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Application of time in range in clinical trials of drug for diabetes
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Abstract: With the widespread adoption of continuous glucose monitoring (CGM) technology, time in range (TIR) has been established
as a secondary endpoint in clinical trials, jointly assessing the efficacy of glucose-lowering drugs alongside glycated hemoglobin
(HbAlc). Existing research indicates a correlation between reduced TIR and diabetic microvascular and macrovascular complications.
TIR is suitable for short-term efficacy evaluation and blood glucose variability analysis. In recent years, multiple international
guidelines and consensus documents have explicitly recommended incorporating TIR into blood glucose control targets for diabetes
management. However, regulatory agencies have yet to reach consensus on whether TIR can serve as the primary endpoint for
optimizing post-marketing dosing of glucose-lowering drugs. To advance the application of TIR in diabetes drug development and
regulatory decision-making, future research is needed to validate the relationships between TIR and HbAlc, as well as between TIR
and clinical outcomes. Standardized control thresholds for TIR and the design and implementation of CGM-based clinical trials are
also required. If TIR is to be used in drug registration clinical trials, it is advisable to engage with regulatory authorities.
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Table 1 Considerations on use of TIR in clinical trials of drug for diabetes
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