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V-PULSE 
 Mechanical Thrombectomy System™ 

 
CAUTION: Federal (USA) law restricts the sale of this device by 
or on the order of a physician. 
 
For Single Use Only. Sterilized using ethylene oxide. 
 
USER QUALIFICATION 
The VentiV V-PULSE Mechanical Thrombectomy System™ must 
be used by a physician or by medical personnel under the 
supervision of a physician. The user must have received 
sufficient training in clinical procedures. VentiV Scientific does 
not discuss or provide explanations of clinical procedures. 
 
DESCRIPTION 
The VentiV Mechanical Thrombectomy System™ is a single-use, 
over-the-wire (“OTW”) intravascular mechanical thrombectomy 
and extraction device. 
 

 

Figure 1: V-PULSE Mechanical Thrombectomy System™ 
 
HOW SUPPLIED 

 P11-090 The P11-090 configuration consists of (1) 
11F, 90cm V-PULSE device.  

 P11-090-F The P11-090-F configuration consists of (1) 
11F, 90cm V-PULSE device, (1) Vacuum 
Tubing Set, and (3) Filters. 

All configurations are provided Sterile and Non-Pyrogenic. Do 
not use if the packaging shows signs of damage (i.e., cuts, kinks, 
crushed areas) or if package is damaged or open. Do not re-
sterilize. 
 
STORAGE AND HANDLING 
Store in a dry, cool place.  
 
REQUIRED MATERIALS 
10ml or 20ml basic syringe, sterile heparinized saline, 0.035” 
Guidewire, Guide sheath and/or vascular sheath introducer, 
aspiration source such as an aspiration syringe or vacuum 
pump, vacuum tubing  
 
 

 
INDICATIONS 
The VentiV V-PULSE Mechanical Thrombectomy System™ is 
indicated and intended for the removal of fresh soft emboli and 
thrombi from vessels in the peripheral vasculature.   
 
CONTRAINDICATIONS  
The removal of fibrous, adherent or calcified material (e.g. 
atherosclerotic plaque), neurovascular use, and vessels <3.0mm 
diameter for the 7F V-PULSE, <3.5mm diameter for the 8F V-
PULSE, <4.5mm diameter for the 10F V-PULSE, <5.0mm 
diameter for the 11F V-PULSE, and <5.5mm diameter for the 
12F V-PULSE. 
 
WARNINGS AND PRECAUTIONS: 

• Store the packaged and sealed device in a dark, dry place. 

• DO NOT autoclave or expose the device to organic solvents. 

• This device is designed, intended, and distributed for single 
use only. DO NOT re-sterilize or reuse this device. There is 
no data to support the sterility, non-pyrogenicity, and 
functionality of the device after reprocessing. 

• Proper surgical procedures and techniques are the 
responsibility of the medical professional. Described 
procedures are provided for informational purposes only. 
Only physicians trained in percutaneous, intravascular 
techniques and procedures should use the system. Each 
physician must determine the appropriate use of this 
device for each patient based on medical training, 
experience, the type of procedure employed, and the 
benefits and risks associated with device use.  

• Prior to use, carefully inspect the catheter for bends, kinks 
or damage. DO NOT use if damaged or suspected 
damaged. 

• Care should be used when handling and loading the device. 
The device should not be manipulated before use. Damage 
may result from kinking or stretching the device. DO NOT 
use the device if damaged or kinked. 

• Any use of this device, other than those indicated in these 
instructions, is not recommended. 

• DO NOT use if sterile barrier is damaged. 

• DO NOT use if package is damaged. Only open the package 
immediately before use. DO NOT use any of the System 
device after its expiration date.  

• Use the V-PULSE Mechanical Thrombectomy System™ 
devices prior to the “Use By” dated specified on the 
package. Dispose of expired devices according to national 
and local regulations and guidelines for medical 
equipment.   

• Use care when handling and loading the catheter over the 
proximal end of the guidewire to avoid wire or catheter 
kinking. 

• DO NOT advance any aspiration catheter without a 
guidewire in place. 

