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WHO guidelines on the transfer of technology in pharmaceutical manufacturing
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Does the parameter need to be controlled to ensure product quality (i.e.,
CPP or PP where impact on quality cannot be reasonably excluded)?

Yes /l\ No
I

Considering the output of the criticality
assessment and the control strategy, what is
the potential risk® to product quality if the
parameter is changed?

Moderate/Low?

Reporting categories for changes to ECs
! | L

Prior Approval® Notification? Not Reported*

1 Appropriate justification is expected for parameters that are ECs and that are not ECs

2 Assessment of risk to quality using tools and concepts found in ICH Q9
3 In some cases, the regulater may determine that certain moderate risk changes proposed by the company may require prior approval
4 5ee Chapter 2 for further guidance on reporting categories and see section 3.3, regarding roles and responsibilities related to managing changes and

maintaining an approved application

MabPlex



GMPRXS5IEMRKRES

-
Knowledge Management & Change Management Processes
Process & Produlcl Established
Performance Review
Development / Co- SRS Past Changes Conditions
. onitoring
Development Activity Implemented
Management Review POR
CAPA Knowledge others ... ||| Notification
(if required)
Manageme nt a) Beforechange

b} After Change

>

Change Implement

Stimulus for Change

change Management
Prior-

approval
(if required)

Change Evaluation
Internal Change
=Science & Risk-based Approval

=Determine the data needed Regulatory
Internal company process process
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Pharmaceutical
Development

Investigational products
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Guidance for Industry CGMP for Phase 1 Investigational Drugs

E. Manufacturing and Records
A record of changes in procedures and processes used for
subsequent batches along with the rationale for any changes
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