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Death from any cause @ 24 mos
50 7% td th 30 7% TAVI50.7% std therapy vs 30.7% TAVI

Δ at 1y 20% NNT 5Δ at 1y 20% NNT 5

Cardiovascular Death @ 24 mosCardiovascular Death @ 24 mos
44.6% std therapy vs 20.5% TAVI

Δ at 1y 24.1% NNT 4.1
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Cribier Cribier –– Early TAVI ExperienceEarly TAVI Experience
P d l R lt ( 16)P d l R lt ( 16)Procedural Results (n=16)Procedural Results (n=16)
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POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
M G di t d EOA (E h )M G di t d EOA (E h )Mean Gradients and EOA (Echo)Mean Gradients and EOA (Echo)
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POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
P ti t Ch t i ti (TA TF)P ti t Ch t i ti (TA TF)Patient Characteristics (TA vs. TF)Patient Characteristics (TA vs. TF)
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POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
3030 D M t lit (D M t lit ( E SCOREE SCORE))3030--Day Mortality (vs. Day Mortality (vs. EuroSCOREEuroSCORE))
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POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
2424 M th M t lit (M th M t lit ( E SCOREE SCORE))2424--Months Mortality (vs. Months Mortality (vs. EuroSCOREEuroSCORE))
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POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
22 Y M t litY M t lit22--Yr MortalityYr Mortality
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SOURCE Registry MethodsSOURCE Registry Methods

3434 C tC t I iti ll P ti i ti iI iti ll P ti i ti i34 34 CentresCentres Initially Participating in Initially Participating in 
Commercial LaunchCommercial Launch

1123 patients1123 patients

Included:Included:Excluded:Excluded: Included:Included:
32 32 centrescentres

1038 patients1038 patients
2 2 CentresCentres / 85 patients/ 85 patients

•• Unable to obtain Ethic Unable to obtain Ethic CteCte approvalapproval
•• Unable to secure administrative supportUnable to secure administrative support
•• One missing patient due to admin. errorOne missing patient due to admin. errorg pg p

AND

100% procedure data100% procedure data
All consecutively enrolledAll consecutively enrolled

98% complete 98% complete 
followfollow--upup
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SOURCE RegistrySOURCE Registry
Preliminary dataPreliminary data

TF TF 
( 463)( 463)

TA TA 
( 575)( 575) PP ll

Preliminary dataPreliminary data

(n=463)(n=463) (n=575)(n=575) PP--valuevalue
Age (yrs)Age (yrs) 81.781.7 80.780.7 NSNS

FemaleFemale 55.2%55.2% 56%56% NSNS
Pulmonary DiseasePulmonary Disease 25.4%  25.4%  29.4%29.4% NSNS

Renal FailureRenal Failure 26.3%26.3% 32.9%32.9% 0.0240.024

Logistic EuroSCORELogistic EuroSCORE 25.725.7 29.229.2 <0.005<0.005

Peripheral Vascular DiseasePeripheral Vascular Disease 10.9%10.9% 27.5%27.5% <0.001<0.001

Carotid Artery Stenosis (>50%) Carotid Artery Stenosis (>50%) 7.6%7.6% 17.1%17.1% <0.001<0.001

Incidence of CADIncidence of CAD 47.4%47.4% 56.0%56.0% <0.006<0.006

Porcelain AortaPorcelain Aorta 4 6%4 6% 11 5%11 5% <0 001<0 001Porcelain AortaPorcelain Aorta 4.6%4.6% 11.5%11.5% <0.001<0.001

Prior CABGPrior CABG 17.6%17.6% 26.9%26.9% <0.001<0.001

Mitral Valve DiseaseMitral Valve Disease 16.1%16.1% 32.8%32.8% <0.001<0.001
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SOURCE RegistrySOURCE Registry
Preliminary dataPreliminary data

TF (n=459)TF (n=459) TA (n=571)TA (n=571)
30 day30 day 93.7%93.7% 89.7%89.7%

Preliminary dataPreliminary data

EuroSCORE <20EuroSCORE <20 94.6%94.6%
(Mean 12.5)(Mean 12.5)

93.4%93.4%
(Mean 12.4)(Mean 12.4)

EuroSCORE >20EuroSCORE >20 93.3%93.3% 88.1%88.1%
(Mean 33.7)(Mean 33.7) (Mean 36.3)(Mean 36.3)

30 Day All Cause Mortality - TF  Approach
Stratified by Logistic EuroSCORE

30 Day All Cause Mortality - TA  Approach
Stratified by Logistic EuroSCORE
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SOURCE RegistrySOURCE Registry
Preliminary dataPreliminary data Procedure Complications <30 dayProcedure Complications <30 day

TF (n=463) TA (n=575) Total (n=1038)
Acute procedure 436/95 6% 523/92 9% 959/94 1%

Preliminary data Preliminary data –– Procedure Complications <30 dayProcedure Complications <30 day

Acute procedure 
success

436/95.6%
n=456

523/92.9%
n=563

959/94.1%
n=1019

Device Success* 428/92.4% 522/90.8% 950/91.5%Device Success 428/92.4% 522/90.8% 950/91.5%

Conversion to sAVR 8/1.7% 20/3.5% 28/2.7%

AR >+2 15 (3.2%) 34 (5.9%) 49 (4.7%)

Valve Migration 0 (0 0%) 3(0 5%) 3(0 3%)Valve Migration 0 (0.0%) 3(0.5%) 3(0.3%)

Valve Malposition 8 (1.7%) 8 (1.4%) 16(1.5%)

Coronary 
Obstruction

3 (0.7%) 3 (0.5%) 6 (0.6%)

*Device success is a composite including AR <2+ and only 1 valve

Ospedale Ferrarotto

Università di Catania Courtesy of Edwards Courtesy of Edwards LifesciencesLifesciences Inc.Inc.

