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= COBRA-0S°®

CAUTION:
USA Only: Rx Only. Federal law restricts this device to sale by or on the order of a physician.
All markets: Read the entire Instructions for Use prior to using.

INTENDED USE:
The COBRA-0S® is intended for temporary occlusion of large vessels.

INDICATIONS FOR USE:
The COBRA-0S® is indicated for temporary occlusion of large vessels including patients requiring emergency
control of hemorrhage and/or circulatory support.

DEVICE DESCRIPTION:

The COBRA-0OS® is a large vessel balloon occlusion system. Included with the device is a 10 mL syringe for inflation
and deflation of the device. The COBRA-OS® device is compatible with the 4 French (4F) Custom Sheath
Introducer Kit provided with the device. The device consists of a stiff inner guidewire with an atraumatic floppy
distal J-tip that is housed in a compliant occlusion balloon with proximal and distal necks. No other guidewires are
required. The proximal neck of the balloon is connected to an overmolded hub and stopcock for balloon inflation
and deflation. A J-tip straightener is included and preloaded on the distal neck to facilitate the introduction of the
device into the 4 French introducer sheath hemostasis valve.

Figure 1: COBRA-0S®
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CONTRAINDICATIONS:
The COBRA-0S® is contraindicated for patients who:
e do not have a femoral arterial access site that can accommodate a 4 Fr (minimum) introducer sheath
e have an aortic diameter larger than 25 mm
e are pediatric patients (younger than 18 years old)
e have an allergy to contrast medium if contrast medium is used

WARNINGS:
e Do not exceed maximum inflation volume (13 mL) and adhere to suggested volumes in Table 1. Over
inflation may result in damage to the vessel wall, vessel rupture, balloon rupture, and/or air embolism.
o Hand inflation using a 10 mL syringe (included) is recommended to help prevent over inflation
of the balloon when using larger volume syringes.
o Do not use an inflation device to inflate the balloon, which may cause over inflation.

e Theincluded 4 French Introducer Sheath is recommended for use with the device. Damage to the
device and/or vessel may occur if an introducer sheath other than the included sheath is used.

e The COBRA-OS® must be purged of air, fully deflated, and the stopcock closed prior to inserting through
the introducer sheath. Failure to do so may make it difficult to insert/advance the device and/or cause
an air embolism if the balloon ruptures.

e The COBRA-0S® must be fully deflated and stopcock closed prior to removing the device. Failure to do
so may make it difficult/impossible to remove the device from the introducer sheath and/or vessel.

e When attaching and detaching the syringe, hold on to the stopcock and not the overmolded hub.
Holding on to the overmolded hub may cause the stopcock to separate from the device.
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e Do not use the COBRA-OS® for dilation of vascular grafts. Balloon rupture and/or damage to the vessel
may occur.
e Do not use the COBRA-OS® to perform valvuloplasty or angioplasty.
e The COBRA-0S® is for single use only and is supplied sterile. Do not reprocess or re-sterilize which may
increase the risk of patient infection and/or affect the functionality of the device.
e If available, use conventional x-ray or fluoroscopy to help confirm the position of the device and
assist with balloon inflation and deflation.
o Zone markers on the COBRA-OS® may be used to measure and track the depth of the device.
e Use arecommended balloon inflation medium with appropriate concentration and dilution. Do not
use air or gas to inflate balloon.
e The COBRA-0S® is intended for temporary occlusion only. Longer term or permanent application
of this device will cause major harm and/or death.
e The COBRA-0S® has not been tested for use with MRI (Magnetic Resonance Imaging). The patient
should not receive an MRI exam while using the COBRA-OS®.
e The COBRA-0S® may be used without medical imaging.
e In pregnant patients, standard local guidelines for minimizing radiation exposure to the foetus
should be used until the baby is delivered.
e The COBRA-0S® is a single use medical device for a single patient: as the device is contaminated
with patient blood, its use on another patient can lead to blood group cross-reactions or transfer
of potential blood borne infections.

