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= MHLW/PMDA(4), JPMA(3), FDA(4) *, PhnRMA(4)*,
EU(3), EFPIA(3), Health Canada(3), Swissmedic(1)

m Observer: WHO(1)

m Interested Party: WSMI(1), IGPA(2), BIO(2), APIC(1)

B DoH of Chinese Taipei(1), DRA of Singapore(1)

E $x>l \— *: Rapporteur
MHLW /PMDA # Regulatory Chair

TL: RIS (PMDA)
DTL: #AEFX(PMDA)
Expert: \ARE23E(PMDA)
Expert: 2Lt —BER(PMDA)

JPMA (8%)

. I AL WSMI: World Self -Medication Industry
TL ﬁl" Ifﬂa’,} ( §i§§-§$u.) IGPA: International Generic Pharmaceutical Alliance
D TL ?ﬂmfﬁﬂn ( imgiﬁs&% ) BIO: Biotechnology Industry Organization
Expert: ;=MA==s4 (FofiH8EsE) APIC: Active Pharmaceutical Ingredients Committee

DoH: Department of Health
DRA: Drug Regulatory Agency
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http:/ /www.ich.org/ fileadmin/Public Web Site/ICH Products/Guidelines /Quality/Q12/Q12 Final Concept Paper July 2014 pdf
o ESRR2T»

http:/ /www.ich.org/ fileadmin/Public Web Site/ICH Products /Guidelines /Quality/Q12/Q12 Final Buisness Plan July 2014 .pdf
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Regulatory Dossier
Pharmaceutical Quality System (PQS) aspects

Post-Approval Change Management Plans and Protocols
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B Regulatory Dossier(/Regulatory Commitment)
AGPIRICREERNEOSFHGRIEER, RBBIBREITION, supportive
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m Post-Approval Change Management Plans and Protocols
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B Introduction

Scope

Pharmaceutical Product Lifecycle Management (Overview)
Objectives
Relationship to other ICH guidelines
Integration of Key elements/aspects to achieve guideline objectives

Regulatory Dossier aspects
PQ@S aspects
Post-Approval Change Management Plans and Protocols

Glossary
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B Clear, comprehensive, self-contained without need
for additional examples or annexes

B ICH harmonized guideline and useful globally in the
future

B Forward-looking and pragmatic

B Appropriately balancing conceptual and practical
aspects

B Supports innovation and continual improvement
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