Device success is a composite including AR <2+ and only 1 valve



SOURCE RegistrySOURCE Registry
Preliminary dataPreliminary data Major Complications <30 dayMajor Complications <30 dayPreliminary data Preliminary data –– Major Complications <30 dayMajor Complications <30 day

TF (n=463) TA (n=575) Total (n=1038)
Death 29 (6.3%) 59 (10.3%) 88 (8.5%)

Stroke 11 (2.4%) 16 (2.6%) 27 (2.5%)

Renal Failure 23 (5 0%) 69 (11 7%) 92 (8 7%)Renal Failure 
Requiring 
Dialysis

23 (5.0%) 69 (11.7%) 92 (8.7%)

Permanent 31 (6 7%) 42 (7 3%) 73 (7 0%)Permanent 
Pacemaker

31 (6.7%) 42 (7.3%) 73 (7.0%)

Ospedale Ferrarotto
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TAVI Experience up to 2010TAVI Experience up to 2010

30 day results of The SOURCE Registry:30 day results of The SOURCE Registry:30 day results of The SOURCE Registry:30 day results of The SOURCE Registry:
A European Registry of Transcatheter Aortic A European Registry of Transcatheter Aortic 

Valve Implantation using theValve Implantation using the
A European Registry of Transcatheter Aortic A European Registry of Transcatheter Aortic 

Valve Implantation using theValve Implantation using theValve Implantation using the Valve Implantation using the 
Edwards SAPIEN™ Transcatheter Heart ValveEdwards SAPIEN™ Transcatheter Heart Valve

Valve Implantation using the Valve Implantation using the 
Edwards SAPIEN™ Transcatheter Heart ValveEdwards SAPIEN™ Transcatheter Heart Valve

Martyn Thomas, MD , Gerhard Schymik, MD, Thomas Walther, MD, Dominique Martyn Thomas, MD , Gerhard Schymik, MD, Thomas Walther, MD, Dominique y y qy y q

Himbert, MD, Thierry Lefèvre, MD, Hendrik Treede, MD, Holger Eggebrecht, MD, Himbert, MD, Thierry Lefèvre, MD, Hendrik Treede, MD, Holger Eggebrecht, MD, 

P l R bi MD I Mi h MD Rüdi L MD d Ol f W dlP l R bi MD I Mi h MD Rüdi L MD d Ol f W dlPaolo Rubino, MD, Iassen Michev, MD, Rüdiger Lange, MD and Olaf Wendler, Paolo Rubino, MD, Iassen Michev, MD, Rüdiger Lange, MD and Olaf Wendler, 

MD on behalf of the SOURCE investigatorsMD on behalf of the SOURCE investigators
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Thomas M et al. Circulation 2010;122:00-00



Inside the SOURCE RegistryInside the SOURCE Registry
 Consecutive case multiConsecutive case multi--center registry (no core labs,center registry (no core labs,
 MD event adjudication)MD event adjudication) MD event adjudication)MD event adjudication)
 Cohort 1 = 32 centers, 1,038 pts; TA 575 pts (55%), TF 463 pts Cohort 1 = 32 centers, 1,038 pts; TA 575 pts (55%), TF 463 pts 

(45%)(45%)(45%)(45%)
 Baseline risks greater for TA pts; Logistic EuroSCORE 29.1% TA Baseline risks greater for TA pts; Logistic EuroSCORE 29.1% TA 

s 25 7% TF (P<0 001) TA pts ith more PVD CAD carotids 25 7% TF (P<0 001) TA pts ith more PVD CAD carotidvs. 25.7% TF (P<0.001); TA pts with more PVD, CAD, carotid vs. 25.7% TF (P<0.001); TA pts with more PVD, CAD, carotid 
disease, prior CABG, porcelain Ao, mitral valve disease, and renal disease, prior CABG, porcelain Ao, mitral valve disease, and renal 
d f tid f tidysfunctiondysfunction

 3030--day mortality 6.3% TF and 10.3% TAday mortality 6.3% TF and 10.3% TA
 3030 d t k 2 5% d i il f TF d TAd t k 2 5% d i il f TF d TA 3030--day stroke 2.5% and similar for TF and TAday stroke 2.5% and similar for TF and TA
 Vascular complications (all) was not a predictor of 30Vascular complications (all) was not a predictor of 30--day mortalityday mortality

Ospedale Ferrarotto

Università di Catania
Thomas M et al. Circulation 2010;122:00-00



POOLED* Monitored Edwards TAVIPOOLED* Monitored Edwards TAVI
vs. SOURCE: vs. SOURCE: 3030--day Mortalityday Mortality

* REVIVE REVIVAL TRAVERCE and PARTNER EU* REVIVE REVIVAL TRAVERCE and PARTNER EU
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TransfemoralTransfemoral AVRAVR
S i l t 1 thS i l t 1 thSurvival at 1 monthSurvival at 1 month

Early “evolution”, then “stabilization”Early “evolution”, then “stabilization”
Ospedale Ferrarotto

Università di Catania

Early evolution , then stabilizationEarly evolution , then stabilization
Leon MB, TVT 2010Leon MB, TVT 2010



Vancouver TAVI Experience Vancouver TAVI Experience 
S i l t 1S i l t 1Survival at 1 yearSurvival at 1 year

Ospedale Ferrarotto

Università di Catania
Webb JG, et al. Circulation 2009;119:3009Webb JG, et al. Circulation 2009;119:3009--30163016



Clinical experienceClinical experience

CoreValveCoreValve ReValvingReValving®® ExperienceExperienceCoreValveCoreValve ReValvingReValving ExperienceExperience

PostPost CE MarkCE Mark Results ofResults ofPostPost--CE Mark CE Mark Results of Results of 
Percutaneous Aortic Valve Replacement Percutaneous Aortic Valve Replacement 

(PAVR) Procedures through 30(PAVR) Procedures through 30--AprilApril--2009 with 2009 with 
Data Collected through 12Data Collected through 12--MayMay--20092009gg yy

Presented at TCT 2009Presented at TCT 2009Presented at TCT 2009Presented at TCT 2009

Ospedale Ferrarotto

Università di Catania



Expanded Evaluation RegistryExpanded Evaluation Registry
Total EERTotal EER

Mean Mean ±± SD or  %SD or  % N = 1483N = 1483
Age (years)Age (years) 81.2 81.2 ±± 6.46.4

Logistic EuroSCORE (%)Logistic EuroSCORE (%) 22.6 22.6 ±± 13.713.7

FemaleFemale 55.4%55.4%

NYHANYHA II--II: 16.1%II: 16.1%
IIIIII--IV: 83.9%IV: 83.9%

Aortic Valve Area (cmAortic Valve Area (cm22)) 0 640 64 ±± 0 180 18Aortic Valve Area (cmAortic Valve Area (cm22)) 0.64 0.64 ±± 0.180.18

