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Endograft-induced Anatomical Distortion
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2. CONFORTA Registry
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CONFORTA Study

Clinical study to evaluate the safety, efficacy, resource
utilization and costs associated with the use of the GORE®
TAG® Conformable Thoracic Stent Graft with ACTIVE
CONTROL system FOR patients with descending Thoracic
Aortic pathologies (CONFORTA)
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Study design

» Prospective, multicenter, non-randomized clinical study in
patients presenting acute or chronic thoracic aortic pathologies.
+ PI: V. Riambau and S. Trimarchi
+ Planned number of patients: A total of 200 patients with a
complete 3year f-u
» Number of Sites Study centers:
20 study centers in 2 European countries (15 Italians and 5
Spanish). A subgroup of 5 centers will be selected for the micro-
costing analysis (4 in Italy and one in Barcelona)
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CONFORTA Enpoints

Primary Endpoints
o Freedom from aorta-related mortality
« Delivery and deployment success evaluation:
o Overall rate of vascular access complications
o Rate of deployment system difficulties or failures
o Rate of angulation tool usage
o Rate of arterial pressure reduction manoeuvre

Secondary endpoints
o Micro-costing analysis (Direct Hospital Cost)
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Patient demographics

(N=175)**

Atherosclerotic Aneurysm 86 (49.14%)
Aortic Dissection 78 (44.57%)
Traumatic lesions 8 (4.57%)
Pseudoaneurysm 3 (1.71%)
* Acute 8%
** patient enrolment began in July 2020
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Patient demographics
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Mean (SD) 73.47 (6.65) &3 &855 60.06 (20.04) &%
Gender

Female 23 (26.74%) 20 (25.64%) 1 (12.50%) 2 (66.67%) (26‘.‘)?9%
Male 63 (73.26%) 58 (74.36%) 7 (87.50%) 1(33.33%) @ 31_:791 -
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3. Preliminary Results
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Procedure details

*68.6% Percutaneous Access
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Atheroscleroti Aorti Traumatic doaneurys
aneurysm dissection I n (
(N=86) (N=78) (N=8) (

Use of angulation tool

No 67 (77.91%) @3%%%) 5 (62.50%) 1(33.33%) (743%)
Yes 19 (22.09%) (25.5‘2%) (37.?0%) 2(66.67%) (zs.ﬁ%)
Access site complications*

No 83 (96.51%) (©0745%) 8(100.0%) 3 (100.0%) o7 1{%%)
Yes 3(3.49%) 2.35‘/:0 > - z.sss‘/n)
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Procedure details

Athergsclerot " 3
c _Aortic Traumatic Pseudoaneurys
aneurys; dissection lesions Joral
N=78 N=8 (N=175)

ﬁnduged 3
ypotension
No  48(55.81%) 46 (59.74%) 4(50.00%) 2 (66.67%) 100 (57.47%)
Yes 38 (44.19%) 31 (40.26%) 4 (50.00%) 1(33.33%) 74 (42.53%)
Bl
conh'om nre”iﬁ‘erg
Pharmacologica) 75 (91.46%) 62 (83.78%) 8 (100.0%) 2 (66.67%) 147 (88.02%)
Rapid pacing 7 ( 8.54%) 12 (16.22%) 1(33.33%) 20 (11.98%)
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Procedure details

Atheroscler

i Aortic Traum. Pseudoaneur| —
L Gl
contomaghitty-
alignment
Excellent 83 (96.51%) PERI)|  SEPEH)  3EnE)
tent- ft
deploysmee'r'ltfglaacement
Excellent 83 (96.51%) 73(93.59%)  7(8750%) 2 (66.67%)

Clinical success

86 (100.0%) 77 (98.72%) 8 (100.0%) 3 (100.0%)
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30-day all-cause mortality
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2 Acte respiratory failure
3 Systemic inflammatory response
‘syndrome
4 Ischemic stroke
10 Cardiac failure.
5 Septic shock
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i i 1 year F-u
Reinterventions @ 12 months Freedom from Reintervention

Additional Thoracic endografting 5 B TE
Thrombectomy 3 A i
Candy plug and embolization 3 A i. Pseudoaneurysm and Trauma 100%
Additional stenting 3 i o o
Open Conversion 1
Iliac PTA 1
Total 16(9.14% -
)
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. . CONFORTA Case example # 1
Micro-costing

Analysis of 77 patients (75.3% men, average age 70, 53.5% standard TEVAR)
53 yo male

No Adverse Event With Adverse Event

Past Medical
History
~  Dislipidemia
~ Hypertesion
~ Cronic Kidney

Disease
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CONFORTA Case example # 2 CONFORTA Case example #2

80-year-old female

Personal pathological
history:

« Paroxysmal AF (April-20).
« Transient Zschemic Attack
« Giant cell arteritis

« Chronic kidney disease.

Surgical history
« Right mastectomy 1990 for

. breast cancer . .
Contained rup%ured focal dissection
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1 Month after procedure
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Summary
I” dex « Initial results from CONFORTA show:

+ Excellent Conformability and Deployment accuracy >94%
+ Clinical Success 99.43%
» Low Access complication rate 2.9%
+ Use of angulation tool in 25.7%
+ Induced Hypotension in 42.53% ( Rapid pacing 12%)
« At 1-year F-u:
« FF Aorta-related Mortality 98.2%
4.Summary « FF Reintervention 90.5%
In addition, CONFORTA offers the first micro-costing analysis for TEVAR, in
which materials account for more than 80% of the direct cost of the
procedure, and any SAE can increase the overall hospital cost by more than
50%.
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