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510(K) $24,335 $6,084
De Novo Classification Request $162,235 $40,559
PMA $540,783 $135,196

Q-Submission Program
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(3% 1) Medical Device User Fee Amendments (MDUFA)
https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa

(3% 2) Reduced Medical Device User Fees: Small Business Determination (SBD) Program
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/reduced-medical-device-user-fees-
small-business-determination-sbd-program

(3% 1) The Q-Submission Program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-g-
submission-program

https://www.fda.gov/media/ 114034 /downloadw.fda.gov/media/114034/download

(7% 2) eCopy Medical Device Submissions
https://www.fda.gov/medical-devices/how-study-and-market-your-device/ecopy-medical-device-submissions
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(3 1) Breakthrough Devices Program https://www.fda.gov/medical-devices/how-study-and-market-your-device/breakthrough-devices-program
(3% 2) Guidance for Breakthrough Devices Program https://www.fda.gov/media/162413/download
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