Peak gradient (mm Hg)Peak gradient (mm Hg) 79.5 79.5 ±± 26.126.1

Mean gradient (mm Hg)Mean gradient (mm Hg) 49.2 49.2 ±± 16.316.3

LVEF(%)LVEF(%) 52.3 52.3 ±± 13.813.8

Ospedale Ferrarotto

Università di Catania
Schuler, TCT 2009Schuler, TCT 2009



Expanded Evaluation RegistryExpanded Evaluation Registry
Total EERTotal EER

AnginaAngina 15.8%15.8%
Aortic AneurysmAortic Aneurysm 3.0%3.0%
Atrial FibAtrial Fib 28 3%28 3%Atrial FibAtrial Fib 28.3%28.3%
Carotid ADCarotid AD 13.4%13.4%
CADCAD 59.9%59.9%
COPDCOPD 24.7%24.7%
CHFCHF 16.4%16.4%
C di thC di thCardiomyopathyCardiomyopathy 6.1%6.1%
Diabetes MellitusDiabetes Mellitus 25.9%25.9%
HyperlipidemiaHyperlipidemia 50 0%50 0%HyperlipidemiaHyperlipidemia 50.0%50.0%
HypertensionHypertension 68.6%68.6%
Pulmonary Hypertension Pulmonary Hypertension 28.3%28.3%

Ospedale Ferrarotto

Università di Catania
Schuler, TCT 2009Schuler, TCT 2009



Expanded Evaluation RegistryExpanded Evaluation Registry

Total EERTotal EER

Mediastinal RadiationMediastinal Radiation 2.5%2.5%
MIMI 11.3%11.3%
PVDPVD 24.1%24.1%
Porcelain AortaPorcelain Aorta 7.7%7.7%
R l F ilR l F ilRenal FailureRenal Failure 26.6%26.6%
Stroke or TIAStroke or TIA 9.4%9.4%
PacemakerPacemaker 12 2%12 2%PacemakerPacemaker 12.2%12.2%
DefibrillatorDefibrillator 1.2%1.2%
CABGCABG 21.4%21.4%
Valvular SurgeryValvular Surgery 3.9%3.9%
PCIPCI 28.6%28.6%

Ospedale Ferrarotto

Università di Catania
Schuler, TCT 2009Schuler, TCT 2009



Procedural Success
Expanded Evaluation Registry

98 4% 98 8% 98 5%100%

Expanded Evaluation Registry

98.4% 98.8% 98.5%
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60%

40%

20%
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Solo 
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Mortality Rate
Expanded Evaluation Registry

12%
24-Hour

12%
30-Day

Expanded Evaluation Registry

10%

12%
10.7%

9.7%
10.3%

10%

12%

8% 8%

4%

6%

4%

6%

2.6%
1.9% 2.4%

2% 2%

0%
In-Training 
(N = 918)

Solo 
(N = 565)

Total EER 
(N = 1483)

0%
In-Training 
(N = 918)

Solo 
(N = 565)

Total EER 
(N = 1483)
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(N = 918) (N = 565) (N = 1483) (N = 918) (N = 565) (N = 1483)
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2424--hours Adverse Events*hours Adverse Events*
Total EERTotal EER

CARDIACCARDIAC DeathsDeaths†† 1.8%1.8%
Aortic DissectionAortic Dissection 0.7%0.7%
Cardiac TamponadeCardiac Tamponade 3.0%3.0%
Cardiac PerforationCardiac Perforation 2 3%2 3%Cardiac PerforationCardiac Perforation 2.3%2.3%
Access Site ComplicationAccess Site Complication 2.6%2.6%
Major BleedingMajor Bleeding 5.0%5.0%
Conversion to SurgeryConversion to Surgery 0.4%0.4%
Myocardial InfarctionMyocardial Infarction 0.7%0.7%
Major ArrhythmiaMajor Arrhythmia 5.6%5.6%
Permanent PacemakerPermanent Pacemaker 7.2%7.2%
Renal FailureRenal Failure 0 7%0 7%Renal FailureRenal Failure 0.7%0.7%
StrokeStroke 1.1%1.1%
TIATIA 0.3%0.3%

Ospedale Ferrarotto

Università di Catania

* Multiple events in same patients = data not 
cumulative

† Includes deaths where cause is not known   



Other ≤30Other ≤30--Day Adverse Events*Day Adverse Events*
Total EERTotal EER

CARDIAC CARDIAC DeathsDeaths†† 6.7%6.7%
Aortic DissectionAortic Dissection 0.9%0.9%
Cardiac TamponadeCardiac Tamponade 3.6%3.6%
Cardiac PerforationCardiac Perforation 2 7%2 7%Cardiac PerforationCardiac Perforation 2.7%2.7%
Access Site ComplicationAccess Site Complication 2.9%2.9%
Major BleedingMajor Bleeding 6.9%6.9%
Conversion to SurgeryConversion to Surgery 0.8%0.8%
Myocardial InfarctionMyocardial Infarction 0.9%0.9%
Major ArrhythmiaMajor Arrhythmia 15.7%15.7%
Permanent PacemakerPermanent Pacemaker 25.0%25.0%
Renal FailureRenal Failure 2 2%2 2%Renal FailureRenal Failure 2.2%2.2%
StrokeStroke 2.2%2.2%
TIATIA 0.4%0.4%

Ospedale Ferrarotto

Università di Catania

* Multiple events in same patients = data not 
cumulative

† Includes deaths where cause is not known   



30-Day Paired Gradient Comparison
Expanded Evaluation Registry

Peak Gradient (mm Hg)
M ± SD

Mean Gradient (mm Hg)
M ± SD

Expanded Evaluation Registry
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(N 362) (N  188)         (N  550) (N  320) (N  162)         (N  482)

Schuler, TCT 2009Schuler, TCT 2009



30-Day Paired Echo Data Comparison
Expanded Evaluation Registry

Effective Orifice Area (cm2)
Mean ± SD

LVEF (%)
Mean ± SD

Expanded Evaluation Registry
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European CRS Registries Results European CRS Registries Results 
Patient EnrollmentPatient EnrollmentPatient EnrollmentPatient Enrollment
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European CRS Registries Results European CRS Registries Results 
Procedural SuccessProcedural SuccessProcedural SuccessProcedural Success
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European CRS Registries Results European CRS Registries Results 
3030 day allday all cause mortalitycause mortality3030--day allday all--cause mortalitycause mortality
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European CRS Registries Results European CRS Registries Results 
3030 day PM implantationday PM implantation3030--day PM implantationday PM implantation

50

42 5
40

42.5
35.239.0

30

18 5

26.0 26.9
23.0

28.0

ag
e

(%
)

