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@ UXoZ7OR—U3FUT 1 (Risk Proportionality)
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(& BRAREASRDEINE DEF - 22 - (BER. T FERBROGREMEICH LT BENRHEICRE -
BHREEBRN) AVERRZ AL, BT 228 UE T COEX AL, fIFEHE. AR T 1
V. A8BRERE., AREROBECHVTERATNSCENEX UL RIENICIIREEERAICERE
Yz BRISEG UL (BRICKRUTZ: fit for purpose) 7 7O—FZ2ERI DL EBKULTCLE
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N2 70OmR—37F )71 (Risk proportionality) 11&. ' XZIZEU 7= (proportionate to
risk) 182 WEIN ROR— 7 FO—F (risk-based approach) IEAZEDEEE T,

(Risk Proportionality DE&HRX)
Risk Proportionality
Definition:
Risk proportionality is assessing and implementing controls and mitigations that
are balanced with the potential impact the risk may have on the rights, safety,
well-being of trial participants, and/or reliability of trial results. As such, risk
proportionality is ideally applied in development planning, trial design, trial
conduct and reporting of trial results with the ultimate intent to have a fit for
purpose approach that focuses on what matters most.
“Risk proportionality” is synonymous with “proportionate to risk” and “risk-based
approach”.

https://www.transceleratebiopharmainc.com/assets/ich-e6-asset-
library/#RiskProportionality
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