
11/22/24

1

Neuroguard 3-In-1 Carotid Stent System (Contego 
Medical) With Integrated Balloon, Stent And Distal 

Filter: Trial Results And Advantages Including 
Preventing Particulate Emboli Released During 

Presumed Flow Reversal Protected CAS From 
Reaching The Brain (Or Distal Filter)
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Vascular Surgery
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Neuroguard IEP
 Carotid Stent

3-in-1 system with Carotid Stent, EPD, and Post Dilation 
Balloon
Hybrid stent design with high radial force and excellent 
flexibility
Asymmetrical tapered nitinol stent design with flared ends 

Performance II Trial
30 Day and 1 Year Outcomes

Performance II Trial
2 Year Outcomes New Data in Context
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PERFORMANCE III IDE Study
Neuroguard IEP® Direct Access

Objective To evaluate the safety and effectiveness of direct carotid access using the Neuroguard IEP® Direct 
Access System in subjects at elevated risk for adverse events following carotid endarterectomy (CEA).

Study Design A prospective, multi-center, single-arm study at up to 30 sites

Patient 
Population

Symptomatic and asymptomatic patients requiring carotid revascularization who are at high risk for 
complications from carotid endarterectomy (CEA)

Sample Size Approximately 229 subjects; up to 80 lead in subjects and 149 pivotal subjects

Primary 
Endpoint

Composite 30-day rate of Major Adverse Events (MAE), defined as the cumulative incidence of all stroke, 
myocardial infarction (MI) or death within 30 days of the index procedure 

Principal 
Investigators Sean Lyden, MD; D. Christopher Metzger, MD; 

Neuroguard Direct Carotid Stent System
Same as the TF Carotid Stent System,

 but Shorter Catheter

70 Cm Working Catheter 
Length

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

Neuroguard Direct Access Kit 

Micro-Introducer Kit, 8F Sheath, Dilator, Stabilizer, 2x 0.038” 
GWs

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

NEUROGUARD DIRECT 
ACCESS KIT

1. 8F Arterial Sheath and 
Stiffening Dilator

2. Sheath Stabilizer with 
locking feature

3. Flow Redirection 
System 

4. 0.038” Guidewires (2)
5. 0.014” Guidewire and 

wire insertion tool 
6. Micro-Introducer Kit 

and Hemostatic Valve 
Adaptor

FLOW REDIRECTION 
SYSTEM

with Tubing, Blood 
Collection Bag and 

High/Low/Off Flow Dial
NO VENOUS ACCESS

Neuroguard IEP Direct 
System

Integrated filter = double protection (40-micron filter and flow reversal)

Integrated angioplasty balloon for stent post-dilation = fewer procedural steps

Closed cell stent with optimized flexibility and radial strength

No venous access

Flexible sheath with pre-formed curve, 8F ID and 9.5 F OD

Advantages of Neuroguard IEP Direct System

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

Symptomatic RICA treatment in 
PERFORMANCE III

RICA, Symptomatic

8F Sheath Insertion Flow Controller Pre-Procedure Angiogram

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

Direct Carotid Placement of
 8-6-7 x 40 mm Neuroguard stent

Neuroguard InsertionPre-Dilation
4mm x 20mm 

Neuroguard Deployment
8-6-7 x 40mm 

Post Dilation 

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

Final Result
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Neuroguard IEP Direct - 
Debris in Filter - P3 Case

Debris in Filter

CAUTION. Investigational device. Lim ited to Federal (or United States) law  to investigational use.

Conclusions

• Neuroguard IEP lowest stroke rate 
• 30 Day Stroke per protocol

• 0% major
• 0.98% minor

• Day 31 to 1 year
• 0% major
• 0.37% minor

• 2 year CD-TLR 0.4%, ISR 3.4%

• Performance 3 Eval Direct Access underway


