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M4Q(R1) PMDA

BEeHhCEZSHHRZ, LBIC

Not part
of the CTD

« Globally harmonized content and organization of
quality information in Common Technical Document
(CTD)/eCTD

v Module 2.3 Quality Overall Summary (QOS) Module 2
v Module 3 Quality

Fom e

Non-clinical
summary

« M4Q(R1) was a substantial improvement compared
to the prior state with regional submission formats

The CTD triangle. The Common Technical Document is organized into five modules. Module 1
is region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.

ICH The Common Technical Document for the Registration of Pharmaceuticals for Human Use: Quality M4Q(R1)
Quality overall Summary of Module 3, Module 3: Quality, September 2002

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 4



M4Q(R2) Concept Paper PMDA

BeMICEZHHAZ, EBIC

« Expand the scope of M4Q(R1) guideline to include all pharmaceutical drug substances and products (both
chemical and biological).

INTCOEZEmICEHTIEE T D,

« Establish the role of M4Q(R2) as the main source of the structure and location of regulatory quality information.
B (CRDEBIBHD. CTDLOEENMGAZED D

« Organize product and manufacturing information in a suitable format for easy access, analysis, and knowledge
management.

BIRDIA -V MEEDHDCEICLID T IR, Dih. EEZESICTD.

« Incorporate concepts and data expectations presented in ICH Quality guidelines and aligning with currently
recognized international standards and guidelines.
IITDICHAA RS 1 2 FLDES,
« Better capture the pharmaceutical development and the proposed overall control strategy, which should be the
backbone of the revised M4Q structure.

RFEOERE. BEHIRET XDERELP<ITD,

« Enhance the Quality Module 2 to facilitate the efficiency and effectiveness of regulatory submissions
and assessments.

M2DF A (C K DAGRHEE - RO,

k.

Modified from M4Q(R2) concept paper Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 5
https://www.ich.org/page/ctd




Current vs Future Framework PMDA
M4Q(R1) M4Q(R2) BOMCEZTHHERZ, LHIC

* More robust

Moduile 2 regulatory
[“Cut & Paste” summary from e .
Module 3] Module 2 Information
. * Capturing the
Regulatory Narrative
overall control
Basis for strategy
Regulator * Inclusion of lifecycle
Module 3 Rgeview i References - management tools

not duplication

Regulatory Narrative

Technical Data

Regulatory Narrative Module 3 * Flexible modular
! structure
Technical Data o Aanmer il

Technical Data

Repository IDMP standards

Regulatory Narrative

iE

Modified from presentation slide for public consultation Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 6
https://www.ich.org/page/ctd
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« EWGTHERRUTZHA RS VIRFEICXH T D, PWP/AEIE REEZ X,
- BREETHFESNIZOXD MO LD HREIEE(CTRE,
« MAQ(R2)DhtEAT(CELE U IS Rz BAtE(L. X oZiRET,

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve d. 7
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Step 1863 PMDA

BeMICEZHHAZ, EBIC

« 1 R>A4 2 REEZIline by line THEER
( ] é{$ O) %EQ/E\'l‘E ODEE E’EL\J\ INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL

REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

e 202 555 5 ﬁ 128 Step I/E\%:\ ICH HARMONISED GUIDELINE

THE COMMON TECHNICAL DOCUMENT FOR
THE REGISTRATION OF PHARMACEUTICALS
FOR HUMAN USE: QUALITY

M4Q(R2)

Draft version

A-

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 9



Structure of M4Q(R2) PMDA

BeMCEZTHHEHREZ, EEHIC

Module 2
2.3.1 General
Information

2.3.20verall | .. : .
Development and | ] High level summary of the development and overall control strategy, including

rall Control Strategy the QTPP, CQAs, and how control elements ensure consistent quality

{Essential product details, optionally supported by a schematic

3 Corg Quality ] Information needed to support a science- and risk-based review for product
mation (CQl) |_approval and ongoing lifecycle management

| Scientific and risk-based rationale for development, including justifications for
specifications and control strategies

_] Strategy for managing post-approval changes, including a summary of
| changes, the PLCM, and any associated protocols or commitments

