FE45MICHENR RS S

ICH E6(R3)
GCP(EEMMDEGERAERDEMDEAE)

2022%7H7H

PMDA{S RE T RELED
KE R



Outlines

LEGHETDE =

2.E6CNET D B Y

3.EWG(Expert Working Group);&E B2 #&
4.Concept Paper(1)

5.Concept Paper(2)

6. Web conference

7.1CH E6(R3)RET D EH IR
8.S1ERMDFE




1.E6EETDE =

19964 ICH-E6 TR E

20164 ICH-E6(R2) Integrated addendum@ 3Bl

« YRAOR—ZRR77O—FZRHW-=MEIRT AV

« EZARYLY

« BMTEHFADORIE (BFATLEDERERSOBHEEL)
20165 /NT )Y IaAAVMIBITHEBEIV Y- T LENMDER

> ZIRLTEEBRDIAANTDEWNZELB)RIDEWNZTHICEES
N TULVELY

> ABROEICETAIERRERICKYERZTITAHINE
201741 B : ICH Reflection Paper
‘GCP Renovation” (E8M X1k &ETnIZH<E6DHET)

E8: B PRENER D —A&$5 &t
E6: EEMmDERKRAERDEEDELE




ICHIZ XA Xt —GCP Renovation-

fEl R, SRR ER . BRI

pragmatic trials...

e HRERDAATROT—3Y—RAD S HRILIZHE L]
M DOFEHIZXT T D BRI

FEBIEFREE., TORIANILRY—)L

DIEBT— 5. BELUAN BT
HBRRET—5A—2..

» ICHE8DERIE R U EFNIZ5|E=#HE<E6(R2) D THET
» RETIZERL TIES EfStakeholder = R #FEHn . /it

SICH E8I. BRPREAER D —ARIEEHICREET 2 A 51>



ICH ES(R1) DRETDAHRA 2~

« EBDRLE DT (CAEMREILIAMRERFR):

FRREAER D ETEI OEMICHLNT, Y
* E8(R1)TIZ:
o AEBETHALOT—FY—RAD
o EIRERIZH(ITAIBEINHE~ DEA
o [ 1EBNSN (/NS REIZHLT) 15 B

STEEETDERERT



2. E6IRET D HHY

e BRRRAERDTH A 0T —3Y—RD SHRIEIZR I
3 B1-6 . GCP RenovationD—EDIEEELL T. ICH
ES (BEEREAER D — AR5 &) DEE(ZE == I]1T
MDICH E6(R)HARZAEHET T 5D

< ICH Reflection on “GCP Renovation” (January 2017) &Y >
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

ICH Reflection Paper on GCP Renovation
http://development.ich-public-backend.dev8.penceo.com/sites/default/files/2019-04/ICH_Reflection_paper_GCP_Renovation_Jan_2017_Final.pdf
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Issues to be Resolved

4. Concept Paper (1)

Overarching Principles and Objectives
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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); and

Annex 2 - Additional considerations for ﬁﬂ\ﬂ@ﬁff ]
non-traditional interventional clinical trials WV ETE R

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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Draft Principles

published in
April 2021

harmonisation for better health

ICH E6(R3) GCP Principles

Annex-1
Reflects the concepts in
E6(R2) (with updates

and refinements as
needed)

Overarching Principles that Apply across the Board

Annex-1

GCP for Considerations
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Interventional for non- 3
clinical trials traditional 9

interventional g

clinical trials

Annex-2

Additional
considerations for
non-traditional

interventional
clinical trials not
addressed in
Annex-1




Approach to E6(R3) Development

* Simultaneous work on the principles & Annex-1

Endorsement of Concept Step-4
Paper —Nov - 2019

Simultaneous work streams / Step-1/2
Principles + Annex 1 in Step-3
l Feedback l

Develop Updated Concept Annex 2
Paper for Annex 2 reaching Step-1

Close
coordination

S
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5. Concept Paper (2)

* Type of Expert Working Group and Resources

The EWG will include experts from various disciplines including
clinical, statistical, data science, clinical outcomes assessment,
regulatory compliance, and potentially others. The group should
have overlap of expertise with the experts of the E8 EWG and work
in close collaboration with them. The work of the group will involve
engagements with a variety of stakeholders including academia
and patient advocacy groups throughout the development process.
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harmonisation for better health

Engagement

* Many stakeholders are impacted by ICH-E6 GCP
guidelines

* E6 stakeholder outreach approaches are approved by
ICH and are ongoing.

* The knowledge gained by learning from stakeholder
experiences and viewpoints will further enrich EWG
discussions



Stakeholder Engagement
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Web conference
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Public Web Conference Organized by the ICH E& (R3) EWG
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7. EHIK
» EWG Meeting

* Section4 (Investigator). Section 5 (Sponsor) [T DL Y TData
governance, Responsibilities, Monitoring D &R mZxFilMZ. BXfF
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* Section 1 (glossary). Section 3 (IRB/IEC). Section 6 (Protocol).
Section 7 (Investigator Brochure). Section 8 (Essential Documents)
2DV THER

» Stakeholder Engagement Session
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