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Aortic Aneurysms Have Two Treatment Options: 
Open Surgical and Endovascular Aneurysm Repair 



Endovascular Aneurysm Repair (EVAR):  
Now Most Common Procedure for Aortic Aneurysm Repair in US 

3 



EVAR Has Higher Complications than Open Aneurysm Repair: 
EVAR-1 & DREAM Trials 
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Most EVAR Complications at Proximal Neck of Aneurysm 



Heli-FX System Designed to Treat Neck Issues: 
Unique Instruments Navigate & Implant the Heli-FX System 
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Heli-FX System 510(k) Cleared as Medical Device:  
Indicated for Use in Variety of Commercial Endografts 
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Despite Being a New Technology, Heli-FX Usage Growing 
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STAPLE-2 IDE: Positive Outcomes in Short Necks 
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STAPLE-2: Heli-FX Yields Best Aneurysm Regression,  
Despite High Prevalence of Hostile Proximal Neck 
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ANCHOR Post-Market Registry: 
Large, Prospective, Real World, US/EU Study 
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ANCHOR Registry: 
Highly Favorable Results in Difficult to Treat Population 
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ANCHOR Registry – EndoAnchor Usage 
Add-on to EVAR and as Stand-Alone 
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The EndoAnchoring Procedure 
 

Heli-FX 



Heli-FX Procedure Duration: Varies with # of Anchors, 
Complexity of Anatomy, Difficulty of Procedure 



Heli-FX Procedure Requires Advanced Planning 



Heli-FX Procedure: Preparation (Pre-Insertion) 



Heli-FX Procedure:  
Guide Inserted & Positioned, Applier Inserted & Advanced  



Heli-FX Procedure: Positioning & Implantation 
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Heli-FX Procedure Fluoroscopic View 
Adjunct to Primary EVAR 
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Heli-FX Clinical Scenarios Vary According to Patient Need:  
Six Procedural Applications 
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Heli-FX Shown as Stand Alone Procedure in AAA 



Heli-FX Shown as Stand Alone Procedure in AAA 
Revision Case with Type 1a Endoleak 



Heli-FX Shown as Add-On Procedure in AAA 



Heli-FX Shown as Stand Alone Procedure in TAA 



Heli-FX Shown as Stand Alone Procedure in TAA: 
Primary TEVAR – Short Proximal / Distal Necks 
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Heli-FX Shown as Add-On Procedure in TAA 



Coding 
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Coding Issue 

There no ICD9-CM and ICD10-PCS codes to describe the placement 
and implantation of the Heli-FX Stand-alone and Add-on procedures 
during EVAR and TEVAR 



• NTAP Application is under consideration for FY2015 

• Cleared by the FDA as a Medical Device to repair and prevent endograft complications 
in the abdominal and thoracic aorta 

• Distinct procedure with its own beginning, middle & end from that of the endovascular 
graft procedure  

• Use of distinct instruments are required for the deployment of the Heli-FX System 
– Cassette and Heli-FX EndoAnchors  
– Deflectable Guide and Obturator 
– Heli-FX Applier 

• Requires additional operating room time (excluding pre-planning time) of (30) minutes 
during EVAR and (45) minutes during TEVAR for the surgeon to implant 5-6 Heli-FX 
EndoAnchors into the wall of the abdominal or thoracic aorta 
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Rationale for new Heli-FX Procedure ICD10-PCS Codes  



FDA Classification 
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Rationale for new Heli-FX Procedure ICD10-PCS Codes  
(cont’d) 

• Versatile because the Heli-FX system can be used with most commercially 
available endografts in an Adjunctive or Stand-alone manner 

• Need to distinguish and capture the Heli-FX Stand-alone and Add-on 
procedures 

• There are no distinct ICD9-CM codes for Heli-FX Stand-alone and Add-on 
procedures, therefore conversion into ICD10-PCS using GEM mapping is 
not possible 

• Heli-FX is a new technology and as a result; 

– No comparable ICD9-CM, ICD10-PCS codes exist because there is no 
other FDA approved implantable device which serves the same function 
as the Heli-FX System 
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Heli-FX Procedure ICD10-PCS Proposal 
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Thank you 

 
Q & A 


	ICD10-PCS Coding Proposal for �Aptus® Heli-FXTM Procedure��Bart Edward Muhs, MD, PhD�Assoc. Professor of Surgery (Vascular)�Co-Director, Endovascular Program�Yale School of Medicine, New Haven CT��Kathy Smith, CPC �Sr Coding & Reimbursement Analyst, Sue Rowinski Group LLC�
	Aortic Aneurysms Have Two Treatment Options:�Open Surgical and Endovascular Aneurysm Repair
	Endovascular Aneurysm Repair (EVAR): �Now Most Common Procedure for Aortic Aneurysm Repair in US
	EVAR Has Higher Complications than Open Aneurysm Repair:�EVAR-1 & DREAM Trials
	Most EVAR Complications at Proximal Neck of Aneurysm
	Heli-FX System Designed to Treat Neck Issues:�Unique Instruments Navigate & Implant the Heli-FX System
	Heli-FX System 510(k) Cleared as Medical Device: �Indicated for Use in Variety of Commercial Endografts
	Despite Being a New Technology, Heli-FX Usage Growing
	STAPLE-2 IDE: Positive Outcomes in Short Necks
	STAPLE-2: Heli-FX Yields Best Aneurysm Regression, �Despite High Prevalence of Hostile Proximal Neck
	ANCHOR Post-Market Registry:�Large, Prospective, Real World, US/EU Study
	ANCHOR Registry:�Highly Favorable Results in Difficult to Treat Population
	ANCHOR Registry – EndoAnchor Usage�Add-on to EVAR and as Stand-Alone
	The EndoAnchoring Procedure�
	Heli-FX Procedure Duration: Varies with # of Anchors, Complexity of Anatomy, Difficulty of Procedure
	Heli-FX Procedure Requires Advanced Planning
	Heli-FX Procedure: Preparation (Pre-Insertion)
	Heli-FX Procedure: �Guide Inserted & Positioned, Applier Inserted & Advanced 
	Heli-FX Procedure: Positioning & Implantation
	Heli-FX Procedure Fluoroscopic View�Adjunct to Primary EVAR
	Heli-FX Clinical Scenarios Vary According to Patient Need: �Six Procedural Applications�
	Heli-FX Shown as Stand Alone Procedure in AAA
	Heli-FX Shown as Stand Alone Procedure in AAA�Revision Case with Type 1a Endoleak
	Heli-FX Shown as Add-On Procedure in AAA
	Heli-FX Shown as Stand Alone Procedure in TAA
	Heli-FX Shown as Stand Alone Procedure in TAA:�Primary TEVAR – Short Proximal / Distal Necks
	Heli-FX Shown as Add-On Procedure in TAA
	Coding
	Coding Issue
	Rationale for new Heli-FX Procedure ICD10-PCS Codes 
	Rationale for new Heli-FX Procedure ICD10-PCS Codes �(cont’d)
	Heli-FX Procedure ICD10-PCS Proposal
	ICD10-PCS Coding Proposal for �Aptus® Heli-FXTM Procedure��Thank you��Q & A

