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• From 2017-2020; N = 9958 ATAAD with 2748 (27%) malperfusion
• 30-D Mortality: Malperfusion higher mortality 26.8% vs 13.6%

Ann Thorac Surg 2025
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Catalano et al. Seminars Thor Cardiovasc Surg 2025
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AMDS Hybrid Stent: Device Description
PTFE felt graft component made of a 
PTFE felt tube is used to buttress and 
strengthen the aortic tissue in preparation to 
perform the conventional polyester graft to 
aorta anastomosis
Uncovered nitinol wire braided 
stent enables the stabilization of the 
dissection flap within aortic arch and 
descending aorta thereby stabilizing 
the structure of the aortic wall and 
promoting its healing
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Mode of Action

Prevent DANE

Stabilize the 
True Lumen

Arch Remodeling

Malperfusion Treatment + 
Distal Remodeling
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A Study Designed to Evaluate the Use 
of AMDS Hybrid Prosthesis to Treat 
Acute DeBakey Type I Aortic Dissections 
with Malperfusion

Pivotal IDE Study
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Peri-Operative Data
Total # Patients (n=93)

Operative Summary # %
Concomitant Procedure 79 84.9%

Root Repair or Replacement 35 37.6%
Aortic Valve Resuspension 34 36.6%

Valve Repair or Replacement 21 22.6%
CABG 5 5.4%
Other 24 25.8%

Guidewire Use 10 10.8%
Fluoroscopy Use 8 8.6%
Antegrade Cerebral Perfusion 43 46.2%
Retrograde Cerebral Perfusion 45 48.4%

Median
AMDS Deployment Time (mins) 4
Total AMDS Implantation Time (mins) 15
Circulatory Arrest Time (mins) 28
Lowest Core Temperature (deg C) 24.7
Time in ICU (days) 5
Time in Hospital (days) 11
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Results: Primary Endpoints

Total # Patients 
with DANE: 
0 (0%)

Primary 30-day 
Endpoint 
(Adjudicated)

Total # 
Patients 
(N=93)

%

All-cause mortality 9 9.7
New Disabling 
Stroke 11 11.8

New Onset Renal 
Failure Requiring 
Dialysis

18 19.4

Myocardial 
Infarction 0 0.0

9.7%
11.8%

19.4%

0.0%

28.0%

34.6%

20.9%
24.1%

10.5%

58.0%

All-Cause
Mort ality

New Disa bling
Stroke

Rena l Fai lure
Requ ir ing
Dialys is

Myocardia l
In farction

≥1 MAE

PERSEVERE Reference Cohort

p<0.0001*

p=0.0614
p=0.4348

p=0.0002*

P<0.0001*

Total # Patients 
with ≥ 1 MAE: 
26 (28%)

GOAL: 
< 40%

Total # Patients 
with DANE: 
0 (0%)

GOAL: 
< 10%
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Results:
Positive Aortic 
Remodeling
 (1-Year)
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5 Key Benefits of AMDS

1) Reduction in Major Adverse Events (MAE’s)
• At 30-days, AMDS significantly reduces MAE’s such as; mortality, new 

disabling stroke, and new renal failure requiring dialysis, compared to 
hemiarch alone.14

2) Prevention of DANE
• The stent supported cuff of the AMDS and expansion of the device from the arch distally, elevates and supports the 

intimal flap. This reduces tension on the intima, media, and the suture line, avoiding the formation of DANEs in the 
friable anastomosis.13, 14

3) Resolution of Malperfusion
• AMDS-induced expansion of the true lumen demonstrates over 95% resolution of vessel malperfusion.13

4) Promotes Positive Aortic Remodeling
• By avoiding DANE and stabilizing the true lumen, AMDS induces positive aortic remodeling, defined by 3 key 

measures13:
1) True Lumen Expansion
2) False Lumen Reduction
3) Total Aortic Diameter Stabilization

5) Ease of Use
• AMDS adds minimal time to the procedure without adding significant technical complexity.14

12

CLICK TO ADD TITLE

13