Weighted Average 28.5%Weighted Average 28.5%
20 18.5

Pe
rc

en
ta Weighted Average 28.5%Weighted Average 28.5%

10P

18 Fr 
S&E

AZN Belgium France SpainGermany UK Italy

Ospedale Ferrarotto

Università di Catania



European CRS Registries Results European CRS Registries Results 
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ItalianItalian CoreValveCoreValve RegistryRegistryItalianItalian CoreValve CoreValve RegistryRegistry
Catania, UniversityCatania, University
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•Since June 2007 a web-based registry was started
•14 participating sites
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ItalianItalian CoreValveCoreValve RegistryRegistryItalianItalian CoreValve CoreValve RegistryRegistry

Transcatheter Aortic Valve Transcatheter Aortic Valve 
Implantation in 663 Patients with Severe AorticImplantation in 663 Patients with Severe AorticImplantation in 663 Patients with Severe Aortic Implantation in 663 Patients with Severe Aortic 

Stenosis Stenosis 

Data collected from 663 patientsData collected from 663 patients

Tamburino C. et al. on behalf of CRS Italian Registry Investigators
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Italian CoreValve RegistryItalian CoreValve Registry
Baseline Characteristics 663 ptsBaseline Characteristics 663 pts

MeanMean±±SD/n (%)SD/n (%)
Baseline Characteristics 663 ptsBaseline Characteristics 663 pts

Age (years)Age (years) 8181±±7.37.3

NYHA class III/IVNYHA class III/IV 434                  (71.5)434                  (71.5)

Prior MIPrior MI 143 (21 6)143 (21 6)Prior MIPrior MI 143                  (21.6)143                  (21.6)

Prior CABGPrior CABG 104                  (15.7)104                  (15.7)

Prior AVRPrior AVR 10                    (1.5)10                    (1.5)

Logistic EuroScoreLogistic EuroScore 2323±±1414
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Italian CoreValve RegistryItalian CoreValve Registry
Procedural DataProcedural Data

Vascular ApproachVascular Approach

Procedural DataProcedural Data

Transfemoral, n (%)Transfemoral, n (%) 599599 (90.3)(90.3)

Subclavian, n (%)Subclavian, n (%) 6464 (9.7)(9.7)

ProsthesisProsthesis

CRS 26CRS 26--mm n (%)mm n (%) 409409 (61 6)(61 6)CRS 26CRS 26 mm, n (%)mm, n (%) 409409 (61.6)(61.6)

CRS 29CRS 29--mm, n (%)mm, n (%) 254254 (38.4)(38.4)

Procedural time (minutes)Procedural time (minutes) 7979±±3434

Procedural success, n (%)Procedural success, n (%) 650650 (98.0)(98.0)

Two CoreValve implantation, n (%)Two CoreValve implantation, n (%) 2424 (3.6)(3.6)

Procedural death, n (%)Procedural death, n (%) 66 (0.9)(0.9)
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Procedural death, n (%)Procedural death, n (%) 66 (0.9)(0.9)



Italian CoreValve RegistryItalian CoreValve Registry
OneOne yearyear clinical resultsclinical resultsOneOne--yearyear clinical resultsclinical results

EndpointEndpoint Cumulative incidence Cumulative incidence 

MACCEMACCE 16.6%16.6%

DeathDeath 15.0%15.0%

Myocardial infarctionMyocardial infarction 1.2%1.2%

StrokeStroke 2.5%2.5%

CHF requiring hospitalizationCHF requiring hospitalization 8 2%8 2%CHF requiring hospitalization CHF requiring hospitalization 8.2%8.2%

Major bleedingMajor bleeding 3.2%3.2%

Pacemaker implantationPacemaker implantation 19.1%19.1%

Prosthesis dysfunction Prosthesis dysfunction 0.2%0.2%
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Italian CoreValve RegistryItalian CoreValve Registry
Distribution of mortality over timeDistribution of mortality over timeDistribution of mortality over timeDistribution of mortality over time
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Italian CoreValve RegistryItalian CoreValve Registry
NYHA Functional ClassNYHA Functional ClassNYHA Functional ClassNYHA Functional Class
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Italian CoreValve RegistryItalian CoreValve Registry
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Italian CoreValve RegistryItalian CoreValve Registry
ParavalvularParavalvular leakleakParavalvularParavalvular leakleak
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Italian CoreValve RegistryItalian CoreValve Registry
Aortic RegurgitationAortic RegurgitationAortic RegurgitationAortic Regurgitation
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Italian CoreValve RegistryItalian CoreValve Registry
Mortality and MACCE incidenceMortality and MACCE incidenceMortality and MACCE incidenceMortality and MACCE incidence

Data of total study population and subdivided into early and late events. 
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Italian CoreValve Experience
Overall 

population
(n = 663)

Patients 
who died
(n = 81)

Survivors

(n = 582)

p value

( ) ( ) ( )
Cardiovascular risk factors
Diabetes mellitus, n (%) 175 (26.4) 33 (40.7) 142 (24.4) 0.002

Clinical history
Acute pulmonary edema, n (%) 213 (32.1) 39 (48.1) 174 (29.9) 0.001
Renal insufficiency, n (%) 154 (23.2) 29 (35.8) 125 (21.5) 0.004

Clinical presentation
NYHA class III and IV, n (%) 434 (71.5) 65 (80.2) 409 (70.3) 0.063
Logistic EuroSCORE, %±SD 23.0±13.7 27.4±15.9 22.4±13.3 0.005

Baseline echocardiographic parameters
Left ventricular ejection fraction < 40%, n (%) 135 (20.4) 23 (28.4) 112 (19.2) 0.055
Systolic Pulmonary Artery Pressure > 60 

mmHg, n (%)
76 (11.5) 19 (23.5) 57 (9.8) < 0.001

Peak pressure gradient, mmHg±SD 83.7±25.1 76.8±25.8 84.7±24.9 0.010
Mean pressure gradient, mmHg±SD 51.8±17.0 47.2±18.3 52.5±16.8 0.011
Annulus diameter, mm±SD 22.2±2.2 22.8±2.1 22.1±2.2 0.007
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Overall 
population

Patients 
who died

Survivors p value
Italian CoreValve 

Experience n = 663 (n = 81) (n = 582)
Procedural variables
Anesthesia 0 002

Experience

Anesthesia 0.002
General, n (%) 183 (27.6) 34 (42.0) 149 (25.6)
Local, n (%) 480 (72.4) 47 (58.0) 433 (74.4)( ) ( ) ( ) ( )

Procedural success, n (%) 650 (98.0) 75 (92.6) 575 (98.8) < 0.001
Procedural death, n (%) 6 (0.9) 6 (7.4) - -
St k (%) 8 (1 2) 3 (3 7) 5 (0 9) 0 062Stroke, n (%) 8 (1.2) 3 (3.7) 5 (0.9) 0.062
Combined procedure related death, 
stroke and MI (%)

