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ICH Q12:

Technical and Regulatory Considerations for
Pharmaceutical Product Lifecycle Management
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B Regulatory Dossier
(ESEEHEANEDIZEE. "Regulatory Commitment’DEE

B EEMRMEES X5/ (Pharmaceutical Quality System)
DEm GAFIULIZEVURDICEDWEEBEIRT A A
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B Post-Approval Change Management Plans and
Protocols (PACMP)
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http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q12/Q12_Final_Concept_Paper_July_2014.pdf
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http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q12/Q12_Final_Buisness_Plan_July_2014.pdf
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m MHLW/PMDA(4), JPMA(4), FDA(4) *, PhRMA(4)#,
EU(3), EFPIA(4), Health Canada(1), Swissmedic(2)

B Observer: WHO(1)

B Interested Party: WSMI(2), IGBA(4), BIO(2), APIC(1)

B DoH of Chinese Taipei(2), DRA of Singapore(1), DRA of
Brazil(1)
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MHLW/PMDA JPMA IGBA

TL: FERERIE (PMDA)  TL: )1F08 (KixEER) Expert: 42848 (GEZG)
DTL: JREXEP (PMDA) DTL: FIHMERE (EFFs)

Expert: /\’KEG3E (PMDA)  Expert: JZEHEL (RIFARE)

Expert: 81U _EB (PMDA) Expert: & ZEF— (FE—=#)
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*, o WSMI: World Self-Medication Industry
) Regulatory Chair: AShIey Boam (FDA) IGBA: International Generic and Biosimilar Medicines
#: Rapporteur: Moheb Nasr (GSK) Association
BIO: Biotechnology Industry Organization
APIC: Active Pharmaceutical Ingredients Committee
DoH: Department of Health
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B Regulatory Dossier (Regulatory Commitment)

(—Established Condition)
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B PQS(Lifecycle Strategy)
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B Post-Approval Change Management Plans and Protocols
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(EMA/EFPIA workshop, PMDA/JPMA/CASSS forum, FDA/PQRI conferenceZ%)

B LI TOXEDIER - tNETH
Established Conditions
Post-Approval Change Management Protocols
Lifecycle Management Strategy (Plan)
Pharmaceutical Quality System aspects
(change management and knowledge management)
Frequent Manufacturing Changes
Relationship between Assessment and Inspection
Links to other ICH guidelines
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B REORWVE U
Established Conditions
Lifecycle Management Plans
PQS effectiveness (Ref ICH Q10)
Application of Q12 for currently marketed products

Opportunities for innovation and continual
Improvement

Categorization of change and data requirements

PQS and deviation management
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Established Conditions for new chemical and
niotech/biological products

_ifecycle Management Plans

PQS effectiveness

(Bah7PQSOFHMm /5 E(C DL T)
Application of Q12 for currently marketed products
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B Established Conditions and Application of
Q12 to currently marketed products
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B Lifecycle Management Plan
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B PQS effectiveness (BZRXPQSDFHsiE)
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