• DO NOT use the catheter or aspirator to deliver embolic 
materials into blood vessels.    

Catheter ID: 8F (2.78mm) 
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• When the catheter is exposed to the vascular system, it 
should only be manipulated while under high-quality 
fluoroscopic observation.  DO NOT advance, retract, or 
torque the catheter if resistance is met during 
manipulation, determine the cause of the resistance before 
proceeding.   

• Confirm the compatibility of the catheter diameter and 
length with the guide catheter and guidewire prior to use. 

• Connect the VentiV Aspirator drain tube to a drainage bag 
if VentiV aspiration syringe is used.   

• Use an appropriately sized guiding catheter or sheath with 
Tuohy Borst or Y-adapter and drain bag. 

• DO NOT attempt to move the catheter without observing 
the resultant tip response. 

• DO NOT twist or rotate any rapid exchange catheter more 
than 360 degrees. Catheters and wire may tangle.   

• Never advance or withdraw a catheter against resistance 
until the cause of the resistance is determined by 
fluoroscopy. 

• Movement of catheter against resistance may result in 
damage to the catheter or vessel perforation. 

• If blood does not fill syringe during aspiration and blockage 
is suspected, DO NOT flush the catheter while in the 
patient. 

• The VentiV V-PULSE Mechanical Thrombectomy System™ 
does not have user serviceable parts. DO NOT attempt to 
repair or alter the device. 

• Safety in MRI Not Evaluated. 
 
COMPLICATIONS 
The following complications or adverse effects may occur 
during or following use of the device: 

• Access site complications (i.e. AV Fistula, dissection, 
hematoma, hemorrhage, pseudoaneurysm) 

• Acute myocardial infarction 

• Allergic, or other reactions to contrast medium, 
procedure medications, or device materials 

• Arrhythmias (including life-threatening ventricular 
fibrillation) 

• Bleeding requiring a surgical intervention or blood 
transfusion 

• CVA/stroke or transient ischemic attacks 

• Damage or migration of implanted stents 

• Death 

• Device failure 

• Embolization of air, tissue, thrombus or device 

• Emergency surgical or percutaneous intervention 

• Hemolysis 

• Hemorrhage 

• Infection 

• Ischemic infarction of tissue or organ 

• No or slow reflow of treated vessel 

• Pain 

• Pericardial tamponade 

• Renal insufficiency/ renal failure 

• Severe hypotension or hypertension 

• Total occlusion or thrombosis of the vessel 

• Vessel spasm, dissection, perforation, rupture, or injury 

• Unstable angina 
INSTRUCTIONS FOR USE 
Read all instructions before use. See the operator’s manual for 
the guidewire, vascular sheath, drainage bag and guiding 
catheter for adverse effects related to ancillary equipment.  
 
REQUIRED EQUIPMENT 
Appropriately sized guidewire, vascular sheath, drainage bag, 
and/or guiding catheter with Tuohy Borst, aspiration syringe or 
vacuum pump and vacuum tubing. 
The VentiV V-PULSE Mechanical Thrombectomy System™ 
should only be used in an operating room equipped for it use 
with peripheral vasculature thrombectomy procedures. 
Additional equipment should include: 

• Fluoroscopy capabilities 
 
HANDLING AND PREPARATION 
Prior to opening the packaging, prepare the VentiV V-PULSE 
Mechanical Thrombectomy System™ devices and placement 
monitoring systems (fluoroscope). Prepare all accessory devices 
per their instructions for use. 
 
Follow sterile techniques during VentiV V-PULSE Mechanical 
Thrombectomy System™ preparation and use. 
 
