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1. The speaker is an employee in Boehringer Ingelheim China .

2. The views and opinions expressed in the following PowerPoint slides are 

those of the individual presenter and should not be attributed to Boehringer 

Ingelheim,  which the presenter is employed or affiliated. 



TRANSFORMING TRIALS 2030

3Source: Transforming Trials 2030 - CTTI

https://ctti-clinicaltrials.org/who_we_are/transforming-trials-2030/


4Source: ICH Official web site : ICH

https://www.ich.org/news/ich-reflection-gcp-renovation-modernization-ich-e8-and-subsequent-renovation-ich-e6
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Source: ICH-E6(R3)

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step%202_Presentation_2023_0613.pdf
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Source: ICH-E6(R3)

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step%202_Presentation_2023_0613.pdf
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Source: ICH-E6(R3)

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step%202_Presentation_2023_0613.pdf


What is introduced by ICH E6 (R3) Annex 1
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 Fundamentals remain unchanged: 
• The basic principle of GCP is to ensure the safety of trial participants and reliability of trial results 

 Important updates:

• Clear Scope, Proportionality & Focus on Quality

• Encouraging the exploration of technology, Encouraging engagement and inclusivity:

• Focus on appropriate quality (QbD and proportionate)

 Quality by design should be implemented to identify the factors (i.e., data and processes) that are 
critical to ensuring trial quality and the risks that threaten the integrity of those factors and ultimately 
the reliability of the trial results . 

 Clinical trial processes and risk mitigation strategies implemented to support the conduct of the trial 
should be proportionate to the importance of the data being collected and the risks to trial 
participant safety and data reliability. Trial designs should be operationally feasible and avoid 
unnecessary complexities .

Source: ICH-E6(R3)

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Step%202_Presentation_2023_0613.pdf
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Microsoft PowerPoint - ICH_E6(R3)_Annex 2_Step 
2_Presentation_2024_1122.pptx

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Annex%202_Step%202_Presentation_2024_1122_0.pdf
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Microsoft PowerPoint - ICH_E6(R3)_Annex 2_Step 2_Presentation_2024_1122.pptx

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_Annex%202_Step%202_Presentation_2024_1122_0.pdf
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Current status of ICH E6 (R3)



THANK YOU!
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