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The INCRAFT ® Endoprosthesis 

   

 Modular Trifab system 

 Polyester graft fabric 

 Electropolished Nitinol stents 

 Active suprarenal fixation barbs 

 Limbs are flexible with 2-3 cm 

    In-Situ length adjustment that  

    allows accurate distal landing. 

Caution : Investigational Device / Limited by United States Law to Investigational Use 

Not commercially available _ No Regulatory approval yet in US, Europe or Japan 



The INCRAFT ® Endoprosthesis 

                 Modular Integrity In Vitro Testing 

 

        Fabric Crimps 

       Point Stiches 
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INCRAFT ® Delivery System 

Integrated 

Sheath 

Low Profile (14 Fr) and Flexible Delivery System 

with an Integrated Braided Sheath 

Caution : Investigational Device / Limited by United States Law to Investigational Use 

Not commercially available _ No Regulatory approval yet in US, Europe or Japan 



Potential Benefits of Lower Profile 

 

1. Easier delivery 

2. Navigates tortuous vessels better 

3. Usable in smaller calcified iliac vessels 

4. Less iliac injuries 

5. More Applicable to women 

6. Makes more patients candidates for EVAR 

7. Safer and easier percutaneous access 
 



ND:Tortuous Iliacs 

14 Fr  

  

Easy  

Navigation 



Allows for Slow, Deliberate, and Accurate  

Proximal Deployment 

INCRAFT ® Deployment System 

In Straight Necks 

Caution : Investigational Device / Limited by United States Law to Investigational Use 

Not commercially available _ No Regulatory approval yet in US, Europe or Japan 



Allows for Slow, Deliberate, and Accurate  

Proximal Deployment 

INCRAFT ® Deployment System 

in somewhat Angulated Necks 

Caution : Investigational Device / Limited by United States Law to Investigational Use 

Not commercially available _ No Regulatory approval yet in US, Europe or Japan 



INCRAFT ® Deployment System 

Caution : Investigational Device / Limited by United States Law to Investigational Use 

Not commercially available _ No Regulatory approval yet in US, Europe or Japan 

Allows for Slow, Deliberate, and Accurate  

Proximal Deployment 

And in Uneven Necks 



The INSPIRATION Regulatory Study 

 1st Study to run in Japan and US simultaneously and 

satisfies the requirements of both regulatory agencies 

 

      Michel Makaroun Co-PI                      Tak Ohki Co-PI 



The INSPIRATION Regulatory Study 

 Enrolment: July 2012 to Aug 2013 

 190 patients:  

 134 from US  

 56   from Japan 

 32 sites 

 27 US 

 5 Japan 

 All Imaging reviewed by a Core Lab (M2S) 

 Clinical Events Committee (CEC) with 3 Independent 

members adjudicates all untoward events 

 Control: Lifeline Registry Open Surgical Group 

 



Selected Inclusion Criteria 

 AAA ≥ 5 cm 

 Neck length ≥ 10 mm 

 Neck angulation ≤ 60 degrees 

 Iliac Fixation length ≥ 15 mm 

 Iliac access ≥ 5 mm 

Primary Endpoints 

 Safety Endpoint: MAE rate @ 30 days 

 Effectiveness Endpoint: Composite of Technical and 

Clinical Success of AAA Rx @ 1 year 

The INSPIRATION Regulatory Study 



Illustrative cases 

ES / 72 year old woman 

ES: First patient enrolled at UPMC, Pittsburgh 



1 month       6 months  1 year 

60 x 61 mm                45 x 52 mm                 33 x 45 mm 

No endoleaks  

Illustrative cases 

ES / 72 year old woman 



Illustrative cases 

GR / 79 year old woman 

             Severe Iliac Disease 

 

 

4.4 mm   External Iliacs      3.1 mm  

6 M 6 M 

 

With >50% of patients with iliac access < 7 mm  

No iliac ruptures or significant injuries reported 

 
 



Demographics 

Age Mean (years) ± SD 73.8 ± 8.0 

Gender Male 90% (171/190) 

Co-Morbidities Coronary Artery Disease 40.5% 

History of MI 18.4% 

Hypertension 77.9% 

Peripheral Arterial Disease 14.7% 

Diabetes Mellitus  25.3% 

COPD 26.8% 

Renal Insufficiency (cr >1.5mg/dL) 5.3% 

Current Smokers 20% 

The INSPIRATION Regulatory Study 



Procedure 

AAA Size (mm) Mean ± SD 54.9 ± 6.9  

Local Anesthesia % 41% 

Totally Percutaneous % 63% 

Duration (min) Mean ± SD 103.2 ± 42.7 

Blood loss > 500 ml % 5.8% 

Hospital Stay (days) Mean ± SD 2.69 ± 2.89 

The INSPIRATION Regulatory Study 

Japan 

US 

5.55 days 

1.49 days 

**Preliminary results. Final outcomes being audited. 

Successful Deployment 100% (190/190) 

Repositioning in 1 patient / Inadvertent coverage of 1 internal iliac in 1 patient 



30 Day Results**  

 Mortality     0.5% (1/190) 

 Major Adverse Event (MAE) 3.1% (6/190) 

 Myocardial Infarction   0.5% (1/190) 

 Renal Failure    0.0% (0/190) 

 Respiratory Failure   0.0% (0/190) 

 Stroke     0.5% (1/190) 

 Bowel Ischemia    0.0% (0/190) 

 Procedural Blood Loss  ≥ 1000cc 2.1% (4/190) 

 No Limb occlusions in the first 30 days 

The INSPIRATION Regulatory Study 

**Preliminary results. Final outcomes being audited. 



Imaging Follow-up 

 

 Schedule: 1, 6 and 12 months. Yearly thereafter. 

