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E6(R3)DI I MR HA RSA>DEEHE (1)

- BRICEZTHA>

(Introduction) . CTQEREISE
« This guideline builds on key concepts outlined in ICH E8 (R1) General Considerations « FEIED. VADICEDC
for Clinical Studies. This includes fostering a quality culture and proactively designing 77O0—F
quality into clinical trials and drug development planning, identifying factors critical
to trial quality, and engaging interested parties, as appropriate, using a . BABCHIBCTQERE I
proportionate risk-based approach. PAE ~
BEE I DURIZ | BE (CEHi
« Clinical trials vary widely in scale, complexity, and cost. Careful evaluation of critical . EEREIECESFYT
to quality factors involved in each trial and risks associated with the priorities will ~— ~_ T~ T )
help ensure efficiency by focusing on activities critical to achieving the trial SNER | HELR J
objectives.
=]
(Principles of ICH GCP) /[ QLDESA } TOTREURTEERER(S. INER A
«  QbD should be implemented to identify the factors (i.e., data and processes) that are 351 goziiglit"ﬂ?é}b !
critical to ensuring trial quality and the risks that threaten the integrity of those BORZE, SEREROSAE
factors and ultimately the reliability of the trial results. (CXFFBURIICEREIED )
« C(linical trial processes and risk mitigation strategies implemented to support the
conduct of the trial should be proportionate to the importance of the data being X n]ge CREREH Sz
collected, the risks to trial participant safety and the reliability of trial results. B ER T H A D

« Trial designs should be operationally feasible and avoid unnecessary complexity. 1 O
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E6(R3)DI T MerRIHARSFA>DEEHE (2)

(Principles of ICH GCP) %[ VRDE(EBRINDES 1% ]

* 6.1 Quality of a clinical trial is considered in this guideline as fitness for purpose. —_

* 6.2 Factors critical to the quality of the trial should be identified prospectively. CTQZER(Z, FERSIE DR
These factors are attributes of a trial that are fundamental to the protection of &, SERFSERDEFAME. ARAR
participants, the reliability and interpretability of the trial results and the decisions aJae. SHERIERICED(RRE
made based on those trial results. SREDOIRAERBRERDE

« 3.1.2 Sponsors should incorporate quality into the design of the clinical trial by et e —pm X
ay = . . . - E ny , Ij (& 1D l N
identifying factors that are critical to the quality of the trial and by managing risks R U A REHHAT

(Section 3) CTQERDIFE. UZ’J%@(:J:DJ

to those factors.

« 3.10 The sponsor should adopt a proportionate and risk-based approach to quality IS0, YUZHICEITTO-FAWESR
management, which involves incorporating quality into the design of the clinical BEEM (QbD. CTQEREMIFERSD)
trial (i.e., quality by design) and identifying those factors that are likely to have a
meaningful impact on participants’ rights, safety and well-being and the reliability
of the results (i.e., critical to quality factors as described in ICH E8(R1)). 4[ Eﬁ%ﬁ@%ﬁﬁo)uzlj(zﬁégkggﬁl

« 3.11.2 When performed, audits should be conducted in a manner that is

proportionate to the risks associated with the conduct of the trial.
« 3.11.4.3 The plan should focus on aspects that are critical to quality. T[ CTQER(CESEH TIE-IS I tEE }

(Appendix B)
- B.12.1 Description of identified critical to quality factors, associated risks and risk {

CTQER. TNICKTTBRURY. UZVE }
mitigation strategies in the trial unless documented elsewhere.
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| Articles | March 1, 2008
Applied Clinical Trials
Applied Clinical Trials-03-01-2008 | Volume 0 | Issue 0

Note to File (NTF) is Not an FDA Panacea

Author(s) Carl Anderson

Carl Anderson, senior consultant for Biologics Consulting Group, addresses the frequent overuse of Notes to File and concludes that documenting a mistake

means absolutely nothing during an FDA inspection.

