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2.3.1 Introduction RECTBEDICBHEEERSNBERIHIST 2, \
2.3.0CS Overall Control Strategy(2#ERIE HERE) © COTYYIVORTICE, BEDEAF(AESTINTOHRAN D Integrated
HBEHRE. —EDEFFFIEHR (Supportive Info.) NEFNS,
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2.3.D Development summary and justific

fons (supportlve) scientific justlflcatlon (Faﬁ%#&% 2%"=’|1’_¢_)

2.3.C Core Quality Information — may trigger post-approval change

Packaged MP

p 2
2.3.L Product lifecycle management document (optional) (ICH Q120D E&EXE Z&H#i5t)

- Established Condition identification (optional)

- Alternate reporting categories and regulatory justifications (optional) -

» Post-approval change management protocols (PACMP)
* Post-approval CMC Commitments

2.3.X Conclusion which may contain Quality Benefit Risk

Regional

Module 3 is supportive and only amended as a result of post-approval changes
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* Original: This (CQI) section describes the information considered necessary to
enable marketing authorization and facilitate lifecycle management. The
information in this section should include ElIBINGIAG information to assure the

product quality as per regional requir nts as well as some supportive
iInformation to support efficie nd effeCtive regulatory submission and
assessment. BRICRIHA RS THEIMQITHENT, BREESEOHEICET 5
ERZzBUCIELFETOEMITLE. MENHLIDTIE?

*EWG TEAREELCQADOHKETEZE : This (CQl) section describes the
information considered necessary to support a risk-based requlatory assessment
to enable marketing authorization and facilitate life-cycle management. This
section should include all information subject to life cycle management per
regional post-approval change requirements to assure product quality.
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- Wording in Development Summary and
Justifications (DSJ), and in Module 3

* Original: The content of this DSJ section is supportive and HESIOINTGOEH-

post-approval communication. It may be amended as part of post-approval
changes. .... Information in Module 3 is supportive and ost-
approval changes. It may be amended or supplemented as p f post-

approval changes.
PP J BRXIZEE2H4 FSAUTHAMAQIZB LT, BIRZREEOHFEIZET 5

RBNBZECCETETDEMITE, BBEAHLIDTE?

* EWG TEABGEINT-HETASE
O The content of this Module 2.3.4 (DSJ) section is supportive. It may be
supplemented or amended due to post-approval changes...

O Information in Module 3 is supportive. It may be amended or supplemented due
to post-approval changes.
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This (CQl) section describes the information considered necessary to

2.3.1 Introduction support a risk-based regulatory assessment to enable marketing

2.3.2 Overall Control Strategy authorization and facilitate life-cycle management. This section should
\ include all information subject to life cycle management per regional ' Integrated
/ / post-approval change requirements to assure product quality.

2.3.3 Core Quality Information — may trigger post-approval change

pb S>> D >
2.3.4 Development summary and justifications (supportive) - scientific justification

2.3.5 Product lifecycle management (optional)
» Listing of Established Conditions
* Reporting Categories for Making Changes to Approved Established Conditions

DP

* Post-approval change management protocols (PACMP)
* Post-approval CMC Commitments Regional

2.3.6 Conclusion which may contain Quality Benefit Risk in the relevant section in a separate

document as an addendum

Module 3 is supportive. It may be amended or supplemented due to post-approval changes.
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Work plan: Expected future key milestones

Expected future
completion date
Mar. 2024

Apr. 2024
Jun. 2024
Sept. 2024

Nov. 2024
Nov. 2024

Nov. 2025
Jun. 2026

Milestone
Consensus EWG first draft of technical document

Plenary Working Party (PWP) and Stakeholder Initial Consultation

ICH Meeting Fukuoka to address the comments received

PWP and Stakeholder Formal Consultation

ICH Meeting Montreal Step 1 Experts Sign-Off

Step 2a Endorsement by Members of the Assembly
Step 2b Endorsement by Regulatory Members of the Assembly
Release for public consultation

Review and resolve public comments

Step 3 Sign-off and Step 4 Adoption of Final Guideline
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