GCP(

ICH E6(R3)
e PR S ER D ZE Jith D

2025%F7H1H
ICHYR)—F&= & BIEHRES




O N Ok WLDNE

RAKHOANRE

E6NETDE =

E6TNET D H #)

E6 (R3);EENERR
HARSA LV EDHERK
Stakeholder Engagement

EH KR

fNo—Z=2 < TIT7ILIZDINT
SEDFE



1.E6RETDE =

19964 ICH-E6:[EEADERRABRDERDELE | RE
20164 ICH-E6(R2) Integrated addendum®3E N

c JROR—ZAL77O0—FZ#HAL-RE IR AL
«c EZAR)Y
 BIfTEEFTANDXIL (BFATLEDOEF#M S DAKEIL)
20165F /NT )y AU MIBITAEEILY— T LEND
NDER
> ZEHREHAEBEDIAITDEWNZKDI)RIDEIC
+ A TEEIN TULVEL
> REBOBEICEHISIEERERICKYERZ L TEHRSE
201751 A : ICH Reflection Paper
‘GCP Renovation’ (ICH E8 (E&EREAER D — % I5ET) MDaimXib &

ZNIZHi<E6TRET)




ICHIZ &A%t it: —GCP Renovation-

FEGIFREE . TORIANILRY—]L,

i R4 SRR ER iy = ey s
BIZEHT . pragmatic trials... ﬁ,ﬁgi&?ﬁj_ 9_: "“‘%J//ZI\U‘
B FHIRZEIXT —3N—A...

> |CH ES (E& ]

HERDAATOT—3Y—RAD ZHRILIZ
WM DERERIZ T S &x B R

SVBR D — g FEE) DI RIERD

ZTNIZE|ZH<E6(R2)DHET
> ETIZERL Tl S EfStakeholderD & R #EEER . fz g



ICH ESERIE DAk

R FRDTAITHAIIVICET HHAF AT RME
— fllmf'_l,\ GRAEBRDTH AT —3Y—XIZH I
— BRRGAERRIZHEITAENRETZHIET

[ERIREAER (ZH (D E (Quality) 1%
[ BB~ DE S T (fitness for purpose) JELTIEA S

HDAV)T 41N~ TH A2 (Quality by design) DZEAZHFDE A

— Quality by design: SRERD B F RBRERITBEERUVFIEICT AT 5HC
ElI2kY . BEBMICEDRLEEZBEET

— BIZE9HEELER (critical to quality factors; CTQER) [CERZH TS

/—~

— YROIZIGCE=770—FI2&Y . CTQERIZX TSR IEEBEITD



2. E6RETMDHEY

o BRERAEBOTHAU0T—2)—RADZHALIZR T B1=8.
GCP RenovationM—EDExEL T, ICH ES (BGEREXER D — A% $5EH) D
WRAEICE &S WITDICHE6(RA)HARSA U ERETTHED

< ICH Reflection on “GCP Renovation” (January 2017, 20212&zT) kU >
1: Revision to ICH E8

 Address broader concerns about the principles of study design and
planning for an appropriate level of data quality

* Provides comprehensive cross-referencing to the family of ICH
guidance documents

2: Renovation of ICH E6 GCP

* Address flexibility concerns with respect to a broader range of
study types and data sources

Retains the current focus on good clinical investigative site
practices

https://www.ich.org/news/ich-reflection-gcp-renovation-modernization-ich-e8-and-subsequent-renovation-ich-e6 6
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Issues to be Resolved

e Qverarching Principles and Objectives
Annex 1 - Interventional clinical trials

This will include the use of unapproved or approved drugs in a controlled
setting with prospective allocation of treatment to participants and
collection of trial data. This Annex will be developed simultaneously with
the principles and objectives document to ensure consistency and to
provide stakeholders with a complete package that can replace E6(R2);

Annex 2 - Additional considerations for
non-traditional interventional clinical trials

This will include designs such as pragmatic clinical trials and decentralized
clinical trials, as well as those trials that incorporate real world data sources.
Before the drafting of Annex 2, its scope will be further clarified, to define
the nature of trials involved, in an update to this concept paper.
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5. Stakeholder Engagement
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Summary of Stakeholder Engagement to Support the Development of ICH E6(R3)
https://database.ich.org/sites/default/files/E6-R3 PublicEngagemenSummary 2020 0421.pdf
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