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Introduction: ICH-GCP® & & (X ?
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E6(R2)D:ECHE
o The objective of this ICH GCP Guideline is to provide a unified standard for the

European Union (EU), Japan and the United States to facilitate the mutual
acceptance of clinical data by the regulatory authorities in these jurisdictions.
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o The principles established in this guideline may also be applied to other clinical

Investigations that may have an impact on the safety and well-being of human
subjects.
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Principles: &880 BRI A V(L= . mE
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10.

All clinical trial information should be recorded, handled, and stored in a way that allows its
accurate reporting, interpretation and verification.

ADDENDUM. This principle applies to all records referenced in this guideline, irrespective of
the type of media used.

13.

Systems with procedures that assure the quality of every aspect of the trial should be
implemented.

ADDENDUM. Aspects of the trial that are essential to ensure human subject protection and
reliability of trial results should be the focus of such systems.
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Proportionality& (& ?
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o The methods used to assure and control the quality of the trial should be

proportionate to the risks inherent in the trial and the importance of the
Information collected.
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5.18 Monitoring
o 5.18.3. Extent and Nature of Monitoring

In general there is a need for on-site monitoring, before, during, and after

the trial; however in exceptional circumstances the sponsor may
determine that central monitoring...

MRIINAODIRE

v EZA1)US AMQuality Management®D —FiETHAHACEXFBAREICT RE,

vV AU AREZA)VTNRBIELESTWABRITOREEZHD . E=2) VT FEDZH
HEHFRTHEELIT JRIR—ZAR 7 TO—FESHITBATRE,

vV JE—FEZRYTIZDOVTIE VE—FEZSV T DEEPEH(ICODNTaAVEUY

ADFoN TG =6, IREICEH LD (EEFEAE B SFI T,

11




IRBEZ & DR

3.2.1

o The IRB/IEC should consist of a reasonable number of members, who collectively
have the qualifications and experience to review and evaluate the science,

medical aspects, and ethics of the proposed trial. It is recommended that the
IRB/IEC should include:

(a) At least five members.

(b) At least one member whose primary area of interest is in a nonscientific area.
(c) At least one member who is independent of the institution/trial site.

MEMNCDIRE

v/ IRBEBQEHITOVTHRERORMEA>TNAH, SDISHIEEBRRT HTH
EMAHE (Bl A, R, LM RE)

12




SHBIERE

il

4.8.1

o In obtaining and documenting informed consent, the investigator should
comply with the applicable regulatory requirement(s), and should
adhere to GCP and to the ethical principles that have their origin in the
Declaration of Helsinki.

o Prior to the beginning of the trial, the investigator should have the
IRB/IEC's written approval/favourable opinion of the written informed
consent form and any other written information to be provided to
subjects.
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Summary

E6(RINDTATITHLDIRE ()

Q

ICH-GCP M #E s B ZBAREIZL .

UNZERXRTRE
“Proportionality"M&EZ AZIoITHEL, FICZHBRLEE=2) T DFEFE

BT AE

|||n|

RE. TN

I>HI Il

FREFBEMONTA

EmDEE

ol

LU AR T—20PRWDA X EREE L L TERASN S5 S Dregulatory grade®

TEHHNE
Annex 2D EalE
LTIEE>

ﬁ

=D A

i§)i=1¢)

=FMEM O, gradeZ =9 =D MIZE AN D FiEZERLTIEIESH
BEF D ANNnex 10)¢

= Bh £ &EBER (DL THproportionate[Z R E /K EEE

HIZDOWTHDREKEDENMLOAIEBIZDOLTR

18



	E6(R3)への期待�アカデミアの立場から
	なぜstakeholder engagement？
	日本では厚労省特別研究班として対応
	国内アカデミアに対するアンケート
	回答者（105名）
	Introduction: ICH-GCPの適用範囲は？
	E6(R2)の適用範囲は？
	Principles：試験の目的やリスクに応じた記録、品質
	Proportionalityとは？
	既存のICH-GCP各項目の改訂の要否
	モニタリング�
	IRB委員の構成
	電磁的同意
	Annex 2に向けた議論
	国がん中央における実施中の介入研究
	日本の法規制のあるべき姿（私見）
	日本の法規制のあるべき姿（私見）
	Summary