14 (2.1) 9 (11.1) - -
( )

Conversion to open heart surgery, n (%) 5 (0.8) 4 (4.9) 1 (0.2) 0.001
Sepsis, n (%) 2 (0.3) 2 (2.5) 0 (0) 0.015
Life-threatening arrhytmias, n (%) 13 (2.0) 5 (6.2) 8 (1.4) 0.014
Cardiac tamponade, n (%) 8 (1.2) 4 (4.9) 4 (0.7) 0.010
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ItalianItalian CoreValveCoreValve RegistryRegistryItalianItalian CoreValve CoreValve RegistryRegistry
Catania, UniversityCatania, University

First patientFirst patient
June 2007June 2007

Catania, UniversityCatania, University

Pisa, UniversityPisa, University

Brescia, H. CivileBrescia, H. Civile

P d U i itP d U i itPadova, UniversityPadova, University

Milano, S.AmbrogioMilano, S.Ambrogio

Milano, NiguardaMilano, Niguarda663 patients treated with TAVI663 patients treated with TAVI
Firenze, CareggiFirenze, Careggi

Milano, S.RaffaeleMilano, S.Raffaele

Bologna, UniversityBologna, University

24 Valve24 Valve--inin--Valve proceduresValve procedures
3 6%3 6% Bologna, UniversityBologna, University

Roma, S. CamilloRoma, S. Camillo

LegnanoLegnano

3.6%3.6%

•Since June 2007 a web-based registry was started
•14 participating sites

Firenze, CareggiFirenze, Careggi

Bari, UniversityBari, University
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The ValveThe Valve--inin--Valve technique For Treatment Valve technique For Treatment 
of Aortic Bioprosthesis Malposition:of Aortic Bioprosthesis Malposition:of Aortic Bioprosthesis Malposition: of Aortic Bioprosthesis Malposition: 

An analysis of incidence and 1 year clinical An analysis of incidence and 1 year clinical 
outcomes from the Italian CoreValve Registryoutcomes from the Italian CoreValve Registryoutcomes from the Italian CoreValve Registryoutcomes from the Italian CoreValve Registry

Marco Barbanti, Gian Paolo Ussia, Angelo Ramondo, Anna 
Sonia Petronio, Federica Ettori, Gennaro Santoro, Silvio 

Kl F B d i F M i A t iKlugmann, Francesco Bedogni, Francesco Maisano, Antonio 
Marzocchi, Arnaldo Poli, Massimo Napodano and Corrado 

TamburinoTamburino
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CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
Baseline Clinical CharacteristicsBaseline Clinical CharacteristicsBaseline Clinical CharacteristicsBaseline Clinical Characteristics

Overall populationOverall population

(n = 663)(n = 663)

NoNo--ViV groupViV group

(n = 639)(n = 639)

ViV groupViV group

(n = 24)(n = 24)

p valuep value

Age, yearsAge, years±±SDSD 81.081.0±±7.37.3 81.081.0±±7.37.3 80.380.3±±6.26.2 0.6560.656

Female gender, n (%)Female gender, n (%) 371 (56.0)371 (56.0) 358 (56.0)358 (56.0) 13 (54.1)13 (54.1) 0.8570.857

DiabetesDiabetes mellitusmellitus n (%)n (%) 175 (26 4)175 (26 4) 171 (26 7)171 (26 7) 4 (16 6)4 (16 6) 0 2710 271Diabetes Diabetes mellitusmellitus, n (%), n (%) 175 (26.4)175 (26.4) 171 (26.7)171 (26.7) 4 (16.6)4 (16.6) 0.2710.271

Prior acute pulmonary edema, n (%)Prior acute pulmonary edema, n (%) 213 (32.1)213 (32.1) 203 (31.8)203 (31.8) 10 (41.7)10 (41.7) 0.3080.308

Prior balloon valvuloplasty, Prior balloon valvuloplasty, n (%)n (%) 113 (17.0)113 (17.0) 111 (17.4)111 (17.4) 2 (8.3)2 (8.3) 0.1930.193

Prior myocardial infarction, Prior myocardial infarction, n (%)n (%) 143 (21.6)143 (21.6) 138 (21.6)138 (21.6) 5 (20.9)5 (20.9) 0.9290.929

Prior stroke, Prior stroke, n (%)n (%) 48 (7.2)48 (7.2) 45 (7.0)45 (7.0) 3 (12.5)3 (12.5) 0.2480.248

Prior bypass graft surgery, n (%)Prior bypass graft surgery, n (%) 104 (15.7)104 (15.7) 100 (15.6)100 (15.6) 4 (16.7)4 (16.7) 0.5350.535

Prior PCI, n (%)Prior PCI, n (%) 189 (28.5)189 (28.5) 181 (28.3)181 (28.3) 8 (33.3)8 (33.3) 0.5940.594

Peripheral vascular disease, Peripheral vascular disease, n (%)n (%) 127 (19.2)127 (19.2) 123 (19.2)123 (19.2) 4 (16.7)4 (16.7) 0.5000.500

COPD n (%)COPD n (%) 141 (21 3)141 (21 3) 136 (21 3)136 (21 3) 5 (20 8)5 (20 8) 0 9580 958COPD, n (%)COPD, n (%) 141 (21.3)141 (21.3) 136 (21.3)136 (21.3) 5 (20.8)5 (20.8) 0.9580.958

Renal insufficiencyRenal insufficiency††, , n (%)n (%) 154 (23.2)154 (23.2) 149 (23.3)149 (23.3) 5 (20.8)5 (20.8) 0.7770.777

Porcelain aorta, n (%)Porcelain aorta, n (%) 72 (10.9)72 (10.9) 72 (11.3)72 (11.3) 0 (0.0)0 (0.0) 0.0600.060

Ospedale Ferrarotto

Università di Catania

NYHA class III and IV, n (%)NYHA class III and IV, n (%) 434 (71.5)434 (71.5) 415 (64.9)415 (64.9) 19 (79.2)19 (79.2) 0.4860.486

Logistic Euroscore, %Logistic Euroscore, % SDSD 23.023.0 13.713.7 22.922.9 13.713.7 23.623.6 14.314.3 0.8030.803



CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
Baseline Echo characteristicsBaseline Echo characteristicsBaseline Echo characteristicsBaseline Echo characteristics

Overall populationOverall population NoNo--ViV groupViV group ViV groupViV group p valuep value

