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Description

A ventricular assist device (VAD), also called ventricular assist system (VAS) or left ventricular assist device (LVAD), 
is a mechanical pump that helps a weakened heart pump blood throughout the body.  The LVAD does not replace the 
heart.  It assists the patient's own heart to pump blood, decreasing the work of the left ventricle.  The LVAD is 
attached to the apex of the left ventricle and to the aorta.  When the left ventricle contracts, blood flows into the LVAD 
pump.  When the heart relaxes, the left ventricle fills with blood, and the blood in the device is pumped into the aorta.  
Ventricular assist devices (VADs) represent a method of providing temporary mechanical circulatory support for those 
patients not expected to survive until a heart becomes available for their transplant.  The scarcity of donor organs has 
led to the development of interim interventions (mechanical assist devices). 
 
A variety of devices have received approval for marketing from the U.S. Food and Drug Administration (FDA), 
encompassing both biventricular and left ventricular devices, as well as devices that are intended to be used in the 
hospital setting alone and those that can be used as an outpatient. Examples of VADs include, but are not limited to, 
DeBakey®, Novacor®, Thoratec®, HeartWare® and HeartMate®.

NOTE: This policy does not address the percutaneous left ventricular assist devices, such as the Impella™ or similar 
devices.  See Percutaneous Left Ventricular Assist Device (pLVAD) (Medical Policy 7.01.122).

Policy

Ventricular assistance is considered medically necessary, using an FDA approved device, for the following 
indications:

• when used to bridge the time until a heart transplant can be performed;

• when used temporarily for patients who are unable to be weaned from cardiopulmonary bypass and are likely to 
recover cardiac function after the myocardium is permitted to rest; 

• destination therapy for end-stage heart failure, New York Heart Association (NYHA) class IV, where life 
expectancy is six months or less

The use of ventricular assist devices for other indications is considered experimental / investigational, as it does 
not meet TEC criteria # 2-5. 

Policy Guidelines
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Experimental / Investigational

The term "experimental/investigational" describes services or supplies that are in the developmental stage and are in 
the process of human or animal testing. Services or supplies that do not meet all 5 of the criteria listed below adopted 
by the BlueCross BlueShield Association Technology Evaluation Center (TEC) are deemed to be 
experimental/investigational:

1. The technology* must have final approval from the appropriate government regulatory bodies; and
2. The scientific evidence must permit conclusions concerning the effect of the technology on health outcomes; and
3. The technology must improve the net health outcome; and
4. The technology must be as beneficial as any established alternatives; and
5. The improvement must be attainable outside the investigational settings.

* Technology includes drugs, devices, processes, systems, or techniques

Services utilizing devices approved through the pre-market approval (PMA) process are designated as not medically 
necessary when not meeting the criteria above.

Rationale:

The VAD is used for those patients whose medical therapy has failed and are hospitalized with end-stage systolic 
heart failure. Published studies continue to report that the use of a VAD does not compromise the success of a 
subsequent heart transplant and, in fact, may improve post-transplant survival, thus improving the utilization of donor 
hearts.

Update 2007:

A search of the peer-reviewed literature was performed for the period of January 2005 through January 2007.  
Findings in the recent literature do not change the conclusions on the use of VAD for conditions other than those 
medically necessary indications listed in the Policy section of this document.  Therefore, the policy statements are 
unchanged.

Update 2009:

A search of the peer-reviewed literature was performed for the period of January 2007 through March 2009.  Findings 
in the recent literature do not change the conclusions on the use of ventricular assist devices for conditions other than 
those medically necessary indications listed in the Policy section of this document.  Therefore, the policy statements 
are unchanged.

Update 2011:

A search of the peer-reviewed literature was performed for the period of April 2009 through April 2011.  Findings in 
the recent literature do not change the conclusions on the use of ventricular assist devices for conditions other than 
those medically necessary indications listed in the Policy section of this document.  Therefore, the policy statements 
are unchanged.

Update 2013:

A search of the peer-reviewed literature was performed for the period of May 2011 through September 2013.  
Findings in the recent literature do not change the conclusions on the use of ventricular assist devices for conditions 
other than those medically necessary indications listed in the Policy section of this document.  Therefore, the policy 
statements are unchanged.

Update 2015:

A search of the peer-reviewed literature was performed for the period of October 2013 through October 2015.  
Findings in the recent literature do not change the conclusions on the use of ventricular assist devices for conditions 
other than those medically necessary indications listed in the Policy section of this document.  Therefore, the policy 
statements are unchanged. 
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Update 2017:

A search of the peer-reviewed literature was performed for the period of November 2015 through October 2017.  
Findings in the recent literature do not change the conclusions on the use of ventricular assist devices for conditions 
other than those medically necessary indications listed in the Policy section of this document.  Therefore, the policy 
statements are unchanged.  

Update 2019:

A search of the peer-reviewed literature was performed from the period of November 2017 through 
November 2019.  Findings show, on May 2, 2018, the FDA issued a recall on Medtronic HeartWare®  
Ventricular Assist Device (HVAD system) due to interference to the electrical connection.  Interruption to 
the connection could potentially stop resulting in mild to serious events such as exacerbation of heart 
failure symptoms, mild weakness, dizziness, anxiety, nausea, loss of consciousness, or death.  The 
devices affected were manufactured and distributed from March 2006 to May 2018.  FDA product codes 
are 204 and 017.  In addition, a recall was issued on April 5, 2018, for Abbott HeartMate 3™ (LVAD) due 
to twisting of the outflow graft resulting in a persistent low flow alarm.  

Cross References to Related Policies and Procedures

Percutaneous Left Ventricular Assist Device (pLVAD), Medical Policy # 7.01.122 
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This policy statement relates only to the services or supplies described herein.  Coverage will 
vary from contract to contract and by line of business and should be verified before applying the 

terms of the policy.
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