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Strengthen Premarket Review

Goal 1.1.1.1. By September 30, 2010, CDRH will begin to implement 
the recommendations of the 510(k) Working Group.
• By February 28, 2010, collect input from external constituencies

through a public docket and a public meeting. 
• By March 31, 2010, hold an all-hands meeting to collect additional 

input from CDRH employees. 
• By March 31, 2010, develop and implement changes to the 510(k) 

Quarterly Quality Review Program that will allow CDRH to assess the 
impact of changes to the 510(k) program. 

• By May 31, 2010, submit to the Center Director the recommendations 
of the 510(k) Working Group. 

• By July 31, 2010, develop an implementation plan. 
• By September 30, 2010, begin to implement the recommendations of

the 510(k) Working Group.



Major SubmissionsMajor Submissions
Completed FY 04 Completed FY 04 –– FY 08FY 08

Type of SubmissionType of Submission 20042004 20052005 20062006 20072007 20082008

Original Original PMAsPMAs 99 66 1010 44 66
PMA SupplementsPMA Supplements 4242 2828 4444 3535 5353
Original Original IDEsIDEs 44 66 99 1616 44
IDE AmendmentsIDE Amendments 00 00 55 33 22
IDE SupplementsIDE Supplements 1414 2323 3535 3030 2424
510(k)s510(k)s 541541 520520 613613 472472 472472
Original HDEOriginal HDE 11 00 00 11 00
HDE SupplementsHDE Supplements 11 00 00 11 00
TotalTotal 612612 583583 716716 562562 561561



PrePre--IDEsIDEs

Pre-IDE Submissions Received/Logged Out by OIVD
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Number Received 141 149 201 239 293

Number Logged Out 124 154 188 222 277

Average Review Time 55 66 46 56 60

2004 2005 2006 2007 2008



PMAsPMAs
Originals and Panel TrackOriginals and Panel Track

Average Total FDA Review Time for All Original and PT 
Supplements
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PMAsPMAs
Originals and Panel TrackOriginals and Panel Track

Average Total Elapsed Time For All Original and PT Supplements
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180 Day PMA Supplements180 Day PMA Supplements

Average Total FDA Review Time to Final Decision for all 180 day 
PMA/S
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180 Day PMA Supplements180 Day PMA Supplements

Average Total Elapsed Time to Final Decision for all 180-day 
PMA/S
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510(k)s510(k)s

OIVD 510(K)S:  Average FDA Time to Final Decision*
 - As of December 31, 2009-
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510(k)s510(k)s

OIVD 510(k)s:  Average Total Time to Final Decision* 
- As of December 31, 2009 -
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