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51 OK Summary of Safety and Effectiveness

1. Sponsor Name
Hemedex, Inc.
222 Third Street, Suite T123
Cambridge, MA 02142
USA

2. Device Name
QFlow 500 Probe Fixation Disk

3. Identification of Predicate or Legally Marketed Device
UreSil Fixation Device (K914699)

4. Device Description
The Hemedex Fixation Device is a compact soft silicone disk with a
securing clamp and adhesive dressing for securing a probe or
catheter to the patients skin. The clear pressure sensitive adhesive
dressing allows for easy visual inspection of catheter entry site.

5. Intended Use
The Hemedex Fixation Device is intended to be used on the
patient's skin to secure the percutaneous placement of the QFlow
Perfusion Probe

6. Comparison of Technological Characteristics
This device is the exact same device as that marketed by UreSil
under K914699 except the diameter has been reduced to
accommodate the QFlow Probe OD. The materials are the same
as that in K914699. In fact UreSil is the manufacturer of the
Hemedex Fixation device.

7 Performance Testing
Bench testing was conducted to demonstrate that this device
meets the requirements of its intended use and meets the specified
performance criteria.
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