 CT with and without contrast  

 4 views Abdominal X-rays 

 

 All imaging reviewed by Core lab 

 

 Patients with elevated Cr had non contrast CT with 

ultrasound duplex or MRA 

 

The INSPIRATION Regulatory Study 



Imaging: Endoleaks during Follow-up (site Reported) 

Endoleaks 1 Month 6 Months 1 year 

N=189 N=157 N=67 

Type I 0.0% (0) 0.0% (0) 2.9% (2) 

Type II 27.5% (52) 21.0% (33) 13.4% (9) 

Type III 0.0% (0) 0.0% (0) 0.0% (0) 

Indeterminate 0.0% (0) 0.0% (0) 0.0% (0) 

ANY endoleak  27.5% (52) 21.0% (33) 16.3% (11) 

The INSPIRATION Regulatory Study 

**Preliminary results. Final outcomes being audited. 



Imaging: Size Changes 

 

Size Changes ≥ 5mm considered significant 

1 Month   58 x 64 mm              1 year    51 x 56 mm   

The INSPIRATION Regulatory Study 

NC second patient enrolled at UPMC, Pittsburgh 



Imaging: Size Changes  (Core Lab) 

6 Month 1 Year 

N=116 N=37 

 ≥ 5mm diameter 

Decrease 24% (28) 38% (14) 

 ≥ 5 mm diameter 

Increase 0% (0) 0% (0) 

No Change 76% (88)  62% (23) 

The INSPIRATION Regulatory Study 

**Preliminary results. Final outcomes being audited. 



Follow-up after 30 days 

 

 No Fractures 

 No Migration 

 No Ruptures 

 No aneurysm Related Mortality 

 Two Conversions to Open Repair, one  for 

“embolization to Popliteal artery at 6 months” 

 7 Limb Thromboses associated with anatomic 

restrictive factors 

The INSPIRATION Regulatory Study 

**Preliminary results. Final outcomes being audited. 



Follow-up after 30 days 

 

 14 Re-Interventions in 13 patients 

 6 Open including 2 Explantations 

 8 Endovascular 

 

 1 for Endoleak 

 Rest for Limb Thrombosis or Stenosis of Native 

Arteries or graft limb 

 

 

The INSPIRATION Regulatory Study 

**Preliminary results. Final outcomes being audited. 



The INNOVATION   EU Regulatory Study 

Study Design 
 
 
 
 

Objective 

• FIH, multi-center prospective, open label, non-randomized 
investigation of INCRAFT in subjects with AAA.  

• 60 patients have been included in 6 German 
and Italian centers 

 

• To assess the technical success and safety of the Cordis 
INCRAFT™ Stent Graft System in subjects with AAA 

Primary Endpoints • Successful deployment at desired location and absence of 
Endoleaks (I, III or IV) post-procedure 

• Absence of Endoleaks and device or  procedure related major 
adverse events (MAE) at 30 days  

discharge  1m        3m         6m       annually out to 5 yrs 

AE assessment 
CT scan and X-ray 

QOL questionnaire  

Follow- up 



The INNOVATION   EU Regulatory Study 

Investigators Study Sites Patients 

Prof. D. Scheinert  

A. Schmidt 
Leipzig, Germany 10 

Prof. G.Torsello Münster, Germany 17 

Prof J. Brunkwall Köln, Germany 4 

Prof. G. Coppi Modena, Italy 7 

Prof. C. Pratesi Firenze, Italy 14 

Prof. R. Chiesa Milano, Italy 8 

Total 60 



The INNOVATION   EU Regulatory Study 

Operative  

 

30 days  

(58/60) 

1 Year 

(56/60) 

Successful deployment  98.3% NA NA 

Freedom from Endoleak 

Type I 

Type III 

Type IV 

               

98.3%* 

100% 

93.3%                 

 

96.6%† 

100% 

100% 

 

100% 

100% 

NA 

Stent Graft Patency 100% 100% 100% 

Freedom from Migrations NA 100% 100% 

Freedom from Fracture NA 100% 100% 

Freedom from Sac Enlargement NA 100% 100% 

Freedom from MAE  100% 100% 98.2%‡ 



Summary and Conclusions 

 

 The Incraft ® is a low profile device that allows In-Situ 

limb length adjustments and safe use in patients with 

small external iliac arteries 

 

 The INSPIRATION trial is the first regulatory device 

trial conducted simultaneously in the US and Japan 

 

 Early Results so far are encouraging ! 

The INSPIRATION Regulatory Study 



 


