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ICH Q12:

Technical and Regulatory Considerations for
Pharmaceutical Product Lifecycle Management
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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 IGPA

TL: FRERIE (PMDA)  TL: fP)IEDRN (KEFEE) Expert: #2HE GNER)
DTL: [REXEE (PMDA) DTL: FIHMHE (EHFHER)

Expert: /\KE&3 (PMDA)  Expert: JEHESL (REARE)

Expert: 8LUMETRF (PMDA) Expert: h&EZE— (5—=1#)

(&%)
*: Regulatory Chair: Ashley Boam (FDA) WSMI: World Self-Medication Industry

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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(EMA/EFPIA workshop, PMDA/JPMA/CASSS forum, FDA/PQRI conferenceZs)
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Established Conditions
Post-Approval Change Management Protocols
Lifecycle Management Strategy
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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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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PQS effectiveness

Established Conditions for new chemical and
biotech/biological products

Application of Q12 for currently marketed products

Lifecycle Management Plans
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B PQS effectiveness
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Connection between Knowledge Management &
Change Management Process

Product/ Process Other...

Development /Co-

Development Report Performance Review

I Managementreview l

Past Changes

PQR / APR |

Implemented

>

CAPA

LCMP or
PACMP

Scientific Knowledge /

Knowledge Management

Stimulus Change- Management i
Driving to Change (Frsraeae Implement PAC &

Request Strategy

Change Evaluation
*Science & Risk-based evaluation

«Evaluate the PAC against EC/ non-EC Change
=Determine the data needed Approval
=Design & review PAC strategy

Internal Company Process
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Regulatory
notification
(if required)

Regulatory
approval
(if required)
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B Established Conditions and Application of
Q12 to currently marketed products
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B [ifecycle Management Plan
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