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ABSTRACT:
[bookmark: _Hlk520888034][bookmark: _Hlk520380595]The De Novo classification option for Medical Device approval didn't exist until the Food and Drug Administration Modernization Act of 1997 (FDAMA) included it as an option. Prior to its instillation, the Medical Devices that received an NSE (not substantially equivalent) determination in response to a premarket notification [510(k)] submission were automatically deemed Class III. Class III Devices are those Considered as high risk, along these lines requiring the regularly lengthier Premarket Approval (PMA) process. The new De Novo process was designed to usher through any new device that was both 1) Unprecedented (novel), and 2) Low to moderate risk (or with risk that was easily mitigated). The most inventive gadgets are considered high-hazard due the nonattendance of equivalent items and follow either the De Novo or PMA path. Truly high-risk devices, in which deficient data exists to decide if general and special controls are sufficient to give sensible attestation of the item's safety and effectiveness, follow the PMA pathway. Novel devices that do not have a predicate are classified in the highest risk class, despite the level of genuine risk  it postures or the capacity of general and special controls to guarantee safety and effectiveness. The De Novo process allows these novel devices with low to moderate risk to be reclassified from a high-risk class, which requires a PMA, in this article specific parameters have been studied for having a comparative study between De Novo approval Process and PMA.
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