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ARG T = — > : 510 (k) Number BK100027 (2010 45 H 26 HF&#[)

Indication For Use: The BioCue Platelet Concentration 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 or
PRP) from a small sample of blood and bone marrow mixture. The plasma and concentrated
platelets produced can be used for diagnostic tests. Additionally, the platelet rich
plasma (PRP) can be mixed with autograft and/or allograft bone prior to application to

an orthopedic site.
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Indication For Use: The PerFuse Percutaneous Decompression System is intended to be
used for the delivery of allograft, autograft, or synthetic bone graft material to an
orthopedic surgical site. In addition, it is designed to facilitate mixing and pre-—
mixing of bone graft material with I.V. fluids, blood, plasma concentrate, platelet-
rich plasma, bone marrow or other specified blood components deemed necessary by the

clinical use requirements.
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Indication For Use : The BioCUE and BioCUE Mini Concentration Systems including ACD-A are
designed to be used for the safe and rapid preparation of autologous concentrated bone

marrow aspirate (cBMA) from a small sample of bone marrow aspirate at the patient’ s
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point of care. The cBMA is to be applied to bone damage including bone defects, surgically

created bone defects, fracture, and non—union with or without mixing with graft material
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