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General chemistry manufacture and control issues during abbreviated
new drug application of radiopharmaceuticals
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[ Abstract] Radiopharmaceuticals refer to radionuclides or radiolabeled compounds applied in clinical diag-
nosis or treatment. Different from general chemical drugs, radiopharmaceuticals have certain particularity, such as
radioactivity, timeliness, administration according to radioactive activity, special quality control, radiation damage
risk, etc. Therefore, the research and development (R&D) of radiopharmaceuticals should also be carried out in
combination with their characteristics. At present, there are no technical guidelines or regulations for the CMC of
radiopharmaceuticals in China. The technical guidelines which are used for the R&D of general chemical drugs are
not fully applicable to radiopharmaceuticals. It is defined that the R&D of radiopharmaceuticals is not carried ac-
cording to ICH Q3A, ICH Q3B, ICH Q3D and ICH M7. Here referring to some relevant guidelines and technical
requirements of EMA and FDA, with regard to principles and considerations summarized in drug evaluation prac-
tice, we preliminary explored the general CMC issues during abbreviated new drug application ( ANDA) of radio-
pharmaceuticals and the specific technical requirements compared with general chemical drugs.
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