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DESCRIPTION: 

Irreversible electroporation (IRE) describes a process that uses application of brief, controlled, high-

voltage direct current impulses to create multiple holes in cell membranes. This process irreversibly 

damages the cell's homeostasis mechanism, leading to instant cell death. IRE is most frequently 

performed in the liver, kidney, lung, prostate, and pancreas, and is also being used to treat metastatic 

disease in the liver. 

The Nanoknife® Oncobionic System is a low-energy direct current thermal ablation system, which 

received initial Food and Drug Administration (FDA) 510K clearance in 2006, as a tissue ablation system 

indicated for surgical ablation of soft tissue, including cardiac and smooth muscle. Subsequent FDA 

clearance clarified the approved indications to "the surgical ablation of soft tissue”. It has not received 

clearance for the therapy or treatment of any specific disease or condition. 

POSITION STATEMENT: 

Irreversible electroporation (IRE), including the use of the NanoKnife® system, is considered 

experimental or investigational for all indications, including, but not limited to, ablation of soft tissue or 

of solid organs, such as the liver and pancreas. 

There is insufficient clinical peer reviewed literature demonstrating the safety, efficacy, and the effects 

of  irreversible electroporation (IRE), on long-term health outcomes. 



BILLING/CODING INFORMATION: 

CPT Coding 

0600T Ablation, irreversible electroporation; 1 or more tumors per organ, including imaging 

guidance, when performed, percutaneous (Investigational) 

0601T Ablation, irreversible electroporation; 1 or more tumors per organ, including fluoroscopic 

and ultrasound guidance, when performed, open (Investigational) 

REIMBURSEMENT INFORMATION: 

Refer to section entitled POSITION STATEMENT. 

PROGRAM EXCEPTIONS: 

Federal Employee Program (FEP): Follow FEP guidelines. 

State Account Organization (SAO): Follow SAO guidelines. 

Medicare Advantage products: No National Coverage Determination (NCD) and/or Local Coverage 

Determination (LCD) were found at the time of the last guideline review date. 

DEFINITIONS: 

Electroporation: a cell is subjected to a powerful electrical field using high-voltage direct current (up to 

3 kV); this creates multiple holes in the cell membrane and irreversibly damages the cell's homeostasis 

mechanism, leading to instant cell death. 

RELATED GUIDELINES: 

Radiofrequency Ablation of Liver Tumors, 02-40000-23 

Radiofrequency Ablation of Solid Tumors Other Than Liver Tumors, 02-99221-13 

OTHER: 

Index terms: 

Note: The use of specific product names is illustrative only. It is not intended to be a recommendation of 

one product over another, and is not intended to represent a complete listing of all products available. 

IRE 

NanoKnife® 

Oncobionic System 

Soft tissue ablation 
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GUIDELINE UPDATE INFORMATION: 

02/15/16 New Medical Coverage Guideline. 

03/15/17 Scheduled review. Maintained position statement. Updated references. 

03/15/18 Scheduled review. Position statement maintained; updated references. 

04/15/19 Scheduled review. Position statement maintained; updated references. 

04/15/20 Scheduled review. Maintained position statement and updated references. 
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