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Abstract: With the approval of Fomivirsen in the late 1990s the first
oligonucleotide drug the field is evolving rapidly. More than 100 clinical
trials were conducted worldwide. Various regulatory agencies have issued
guidelines and considerations for such drugs. However a complete
guiding principle system has not yet been formed. In March 2020 Japans
National Agency for Medicines and Medical Devices ( PMDA) issued the
guideline for the non — clinical safety evaluation of oligonucleotide
therapeutic products. This guideline systematically expounds the general
considerations of PMDA in the non clinical safety evaluation of
oligonucleotides provides the basic framework for the non clinical safety
evaluation of oligonucleotides and also provides suggestions for the key
aspects to be considered in various safety research trials. By introducing
this guideline and comparing with existing guidelines we hope to discuss
on the key points of the non — clinical safety evaluation of oligonucleotide
drugs and provide some references for the study design and supervision of
oligonucleotide drugs in China.
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