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New active substance (NAS) median approval time for six regulatory authorities in 2008-2017
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Approval time is calculated from the date of submission to the date of approval by the agency. This time
includes agency and company time. EMA approval time includes the EU Commission time.

In 2017, FDA approved the highest number of NASs (50), followed by Health Canada (30), EMA (30),
Swissmedic (29), TGA (24) and PMDA (22).

PMDAIF201 1 M H R ZEL AL D EE LM
2014~2016F(Z(E, IF B CHAX LD DEEHM (P RIE) tH R HEEEZERK,

Centre for Innovation in Regulatory Science (CIRS) , 2018, R&D Briefing 67
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NAS approval time for six regulatory authorities in 2007-2016
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Approval time is calculated from the date of submission to the date of approval by the agency. This time includes agency
and company time. EMA approval time includes the EU Commission time.
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