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Surrogate Markers and Endpoints



The challenge of using novel biomarkers as 
“reasonably likely” surrogate endpoints

“Reasonably likely surrogate endpoints are supported by strong 
mechanistic and/or epidemiologic rationale, but the amount of clinical data 
available is not sufficient to show that they are a validated surrogate 
endpoint .”

In fact, for a biomarker to qualify as a validated surrogate endpoint, the 
biomarker must, at a minimum, not only be correlated with the outcome, but 
the change in the in the biomarker must “explain” the change in the clinical 
outcome.

https://www.fda.gov/drugs/development-resources/surrogate-endpoint-
resources-drug-and-biologic-development
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