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CDER Approval Times for Priority and Standard NMEs and New BLAs
Calendar Years 1993 - 2004*

Archives

http://www.fda.gov/cder/rdmt/NMEapps93-04.htm

Priority Standard
Calendar Median Median Median Median
Vear || Number || govie | yoorovar || Nomber || gevie || s pproval
Approved Time Time Approved Time Time

(months (months) (months) || (months)
| 1993 || 13 || 139 || 149 || 12 || 272 || 272 |
| 1994 || 12 || 139 |l 140 || 9 || 222 | 237 |
| 1995 || 10 || 79 || 79 || 19 || 159 || 1718 |
| 1996 || 18 || 77 || 96 || 35 || 146 | 151 |
| 1997 || 9 || e4 || 67 || 30 || 144 || 150 |
| 1998 || 16 || 62 || 62 || 14 || 123 | 134 |
| 1999 || 19 || e3 || 69 || 16 || 140 || 163 |
| 200 || 9 || 60 || 60 || 18 | 154 || 199 |
| |
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http://dockets.justia.com/docket/massachusetts/madce/1:2005cv12237/100734/
http://docs.justia.com/cases/federal/district-courts/massachusetts/madce/1:2005cv12237/100734/49/8.html
http://dockets.justia.com/
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| 2000 || 7 || 6o || 60 || 17 || 157 || 190 |
| 2002 || 7 || 138 || 163 || 10 || 125 | 159 |
| 2003 || 9 || 67 || 67 || 12 || 138 | 231 |
| 2004 || 21 || 60 || 60 || 15 || 160 | 247 |

* Beginning in 2004, these figures include new BL As for therapeutic biologic products transferred from CBER to CDER.
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