(n = 663)(n = 663) (n = 639)(n = 639) (n = 24)(n = 24)

Left ventricular ejection fraction, %Left ventricular ejection fraction, %±±SDSD 52.152.1±±25.525.5 52.252.2±±25.925.9 49.349.3±±15.115.1 0.5810.581

Peak pressure gradient, mmHgPeak pressure gradient, mmHg±±SDSD 83.783.7±±25.225.2 83.983.9±±25.225.2 79.079.0±±22.422.4 0.3590.359

Mean pressure gradient, mmHgMean pressure gradient, mmHg±±SDSD 51.851.8±±17.017.0 52.052.0±±17.117.1 45.445.4±±14.814.8 0.0620.062

Annulus diameter, mmAnnulus diameter, mm±±SDSD 22.222.2±±2.22.2 22.122.1±±2.12.1 23.623.6±±2.72.7 0.010*0.010*

Aortic regurgitation 3+ or 4+, n (%)Aortic regurgitation 3+ or 4+, n (%) 35 (5.3)35 (5.3) 33 (5.1)33 (5.1) 2 (8.3)2 (8.3) 0.3650.365
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CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
Procedural variablesProcedural variablesProcedural variablesProcedural variables

O ll l tiO ll l ti NN ViVViV ViVViV llOverall populationOverall population

(n = 663)(n = 663)

NoNo--ViV groupViV group

(n = 639)(n = 639)

ViV groupViV group

(n = 24)(n = 24)

p valuep value

Procedure time, minutesProcedure time, minutes±±SDSD 79.179.1±±33.633.6 78.078.0±±33.433.4 101.3101.3±±30.830.8 0.001*0.001*

Fluoroscopy time, minutesFluoroscopy time, minutes±±SDSD 21.321.3±±13.313.3 20.620.6±±12.212.2 35.935.9±±25.525.5 <0.001*<0.001*

ApproachApproach 0.3060.306

TransTrans--femoral, n (%)femoral, n (%) 599 (90.3)599 (90.3) 576 (90.1)576 (90.1) 23 (90.4)23 (90.4), ( ), ( ) ( )( ) ( )( ) ( )( )

TransTrans--subclavian, n (%)subclavian, n (%) 64 (9.7)64 (9.7) 63 (9.9)63 (9.9) 1 (9.6)1 (9.6)

DeviceDevice†† 0.8980.898

CRS 26CRS 26 mmmm 394 (59 4)394 (59 4) 379 (59 3)379 (59 3) 15 (62 5)15 (62 5)CRS 26CRS 26--mmmm 394 (59.4)394 (59.4) 379 (59.3)379 (59.3) 15 (62.5)15 (62.5)

CRS 29CRS 29--mmmm 269 (40.6)269 (40.6) 260 (40.7)260 (40.7) 9 (37.5)9 (37.5)

Post dilatation, n (%)Post dilatation, n (%) 68 (10.2)68 (10.2) 56 (8.8)56 (8.8) 12 (50)12 (50) <0.001*<0.001*

Procedural success, n (%)Procedural success, n (%) 650 (98.0)650 (98.0) 626 (97.9)626 (97.9) 24 (100)24 (100) 0.6160.616
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CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
Procedural OutcomesProcedural OutcomesProcedural OutcomesProcedural Outcomes

Overall populationOverall population

(n = 663)(n = 663)

NoNo--ViV groupViV group

(n = 639)(n = 639)

ViV groupViV group

(n = 24)(n = 24)

p valuep value

( )( ) ( )( ) ( )( )

Valve embolization, n (%)Valve embolization, n (%) 4 (0.6)4 (0.6) 4 (0.6)4 (0.6) 0 (0.0)0 (0.0) 0.8310.831

Death, n (%)Death, n (%) 6 (0.9)6 (0.9) 6 (0.9)6 (0.9) 0 (0.0)0 (0.0) 0.8010.801

Myocardial infarction n (%)Myocardial infarction n (%) 0 (0)0 (0) 0 (0)0 (0) 0 (0 0)0 (0 0) 1 0001 000Myocardial infarction, n (%)Myocardial infarction, n (%) 0 (0)0 (0) 0 (0)0 (0) 0 (0.0)0 (0.0) 1.0001.000

Stroke, n (%)Stroke, n (%) 8 (1.2)8 (1.2) 8 (1.2)8 (1.2) 0 (0.0)0 (0.0) 0.7430.743

Conversion to open heart surgery, n (%)Conversion to open heart surgery, n (%) 5 (0.8)5 (0.8) 5 (0.8)5 (0.8) 0 (0.0)0 (0.0) 0.8310.831

MACCEs, n (%)MACCEs, n (%) 18 (2.7)18 (2.7) 18 (2.8)18 (2.8) 0 (0.0)0 (0.0) 0.5100.510

Major access site complications, n (%)Major access site complications, n (%) 13 (2.0)13 (2.0) 12 (3.7)12 (3.7) 1 (4.2)1 (4.2) 0.3840.384

Cardiac tamponade, n (%)Cardiac tamponade, n (%) 8 (1.2)8 (1.2) 8 (1.2)8 (1.2) 0 (0.0)0 (0.0) 0.7430.743
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CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
Causes of PPLCauses of PPLCauses of PPLCauses of PPL

lower deploymentlower deployment higher deploymenthigher deploymentlower deploymentlower deployment
75.0% (N=18) 

higher deploymenthigher deployment
25.0% (N=6)
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CRS Italy: ValveCRS Italy: Valve--inin--Valve Valve 
11--year outcomesyear outcomes11--year outcomesyear outcomes
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Quality of Life Assessment After TAVI 
SF-12v2 Health Survey Quality Metric

h i l f ti i (PF) t l l d ki d f li it ti i lifti

GP Ussia, M Mulè, M Barbanti, V Cammalleri, M Scarabelli, S Immè, D Capodanno, S. GP Ussia, M Mulè, M Barbanti, V Cammalleri, M Scarabelli, S Immè, D Capodanno, S. 
Ciriminna, C TamburinoCiriminna, C Tamburino

• physical functioning (PF): represents levels and  kinds of limitation in lifting, 
climbing stairbending, knellingor wolking moderate distances 

• role physical (RP): the degree in physical health for which a person performs 
activities typical for a specific age and social responsibility such as a jobactivities typical for a specific age and social responsibility, such as a job, 
community activities and volunteer work 

• bodily pain (BP): the intensity , frequency and duration of bodily pain and 
limitations in usual activities due to painlimitations in usual activities due to pain

• general health (GH): the belief and evaluation of person’s overall health 
including current and prior health, outlook, resistance to illness