A common document at many clinical sites is the memo or note to file (NTF). When used properly, an NTF can be a positive
practice. A useful NTF has the following parts: A problem is identified, a procedural change is identified for preventing
recurrence, and this procedure is then instituted. In the event of an FDA or other regulatory inspection, the inspector may still
leave a citation for the initial problem, but the change in procedure mitigates the citation and provides the site with a strong

response to the finding.
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HE=NEZSHRERIRIE -ICH-GCP- HHNIELR
BRI AT LATHISCRE-

You can change the clinical trial environment -The future envisioned by
ICH-GCP, ministerial ordinance revisions, and the clinical trial
ecosystem-

BEAEMNSRI-BREEER

AHTIT-a—)>
Laureline Gatellier, PhD, MBA
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IRED:REE — BEA-EEAH s B1-EH5
Current Hurdles — Patient side & Pharma side

[ EEEE / Patients } <] / Pharma
1.EGREEBRADT7IEAFBE / Limited Access to Clinical Trials
RERSMOAELHMSIEL - HEREBEDENSEBREEDETEZESE ., BEREDE
Doesn’t know how to join clinical trials NITOENLAREMENH S

Slow recruitment delays overall trial progress

2. RERfk#R &L=l / Patient Retention and Trial Conduct
ER-BREOAETER% « REGINERIET—IADEBEECHEEMNBET T HTREM

Burden of visits and tests leads to drop-out NHd
Drop-outs reduce data reliability and study validity

3. BEAMELIERE / Transparency and Trust
. HREBERICETIEEABLATNY . XENERE-YT °©° BNEADOFEBETOESDOEH, BENODEFOFE

BTEHRHS DEMERIEEIT HAEEELHS
May receive limited or delayed information about study results. Inconsistent feedback to participants can affect trust and

future willingness to join.

4. ftE~DEHHFIZE / Real benefit for patients / society

. BEBELEFOUREBICOENLLEVEENHS - BERESBEOEBRO-_—X(BIER-8EF)ICEHELE
New drug doesn’t always improve life aehrHhb

Drug may not match patients’ needs (burden, side effects).
AEHOFAIZDOLNTIE. https://www.pmda.go.jp/0048.html [ZHE>TLFZELY,



https://www.pmda.go.jp/0048.html

- ACT EU  Accelerating Clinical Trials in the EU

Better, faster, smarter clinical trials

Improving the clinical trials environment in the
European Union through harmonisation, innovation
and collaboration with stakeholders.

MSP Advisory Group
members

The Multi-stakeholder platform Advisory Group (MSP AG)
consists of representatives from key stakeholder groups:

I * patients/consumers organisations; I

e industry EU trade organisations;
* healthcare professional organisations;

* non-commercial European clinical data and translational
research organisations and networks;

» research funders.

https://accelerating-clinical-trials.europa.eu/index en

2

500 more multi-national trials
authorised by 2030

Increased attractiveness of the EU

Progress is measured by monitoring the number of authorised multi-national clinical trials

each year.

Our goal

&
66% of trials start recruitment in under
200 days from application submission

Faster access to treatment

Progress is measured by monitoring the time from submission of a clinical trial application
to the start of patient recruitment at the first Member State concerned.

HIGHLIGHTED

Multi-stakeholder platform

The programme has established a Multi-stakeholder platform (MSP), which
functions as a vehicle for clinical trials stakeholders and regulators to come
together, voice their views and collaborate to improve the clinical trials environment
for European patients and citizens.

The MSP provides the opportunity for stakeholders to exchange views and enable

dialogue with regulators through: —
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I2. multi-stakeholder events; I ©
|3. consultations, surveys, and other tools to gather stakeholders' feedback.l
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|1. the creation of a MSP Advisory Group;
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Our goal
Better, faster, smarter clinical trials
— |2 B
aam Improving the clinical trials environment in the 500 more multi-national trials 66% of trials start recruitment in under
European Union through harmonisation, innovation authorised by 2030 200 days from application submission
and Collaboration W|th StakehOIderS. Increased attractiveness of the EU Faster access to treatment
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In Europe, there’s a strong momentum to make clinical trials better, faster, and
smarter — by bringing together all stakeholders: patients, researchers, I
regulators, and industry

» research funders.

|3. consultations, surveys, and other tools to gather stakeholders' feedback.l
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Comparison of patient engagement levels in clinical cancer research
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Lv0. No engagement
Lv1. Considered

Lv2. Informed/consulted
Lv3. Actively involved

m | v4. Co-creation
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Comparison of patient engagement levels in clinical cancer research
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Japan and Europe are both advancing patient engagement in clinical research
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Japan shows strong activity in key areas such as ICF and ethics review
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The goal now is to connect these efforts — building a shared, trusted ecosystem

Gatellier et al. J Cancer Policy. 2025 Aug 22;46:100634
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Message to all stakeholders
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To make clinical trials faster, better, and more meaningful,
we should move forward together, in the same direction.
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Together, we can build a clinical trial ecosystem that truly reflects

the voices and needs of patients.
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