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For 2012 (October 1, 2011 through September 30, 2012), the fees for PMA applications are:

FY 2012 Device Review User Fees (U.S. Dollars)

Standard Small

Submission )
Fee Business

Premarket Application (PMA, PDP, BLA, $220,050 $55,013
PMR)*

First premarket approval submission
(PMA) from firms with
gross receipts or sales < $30 million

\[e] Feeis
Applicable Waived

Panel-track Supplement $165,038 $41,259

Efficacy Supplement (for BLA) $220,050 $55,013
180-day Supplement $33,008 $8,252
Real-time Supplement $15,404 $3,851
Annual Report $7,702 $1,925
30-day Notice $3,521 $1,760

PMA=Premarket Approval; PDP=Product Development Protocol; BLA=Biologics License Application;
PMR=Premarket Report (for a reprocessed device)
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