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Updates on E topics from Incheon meeting that Chinese
experts participated

» Scheduled in Incheon, Republic
of Korea

» Virtual Meeting instead

* From late May to early June

CENTER f- oA
| &
CDE ‘ DRUG EVALUATION R FIRL LRI



Current status

 E Topics that Experts engaged during Incheon Virtual Meeting :

E2D(R1): Post-Approval Safety Data Management: Step 1*
Definitions and Standards for Expedited Reporting P

E6(R3): Good Clinical Practice(GCP) Step 1*
E11A: Pediatric Extrapolation Step 1~

Note : * stands for E topics that Chinese experts participated during the Incheon Virtual Meeting
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Highlights of discussions-E2D(R1)

E2D(R1): Post-Approval Safety Data Management: Definitions and Standards for Expedited

* C O n C e pt Pa p e r E n d O rs e d by Endorsed by the Jfanﬂgeﬁl::}:ro?:;gmiﬁee on 31 January 2020
M C O n 3 1 Ja n u a ry 2 O 2 O Type of Harmonisation Action Praposed

An update of the existing ICH E2D (Post Approval Safety Data Management: Definition and Standards
for Expedited Reporting E2D) gimdeline 1s proposed to clarify the management of post-approval safety
mformation from new or mcreasingly used data sources including the need to adapt definitions and

* During Incheon Virtual e

Statement of the Perceived Problem

M e et i n g P S m a I I C ra ft i n g g ro u p S The ICH E2D guideline was agreed in May 2003. In the meantime, new sources of post-approval safety

mformation have emerged or are more frequently applied (e.g. social media, market research programs,
patient support and assistance programs) which vary in characteristics and contribution to quality of
post-approval safety information. The definitions and regulatory guidance in ICH E2D are no longer

° o
W I t h I n th e EWG q a d u d a ted sufficient to provide gumidance on the current practices and needs. Therefore, the definitions and
standards for the management of post-approval safety information need to be revisited in order to

support appropriate safety surveillance and actions.

their progress. Thorough

Careful consideration and regulatory guidance are needed by adapting the existing concepts, principles
and definitions of the ICH E2D guideline to the management of new sources of safety information.

L] L]
C I S C u S S I O n Wa S I I l a d e O n In addition, there 1s also an opportunity to adapt the guideline to address other issues which may include,

but are not limited to:

° ¢ ambiguous, out of date or missing definitions and terminology,
detalled conce pts - soums oficaTs,
e standards for post-market regulatory reporting,
¢+ pood case management practices (e.g. detection and management of duplicate reports,
1dentifiability of patients and reporters, management of literature reports, observations with no
associated adverse outcome and outcome-only reports)
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Highlights of discussions-E11A
. Concept Paper Endorsed by

Pediatric Extrapolation

MC on 3 October 2017
Endorsed by the Management Committee on 17 October 2017
. Type of Harmonisation Action Proposed: New Efficacy Guideline under E11:
g EWG h a S ba S I C a I Iy re a C h e d Clinical Investigation of Medicinal Products in the Pediatric Population

Statement of the Perceived Problem

C O n S e n S u S O n t h e C O n te n t S Of In both the US and EU, pediatric legislation has increased the number of approved drugs with

specific efficacy and safety data in labeling for pediatric populations. However, in many

t h e Ste p 1 d r a ft cases, there 1s still a long gap (between 7-10 years) between the initial adult approval and the

inclusion of pediatric-specific information in product labeling. The use of pediatric
extrapolation has advanced substantially as an approach to improve the efficiency and

° Yet th e W O r d S a r e Sti I I b ei n success of pediatric drug development. However, there 15 variability in the interpretation and
g application of extrapolation across regulatory authorities. Harmomzation of methodologies
and strategies to incorporate pediatric extrapolation mto overall drug development plans will

refi n e d by t h e W h O I e g ro u p to improve the speed of access to new drugs for pediatric patients.

The current E11(R1) concept paper recommends that more detailed guidance be developed to

rea C h th e fi n a I Ve rs i O n d u ri n g advance the use of pediatric extrapolation. The current E11(R1) gmdeline only includes a
high level description of pediatric extrapolation that encourages sponsors to inihiate a
this meeting.

