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• Hemiarch repair is a Class I recommendation for the treatment of acute 
DeBakey type I (ADTI) dissection with a primary entry tear in the 
ascending aorta1

• Rates of early major adverse events (MAEs) are especially high in 
patients who present with malperfusion2:
o Mortality: 29 - 44%
o Stroke: 12 - 35%
o Renal Failure: 12 - 43%
o Myocardial Infarction: 7 - 15%

• In addition, distal anastomotic new entry tears (DANE) are observed 
in 25 – 70%3 of patients, which is a significant cause of continued false 
lumen patency, leading to aortic growth and reoperation

Outcomes in the Current Era
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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

Mode of Action

Prevent DANE

Stabilize the 
True Lumen

Arch Remodeling

Malperfusion Treatment + 
Distal Remodeling

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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• 74 (79.6%) Patients had clinical malperfusion
• 19 (20.4%) Patients had only radiographic malperfusion1

• 52 (55.9%) Patients had >1 anatomical malperfusion
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Pre-operative Malperfusion Summary

Cl in ica l  M alperfusion Radiographic M alperfusion O nly

32%

39%

52%

4%

53%

Baseline Malperfusion (1) Renal Malperfusion
(2) Peripheral Malperfusion

1Radiographic malperfusion defined as severe compression of true lumen with radiographic concern for 
compromised flow to distal aorta or end organs resulting in static and/or dynamic malperfusion.
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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 Disab ling
Stroke

Rena l Fail ure
Requ iri ng
Dialys is

Myocardial
Inf arction

≥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: Primary Endpoints
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Major Adverse Events and DANE in PERSEVERE vs. Reference Cohort*

3 0- Day s 3 1- Day s to  1 -Y ea r

Mortality through 1 year 
was <50% of the reference 

cohort

Minimal strokes, renal 
failure and MI observed 

after 30-days

0% DANE observed 
through 1-year

*NR= not reported
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Results:
Positive Aortic 
Remodeling
 (1-Year)

Results: Aortic Remodeling

Total aortic 
diameter remained 
stable  through 1-

year
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Results: Aortic Remodeling

False lumen 
thrombosis 

continued to 
improve between 
30-days to 1-year

• The 30-day composite demonstrates that the use of AMDS significantly 
reduces MAEs in the surgical treatment of ADTI patients complicated by 
malperfusion with 30- day mortality was 9.7%

• Mortality through 1-year was <50% of the reference cohort (20.5% vs 42.7%)

• 0% DANE was observed through 1-year

• There was limited new disabling stroke, renal failure requiring dialysis, and MI 
between 30-days and 1-year

• Unanticipated aortic reoperations occurred in only 4.3% of patients

• There is evidence of positive aortic remodeling with stabilization of the TAD, TL 
expansion, and FL thrombosis at 1-year

• AMDS is an effective adjunct to proximal aortic repair in ADTI patients with 
malperfusion

Conclusions
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