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Introduction of FDA “Safety Assessment for IND Safety Reporting Guidance for
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Abstract: FDA issued “Safety Assessment for IND Safety Reporting Guidance for Industry(Draft)” in December 2015, including
introduction, background, safety assessment organization structure, safety assessment practices, and prospective planning. The
document provides guidance to sponsors on developing a systematic approach for investigational new drug application (IND) safety
reporting for human drugs and biological products developed under an IND, and describes the procedure, organization structure, and practices
for safety assessment of IND safety reporting in details. However, there is no similar guidance in China at present. Understanding the guidance

are helpful for assessment and judgement of adverse events and adverse reaction in clinical trial, therefore the main content is introduced.
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