E11A

- — ~
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Highlights of discussions-E6(R3)

L 12021
» Draft Principle has been ) ICH

harmonisation for better health

p u b I | S h e d | N A p I. 2 O 2 1 ICH-E6 Good Clinical Practice (GCP)

Explanatory Note

The International Council for Harmonisation (ICH) is committed to developing timely technical
requirements for pharmaceuticals for human use in a manner that is responsive to the needs of the
global community. ICH is committed to stakeholder engagement and transparency in the development
of its guidelines.

« A Public Web Conference was

held on 18 and 19 May 2021 to  ICH E6 Guideline for Good Clinical
promote the principle and Practice — Update on Progress

MAY 18, 2021 TO MAY 19, 2021

iIntroduce the progress and plan  cmeroser
of the EWG.
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Highlights of discussions-E6(R3)
« EWG has initiated the draft of

AnnexI-Interventional clinical g
trial

April 2021

» Based on the gap analysis,

Reflects the concepts in
E6(R2) (with updates

three topics, Data Governance, Eadeaa

Overarching Principles that Apply across the Board

Annex-1

Considerations

GCP for

X for non- Annex-2
e traditional ' »
clinical trials interventional Additional

clinical trials considerations for
non-traditional
interventional

clinical trials not

addressed in
Annex-1

Responsibility, Monitoring has
been identified to draft first

R FAT RIS
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Highlights of discussions-E6(R3)

« Small drafting groups have been formed in early 2021 and progress
has been made

« All three drafting group reported their progress and issues to be
discussed and decided by the EWG during Incheon Virtual Meeting

« A reflective discussion was made on scope, concepts, wording
around these three topics and some issues regarding the drafting
direction has been decided

« EWG will keep on drafting and keep an active engagement with
stakeholders
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Next Step
| ETopies | NextStep

E2D(R1): Post-Approval Safety Data The EWG will continue drafting the technical
Management: Definitions and document and share the combined draft to the
Standards for Expedited Reporting whole EWG before Aug. 2022.

Principles and Annex 1 are planned to reach step 1
E6(R3): Good Clinical Practice(GCP) and step 2a/b in Jan. 2022,then discuss the schedule
for Annex 2

E11A: Pediatric Extrapolation Planned to reach step 1 and step 2a/b in Nov. 2021
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Recent Local efforts of Chinese EWG members

* Public consultations on opinion,
Implementation and translation R LS
Of GUldance (E9(R1) E14_S7B etC.) XFICHES (R1) . S5 (R3) fIS1IES/RNIEN LN AFHEKERNAER]

« Promotion of ICH public
conference(E6(R3)) Ee——

XTFICHENMESRN (E6 (R3) : HMIGKRAKRREEENTE) L EAFFENANEA

« Web Training Sessions to
promote the | S smmn
implementation(E3(R1),E6(R2),E4, e
E9,E5(R1),E17,E8,E1Q,E] etc.)
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Recent Local efforts of Chinese EWG members

NSRS - _—

? i \E ~ 1+ 2021 China DIA ICH Day

« ~1000 audiences on site or online

« Chinese EWG Experts actively
engaged with industry and
academia on implementation and
progress of E17,E9(R1),E6(R3) etc.

« Profound discussions that would
enrich future works of EWG and
strengthen the implementation
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Issues that Chinese regulatory authority are facing

» 1. E guidance harmonized back in days may not adapt to rapid
and vast innovations in every aspects of clinical trial. This could
lead recent implemented guidance unable to fit some current

situation.

 Basing on global cumulative experiences, revision to present guidance or

new guidance is highly welcomed to sought the new consensus.
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Issues that Chinese regulatory authority are facing

» 2. Discrepancy of understanding towards the same guidance

among stakeholders while implementation

« In China alone, capability of requlator, companies, investigators, site staff

varies significantly, thus the mutual understanding towards the same

guidance might not be easy to reach

« Such discrepancy would be more obvious as we dive deeper into the

global pharmaceutical development and cause differences
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Expectation for the future

« 1.Pursuing more in-depth exchanges and promote understanding

with global regulatory authorities, industry and academia.

» 2.Refinforce training efforts to establish consensus in clinical trial
community locally, regionally and globally. So as to advance the

Implementation and promote the adherence to E topic guidance.

» 3.Actively engaged with new ICH topic harmonization
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Thank you!
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