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Phase 3 trial

A Phase 3 trial, also known as a pivotal trial, is a crucial stage in the clinical development of a new
medical intervention, such as a drug or vaccine. Phase 3 trials are conducted after Phase 1 and Phase
2 trials have provided preliminary evidence of safety and effectiveness.

The primary objective of a Phase 3 trial is to gather additional data on the safety, efficacy, and
potential side effects of the intervention in a larger population. These trials often involve thousands of
participants and are usually randomized and controlled, meaning that participants are assigned
randomly to receive either the new intervention or a control (which can be a placebo or an existing
standard of care). This randomization helps minimize bias and ensures a more reliable assessment of
the intervention's effects.

Phase 3 trials typically compare the new intervention against the control to determine whether it
offers significant benefits over existing treatments or if it meets predefined efficacy endpoints. These
trials also aim to identify any uncommon or serious side effects that may occur when the intervention
is used by a larger and more diverse population.

The results of Phase 3 trials are crucial in determining whether regulatory authorities, such as the U.S.
Food and Drug Administration (FDA) or the European Medicines Agency (EMA), will approve the
intervention for public use. Positive results from these trials can lead to the submission of a New Drug
Application (NDA) or Biologics License Application (BLA) to regulatory agencies, which then assess the
data to determine if the intervention is safe and effective enough to be approved for widespread use.

It's important to note that the duration of Phase 3 trials can vary depending on the nature of the
intervention being tested and the specific trial design. These trials often take several years to
complete, as they require a sufficient number of participants and long-term follow-up to assess the
intervention's safety and efficacy accurately.
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