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harmonisation for better health

" ICH

ICH E6(R3) GCP Principles

Overarching Principles that Apply across the Board

Draft Principles
published in April 2021

GCP for Considerations | Annex-2

Additional considerations for

non-traditional interventional

clinical trials not addressed in
Annex-1

) o x
Interventional for non-traditional ¥
clinical trials interventional

clinical trials

Annex-1
Reflects the concepts in

E6(R2) (with updates and
refinements as needed)

(584 3EIICHENE RS (2021F7H7H) PMDAEREIHRIIBIFERRERILD)
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harmonisation for better health

First Topics for Drafting

Data Review and
Consolidation

° Data Management [ Data Governance

o 233 stakeholder comments
o E.g., digital data flow

* Responsibilities
o 170 stakeholder comments
o E.g., responsibilities of the concerned parties in relation to new technology

* Monitoring
o 69 stakeholder comments
o E.g., different types of monitoring, on-site, central, and remote

(5B543EICHENSRES (20214E787H) PMDAEEMIHE IS REERILN) 12
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O
’ ICH
Considerations for Data Management

* Systems and Data, missing/lack of details regarding
o Data Management and Statistical Analysis (5.5)

o Adding text to bridge between E6 and E9 and include essential
documents regarding these processes

o New technology and data types (e.g., wearables, artificial intelligence)
o More process and dataflow driven

o IT security, user management and validation

(5£43EICHENERES (20214F7H7H) PMDASIEIHRFEPREZERILD) 13
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o
) ICH
Considerations for Responsibilities

» Clarifying investigator and sponsor responsibilities in new trial types (e.g.,
decentralised clinical trial settings)

* Increasing amount of investigator systems

* Contracts and agreements - clarification of requirements in relation to
investigator or sponsor responsibilities (complex trial landscape)

* Acknowledgement of the diverse knowledge now required for trials

* Prequalification and performance evaluation of vendors/CROs

(5843EIICHENEFIRES (2021E7H7H) PMDAEREIHRIESPFERERILD)
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