LIVO NOVG Cannuloe

ProtekDuo+

Veno-Venous Cannula




ProtekDuo+
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Product specifications
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Clinical References:
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ProtekDuo+™
Important Safety Information

Indications for use

The ProtekDuo+ cannula sets are intended only for use in patients requiring ECLS support with large enough
venous access to accommodate the 29 Fr or 31 Fr cannula. Patient condition will vary from healthy (but with
high risk of a pulmonary and/or cardiac event) to critically ill, potentially near death. The cannula serves as an
essential component of an extracorporeal life support system. The system is deployed to support critically ill
patients where other treatment options have failed and continued clinical deterioration is expected or the risk
of death is imminent.

Intended Purpose

ProtekDuo+ Cannula sets are single use devices intended for percutaneous drainage and reinfusion of blood to
supplement right ventricular cardiac output with or without the use of supplemental extracorporeal membrane
gas exchang.

Potential adverse effects that may be associated with venous cannulation include the following:

Injury to or perforation of the myocardial wall with or without cardiac tamponade; Thrombus formation;
Particulate or air embolism; Myocardial infarction; Pulmonary embolism; Cardiac arrhythmias such as atrial
fibrillation, heart block, sinus bradycardia and ventricular tachycardia or fibrillation; Congestive heart failure or
pulmonary edema; Atrial/ventricular septal defect, transient or persistent, with or without hemodynamic
compromise; Vascular injury with or without the need for surgical intervention; Blood loss requiring fluid
replacement or transfusion of blood products; Infection; Allergy or anaphylactic reaction to contrast media or
device components; Respiratory arrest; Renal failure; Death; Failure to traverse the vascular system; Hemolysis;
Pneumothorax; Neurological dysfunction, Ischemic stroke, Superior Vena Cava Syndrome: characterized by
cyanosis, edema, and neurologic sequelae, resulting from venous occlusion.

The devices should be used by qualified and skilled personnel, able to follow the indications and instructions
for use contained in the information provided by the manufacturer. Please contact us through our website
(www.sorinmanuals.com) to receive instructions for use containing full prescribing information including
indications, contraindications, warnings, precautions and adverse events.
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