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In recent years, the development of new drugs is becoming more and more difficult. Also, it is
required to develop new drugs with distinctive characters like a delayed onset time and an
existence of long-term survivors in cancer vaccines. Therefore, we need efficient and reliable
procedures to obtain robust, clinically interpretable results. When statistical interpretations are
translated into clinical interpretations, it is important to obtain a reference value from the
control group and have a unit of treatment effect metric. A conventional way to quantify the
treatment effect in survival analysis is to calculate the hazard ratio (HR) under the assumption of
proportional hazards (PH). However, even if the PH assumption was valid, it is difficult to
interpret the HR because the hazard is not a probability measure and the HR is not interpreted
as a relative risk. In addition, the reference value for the hazard is lacking. Alternatively, a use of
restricted mean survival time (RMST) is proposed as model-free and clinically interpretable
metrics in survival analysis. The RMST is defined as the expected survival time for a future
patient followed for a specified time. Recently, some letters to the editor were published in major
medical journals. And the RMST is now generally understood as the clinically meaningful
summary. As a result, we could assess the benefit/safety profile of a new treatment strategy for

decision-making.
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