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Noninferiority trial

A noninferiority trial is a type of clinical trial designed to assess whether a new treatment or
intervention is not inferior to a standard or established treatment. In other words, it aims to
demonstrate that the new treatment is not significantly worse than the standard treatment by a pre-
specified margin.

Noninferiority trials are commonly conducted in situations where it is not ethically or practically
feasible to conduct a placebo-controlled trial or when demonstrating superiority of the new treatment
over the standard treatment is not the primary goal. These trials are often used in cases where the
new treatment offers other advantages such as improved tolerability, convenience, or cost-
effectiveness.

In a noninferiority trial, two or more groups of participants are enrolled. One group receives the
standard treatment, and the other group receives the new treatment being tested. The primary
endpoint of the trial is typically a clinically relevant outcome measure, such as disease response,
survival rates, symptom improvement, or relapse rates. The goal is to demonstrate that the difference
in outcomes between the two treatments is within the predefined noninferiority margin.

To design a noninferiority trial, researchers need to carefully select the noninferiority margin, which

represents the maximum difference in efficacy that is considered clinically acceptable. The margin is
usually determined based on clinical judgment and previous research findings. If the new treatment

falls within the noninferiority margin and shows similar efficacy to the standard treatment, it can be

considered noninferior.

It's important to note that noninferiority trials require careful consideration of the trial design, sample
size calculation, statistical analysis, and interpretation of results. They should only be used when
justified based on scientific and clinical considerations, and their results should be interpreted
cautiously to ensure appropriate decision-making regarding the clinical use of the new treatment.
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