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Use and limitation of surrogate outcomes in clinical trials

XU Xiao-guo, JIANG Meng

Clinical Pharmaological Section of Hospital Attachad to Nanjiang University of Traditional Chinee Malicine, Nanjing

210029, Jiangsu, China

ABSTRACT  According to the status quo of choosing
outome indexes in Chinese and other muntries’ clinical
trials, propose the concepts of surrogate outcomes and end
points and correlation between them, discuss the general
methods and present poblems of choosing true endpoints.
It is emphasized that only the primary outcomes which af-
fect the patients directly can prove the real effectiveness of

the interventions. Only when the surrogate ones, such as

biological indexes from laboratory and the patients’ symp-
toms or signs, which are proved to have a correlate of the
true clinical outcome and fully capture the net effect of
treatment on the clinical outcome, can the latter be the
substitute for the fomer.
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