• vitality (VH): measure of feeling of energy pep fatigue and tirednessvitality (VH): measure of feeling of energy, pep, fatigue and tiredness 
• social functioning (SF): ability to develop, maintain and nurture mature social 

relationship, including family, friends, and marital relationship  
• Role-emotional (RE): represent personal feeling of job performance on work or• Role-emotional (RE): represent personal feeling of job performance on work or 

other activities  
• mental health (MH): a person’s emotional, cognitive and intellectual status
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UssiaUssia GP et al. GP et al. EurEur Heart Journal, 2009Heart Journal, 2009



Quality of Life Assessment After Transcatheter 
A ti V l I l t tiAortic Valve Implantation

GP Ussia, M Mulè, M Barbanti, V Cammalleri, M Scarabelli, S Immè, GP Ussia, M Mulè, M Barbanti, V Cammalleri, M Scarabelli, S Immè, 
D C d S Ci i i C T b iD C d S Ci i i C T b iD Capodanno, S Ciriminna, C TamburinoD Capodanno, S Ciriminna, C Tamburino

Results of 8 health concepts derived from MOS SFResults of 8 health concepts derived from MOS SF--12v212v2®® questionnaire questionnaire 
compared before undergoing TAVI and 5 months after the procedurecompared before undergoing TAVI and 5 months after the procedure

Ospedale Ferrarotto

Università di Catania
UssiaUssia GP et al. GP et al. EurEur Heart Journal, 2009Heart Journal, 2009



Quality of Life Assessment After Transcatheter 
A ti V l I l t tiAortic Valve Implantation

*PCS and MCS scores in a *PCS and MCS scores in a 

representative sample of representative sample of 

Italian population > 75 Italian population > 75 

years old (5283 adults)years old (5283 adults)

ResultsResults ofof Physical Component Status (PCS) and Mental Component StatusPhysical Component Status (PCS) and Mental Component StatusResultsResults of of Physical Component Status (PCS) and Mental Component Status Physical Component Status (PCS) and Mental Component Status 

(MCS) score(MCS) scores s before and at 5 months after TAVI compared withbefore and at 5 months after TAVI compared with

general Italian population. general Italian population. g p pg p p

Data obtained show that patients have a significant improvement in physical Data obtained show that patients have a significant improvement in physical 

and mental status after TAVI (p<0,001)and mental status after TAVI (p<0,001)

Ospedale Ferrarotto

Università di Catania
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UssiaUssia GP et al. GP et al. EurEur Heart Journal, 2009Heart Journal, 2009



Catania Experience, QoL at 1 yearQoL at 1 year
(preliminary data)(preliminary data)(preliminary data)(preliminary data)

37,837,8

45,445,4

Ospedale Ferrarotto
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“Off“Off--label”label” Indications in    Indications in    
Transcatheter Aortic Val e ImplantationTranscatheter Aortic Val e ImplantationTranscatheter Aortic Valve ImplantationTranscatheter Aortic Valve Implantation

Corrado TamburinoCorrado Tamburino MD, Phd, FESC, FSCAIMD, Phd, FESC, FSCAICorrado Tamburino Corrado Tamburino MD, Phd, FESC, FSCAIMD, Phd, FESC, FSCAI

Cardiovascular Department and Division of CardiologyCardiovascular Department and Division of Cardiology
Ferrarotto Hospital Ferrarotto Hospital -- University of Catania University of Catania -- ItalyItaly
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“Off label” Indications“Off-label” Indications

 Indication out of the selection matrixIndication out of the selection matrix

A th f ibilit f th dA th f ibilit f th dAssess the feasibility of the procedureAssess the feasibility of the procedure

Predict the resultPredict the resultPredict the resultPredict the result

Assess risk benefit ratio for the patientAssess risk benefit ratio for the patientAssess risk benefit ratio for the patientAssess risk benefit ratio for the patient

Experience in the standard procedure and Experience in the standard procedure and p pp p

managing complicationsmanaging complications

Ospedale Ferrarotto

Università di Catania



“Off label” Indications“Off-label” Indications

Aortic Bioprosthesis degenerationAortic Bioprosthesis degeneration

Bi id A ti V lBi id A ti V lBicuspid Aortic ValveBicuspid Aortic Valve

Severe Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve Regurgitation

Severe Mitral RegurgitationSevere Mitral RegurgitationSevere Mitral RegurgitationSevere Mitral Regurgitation

Large Aortic AnnulusLarge Aortic Annulusgg

Femoral artery < 6 mmFemoral artery < 6 mm
Ospedale Ferrarotto

Università di Catania



Stented Bioprosthesis degeneration
• 83 yo male, severe BPCO, NYHA III stenosis 

Ste ted op ost es s dege e at o

biological prosthesis, aneurysm of the left sinus 
of valsalva, paraprosthtetic leak

• issues:
 Prosthesis diameter 
 Paraprosthetic leak
 Risk of leaflet fracture during prevalvuloplasty

• Solutions
 Avoid if possible valvuoplasty, or use undersized 

balloonballoon
 Post dilate

Ospedale Ferrarotto

Università di Catania



Stented Bioprosthesis degenerationStented  Bioprosthesis degeneration

Ospedale Ferrarotto
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Stentless Bioprosthesis degeneration
• 84 yo female, NYHA III, stentless valve malfunction 

secondary to endocarditis MR 3+ LAD stenosis

Ste t ess op ost es s dege e at o

secondary to endocarditis, MR 3+, LAD stenosis
• issues:

L di it f th l /L l ifi ti Low radiopacity of the valve/Low calcifications
 Coesistence of  severe regurgitation
 LAD stenosis LAD stenosis

• Solutions
No pre implant BAV No pre implant  BAV

 LAD PCI
 Pig tail as marker Pig tail as marker
 Right ventricular pacing during implantation

Ospedale Ferrarotto

Università di Catania GP Ussia



Stentless Bioprosthesis degenerationStentless Bioprosthesis degeneration

Ospedale Ferrarotto
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Aortic Bioprosthesis degenerationAortic Bioprosthesis degeneration

Ospedale Ferrarotto
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Aortic Bioprosthesis degenerationAortic Bioprosthesis degeneration

At 2 years: At 2 years: 
 NYHA I, CCS 0NYHA I, CCS 0

 Mean Mean transvalvulartransvalvular gradient 15 mmHggradient 15 mmHg

 ParaPara--prosthetic leak 2+prosthetic leak 2+

Ospedale Ferrarotto

Università di Catania
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“Off label” Indications“Off-label” Indications

