
 
 
 

  
 
 

 
 

 
 

 
 

 
 

 
 
 

 

 
 



 
 

  
 

 
 

 
  
  
  

 

 
 
 
 
 
 
 
 



 
  

 
        

       

ICH-GCP principles Annex 1 Annex 2 3
2021 principles Annex 1

Principles 2021 4 19
ICH-GCP proportionality

 
2021-2022 ICH-E6(R3) WG stakeholder meeting
6 2020/4/20 2020

2022/10/27 11/24 2023/2/7 5/24 9/27
stakeholder meeting Annex 1

stakeholder meeting
WG

 
stakeholder meeting

Annex 1
stakeholder meeting

 
2020/5/18-19 ICH-GCP public web 

conference FDA CTTI
ICH-E6(R3) WG

Nakamura et al. TIRS 2021  
2022 7-8 stakeholder Annex 1

WG 9 27
stakeholder meeting Annex 1 Annex 

2 Annex 1
 

12 8 PMDA ICH
WG

 



 
ICH

ICH-E6
ICH-GCP

GCP

 
ICH-GCP 1996

2016 E6(R2) risk-based 
monitoring

Integrated Addendum
25

ICH-GCP
ICH 2017

GCP ICH E8
ICH E6

2019 11
ICH-GCP

ICH-E6(R3) WG  
ICH

GCP
investigator
sponsor

GCP

 
ICH

2020 12

 

2
ICH-GCP

ICH-E6(R3)WG
2022

ICH-E6(R3)
ICH-E6(R3) WG

ICH-GCP

ICH-GCP
 

 
 

 
ICH-GCP principles Annex 1

Annex 2 3
2021 principles Annex 1

2022 Annex 1
Annex 2

 
ICH-E6(R3)WG

stakeholder meeting

Annex 1



stakeholder meeting  

ICH-GCP
ICH-GCP

 
 

 
 

ICH-E6(R3) WG stakeholder meeting

 

 
stakeholder 

meeting

 

 

Annex 1
Annex 2

 

 
 

 
 

 
ICH-GCP principles Annex 1

Annex 2 3
2021 principles

Annex 1
Principles

2021 4 19
ICH-GCP
proportionality

 
2021 5 18 19

ICH-GCP
public web conference

ICH-E6(R3) WG
2

Nakamura et al. TIRS 2021  
2021 ICH-E6(R3) WG

stakeholder meeting 4
2021/4/20 2

2021/10/27 stakeholder meeting
Annex 1 investigator

DCT(
) sponsor invesitgator

investigator

2021/11/24
stakeholder meeting Annex 1

sponsor
pragmatic trial

sponsor

2022/2/7 stakeholder meeting
Annex 1

stakeholder meeting

WG  
2022/1/27

ICH-E6(R3) WG

Annex 2

 
2022 Annex 1

2022 5
ICH E6(R3)WG stakeholder meeting

Data Governance

computerised system

decentralized 
clinical trial Data 
Governance

 
2022 7 Annex 1

ICH E6(R3)WG



WG

pragmatic 
trial

 
2022 9

European Medicines Agency (EMA)
stakeholder meeting

1
Annex 1 7

Annex 2
 

2022 12 PMDA
ICH
GCP renovation

proportionality

Quality by Design

 
2023 1 23

ICH-E6(R3)
pragmatic trial

 
 

 
ICH-GCP

2021 stakeholder meet
ing

ICH-E6(R3) WG
2022

 
WG

pragma
tic trial DCT

 
Principles Annex 1

5 step 1 public co
mment

pragmatic trial real world dat
a DCT A
nnex 2
Annex 2
GCP

prop
ortionality

  

 

 
 

 

 
 
 

 
 

 



 
 

 
 
 
 

 
 
 

 

 
 
 
 
 
 
 
 



 
 

 
 
  

   
 

     

        

 
 

  
      

Kenichi Nakam
ura, Hitoshi Oz
awa, Taro Shib
ata, Nobuko Us
hirozawa, Tomo
mi Hata, Natsu
ko Okita, Nozo
mu Fuse, Norih
iro Sato, Koji I
keda, Hideki H
anaoka, Tatsuy
a Maruyama, 
Michihiko Wad
a, Shinobu Shi
mizu, Hiroi Kas
ai, Yoichi Yama
moto, Jun Saku
rai, Koji Todak
a, Shimon Tash
iro, Haruko Ya
mamoto. 

Survey Results and 
Recommendations fro
m Japanese Stakeho
lders for Good Clinic
al Practice Renovatio
n. 

Therapeutic 
innovation &
 regulatory s
cience. 

56(2) 220-229 2022 

 
 
 


