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FDA h 6/19/_2002 dboi , FDA approves IDE supplement 12/20/2004
approves change to primary en pomt'(composne), 45 (i.e., Rev 8 protocol)  Acorn submits
3/3/2000 trial expansion from 170 to 300 patients, 6/1/2004 Clinical Modul
FDA aporoves IDE change to core lab NYHA protocol (revised),  aAcorn unblinded to inical Module
PP and increase in follow-up from 6 to 12 months aggregate data 8/6/2004
Acorn ggrees to impute
10/25/1999 . 6/9/2900 6/4/2003 missing NYHA data 6/22/2005 12/15/2006
Acorn submits IDE First U.S. patient enrolled FDA approves Continued CSD Panel MDDRP
\ / Access Protocol
/ \
5/15/2003 5/28/2004
10/23/1999 FDA grant; Congp PMA Acorn submits rev. 7 protocol 12/15/2006
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11/24/1999 6/8/2001 5/19/2004
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Study inOtal trial and addition of ana'ysis of primary endpoint
core lab NYHA assessment (initial) and recommends imputation
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