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ICH Q12
Technical and Regulatory Considerations
for Pharmaceutical Product Lifecycle
Management
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B Introduction

Scope

Pharmaceutical Product Lifecycle Management (Overview)
Objectives
Relationship 1o other ICH guidelines
Integration of Key elements/aspects to achieve guideline objectives

Regulatory Dossier aspects
Pharmaceutical Quality System aspects
Post-Approval Change Management Plans and Protocols

Glossary
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Regulatory Dossier

Pharmaceutical Quality System aspects
Post-Approval Change Management Plans and Protocols
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Desired State

Relationship 1o other ICH guidelines

Regulatory Dossier

Change Management

Knowledge Management

Post-Approval Change Management Plans and Protocols
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B Regulatory Dossier

CTDICEFND. iR EICEET DELENMRIBAREICRSIEH
&, EOBfTHELD15H% RIS 5Icé). Established
Conditions*(/ Approved Matters) &ENSD.

...certain binding information concerning the manufacture and control of a pharmaceutical
product, including description of the product, manufacturing process, facilities and certain
equipment, specifications and other elements of the associated control strategy (e.qg.

storage conditions or shelf-life) ... that assure process performance and quality of an
approved product.

EO&SIC “Established Conditions” i RHNDAZEN &R,
EEOKIZ1T-IE.

x: (FDA) DRAFT Guidance for Industry - Established Conditions: Reportable CMC Changes for
Approved Drug and Biologic Products

21 CFR 314.70(a)(1)(i) states that, other than the exceptions or alternatives provided in 21
CFR 314.70(a)(1)(ii), an applicant must notify FDA about each change in each condition
established in an approved application beyond the variations already provided for in an

application (i.e., an NDA or ANDA).
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B Pharmaceutical Quality System aspects

ICH Q1 0TERICER 24X -~ (Change Management ) XY#0:tk
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Important Supporting Information
- Overall Lifecycle Strategy Story

- Use of Knowledge

- Leverage of Pharmaceutical quality System as Q10

Product
Discontinuation

Post-Approval Phase

PQS Knowledge Management

Enablers Quality Risk Management

Commercial
Manufacturing

Pharmaceutical
Development

Technology
Transfer

Pre-Approval Phase Approval Phase

4 r )
Submission for MA
’ndustry Management Protocol (s)
* Broad & Specific protocol r
- Change Mgt for Regulatory 1.  Changes performed as agreed in the
* Comparability protocols plan (Protocols)
« Future extrapolation 2. Further gain of knowledge based
Development DS DP - Ref. to Regulatory Commitment mainly on commercialisation
o T e e e e oWhatis in, what is out 3.  Submission of an updgted/new
! oWhatis for inspection plan/protocols according to gained
*Prior knowledge )
oWhat need regulatory review knowledge
oDefine do & tell and tell & do 4, Others changes
I * clocationin CTD \_ l
\. . J

( v v v
s N
Regulatory Influence Assessment for the application 1. Noapproval but SOPs may be
. ) inspected
* Legislation * Approval for D evemelisils
*Scientific advices *PACPMs 3.  Evaluation of a new plan/ or protocols
*Guidelines including *Regulatory Commitments 4.  Evaluated according to regional
Q&A and other relevant legislation
documentation ReQUIators \ y,

Assessment / Inspection
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m Post-Approval Change Management Plans and
Protocols
ProtocolsicCV 1T, FIRICEENRBEBAITDCEEREIFIH(IEEL. B
AICHIE-TRFIRICHIH DRENRIICASHICIRES DL ENHD).

(FBROZEBRZRIBRIE)REOIML7HANIL IR X AO)RIEAVFELBE (
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Introduction

Scope

Desired State

Relationship to other ICH Guidelines

Q12 Guiding Principles
Regulatory Dossier /Established Conditions
Pharmaceutical Quality System aspects
Post Approval Change Management Plans and Protocols

B Application of Q]2

Pharmaceutical Product Lifecycle Strategy
Frequent Manufacturing Changes (e.g. analytical methods,
manufacturing process, site etc)

B Glossary
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