Risk Management
Key Changes in Good Clinical Practice [ICH E6(R3)]

Thisinfographic highlights key changes to the risk management elements within Good Clinical Practice
Version 2 and 3. Infographic based on Version 3 (draft dated 19 May 2023).
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As described in ICH E6(R2) As described in ICH E6(R3) draft
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As described in ICH E6(R2) As described in ICH E46(R3) draft Summary of Impact
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Communication quality risk management activities as needed for effective control communication and documentation
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Note: The information containedin this infographic is for generalinformation purposes only. Usersremain solely responsible for ensuring their compliance with relevant laws,
regulations, and health authority guidances.
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