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Device trade name: SE guard~t 24 cm pressure assisted dressing

Common/usual name: H ostasis Compression Device

Classification names;, 21 E 870A4450 Vascular clamp

Predicate Devices: KC3300 Syvek ... 1® Vascular Access Heniostasis System

K 2182 Femnostop®Up"'~ System

Device Description: T Safeguard 24 cm pressure assisted dressing is a sterile single, use pressure
b ae which has a medical grade polyurethane window and bladder, a clear

mical grade PVC flexible fill tube, and a pressure sensitive, self adhesive peel
b ng. A luer valve on the end of the fill tube enables a syringe to be connected to
in ethe centrally located bladder with air to provide pressure to the puncture site.
A eck valve allows the fill volume to stay in the bladder after injection from the
sy.i ge The Safeguard 24 cm pressure assisted dressing has a clear window that
fa ities visualization of the access site without removal or manipulation of the
decc

Intended Use: T1 idications for use for the Safeguard 24 cm pressure assisted dressing are to
as iin obtaining and maintaining hemnostasis. The device is also indicated in the
rection of active compression time in fenioral artery cannulation following
i ostic and interventional procedures, with an ACT of 140 seconds or less, using

usg a 6 French anid smaller sheath size,

Test Summary. Itcope's product development process required that the following activities be
co pitted during the development of the Safeguard pFCssurC assisted dressing:

* Requirements specification review
* Performance bench testing
* Design verificati on
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oical testing with the Safeguard 24 cm pressure assisted dressing was conducted in
s oft of the indication for reduction of active compression time in femoral artery
c pression following diagnostic and interventional procedures.

Conclusion: Safeguard 24 cm pressure assisted dressing has essentially the same intended use
a e predicate devices. Datascope Corp. has submitted test results regarding
b ompatibility, performance and clinical testing to establish that the Safeguard 24

pressure assisted dressing is substantially equivalent to the predicate devices. There Its of all testing demonstrate that the Safeguard 24 cm pressure assisted dressing
is safe, as effective, and performs as well as the predicate devices.
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