CDER FAST TRACK DESIGNATION REQUESTS RECEIVED*
FISCAL YEAR 1998 - FISCAL YEAR 2024

Fiscal Year Total Requests Received Granted Denied Other**
2024 312 200 86 26
2023 272 149 74 49
2022 291 171 104 16
2021 263 173 78 12
2020 280 187 84 9
2019 255 151 72 32
2018 217 145 63 9
2017 181 115 54 12
2016 187 131 42 14
2015 168 128 35 5
2014 117 89 22 6
2013 97 7 18 2
2012 83 55 24 4
2011 89 54 30 5
2010 102 65 31 6
2009 82 48 28 6
2008 79 48 25 6
2007 91 60 27 4
2006 88 71 16 1
2005 87 64 23 -
2004 81 58 23 -
2003 64 52 12 -
2002 44 33 11 -
2001 53 33 20 -
2000 38 24 14 -
1999 56 36 20 -
1998 27 21 6 -
Total 3704 2438 1042 224

*In FY 2013, an upgrade to the system of record changed how Fast Track Designation Requests are recorded. Beginning
in FY 2013, data are reported as of 12/31 of the stated fiscal year. Data prior to FY 2013 come from a legacy report, and

are reported as of 5/21/2013.

** Other accounts for scenarios where the Fast Track Designation Request could not be granted or denied

(Withdrawn Fast Track Designation Request, Withdrawn Application, Inactivated IND)
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