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Introduction of “Nonclinical Safety Evaluation of Reformulated Drug Products

and Products Intended for Administration by an Alternate Route Guidance” issued
by FDA recently

XTAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued “Nonclinical Safety Evaluation of Reformulated Drug Products and Products Intended for Administration by
an Alternate Route Guidance” in October 2015, including introduction, background, general considerations, systemic toxicity
consideration, route of administration considerations, and describing the additional nonclinical toxicity studies for reformulated drug
products used in 15 different routes respectively. And there is no such guidance in our country at present. Because understanding the
guidance for our country to improve the relevant regulations, to formulate corresponding guidance and to review these drug products
are helpful, and for the development of these drug products also is helpful, therefore the main content is introduced.
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