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Indications for Use Statement 
 

510(k) Number if Known:   

Device Name:  ClearLumen Thrombectomy Device 

Indications for Use: 

The ClearLumen Thrombectomy System is intended to remove/aspirate fluid and break-up soft emboli 
and thrombus from the coronary and peripheral vasculature. 

 

 

 

 

 

 

 

Prescription Use    AND/OR   Over-The-Counter Use _____ 
(Part 21 CFR 801 Subpart D)      (21 CFR 807 Subpart C) 
 

(PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrent of CDRH, Office of Device Evaluation (ODE) 
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K140296 
Traditional 510(k) Summary  

Submitter: Walk Vascular, LLC 
17171 Daimler Street 
Irvine, CA 92614 

Contact: Brad Culbert 
VP Engineering 
Walk Vascular LLC 
Telephone: 949.752.9642 
Fax: 949-752-9658 
Email: bsculbert@yahoo.com 

Date Summary Prepared: 25 November 2014 

Device Trade Name: ClearLumen Thrombectomy System 

Common Name: Embolectomy / Thrombectomy Catheter 

Classification Name: Embolectomy Catheter (21 CFR §870.5150) 

Product Code: DXE 

Predicate Devices: Walk Vascular ClearLumen Thrombectomy System (K120508) 
Medtronic Export AP Aspiration Catheter (K081573) 

Device Description: 
The ClearLumen Thrombectomy System consists of a thrombectomy catheter, saline drive unit (“SDU”) and 
aspirate collection vacuum bottles.  The 6 Fr, 135 cm, multi-lumen thrombectomy catheter delivers 
pressurized saline, within the distal catheter I.D., to assist in the break-up and removal of soft emboli and 
thrombus.  The distal catheter’s .014” wire compatible rapid exchange lumen extends and ends in a soft 
atraumatic tip.  The catheter’s proximal polycarbonate hub connects to the SDU and provides coaxial 
access to the infusion and aspiration lumens.  The ClearLumen Catheter is connected to the battery 
operated SDU, which includes a pump to generate pressurized saline and conduit/collection of aspirate.   
The SDU uses a toggle switch to turn the pump on and off and actuate a valve in line to a pre-charged 
vacuum bottle (aspiration source).  The SDU connects via spike to a standard saline bag (saline source). 

Intended Use: 
The ClearLumen Thrombectomy System is intended to remove/aspirate fluid and break-up soft emboli and 
thrombus from the coronary and peripheral vasculature. 
 
Statement of Equivalence: 
The subject and the predicate ClearLumen Thrombectomy Systems share the same technological 
characteristics (design, energy source, materials, sterilization and aspiration catheter with saline stream).  
The technological differences between the two ClearLumen systems include dimensional changes (OD and 
length to be compatible with coronary .014” wires and 6F guide catheters) and design changes of the distal 
section of the catheter to improve flexibility and trackability for coronary use. The subject device and the 
predicate Medtronic Export AP device share the same intended use and compatibility with procedural 
accessories (i.e. 0.014” guidewire and 6F Guiding Catheter use). Differences between the subject device and 
the predicate Export AP device include the predicate’s indication for use inclusion to sub selectively 
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infuse/deliver diagnostics or therapeutic agents with or without vessel occlusion, the predicate device use of 
syringes for aspiration (compared to the subject device’s pre-charged vacuum bottles for aspiration), and 
the subject device utilizes a saline stream within the aspiration lumen to assist in thrombus removal. 

The ClearLumen Thrombectomy System is substantially equivalent to the predicate devices, with regards to 
its intended use, design, function, materials and sterilization method.   
 
 
Summary of Non-Clinical Performance Data: 
Device evaluation consisted of in-vitro testing performed pursuant to Walk Vascular’s risk analysis. All data 
met the acceptance criteria and fell within pre-determined product specifications and external standard 
requirements.  The following testing was performed: 
 
 Design Verification Testing:  
 
 Pull test of welded and glued joints 
 Dimensional analysis 
 Vacuum pump circuit and vacuum integrity 
 Vacuum bottle attachment and fill verification  
 Vacuum leakage  
 Leak testing 
 Pressure testing 
 Flow testing 
 Kink testing 
 Push / track performance 

Particulate testing 
Embolic analysis 
Saline stream containment 
60601-1 Product and electrical safety testing 
Lubricity & durability 
Battery life testing 

 

 Biocompatibility Testing (GLP) 

Biocompatibility testing was conducted according to ISO 10993 “Biological Evaluation of Medical 
Devices – Part 1 – Evaluation and testing requirements”. 

Sterilization Testing 

Sterilization validation was conducted according to ISO 11135 “Ethylene Oxide Sterilization, 
Validation and Routine Control” to ensure a sterility assurance level (SAL) of 10-6.  

Transportation and Shelf Life Testing 

Shipping and Distribution testing was conducted in accordance to ISTA 2A “Performance test for 
individual packaged products 150lbs or less.” 

Shelf life testing was performed. 
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The data from the in-vitro testing above support the substantial equivalence of the subject to the predicate 
devices.  

Summary of Pre-Clinical and Clinical Data: 

Pre-clinical and clinical device evaluation was performed in an in-vivo GLP animal study and an OUS human 
clinical trial.  The data from the porcine in-vivo study was able to demonstrate an acceptable safety and 
performance profile of the ClearLumen device. 
 
The human clinical study, Thrombus Aspiration with the ClearLumen Catheter During Primary Percutaneous 
Coronary Intervention Clinical Trial, was a prospective, single center, non-randomized, 20 subject study. In 
this study, the ClearLumen Thrombus Aspiration System was used as an adjunctive therapy in primary 
Percutaneous coronary intervention in patients with ST-segment elevation (STEMI).  The average age of the 
treated subjects was 68.6 years. The majority of the treated subjects were male (60%).  Fifteen percent of 
the population have diabetes; 40% have hypertension requiring medical therapy; and, 40% have a history of 
smoking. Ten percent of the subjects reported a prior history of coronary disease. Other previous conditions 
reported included lung cancer (1) and Chronic Obstructive Pulmonary Disease (COPD) (1). Safety and efficacy 
was evaluated during the procedure, through 30-day follow-up and study success defined by the study two 
primary end points of Myocardial Blush Grade (MBG) ≥ 2 and final Thrombolysis In Myocardial Infarction 
(TIMI) flow grade = 3. No Major Adverse Coronary Events (MACE) or device related Significant Adverse 
Events (SAE) were reported in this study. 

Summary: 
Based on the intended uses, in-vitro performance and biocompatibility information provided in this pre-
market notification, the ClearLumen Thrombectomy System is as safe and effective as the predicate 
devices. 


