally binding information
defined in an approved Marketing Authorization Application (MAA).
Any change to an established condition, as defined in an approved
application, would initiate a post-approval regulatory submission (e.g.,

supplement, variation, partial change application, etc.).”
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- Product Lifecycle Management Strategy
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SECTION TITLE ESTABLISHED Justification | Reporting Protocols | Lifecycle Planned
CTD CONDITIONS — Category, if commitments | major
SECTION MUST HAVES changed Jagreements | changes (if
if an known

DRUG SUBSTANCE
3.2S.1 General Information

3.2S8.1.1 Nomenclature Drug Substance
Name

3.2.5.1.2 Structure Drug Substance
Structure

3.2.S8.2 Manufacture

Manufacturer(s) Drug Substance Addition of

Manufacturing Site new site

Drug Substance and/or

Testing Site scale-_up _for
capacity in

2-3 years
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Connection between Knowledge Management &
Change Management Process

Development / Co- Product/ Process

Performance Review

Development Report | Managementreview |

Past Changes

PQR / APR

Implemented

LCMP or
PACMP

- 4
i Scientific Knowledge / &
Knowledge Management

Change- Management

Driving to Change

Change Evaluation
*Science & Risk-based evaluation
Evaluate the PAC against EC/ non-EC

*Determine the data needed
*Design & review PAC strategy

Internal Company Process

Regulatory

> notification

(if required)

Implement PAC & PR

Regulatory
approval
(if required)
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