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  Fiscal
   year Designation Approval Development Revocation Designation Approval Development Revocation

1993 40 33 0 7 2 2 0 0

1994 29 18 1 11 0 0 0 0

1995 11 7 0 4 2 1 0 1

1996 28 22 1 6 1 0 0 1

1997 4 2 1 1 0 0 0 0

1998 13 9 1 3 0 0 0 0

1999 14 12 1 1 2 2 0 0

2000 9 8 1 0 1 0 0 1

2001 8 4 0 4 2 2 0 0

2002 5 5 0 0 0 0 0 0

2003 7 6 1 0 0 0 0 0

2004 11 8 2 1 0 0 0 0

2005 3 2 1 0 2 1 1 0

2006 17 13 3 1 0 0 0 0

2007 8 7 1 0 1 1 0 0

2008 16 7 9 0 5 1 3 1

2009 4 2 2 0 3 1 2 0

2010 15 6 9 0 1 0 1 0

2011 27 2 25 0 1 0 1 0

Total 269 173 59 39 23 11 8 4

Note : Total number of designation of both products are shown in a Japanese fiscal year (from April to March of next year)

Orphan Drugs Orphan Devices


