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Step 1 ERBITHNXNBROEE
Step 2 R TGLENEE

Step 2 a. ICH Parties consensus on Technical Document / b. Draft Guideline adoption by Regulators

Step 3 /{TA~BREBER . FRBRTOLBEEROEE ATY71
Step 4§ TICH GLORR
Step’ % B TGLERNE (HARLH) 25972
Step 5 Implementation
ATvF3
Adoption of an ICH Harmonised Guideline
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Step 1 Consensus building - Technical Document
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Q11 Development and Manufacture of Drug Substances v

Q12 Lifecycle Management ~

. . o . N3 \Y
Technical and Regulatory Considerations for Pharmaceutical Product jj F — -
> Q2 Lifecycle Management N\, —— ICH le j -/

Training on Regulatory and Technical Considerations for Pharmaceutical
v QI12IWG ]
Product Lifecycle Management

Further to the Q12 Guideline reaching Step 4 — A "
in November 2018, the Q2 IWG was ndersed bocuments ICH Q12I\ —_— 7\‘7— U)l/
established to prepare a comprehensive i (D]ZIWGComcept L — J
: aper
training  programme and  associated @ Q12 Work Plan
materials to facilitate an aligned

interpretation and a harmonized
implementation of ICH Q12 in ICH and non- Training Materials
ICH regions. ¥ Q12 Training Material
Modules 0-7
Rapporteur: Ms. Ashley Boam (FDA, United
States) Expert list
Regulatory Chair: Ms. Nanna Abby Kruse (EC,
Europe)
.
https://www.ich.org/page/quality-guidelines
Q13 Continuous Manufacturing of Drug Substances and Drug Products v

Q14 Analytical Procedure Development v 7
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« Module 0 - Setting the Scene

« Module 1 - Introduction

« Module 2 - Categorization of post-approval CMC changes

« Module 3 - Established condition (ECs)

« Module 4 - Post-approval Change Management Protocol (PACMP)

« Module 5 - Product Lifecycle Management Document

« Module 6 — Pharmaceutical Quality System (PQS) and Change
management / Relationship between Regulatory Assessment and
Inspection

« Module 7 - Additional approaches
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® eass | | ICH S YCICH. . ICH Q12 Module 1 JCICH . 1CH Q2 Module 4
’ ICH L efinit Leeof/Ch a2 Toolein Productliecycle . IR Example - Manufacturing site transfer: : Timelines PACMP Approach
( vs. "Tradition al“ Approach* (based on EU, JEMA case )
Traditional !
ICH Q12 - Technical and Regulatory rois —
Considerations for Pharmaceutical Product

Lifecycle Management

Training Material
Module o - Setting the Scene
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