Approval Times and Number Filed for Priority and Standard NDAS

CDER Approval Times for Priority and Standard NMEs and New BLAs*
CY 1993 — 2008

Priority Standard
SRR, :lpupr?(?veerd RM:\E:E\I/C 'Ilfilranz MeA(:)iSpolgral Number Ig/lee\;?:ea\l; 'I'filrjn'z AMpEcrj(i)?/rz:llT'l(')i:flue
(months) Time Approved (months) (months)
(months)
1993 13 13.9 14.9 12 27.2 27.2
1994 12 13.9 14.0 9 22.2 23.7
1995 10 7.9 7.9 19 15.9 17.8
1996 18 7.7 9.6 35 14.6 15.1
1997 9 6.4 6.7 30 14.4 15.0
1998 16 6.2 6.2 14 12.3 134
1999 19 6.3 6.9 16 14.0 16.3
2000 9 6.0 6.0 18 154 19.9
2001 7 6.0 6.0 17 15.7 19.0
2002 7 13.8 16.3 10 12.5 15.9
2003 9 6.7 6.7 12 13.8 231
2004* 21 6.0 6.0 15 16.0 24.7
2005* 15 6.0 6.0 5 15.8 23.0
2006~ 10 6.0 6.0 12 12.5 13.7
2007* 8 6.0 6.0 10 12.9 12.9
2008* 9 6.0 6.0 15 13.0 13.0

* Beginning in 2004, figuresinclude BLAS, and the # of BLAs included in the total is shown in parentheses. CY 2006
filed figures include applications received in the last 60 days of the calendar year that are still pending afiling decision.
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