202548H26H
ICHM4Q (R2) [CTD— REICEETANED/ERERICETE2HA K74 v (F)] =S

BehCETSHAZ, EBIC

M4Q(R2)
NEIHA P74 DRETICMAITERFTFEZFICOWVWT

PE  BEFBE IITEEAERGERESREOES/ AARETIEHR

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



Disclosure

I
~J

FRFEE L. MILITBOEAEERERESRIEEHE

EDBE T,

%

PH

REFRIL, RREDODEAANRBICEDCHLDOTHY . WMILITEBCEAN
LR EESRCEREBEO AN REZ RTHLDTIEH Y FHA,

PMDA

BOMCEEZHRE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserve d.



ICH M4QR2 EWG  Step2APF0DETIH

Expected future
completion date
2025554

20255548

2025588
20265 1H
2026%3H
202656 H
2026 11H

202746 R

PMDA

BehCETSHAZ, EBIC

Milestone

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

Step 2b Endorsement by Regulatory Members of the Assembly
NRTAABOXEDRNT

ER/87 3 XERBA BHE). MHLW/IPMA/PMDAH & EANZAES
TARTCOMITONRT7 LB DTET FE

ICH i EESE XEZE/XT7 Y v oaAXy bAOKHEOMBRET
ICH EI=E XZ0MD/X7 Yy 73Xy bz dTXInr it Dmsy
NRT7Y sy 7 aAX O T FIE

Step 3 Sign-off and Step 4 Adoption of Final Guideline
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PMDA
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ICH M4Q(R2): A path towards Greater Efficiency and Patient Access
)RR HEERIC L > TEEROBET 7L XM EICET 5

Implementation!
The uphill stage of
implementation will be \ ,
challenging:-- Training $

TEATICRDF . £V

WD LS ICKRERD
--M4Q(R2) will combine innovation,
eff|C|ency, and global harmonlzatlon to help
patients receive treatments faster.
M4Q(R2)ICL>T, 41/ R=> a3 $HhEMEZL
f&%ﬁ)ﬁ%ﬂ@x Uy bOEREN, BEIANELY
;- g-4 U bﬂ%f*b@i‘i?ﬁc‘:?&%
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M4Q (R1) vs (R2) e otk PMDA

BehCETSHAZ, EBIC

ICH M4Q(R1) £ R2TIXIBHMDMRAAD D EE I N TS

M4Q(R1) M4Q(R2)
- 2[BHEE - 3EREE
1) IBHREED H B 2.3 quality overall summary 1) FRA R EESR 2.3.3 Core quality Information
- - . 2) EFEOBMER VZE LY 2.3.4 Dev. Sum and Justification
2) FHBtEHT—% M3.2 3) BMDSEFEHR.T—74 3.2 Body of Data
cEL LT, BEESEBAPLS L avItkoT - MEL BRER) JLILANIEY 2 -
Bl EN5, =

e ZOHDEE|ICLY, BHEERIEIKRETIELSDICYATHER - LE2—FMEINEZNELAH Y, ITORT
LDEH, AZyTDHE - HELE LB,
e INonillE., [eCTD4.0~NDFEFH]| KU [BHESFEORBHE L ORERE] HEEITND,
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MAQ(R2)H > &4 7-eCTD 4.0 D51 EMDA

« Enhanced Harmonization: eCTD 4.0 aims to further standardize the submission
process across different regions, reducing complexity and increasing predictability
for applicants

Greater Modular Flexibility: It introduces a more flexible and extensible modular

framework that can more easily adapt to new types of content and regulatory
requirements

« Improved Lifecycle Management: eCTD 4.0 offers more robust and granular
lifecycle management capabilities, making it easier to track changes and updates
throughout the product's regulatory lifecycle

« Advanced Technical Capabilities: Incorporates more advanced technical
standards that support more efficient data processing, better integration with
other systems, and improved data quality and integrity

Adopted from ICH M8

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 6



PMDA

MAQRZ FEWG A ONMCH X \//\—@;EE%IJ%)%C\—_;(?L@—% BODICEFBHAE, ELI
MAQR2 DHEATICEE 4 B2 7 > — FEAE

°* M4QR2(R2) EWGIZH VT, EWGOIRFI LB/ A /3 —IZx LT, eCTDRUeCTD 4.0DE1TIX
Sie WRITMAQR2)DFEATICEH L TER LOXENGZ LN RAEZIT o=,

o ZOREITOVNT, EWGHA U/N—Z B H L TULVEL, ICHRRFIZR A N\—IZH BT 1=,

v eCTDIFZ =TI N TIE Dy KiITDHIFIZE ) TIE, €DEASKIL?
v' eCTD v4.0D jg{THFEE D 52 A Z % 7

v MAQR2)DIETTIZEEL T, MW TDED LOERIE Y ETH 7% L, FEED
BEBEITIL, EDL I IFERENET S ?
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Regional Implementation Information

eCTDIETH A, N

ANVISA, Brazil

EC, Europe

FDA, United States

Health Canada, Canada

MFDS, Republic of Korea

MHLW/PMDA, Japan

Swissmedic, Switzerland

TGA, Australia

Technical Pilot!

4Q 2026 (Planned)

2024 CAPs (Pilot
ongoing)

2022 - 2Q 2023
(Completed)

2026 -
2027 (Planned)

TBD

20 2021
(Completed)

2026 (Planned)

2026 (Planned)

BehCETSHAZ, EBIC

Implementation Dates?

| Implementation D

2027 (Voluntary)

T
TBD (Mandatory) 2
2025 (Voluntary for CAPs?)
2026 (Voluntary for MRP/DCP/
NP)
EC, Europe regiona

2027 (Mandatory for CAPs)

TBC (Mandatory for MRP/
DCPINP)

2024 (Voluntary)

EDA, United States r
2029 (Mandatory)

2027 (Voluntary)

Health Canada, Can:

2029 (Mandatory)

2027 (Voluntary)

TBD (Mandatory)

2022 (Voluntary)

MHLW/PM . ]ap
2026 (Mandatory) MHLW/PMDA. Japan

2027 (Voluntary)

Swissmedic, Switze
2030 (Mandatory) Sl e P

2027 (Voluntary)
TGA Implementation o

TBD (Mandatory)

https://ich.org/page/ich-electronic-common-technical-document-ectd-v40
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BehCETSHAZ, EBIC
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PMDA
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BehCETSHAZ, EBIC

« Step2 /XTAXIZEAT BB A T A FDIERK XICHY A F TRREFH
e« Rl1vsR2XftkZxk & CTDE Y 7O DIERK

o FWEITICEET AEHEAZIIEL. Step3d=RIICBEREOERZ KD 5,

o |ICH#INTOMAQR2)D—B L1-EI{TE MR A2 IET H57-ODHRALI-FMT7—27> 3 v
7 DHEE

o AFRTHEIZOWVWT, R274+—< v FTEDEIICEBINZDEMAKELT S (BEFERHADXT
b ED)

e LBEERUIVAZX—T77AINIIR2AZERAT A A EDEWAIZE T 5,
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