





CBER User Fee Review Performance

License Applications and Supplements
% of First Actions Within Goal*
for PDUFA | Cohort Fiscal Years 1993-1997
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CBER User Fee Review Performance

License Applications and Supplements
%o of First Actions Within Goal*
for PDUFA |l Cohort Fiscal Years 1998-2002
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CBER User Fee Review Performance

License Applications and Supplements
%o of First Actions Within Goal*
for PDUFA 111 Cohort Fiscal Years 2003 — 2007
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CBER PDUFA Meeting Management Performance

% Actions Within Goal
for PDUFA |l Cohort Fiscal Years 1998-2002
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CBER PDUFA Meeting Management Performance

% Actions Within Goal
for PDUFA |11 Cohort Fiscal Years 2003-2007
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Average Review Cycles for Priority and Standard
CBER BLAs

Receipt Cohort Fiscal Years 1998-2005
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FY98 FY99 FY00 FYO1 FY02 FY03 FY04 FYO05

m PriorityBLAs 14 20 33 23 20 15 10 1.0
m Standard BLAs 33 30 24 23 13 1 1.0

Data as of September 2005. Average cycles in later years will increase as the 'slower' BLAS are
approved.
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