
La TAVI è una metodica oramai 
consolidata con costi crescenti. 
Analizziamo i risultati immediati 
e a distanza: la stiamo usando 

nei pazienti “giusti”?”

Giuseppe Musumeci

SC Cardiologia

Ospedale Santa Croce e Carle, Cuneo



Numero impianti TAVI - Italia

Fonte: adattato da Società Italiana di Cardiologia Invasiva – GISE

3466

2586

2188
1992

1855

4592



ITALIA 2016

TAVI
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 % 

EVOLUZIONE RACCOLTA DATI TAVI 
NEGLI ANNI

2011 Impianto Protesi Percutanee Aortiche

2012 Protesi Valvolari aortiche

2013 Protesi Valvolari aortiche

2014
TAVI (Con Valvuloplastica+Senza Valvuloplastica); 
mancante il dato "Impianti Valve-in-Valve"

Dal 2015
TAVI (Con Valvuloplastica+Senza
Valvuloplastica+Impianti Valve-in-Valve)



New market
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Pre-existing 
market (SAVR)
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The TAVR Path through Risk Categories



TAVI vs SAVR: 

Meta-Analysis Of 4 Randomized Trials

Siontis et al. Eur Heart J 2016



TAVI vs SAVR: 

Meta-Analysis Of 4 Randomized Trials

Siontis et al. Eur Heart J 2016

Overall population HR (95% CI) p phet

Death 0.87 (0.77-0.97) 0.038 0.76

Kidney Injury 0.61 (0.41-0.90) 0.013 0.16

New-onset AFib 0.46 (0.34-0.63) <0.001 .004

Major bleeding 0.57 (0.35-0.92) 0.020 <.001

0.5 1.0 2.0

Favours TAVI Favours SAVR



I° EP: All-Cause Mortality or Disabling Stroke at 2 Years 

Randomized Patients n = 2032  

Symptomatic Severe Aortic Stenosis

ASSESSMENT by Heart Valve Team  

Operable (STS ≥ 4%) – 5.8

TF TAVR 

(n = 775)

Surgical AVR  

(n = 775) VS.VS.

ASSESSMENT: 

Transfemoral Access

Transapical (TA) / TransAortic (Tao)Transfemoral (TF)

1:1 Randomization (n = 482)1:1 Randomization (n = 1550)

TA/TAo TAVR 

(n = 236)
Surgical AVR 

(n = 246)

Yes No

The PARTNER 2A Trial
Study Design

Leon M, et al. NEJM 2016



1

p (log rank) = 0.253

HR [95% CI] = 0.89 [0.73, 1.09]
TAVR

Surgery
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Number at risk:

TAVR

Surgery

21.1%

Months from Procedure

I° EP (ITT): 

All-Cause Mortality or Disabling Stroke

Leon M, et al. NEJM 2016



1

I° EP (ITT) - TF
All-Cause Mortality or Disabling Stroke

1

775 718 709 685 663 652 644 634 612

775 643 628 604 595 577 569 557 538

TF TAVR

TF Surgery

p (log rank) = 0.05
HR: 0.79 [95% CI: 0.62, 1.00]
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Sapien 3

Intermediate Risk 

Registry

AGE 82

N=1077

Surgical AVR arm

Partner 2A trial

AGE 82

N=944

Propensity “SCORE” 1-year results

SAPIEN 3 TAVR SAVR

Cardiac death 4.5% 8.1%

Any stroke 4.6% 8.2%

STS – 5.3



 Enrollment: Dec 2010-June 2012

 Country: Italy

 93 hospitals: 34 cath lab, 59 Surgery

 THV: ES XT, CV

 Follow up: 3 years

Large registry # 3

Age 80 Log€score 9.5



2.2% 1.3%

10.9% 6.1%

3.6±3.6 2.3±2.2

0.5% 7.9%

3.6% 15.5%

Blood transf. 
unit

Stroke

Acute renal 
failure

EARLY CLINICAL OUTCOMES OF MATCHED 

OF PAIRS OF PATIENTS
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Major vascular 
complications

PM 
implantation



SURTAVI Trial
Study Design

Symptomatic Severe Aortic Stenosis

Intermediate Surgical Risk 
STS PROM ≥3% and <15%

Randomization n=1,746
Stratified by need for revascularization

TAVR + PCI SAVR + CABGTAVR only SAVR only

Baseline neurological 
assessments

Heart Team Evaluation
Assess inclusion/exclusion  

Risk classification

Screening Committee
Confirmed eligibility

TAVR N=864

age 79.9 – mean STS 4.4%

SAVR N=796

age 79.6 – mean STS 4.5%

I° EP: All-Cause Death or Disabling Stroke at 2 Years (non-inferiority)

Reardon M, ACC 2017



All-Cause Mortality or Disabling Stroke
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24 Months 

TAVR SAVR
12.6% 14.0%

Difference  (95% CI) –1.4% (–5.2%, 2.3%)

796 674 555 407 241

864 755 612 456 272

Reardon M, ACC 2017



30-Day Safety and Procedure-related 

Complications

Reardon M, ACC 2017
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SAVR – US Registry - 104,699 pts

Mean age 70 yrs

CLINICAL

FACTORS FAVORING 

TAVR VS. SAVR

Agarwal et al. J Thorac Cardiovasc Surg 2015



PURE VALVE Registry 2007-2015 – 752 TAVR pts
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Severe aortic stenosis: age distribution

31%

45%

24%
<70 years

70-80 years

>80 years

Roberts W, Circulation 2005

76%
54%

39%

7%

<70 years

70-80 years

>80 years

Severe aortic stenosis in patients undergoing AVR 

n=932 pts
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TAVI per milione di abitanti - Italia

Fonte: adattato da Società Italiana di Cardiologia Invasiva - GISE
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Diffusione TAVI in Europa - Dati 2014
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PROCEDURES/MILLION INHABITANTS

Fonte: European population: EUROSTAT database. TAVI 2014 procedures: Germany: AQUA report, France: PMSI, Poland: TAVI registry. TAVI 2014 procedures:  Switzerland, 
Austria, Netherlands, Nordics, Italy, UK, Belgium, Spain, Greece, Portugal, Spain: BIBA medical (Independent third party data)



• INTERMEDIATE RISK POPULATION C.ca 10.000 TAVI/anno 
= 166 TAVI/milione ab.

• Garantire numeri minimi (100 laboratori TAVI, 10.000 
procedure/anno = 100 TAVI/anno)

• Accordi interaziendali trasversali per la strutturale

• Rimodulazione CCH, spostamento budget

• Incremento procedure = riduzione costi

• Ruolo aziende di device

Prospettive future



Interventional Cardiology

Our Message:

ADAPT

and

EVOLVE !






