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MagellanTM Autologous Platelet Separator System 

General purpose laboratory equipment labeled or promoted for a specific 

medical use (21 CFR 862.2650) 

SmartPRePTM Centrifuge System and Harvest PRP Separation System 

(K991430 and BK000037), Harvest Technologies Corp. and itself, the 

MagellanTM Autologous Platelet Separator System (K021902). 

The MagellanTMAutologous Platelet Separator System consists of a 

microprocessor controlled table-top centrifuge and processing disposables 

designed to allow for safe and rapid automatic separation of plasma and 

platelets. The centrifuge spins at a maximum speed of 3800 rpms at the 

maximum g-force of approximately 1300s. 

The MAGELLWM Autologus Platelet Separator System is designed to be 

used in the clinical laboratory or intraoperatively at the point of care for the 

safe and rapid preparation of platelet poor plasma and platelet concentrate 

(platelet rich plasma) from a small sample of blood. The plasma and 

concentrated platelets produced can be used for diagnostic tests. The 

platelet rich plasma can be mixed with autograft and/or allograft bone prior to 

application to an orthopedic site as deemed necessary by the clinical use 

requirements. 

Performance verification testing was performed on the subject device by 

Medtronic Biologic Therapeutics and Diagnositics Research and Development 

and was included in this submission. 



Substantial 

Equivalence: The MagellanTM Autologous Platelet Separator System is substantially 

equivalent to the noted predicate devices based on the similarities of 

technological characteristics, indications for use and test results. 


