Important Safety Information
Vertex™ Catheter

United States law restricts this device to sale by or on the order of a physician.

INDICATIONS FOR USE

The Vertex™ Catheter is intended to be inserted in the vasculature to provide a
conduit for the insertion of endovascular devices while minimizing blood loss
associated with such insertions.

CONTRAINDICATIONS
Do not use the Vertex™ Catheter in patients who are contraindicated for vascular
procedures.

WARNINGS

« Carefully read all instructions prior to use. Observe all warnings
and precautions noted throughout these instructions. Failure to do so may result
in complications. See Potential Adverse Events.

« This device should only be used by physicians who have received appropriate
training and are familiar with the principles, clinical
applications, side effects, and hazards commonly associated with vascular
interventional procedures

« DO NOT re-use Vertex Catheter. This device is designed for
single use only. Jupiter Endovascular does not have data regarding re-use of this
device. Re-use may cause device failures or procedural complications including
device damage, compromised device biocompatibility, and device contamination.
Re-use may result in blood loss, infection, serious injury, or patient death.

« DO NOT use after “use by” (expiration) date printed on the label.

« Use only sterile saline to wet hydrophilic coating on the catheter shaft inner
surfaces. Use of air or other fluids may damage the
catheter and/or result in introduction of air, major bleeding, vessel damage, or
serious injury to the patient.

« Adequate vessel access is required to introduce the Vertex Catheter into the
vasculature. Carefully evaluate vessel size,
anatomy, tortuosity, and disease state (including calcification, plaque, and
thrombus) to ensure successful introduction and subsequent withdrawal.

* No portion of the Vertex Catheter should be left in-situ beyond the intra-operative
period.
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DO NOT attempt to inject contrast or other fluid through the flush

line using an auto injector device. The flush line was not designed or tested

to tolerate high pressures that can be experienced with auto injector devices.
DO NOT alter the device, including cutting the catheter or

obturator to alter the length. Alterations will impair device function.

DO NOT attempt to advance catheter without obturator or device of similar size
in place. Major bleeding, vessel damage, or serious injury to the patient, may
result.

DO NOT advance catheter and obturator together without using a guidewire.
Major bleeding, vessel damage, or serious injury to the patient may result.

DO NOT apply more than 6 atm (608 kPa) of pressure to the catheter

fixation line. Over-fixation may rupture the device and

result in loss of performance. Device damage may also result in major bleeding,
vessel damage, or serious injury to the patient.

DO NOT attempt to move or reposition the catheter when the

catheter is in a fixed state. Movement of the catheter when fixed may result in
major bleeding, vessel damage, or serious injury to the patient. The catheter must
be relaxed before repositioning, advancement, or removal of the catheter.

DO NOT advance, retract, or use the device against resistance without careful
assessment of the cause of the resistance using fluoroscopy. If the cause cannot
be determined, withdraw the device. Unrestrained torquing or forced insertion of
the device against resistance may result in damage to the device or vessels.

DO NOT attempt to advance or withdraw a guidewire, catheter, or other device
through the catheter or obturator if significant resistance is felt. Use fluoroscopy
to determine the cause of the resistance. Continued advancement or retraction
against resistance may result in major bleeding, vessel damage, serious injury to
the patient, or damage to / breakage of the Vertex Catheter, guidewire, or other
device.

Advance and remove the Vertex Catheter only under fluoroscopic guidance.

DO NOT re-sterilize any portion of the device.

Failure to abide by warnings in this labeling might result in damage to device
coating, which may necessitate intervention or result in serious adverse events.
See Potential Adverse Events below.

PRECAUTIONS

Individual patient anatomy and physician techniques may require procedural
variations.
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« The device is intended for use by physicians trained and experienced in
percutaneous, intravascular, diagnostic and
interventional techniques requiring fluoroscopic visualization.

« DO NOT use a device from opened or damaged packaging. Examine the
packaging, device, and saline used to wet the
hydrophilic coating prior to use. DO NOT use if particulate is present. Return
damaged devices and packaging to the manufacturer or distributor as applicable.

« DO NOT use kinked or damaged devices.

« Use only sterile saline in the catheter fixation line.

« Verify size compatibility of the Vertex Catheter and accessory device(s) prior to
use.

« Confirm the catheter can achieve the fixed state prior to use.

« DO NOT attempt to insert a catheter or interventional device
having an outer diameter larger than the labeled inner diameter of the Vertex
Catheter. Device damage or breakage may result.

« DO NOT attempt to advance sharp objects or instruments through the
hemostatic valve. Sharp objects or instruments could cause damage to the valve
seal, hydrophilic coating, and/or other portions of the Vertex™ Catheter. Use of
sharp objects or instruments may result in major blood loss, loss of device
performance, and/or coating material remaining in the vasculature, any of which
may lead to adverse events requiring additional intervention.

¢ DO NOT puncture Vertex Catheter. Puncturing device may result in loss of
performance and an inability to fix the catheter.
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