PREPARE VENTIV V-PULSE MECHANICAL THROMBECTOMY 
SYSTEM™ FOR USE 
Visually examine all VentiV V-PULSE Mechanical Thrombectomy 
System™ devices and sterile packaging for evidence of damage 
(e.g., rips, tears, etc.). If damaged, DO NOT USE. 
1. Remove all components from the package and place on 

sterile prep table. 
2. Visually inspect all the components for damage. Do not use 

if there are signs of damage. 
3. Test the V-PULSE device by pulling the thumb switch 

proximally.    
4. Attached drain bag to the drain tube of the VentiV 

Aspirator if used.  
5. Fill a standard 10ml or 20ml syringe with 10-20ml of sterile 

heparinized saline (or appropriate anti-coagulant).  
6. Attach the T-connector of the V-PULSE device to the 

syringe and in a slow and controlled manner, while the 
catheter is outside the body and the thumb switch is 
actuated, flush the entire VentiV  V-PULSE Mechanical 
Thrombectomy System™ catheter with the heparinized 
sterile physiologic solution.   

7. Attach the flush syringe to the female luer at the back of 
the V-PULSE handle or place syringe against distal tip. In a 
slow and controlled manner, flush the guide wire lumen 
with the heparinized sterile physiologic solution.  

8. The device is now primed. 
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9. Remove the syringe and set aside for future use. 
 
CAUTION: Do not attach the VentiV V-PULSE device to any 
aspiration source until the V-PULSE device has been tracked in 
the vessel and positioned at the target location. Attaching any 
aspiration source prior to this may hamper navigation or kink 
the catheter. 
INSERTION AND PLACEMENT 
1. Taking care not to kink the guidewire, insert the wire’s 

proximal end into the catheter’s & dilator’s distal guidewire 
lumen.  

2. Advance the catheter & dilator under fluoroscopy until the 
distal marker band on the catheter tip is proximal to the 
thromboemboli.  
 

WARNING: Never advance or withdraw the V-PULSE device 
against any resistance until the cause is determined by 
imaging. Moving any catheter against resistance may cause 
catheter separation, guidewire damage, or vessel perforation. 
Do not advance any thrombectomy catheter without a 
guidewire in place.   
 
ASPIRATION AND EXTRACTION  
1. Attach the aspiration tubing and aspiration source to the 

female luer of the device.  
2. Squeeze the VentiV Aspirator handles two or more times to 

begin aspiration, pull plunger back on syringe, and/or 
activate pump. 

3. Begin aspiration by pulling the thumb switch proximally.  
Aspiration may be terminated by allowing the thumb 
switch to return to the nominal/closed position. User may 
also remove the dilator at any time and connect aspiration 
to the catheter hub.  

4. Once aspirated material is visible in the aspirator, syringe 
barrel, tubing, filter, and/or pump chamber, move the 
catheter as needed to capture target thromboemboli 

5. If/when the aspirator, syringe barrel, tubing, filter, and/or 
pump chamber is full of aspirated fluid. 
a. If using a VentiV Aspirator, advance plunger into the 

barrel and drain aspirated fluid into the drain bag. 
b. If using a syringe, detach the syringe and drain the 

aspirated fluid into a biohazard waste container 
6. Upon completion, slowly and carefully remove the catheter 
 
NOTE: If blood is not filling the catheter within 5 seconds, check 
the catheter tip placement, unseat the catheter, and reposition 
if necessary. If no blood is aspirated after re-positioning of the 
catheter, remove the catheter. Outside the patient, flush the 
catheter or use a new catheter.   
 
WARNING: DO NOT FLUSH OR REINTRODUCE ANY DILATOR 
INTO ANY ASPIRATION CATHETER INSIDE A PATIENT AFTER 
ASPIRATION IS ATTEMPTED. If aspiration stops before the 
syringe has filled, remove the catheter. With the catheter 
outside the patient, flush the catheter or use a new catheter. 

 
DEVICE DISPOSAL 
Used devices should be handled and disposed of in the same 
manner as hospital waste and biohazardous materials and 
sharps waste. There are no special risks related to the disposal 
of these devices. 
 