Aortic Bioprosthesis degenerationAortic Bioprosthesis degeneration

Bicuspid Aortic ValveBicuspid Aortic Valve

Severe Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve Regurgitation

S Mit l R it tiS Mit l R it tiSevere Mitral RegurgitationSevere Mitral Regurgitation

Large Aortic AnnulusLarge Aortic AnnulusLarge Aortic AnnulusLarge Aortic Annulus

Ospedale Ferrarotto
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Bicuspid Aortic Valvecusp d o t c a e

Ospedale Ferrarotto

Università di Catania
J Am J Am CollColl CardiolCardiol 2008;51:5792008;51:579--84)84)



Bicuspid Aortic ValveBicuspid Aortic Valve

Stent ShapeStent Shape Tricuspidy (n  19)Tricuspidy (n  19) Bicuspidy (n  14)Bicuspidy (n  14)
Circular, n (%)Circular, n (%) 13 (68)13 (68) 2 (14)2 (14)
Elliptic, n (%) Elliptic, n (%) 2 (11) 2 (11) 11 (79)11 (79)
Triangular, n (%) Triangular, n (%) 4 (21)4 (21) 1 (7)1 (7)

Ospedale Ferrarotto
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Bicuspid Aortic ValveBicuspid Aortic Valve

LAO projectionLAO projection

Correct expansionCorrect expansion

Ospedale Ferrarotto
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It works !!!It works !!!

Ospedale Ferrarotto

Università di Catania In press Journal of Invasive CardiologyIn press Journal of Invasive Cardiology



Bicuspid Aortic ValveBicuspid Aortic Valve

 Bicuspid Aortic Valve can be treatedBicuspid Aortic Valve can be treated

 There is possibility of oval expansionThere is possibility of oval expansion

 Th lf d bl l ti t d ftTh lf d bl l ti t d ft The self expandable valve can continue to expand after The self expandable valve can continue to expand after 

implantation  and gain circular shapeimplantation  and gain circular shape

 Even if underexpanded the valve fuction and the frame Even if underexpanded the valve fuction and the frame 

i hi hsustain the stresssustain the stress

Ospedale Ferrarotto
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Severe Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve Regurgitation

 No CalcificationsNo Calcifications

 No anatomic markersNo anatomic markers

 Challenging anchoringChallenging anchoring

Ospedale Ferrarotto

Università di Catania



Severe Isolated Aortic Valve RegurgitationSevere Isolated Aortic Valve Regurgitation

 Optimal sealingOptimal sealing

 Absence of Absence of PerivalvularPerivalvular

leakleakleakleak

 No No embolizationembolization

Ospedale Ferrarotto

Università di Catania



Large Aortic Annulus
• 79 years ol s\p CABG lymphoma chemio therapy

Large Aortic Annulus
• 79 years ol, s\p CABG, lymphoma, chemio-therapy
• Issue: large aortic valve annulus = 28 mm

S• Solution
 Predilate with small balloon ( Ø22 mm)

Hi h i l ti f i th l t t f th l (29 ) High implantion for using the largest part of the valve (29 mm)
 Post-dilate the lower part with a 28 mm  Baloon with perfect  RV 

pacingpacing  

• Results:
 Good implant,Good implant,
 Mild paravalvular leak

Ospedale Ferrarotto

Università di Catania GP Ussia



Large Aortic AnnulusLarge Aortic Annulus
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Large Aortic AnnulusLarge Aortic Annulus
Post implant balloon valvuloplasty RV pace 180 bpmPost implant balloon valvuloplasty RV pace 180 bpm, 

Ospedale Ferrarotto
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Subclavian  Artery

Ospedale Ferrarotto
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Severe Mitral RegurgitationSevere Mitral Regurgitation

 8080 yoyo female NYHA 3female NYHA 3 80 80 yoyo female, NYHA 3female, NYHA 3

 Severe AVS , MR 3 + for Severe AVS , MR 3 + for 

chordalchordal rupturerupture

 2626--mm CRSmm CRS

 No improvement in MRNo improvement in MR No improvement in MR No improvement in MR 

after TAVIafter TAVI

Ospedale Ferrarotto
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Severe Mitral RegurgitationSevere Mitral Regurgitation

Ospedale Ferrarotto
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MitraClip™MitraClip™
 EdgeEdge--toto--Edge TechniqueEdge Technique

pp
gg g qg q

 Permanent leaflet approximation using Permanent leaflet approximation using 

a sutures + clipa sutures + clipa sutures + clip a sutures + clip 

 TransTrans--septalseptal approachapproach

 Echocardiographic and fluoroscopyEchocardiographic and fluoroscopy Echocardiographic and fluoroscopy Echocardiographic and fluoroscopy 

guidance on a beating heartguidance on a beating heart

Catheter Delivery SystemCatheter Delivery System

Ospedale Ferrarotto
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Severe Mitral RegurgitationSevere Mitral Regurgitation

Ospedale Ferrarotto
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Gruppo di LavoroGruppo di Lavoro

Dott. Fabio Tiecco (Commissione Unica dei Dispositivi medici del Ministero della Salute)
Dott. Danilo Fusco (Dipartimento di Epidemiologia del SSR) 

Dott.ssa Rossana De Palma (Regione Emilia Romagna)
Ing .Carlo Zocchetti (Regione Lombardia)Ing .Carlo Zocchetti (Regione Lombardia)

Dott. Salvatore Scondotto (Regione Sicilia)
Dott. Piero Borgia (Regione Lazio)

d l ( )Dott. Egidio Celentano (Regione Campania)
Ing. Aldo Mauro (Regione Calabria)

Dott.ssa Anna Orlando (Regione Piemonte)



OBSERVANTOBSERVANT
OBservational Study of Effectiveness of AVR-TAVI OBservational Study of Effectiveness of AVR-TAVI 

procedures for severe Aortic steNosis Treatmentprocedures for severe Aortic steNosis Treatment
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ConclusionsConclusions
 The TAVI is a safe and effective procedureThe TAVI is a safe and effective procedure

 More experience is gained  better results are More experience is gained  better results are 
obtainedobtainedobtainedobtained

 Off label TAVI can be performed in very Off label TAVI can be performed in very 
selected case  assessing the risk benefit selected case  assessing the risk benefit 
ratio of the procedureratio of the procedure

 Probably the “off label” procedure of the Probably the “off label” procedure of the 
2010 will be “in label” procedure in the next2010 will be “in label” procedure in the next2010 will be in label  procedure in the next 2010 will be in label  procedure in the next 
futurefuture
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