The ASEAN Common Technical Dossier (ACTD) for the
Registration of Pharmaceuticals for Human Use

Part III: Nonclinical Document

PREAMBLE

Part III should provide the Nonclinical Overview*, followed by the Nonclinical Written Summaries and the Nonclinical Tabulated Summaries.  The document of this part is not required for Generic Products, Minor Variation Products and some Major Variation Products.  For ASEAN member countries, the Study Reports of this part may not be required for NCE, Biotechnological Products and other Major Variation Products if the Original Products are already registered and approved for market authorization in Reference Countries
.  Therefore, the authority who requires Study Reports should ask for the necessary documents. 
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*It should be noted that protection of animals in the conduct of nonclinical studies should be taken into consideration to avoid unnecessary use of animals.
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