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Reminder of Impella 5.5® with SmartAssist®
Best Practices for Purge Management
What’s New
Abiomed would like to draw attention to the importance of carefully following the Instructions for Use (IFU) and best practices for
the Impella 5.5 with SmartAssist pump, particularly with regard to proper device priming during implantation and management of
the purge system in the ICU.

Recommendations
Proper functioning of the purge system is essential for optimal operation of the Impella 5.5. Abiomed suggests the following best
practices be scrupulously followed during the initial priming of the Impella 5.5 and during subsequent purge system changes.
1. Ideal priming of the Impella 5.5 should take place concurrently during preparations for implant, while the vascular exposure or graft
anastomosis are being performed. Longer duration purge priming, when convenient, ensures optimal delivery of the purge solution to
the motor assembly prior to implantation.
2. Ensure that purge fluid droplets are observed at the outlet window of the Impella 5.5 prior to exposing the pump to the blood
environment.
3. Heparin in the purge system at the outset is a very important element of the purge system. Physicians should use their clinical
judgement to assess the risks versus benefits of operating the Impella 5.5 device with lower concentrations of heparin to no heparin
in the purge system. Note that in comparison to the other Impella devices, Impella 5.5 is designed with a lower purge flow rate which will
result in an overall reduction in device delivered heparin to your patient.
4. Upon initial placement, ensure that the guidewire is removed prior to starting the Impella 5.5 device. Ideal start of the Impella 5.5
device is by slowly increasing the pump speed through selection of pump performance levels (P-levels) until the desired maximum
performance level is achieved for patient support. It is recommended to start at P2 and increase by one to two P-levels every few
minutes. (i.e. P2 and wait for 5 – 10 minutes, increase to P4 and wait 5 – 10 minutes, increase to P6 and wait 5 – 10 minutes, etc.).
Physicians should use their clinical judgement to assess patient hemodynamic stability and the rate of increasing pump speed to the
target performance level.
5. Abiomed recommends externally fixating the pump catheter and using the Impella Sidearm Retainer immediately upon implant, prior
to transferring the patient to the ICU. It is important to remember that Isopropyl Alcohol (IPA) should not be used to wipe down any of
the Impella pump components, including the Impella sidearm and purge filter.
6. Finally, carefully review purge cassette and purge fluid bag replacement procedures prior to exchanging. The Abiomed Clinical Support
Center (CSC) is available 24/7/365 to answer questions or walk bedside personnel thru the step-by-step purge cassette change
wizard on the AIC console.
Continue to next page.
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Putting it into Action
The points below reinforce information available in the Impella 5.5 Instructions for Use (IFU) document and previously published
information about Impella best practices.
Best practice procedures for proper priming of the Impella 5.5 should never be rushed. Since there is a surgical procedure required for
Impella 5.5 implantation, Abiomed recommends that the catheter preparation begin at an appropriate time, at least 15-20 min prior to
anticipated insertion. Optimal device preparation starts with first laying the catheter out on a back or side table to remove any torque
in the system. The Automated Impella Controller™ (AIC) should then be turned on and connected to the pump, walking through the
step-by-step case start prompts which include priming the system using D5W with heparin 25 U/mL. We recognize that some patients
may require a lower dose of heparin secondary to surgical bleeding concerns. It is recommended to maintain at least 12.5 U/mL in the
purge solution for these patients to achieve similar device performance.* Note that in comparison to the other Impella devices, Impella 5.5 is
designed with a lower purge flow rate which will result in an overall reduction in device delivered heparin to your patient.
The durability of Impella 5.5 using direct thrombin inhibitors in the purge system is unknown. Use of alternative anticoagulants may
reduce the longevity or performance of the Impella catheter.
The Impella Sidearm Retainer is now available for use with the Impella 5.5 and will ultimately be included in the Impella 5.5 product
package. This fixture could prevent damage to the purge system from inadvertent mishandling. In the remaining Limited Market Release
programs, please contact your Abiomed representative for information regarding acquisition of the Impella Sidearm Retainer. It is also
worth reminding users that Isopropyl Alcohol (IPA) should never be applied to any of the Impella components, particularly the purge
reservoir and purge filter as IPA could weaken or damage these components of the Impella purge system.
We hope attention to these points during the priming of the Impella 5.5 with SmartAssist will help to ensure a successful Impella
experience for you and a successful recovery for your patients.



  
 
  
   
            
                           
 
     
                  
                                    
                               
                               
 
   
  
   
             
                          
                                   
                         ABIOMED
   


Europe
GmbH
      

   

   
                
     

Neuenhofer Weg 3
52074 Aachen, Germany
Voice: +49 (241) 8860-0
Facsimile: +49 (241) 8860-111
Email: europe@abiomed.com
    
   

                     

Abiomed Clinical Support Center (CSC) can be reached 24/7 at 1-888-422-8666
Clinical Support
24 hours per day, 7 days a week:
1-800-422-8666 (US)
IMP-1255. V2

To learn more about the Impella platform of heart pumps, including important
risk and safety information associated with the use of the devices, please visit:
www.abiomed.com/important-safety-information
*This bulletin is intended for dissemination of technical information only.

