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® The International Council for Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use
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GCP(Good Clinical Practice)t|%?
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3 : F3, 1.63, 1.64, 1.65. 2.10, 2.13, 4.2.5,
4.2.6.4.9.0. 5.0, 5.0.1, 5.0.2. 5.0.3, 5.0.4.
5.0.5. 5.0.6. 5.0.7, 5.2.2, 5.5.3 (a). 5.5.3 (b).
5.5.3 (h). 5.18.3. 5.18.6 (e). 5.18.7. 5.20.1,
8.1

9 November 2016

E6(R3)
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19 May 2023
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E6 (R2)
Introduction
Glossary
The Principles of ICH GCP
IRB/IEC
Investigator
Sponsor

Clinical Trial Protocol and
Amendment(s)

Investigator’s Brochure

Essential Documents for the
Conduct a Clinical Trial

E6(R3)
Introduction
Principles of ICH GCP

Annex 1
1. IRB/IEC
2. Investigator
3. Sponsor

4. Data Governance - Investigator and
Sponsor

Appendix A - Investigator’s Brochure

Appendix B - Clinical Trial Protocol and
Amendment(s)

Appendix C - Essential Documents for the
Conduct

Glossary
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E6(R3) D&

B Annexi&rk
® Annex | (P NEBERN\ D EERAE A
> IRB/IEC
> Investigator
» Sponsor
» Data Governance

® Annex 2: P ANBRREFRYLLEMOERBIE (ZRBRE-T -9V —R)

51 AT:
https://database.ich.org/sites/default/files/ICH_E6%
Principles of ICH GCP 28R3%29_Step%204_Presentation_2025_0123.pdf
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B R2:13 Principles
B R3:1 1 Principles

B /= ->7=Principle (RAI)
® Risk Proportionality (7)
® Roles & Responsibilities (10)
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E6(R3) THARE LIN-FE A A :
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3. BEFREERIL. IRB/IECICL B M LB EEZIIELELH B,

https.//www.icrweb.jp



JRRI3:IRB/IECICL S EE
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B B -HE - RBRIC LS (5.1)
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FR6: BB EMAIAL (Built-in Quality)
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JRAN6: B % #AADL (Built-in-Quality)

B RELIIENANDESME(6.1)

o HEAEMICHL. RBLTF—IEHERrRREMENIEELELTIL
B CTQ(REICERTSIEE) ZFuIEE (6.2)

o &M -FENMEEALY. MEICEET AN TR
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AT ) R71ZLEfIL7=x3 1S (Risk Proportionality)
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RANT: YR I<LEFIL =33 (Risk Proportionality)
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o FENMER -ZeMLRY . REICERETIEBTERLTER
B 7N TERITURELEE(7.4)
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JRAI | | :Good Manufacturing Practice
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JRAI | | :Good Manufacturing Practice
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Key Term(: Critical to Quality (CTQ) Factors

B aHIlERAREEESASEE
o HRNZLX,. ERFMEALY . AROGELELETIEE LA
B RER EENERALRIER
® Quality by Design X> RBQM %2 £ A5 n¥ldrnes - BB L3 8K

G

https.//www.icrweb.jp



Key Term@ : Quality by Design (QbD)
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Key Term® : Fit for Purpose
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Key Term @ : Proportionality
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Key Term® : Risk-based Quality Management (RBQM)
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