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Abstract: Toxicologic pathology is an important part of the nonclinical safety evaluation of drugs and is the “gold
standard” to determine the morphologic changes of the tissues and organs of experiment animals induced by the
compounds in the nonclinical toxicology studies, so the qualification and ability of toxicologic pathologist are of
great importance to the conclusion of nonclinical toxicology studies. So far, the education and training programs,
qualification certification systems of the toxicologic pathologists in developed and developing countries have
not been unified and recognized by each other, and the global certification system of the toxicologic pathologists
has not been established. Moreover, differences between national and regional education systems, economic
and cultural background result in huge difference of diagnostic levels of the toxicologic pathologists in different
countries and regions and adversely affect the development of toxicologic pathology, toxicologic pathologist’s
training and the international communications and cooperation in the field of nonclinical safety evaluation of

drugs. Based on the importance of the global qualification certification of toxicologic pathologists in the field
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of nonclinical safety evaluation of drugs, the author introduced the responsibilities and necessities of the global

qualification certification, emphasized on the considerations of global qualification certification of toxicologic

pathologists, and proposed to provide some references and preparations for the qualification certification

of toxicologic pathologists in China and participation in the global qualification certification of toxicologic

pathologist in the future.
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