PRECAUTIONS:

e The package and device should be inspected prior to use to verify that no damage has occurred
during shipment or storage. If the package or device is damaged, then do not use the device because
sterility and/or device functionality may be compromised.

e Training and experience in endovascular techniques is recommended for users of the COBRA-OS®.

e Long occlusion times may cause major harm and/or death.

e Do not modify the device or components in any way.

e Care should be taken when using the COBRA-OS® in vessels with anatomic variability or otherwise
diseased vessels.

e The device should not be used in the treatment of dissection.

e Do not use the device after the expiration date on the label.

e If resistance or an obstruction is encountered when advancing the device, remove the device and
use an alternative means of treatment.

e Do not exceed more than 10 balloon inflation/deflation cycles.

e The balloon should be inflated slowly to avoid over inflation and should be deflated slowly to avoid
patient hypotension.

e The patient’s blood pressure should be monitored closely throughout the procedure.

e Once temporary occlusion has been achieved, immediate measures should be taken for definitive care
by a surgical team.

POTENTIAL ADVERSE EVENTS:

Any serious incident that has occurred in relation to the COBRA-OS® or the Syringe, 10 mL should be reported to
Front Line Medical Technologies Inc. and the competent authority of the Member State in which the user and/or
patient is established.

The following clinical complications that may occur with this device include (but not limited to):

e Vessel damage (perforation, rupture, dissection)

e Arterial thrombus and/or embolism (air or thrombus)

e  Paresthesias

e  Contrast reactions or allergies

e Infection, hematoma, pseudoaneurysm, pain at insertion site
e Cardiac events such as myocardial infarction or arrhythmias
e  Respiratory failure

e Hemorrhage

e Stroke

e Pseudoaneurysm or aneurysm rupture
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e Renal or bowel complications

e  Paralysis

e Ischemic legs with risk of amputation

e  Kinking of the device making it difficult to remove
e Death

HOW SUPPLIED:

The COBRA-0S? is single use and supplied sterilized by ethylene oxide gas in a peel-open package. Each COBRA-OS®
package includes one single-use, sterile, disposable device. Included is a 4Fr Custom Sheath Introducer Kit and the
Syringe, 10 mL, which are both single-use, sterile, disposable devices in peel-open packages.

Materials required but not provided are:
e Inflation medium
o 5:1diluted contrast solution [80% sodium chloride (saline) / 20% contrast media]
(recommended), or Sodium Chloride (saline)
e Suture material for securing the device to patient’s leg
e  Preparation solution and sterile drapes

STORAGE:
Storage should be in a dark, dry, cool place.

INSTRUCTIONS FOR USE:
Upon removal from the package, inspect the product to ensure that no damage has occurred.

Access to the Femoral Artery
Follow the Instructions for Use of the 4 Fr Custom Sheath Introducer Kit (included separately in the COBRA-OS®).

Balloon Preparation
Note: The balloon of the COBRA-OS® contains air. Air must be removed from the balloon prior to insertion.

1. Prepare the balloon as follows:
a. Open stopcock, attach empty supplied 10 mL syringe, purge all air from the balloon, close the
stopcock, and detach the syringe.
b. Fill the syringe with up to 10 mL of appropriate inflation medium and purge air from syringe.
c. Connect the syringe with inflation medium to the stopcock.
Note 1: When attaching and detaching syringe, hold on to stopcock and not overmolded hub.
Note 2: The outside of the balloon may be wetted with saline to facilitate advancement.

Balloon Introduction and Inflation

2. Slide the J-tip straightener forward over the tip of the device so that the J-tip portion is completely
housed within the J-tip straightener. Insert the J-tip straightener into the valve of the 4 Fr introducer
sheath until a hard stop is felt (approximately 2 cm). Advance the device until the J-tip portion of the
device has entered the sheath (the balloon portion will meet the blue tab). The J-tip straightener
must be removed by peeling away using the blue tab and then advance the device. The J-tip
straightener can be reused, if necessary, after being peeled away.

3. Using standard technique, advance the device to the desired position. If available, conventional x-
ray or fluoroscopy is recommended to confirm position using the radiopaque markers on the device
(balloon footprint). Zone markers: three external black visual markers for 28 cm and a solid black
visual marker for 48 cm may be used to measure and track the depth of device insertion. It is
recommended that prior to insertion of the device, patient external body landmarks be used to
help confirm accuracy of the visual markers. If the markers are inaccurate then a steri-strip or
permanent marker can be used to mark the proximal neck of the device to help placement in the
correct zone.

