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includes agency and company time. EMA approval time includes the EU Commission time.

In 2018, FDA (CDER and CBER) approved the highest number of NASs (60), followed by EMA (40), Health
Canada (32), PMDA (32), Swissmedic (31), and TGA (29).
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NAS median approval time by review type for six regulatory authorities in 2014-2018
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