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New active substance (NAS) median approval time for six regulatory authorities in 2008-2017
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470
419

364

350
333

mDA:333 I

© CIRS, R&D Briefing 67

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017
Approval year

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).

2014~20165F (%, SFE M THAMNA ST DEEHARE (P RIE) tH A HEEZERK.

PNDA[X2011 E Mo RZEL NIV DEE LM EHER

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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Centre for Innovation in Regulatory Science (CIRS) , 2018, R&D Briefing 67
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4) IMDREF: International Medical Device Regulators Forum (EfRE SRR LB T7+—5 L) 70
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