Optional summary of how quality-related risks are mitigated and justified in
=1 the context of the product’s therapeutic benefits, especially relevant for
| expedited review pathways

"Detailed descriptions of methods, data, and other relevant quality
information that supports Module 2.3

i i -
Modified from presentation slide for public consultation Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 1 O
https://www.ich.org/page/ctd
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B> 3> DB PMDA

BeMICEZHHAZ, EBIC

Raw Material (RM)

Product Intermediate (PI)

- CQI. DSJ. Module 3(CDWLWT. AD

i 5&material Dtz 3 > = FIH Drug Substance (DS)

L

We

@ Starting / Source
Material (SM)

. & material D1ER (. DMCSD & Substance Intermediate (S) 4  Excipient (EX)

>3 > & F AU TSN

D : Description
M : Manufacture
C : Control

multiconstituent products (PM) Reference Material (RS)

1,
1,
E-: Packaged Medicinal Product 7or *

Pharmaceutical Product "
S : Storage after transformation (PH) A Impurities (IM)
Medical Device (MD) t: Drug Product (DP)

Eﬂ Facilities

j’% Analytical Procedures

Modified from presentation slide for public consultation Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 1 1
https://www.ich.org/page/ctd



S A=) 15

Description
233 Manufacture
Core Quality DP Drug Product
Information Control
Information related to what the material
is and its key characteristics, which is Storage

considered necessary to enable
marketing authorization and facilitate
lifecycle management.

Description
2.3.4 Development Manufacture
Summary and DP Drug Product
Justification Control
Scientific and risk-based development
summary and justification related to Storage

what the material is and its key
characteristics.

Description

Manufacture
3.2 Body of Data DP Drug Product
Control

Supportive information which may

include information and data related to Storage

characteristics.

Finished dosage form, composition, key characteristics =~ B¥HNICEZTIHRZ, LHIC
Manufacturing process description, IPCs, process parameters
Specifications

Container closure system description, storage conditions, and retest period/shelf life

Formulation development and justification
Process development and evaluation summary
Overview of batch analysis, justification of specification

Overview of stability studies, justification of proposed container closure system

Formulation development and justification
Process development and evaluation data

Batch analysis and justification data

Container closure selection and stability data

what the material is and its key
j { -

Figure from draft guideline
https://www.ich.org/page/ctd

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 1 2



SEOVEZEICDWTDES PMDA
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» JNOOABRASA ROERL (ICH HPAKREF)
- R1vs R2¥w E>ZD. CTDEYW JDIER
» HEATHFODEREH
13D =B CeCTDOE NIRRT ZE 77 20— I~

> 10/13DRHI=F TeCTDEANEH
» eCTDEANRAHDI0DMRHIZFE T, eCTD 4.08 NiFH/EATFESDD

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve d. 1 3



MEATICRIT BIRE (I

=11

m) PMDA

BEeHhCEZSHHRZ, LBIC

- Global Coordination:
Establish plans for implementation of eCTD 4.0, if not yet
Align adoption timelines across ICH regions; allow optional early adoption
eCTD 4.0D& ASTHEZRE
B CDREITSY 1 LS > Dt

« Adequate Transition Period: Ensure sufficient time post-Step 4 for adapting systems,

processes, and vendor-supported tools without disrupting regulatory operations
E )78 A TRAR D% E

« Balanced Approach: Aim to support digital advancement while minimizing disruption for
industry and regulators

T2 IULDFRE=SPQS (ICH M16) & DA

Modified from presentation slide for public consultation

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 14
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SEDTIE PMDA
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Expected future

completion date Milestone

202545H ICH meeting in Madrid, Spain - Step 1 Expert sign off
Step 2a Endorsement by Members of the Assembly

202545H Step 2b Endorsement by Regulatory Members of the Assembly
Release for public consultation > at least 6 months

20254 8AHtH ER/\T IARBFEGHARBIREE). JIPMA/PMDAXEENEREASTFE

2025-20264%F Public workshops on introduction of M4Q(R2) Step 2

20264 3H ICH PRI HES

2026%11A Review and resolve public comments

20274 6H Step 3 Sign-off and Step 4 Adoption of Final Guideline

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 1 5
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