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Development / Co- Product/ Process

Performance Review

Development Report Managementreview

Past Changes PQR /APR
Implemented E —=
CAPA 75 :'< Elﬂ‘\ =
" Scientific Knowledge / = =
Knowledge Management Regulatory
notification

(if required)

Stimulus Change- Management

Driving to Change Process Implement PAC & Pl c
Request Strategy Regulatory
. approval
Change Evaluation (i f;uired)
*Science & Risk-based evaluation A

Change
Approval

*Evaluate the PAC against EC/ non-EC
*Determine the data needed
*Design & review PAC strategy

) - Internal Company Process
TRk294F 24 8H_F19EIEFmmETHF=SA
Modified from draft Q12 document
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