DISCLAIMER OF WARRANTY AND LIMITATION OF REMEDY 
There is no express or implied warranty, including without 
limitation any implied warranty of merchantability or fitness for 
a particular purpose, on product(s) described in this publication. 
Under no circumstances shall the Manufacturer or its 
Distributor be liable for any direct, incidental, or consequential 
damages other than as expressly provided by specific law. No 
person has the authority to bind the Manufacturer or its 
Distributor to any representation or warranty except as 
specifically set forth herein. 
VentiV Scientific shall not be liable for any direct, indirect, 
incidental, special or consequential loss, damage, or expense in 
any way related to the use of this device, under any theory of 
law, including but not limited to, contract, tort or strict liability. 
VentiV Scientific neither assumes nor authorizes any other 
person to assume for it, any other or additional liability or 
responsibility in connection with this device.   
 
Descriptions or specifications in the manufacturer and 
distributor’s printed matter, including this publication, are 
meant solely to generally describe the product at the time of 
manufacture and do not constitute any express warranties. 
 
Manufacturer and Distributor will not be responsible for any 
direct, incidental, or consequential damages resulting from 
reuse of the product. 
 
CUSTOMER SERVICE: 
For customer service, please contact your VentiV Scientific  
sales representative, or call VentiV Scientific Customer Service 
at the following telephone number: 954-534-9345  
You may also contact or visit us at www.AspirationMedical.com 
 
© 2024, Control Medical, dba VentiV Scientific or its affiliates. 
All Rights reserved. Printed in the U.S.A. 
 
VentiV Mechanical Thrombectomy System is a registered 
trademark of Control Medical Technology. Control Medical 
Technology products are protected by U.S. and foreign patents 
and patents pending. Please direct any inquiries to Control 
Medical Technology.  
  

http://www.aspirationmedical.com/
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ZIEN Medical Technologies, LLC 
2490 S 300 W 
Salt Lake City, UT 84115 

Manufactured for: 
Control Medical Technology 
dba VentiV Scientific 
2500 S State St., Suite 257 
Salt Lake City, UT 84115 
Phone: 954-534-9345 www.AspirationMedical.com 

 
 

 

Symbol 
Title 
Reference 

Description 

 
Manufacturer 
5.1.1[1] 

Indicates the medical device manufacturer 

 
Use-by date 

5.1.4[1] 

Indicates the date after which the medical device is not to 
be used 

 
Batch Code 

5.1.5[1] 

Indicates the manufacturer’s batch code so that the batch 
or lot can be identified 

 
Catalogue Number 

5.1.6[1] 

Indicates the manufacturer’s catalogue number so that 
the medical device can be identified 

 
Sterilized using ethylene oxide 

5.2.3[1] 

Indicated a medical device that has been sterilized using 
ethylene oxide 
 

 
Do not resterilize 

5.2.6[1] 
Indicated a medical device that is not to be resterilized 

 

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

5.2.8[1] 

Indicates that a medical device that should not be used if 
the package has been damaged or opened and that the 
user should consult the instructions for use for additional 
information 

 
Single sterile barrier system 

5.2.1[1] 
Indicates a single sterile barrier system 

 

Single sterile barrier system with 
protective packaging outside 

5.2.14[1] 

Indicates a single sterile barrier system with protective 
packaging outside 

 

Do not re-use 

5.4.2[1] 

Indicates a medical device that is intended for one single 
use only 
 

 

Consult Instructions for use or 
consult electronic instructions for use 

5.4.3[1] 

Indicates the need for the user to consult the instructions 
for use 
 

 

Non-pyrogenic 

5.6.3[1] 
Indicates a medical device that is non-pyrogenic 

 

Medical Device 

5.7.7[1] 
Indicates the item is a medical device 

 

Unique Device Identifier 

5.7.10[1] 

Indicates a carrier that contains unique device identifier 
information 

 

Prescription Only 
21 CFR 801.109 

Caution: Federal Law restricts this device to sale by or on 
the order of a physician 

 
Quantity 
(No Applicable Reference) 

Indicates the quantity of devices contained in packaging 

[1] ISO 15223-1:2021 Medical devices – Symbols to be used with information to be supplied by the 
manufacturer – Part 1: General requirements 
 

http://www.aspirationmedical.com/

