ICH

harmonisation for better health

)o
M4Q(R2) EWG
[JE>-TOZ7)b- RFIAY b—

mE(CB I IS DIERRERRIC
BE95H1 RS54 > 1DE

EK%%I%T@%&%%E%ICH?MI’JI\
ICH M4Q Rew))—4— Rk L&

International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use

ARERIBEHOEANNRBEZRUEEDOTHD ARERICEZEIIEFSFSOANRFLRULEDTR BV LICTERIEE W,



>/ Ih
VCICH, . | H4SE ICHENRHES

Agenda

1. FEY O #ER
2. TTAEEETOER

3. TTAEETOEH
o High Level Conceptual Thinking

- Module2
- Module3

o GROWMESFE

4. TTHAEETOHRE
5. SEDFE
6. F&H



). ICH %450 ICHENBFRE S

harmonisation for better health

NEWIBRLR

* 20024 (2B E I N=MIQR) [& 12 B0
WEI S LR (R1) FRARUVRFIEE

" G ZEMAOR) BER - 5 7Y L SN F T ek O
A T LA DR A B R B E AR B S A 2

- M4Q(R2) M E Y
- S a—/\)LEAF
- FAFEEROMRNLGIRE & EE/GFHE
. FH-GHRG A TPHEERE
- Q8-QM14 D7 SA A



harmonisation for better health

)' ICH 545 ICHENESHRE 2

PTAEaE TDiEm
»>2020%F5H M4Q(R2) MR
»>2021%48 Concept PaperilfZ®D T &
»>2021%E8A M4Q(R2) informal WGER &
»>2021F9H Concept Paper K U'Business Plan® 1% i&F A
>2021%F11 8 ICHE B Z B4 TOHConcept PaperX U'Business Plan® T 7,
EfRERE= (EWG) DFHFE
»>2021F128 EWGT® TCTOE R
(H2[E], high level structure X U Table of Content )

o fmE Module2 (LIfE Module 2) ®BRI&E [X?

- Module 3SM BRI & (X7

« Module2 &Module 3D &R EIX?

- Registration agreementt°> 5 4 JH A VLT R A 2 CDEREIZATIL?



ICH

harmonisation for better health

F45[E

PTARACODES

* Agreement on High Level Conceptual Thinking

Industry

Regulatory binding
information “Registration
Agreement” to maintain
quality over product lifecycle
Tells the product story and
relates to patients

Better captures the
pharmaceutical development
and the proposed overall
control strategy

Risk-based approach with
focus on patients

Data to support registration
agreement, pharmaceutical
development, and the
overall understanding of
the product quality
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Registration

Module 2 Agreement

Development
and Rationale

Difference between
Module 2 and Module 3

Quality
dy of Data/Study Reports
Module 3

Registration Agreement
(term and definition)

If applicable, EC,
PACMPs, PLCM

Development and
Rationale supporting
the Registration
Agreement

Data and associated texts
in a standard format

Authority

Basis for efficient
assessment from
transformational Module
2

Risk-based approach
with focus on patients
Development and
rationale are connected
to body of data in Module
3

Module 3 body of data
follows standard format
to be conducive to
structured data

Module 3 data to support
detailed assessment /
additional analytics

Registration Agreement: The elements necessary to ensure product quality agreed between the MAH and
the regulatory authority for which any changes necessitates a communication to the regulatory authority
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Module 2

Registration Agreement
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Regulatory binding information
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