Note: If resistance is encountered when advancing the device, do not advance the device any
further. Withdraw the device and pursue alternative treatment options.
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4. Refer to the balloon inflation parameters table (Table 1) as a guide. Do not exceed maximum inflation
volume. Over inflation of the balloon may result in vessel damage and/or balloon rupture.

Table 1: Balloon Inflation Parameters

Inflation Volume Balloon Diameter
2mL 9mm =3 mm
8 mL 20mm +2.5mm
13 mL (MAX) 25 mm £ 2.5 mm

5. Carefully inflate the balloon with inflation medium and close stopcock once vessel occlusion occurs.

Vessel occlusion can be confirmed by the following methods:

e The balloon can be visualized using diluted contrast medium and conventional x-ray or fluoroscopy
and inflation stopped once the balloon reaches the profile of the vessel.

e The pressure feedback on the syringe plunger can be monitored while inflating the balloon and
inflation is stopped when the pressure feedback increases.

e The contralateral pulse can be palpated (or visualized under duplex ultrasound if available) and
inflation is stopped when the pulse or flow is lost.

e An arterial line can be used above (i.e. radial arterial line) or below the balloon (i.e. femoral arterial
line) and inflation is stopped when there is a corresponding change in blood pressure.

Note 1: Do not force excessive fluid into the balloon as this may cause the balloon to become over-

inflated. Over inflation of the balloon may result in damage to vessel and/or balloon rupture.

Note 2: If balloon pressure is lost and/or balloon rupture occurs, deflate the balloon, withdraw the

balloon into the sheath gently if possible, and remove the device and introducer sheath as a unit.

Note 3: Once vessel occlusion occurs, do not twist or rotate the hub excessively as this may result in the

inability to deflate the balloon.

6. Secure the device to the patient using the suture tabs and appropriate suture material to prevent
device migration.

Balloon Deflation, Withdrawal and Removal

7. Completely deflate the balloon by opening up the stopcock and drawing back on the syringe. If contrast
media was used to inflate the balloon, complete deflation may be confirmed using conventional x-ray
or fluoroscopy. Close the stopcock once completely deflated.

Note: Allow adequate time for the balloon to completely deflate (i.e. confirm that inflation medium
is no longer re-entering the syringe before closing stopcock). This takes approximately 30 seconds
for 10 mL of saline and longer duration for diluted contrast material.

8. Detach the sutures used to secure the device to the patient.

9. Carefully withdraw the device until the device has been completely removed from the introducer sheath
using standard techniques.
Note: Do NOT twist the device when removing. This may result in the inability to remove the
device through the sheath.

10. After use, the device may be a biohazard. Therefore, it must be handled and disposed of in accordance
with accepted medical practice and within applicable local, state and federal laws and regulations.

SUMMARY OF SAFETY AND CLINICAL PERFORMANCE:

The Summary of Safety and Clinical Performance (SSCP) is available in the European database on medical devices
(Eudamed), where it is linked to the BASIC UDI-DI. The Eudamed public website can be reached at
https://ec.europa.eu/tools/eudamed. The Basic UDI-DI of the COBRA-OS® is 628678061001HJ.
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SYMBOLS GLOSSARY

Symbol

Symbol Title

MD

Medical Device

Manufacturer

EC |REP Authorized representative in the European Community / European Union
LOT Batch code
REF Catalogue number

Do not resterilize

Do not re-use

Do not use if package is damaged and consult instructions for use

Consult instruction for use

Caution

Sterilized using ethylene oxide

Single sterile barrier system

hhhhh

-----

Single sterile barrier system with protective packaging outside

Use-by date

Date of manufacture and country of manufacture

AW

Keep dry

Keep away from sunlight

Prescription use only (USA only)

Non-pyrogenic

Maximum inflation volume

MR unsafe
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Symbol

Symbol Title

MD

Medical Device

Importer
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FrontLine

MEDICAL TECHNOLOGIES INC.

ud

Front Line Medical Technologies Inc.
609 Wellington St.
London, Ontario, N6A 3R6
Canada

www.frontlinemedtech.com
support@frontlinemedtech.com

EC |REP

CEpartner4U BV
Esdoornlaan 13
3951 DB Maarn
The Netherlands
Tel: +31.343.442.524
Fax: +31.6.516.536.26
www.cepartner4u.com
office@cepartner4u.com

MedEnvoy Global B.V.
Prinses Margrietplantsoen
33 Suite 123
2595 AM The Hague
The Netherlands
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