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Aim of the study

+

review the Emilia Romagna experience

(30-day mortality, in-hospital mortality, six-year survival)

with regional patients eligible for TAVI

but undergoing the “OLD” Isolated AVR




Inclusion criteria

I_rllc_luded patients:
— Age > 75 and LogEuroSCORE >20% (FIC-SICCH) Group 1

— Age > 85 and LogEuroSCORE >10% (FIC-SICCH) Group 2

— LogEuroSCORE >20% (ESC-EACTS-EAPCI) Group 3
Emilia Romagna cardiac surgery 2003-2011

Isolated AVRepalcement in pts. with severe AV stenosis
(active IE and isolated AR excluded)

Only regional patients (100% follow-up)
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RERIC registry

Jan. 2003 - Dec. 2011
+ Isolated Aortic Valve Replacement
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RERIC registry

Jan. 2003 - Dec. 2011
_|_ Isolated Aortic Valve Replacement




Cardiac Surgery in Patients eligible for TAVI

+

RERIC 2003-2011

N° of % of isolated

Reglonal Patients eligible for TAVI operations AVR

Group 1: eta>75 e logES>20%

Group 2: eta>85 e logES>10%

Group 3: logES>20%




Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

—+ Mortality

Regional Patients eligible for TAVI In-hospital (%)  30-day (%)

Group 1: age>75 & logES>20% 10.5 9.8

Group 2: age>85 & logES>10% 9.2 9.2
Group 3: logES>20% 12.4 10.7




Six-year survival of the study population
compared with expected survival of age- and

sex- matched 2008 regional population
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Cardiac Surgery in Patients eligible for TAVI

RERIC 2003-2011

‘ Six-year survival of the Group 2 study population compared with
expected survival of age- and sex- matched 2008 regional population

Log rank P .005
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Comparison with TAVI?
+

*Single-center experience
Multi-center experience
Meta-analysis

eStudies (RCT)

*Registries
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In-hospital mortality




GARY Deutsches Aortenklappenregister

German Aortic Valve RegistrY

C. W. Hamm, F.W. Mohr, H. M6llmann, D. Holzhey,

A. Beckmann, H.-R. Figulla, J. Cremer, K.-H. Kuck, R. Lange,

R. Zahn, S. Sack, G. Schuler, T. Walther, F. Beyersdorf,
M. Bohm, G. Heusch, A-K. Funkat, T. Meinertz, T. Neumann,
K. Papoutsis, S. Schneider, A. Welz for the GARY-Executive

Board

- Nationwide complete survey of patients with aortic
valve stenosis undergoing invasive procedures:
- surgical (AVR),
catheter-based (TAVI]) transfemoral ,

- catheter-based (TANI]) transapical,
- wvalvuloplasty.




Inclusion from 01/01/2011 to 31/12/2011

53 cardlac surgery units 69 cardlolo units

\/

13 360 atlents

/.

6.523 surgjcal AVR 2.694 transvascular || 1.181 transaplcal

withoy?# CABG TAVI




Conventional Isolated AVR: N = 4109

& Grouping by Logistic EuroSCORE (2010)
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EuroSCORE Predicted Risk of Mortality
Regional Patients eligible for TAVI In-hospital (%)  30-day (%)

Group 1: age>75 & logES>20% 10.5 9.8
Group 2: age>85 & logES>10% 9.2 9.2
Group 3: logES>20% 12.4 10.7




Transfemoral and Transapical TAVI: N = 1367

Results by logistic EuroSCORE (2010)

Total mortality = 8.3%
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Group 1: age>75 & logES>20% 10.5 9.8
Group 2: age>85 & logES>10% 9.2 9.2
Group 3: logES>20% 12.4 10.7




Conventional Isolated AVR: N = 4109
Grouping by Age (2010)

Total mortality = 2.4%
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Regional Patients eligible for TAVI In-hospital (%)  30-day (%)
Group 1: age>75 & logES>20% 10.5 9.8
Group 2: age>85 & logES>10% 9.2 9.2

Group 3: logES>20% 12.4 10.7




Transfemoral and Transapical TAVI: N = 1367

Results by Age Group (2010)
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Mid-term Survival




CLINICAL RESEARCH

Transapical aortic valve implantation in Rouen:
Four years’ experience with the Edwards

transcatheter prost
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48-month Follow-Up Survival Curves
Canadian Multicenter Experience
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Conclusions

n i?isfactory results in the “TAVI” patients

— acceptable in-hospital mortality

— significant impact of surgery on the survival

compared with the regional population
n regional risk evaluation system needed

n results “comparable” with TAVI In recent registries




WAS THE “OLD SURGERY” REALLY SO BAD?

+

NO, .coocovvn. . and now?




“TAVI ~ Tsunami”







Percutaneous aortic valve replacement

Bruce W. Lytla, MDD
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he concept of cardiologists implanting  percutaneous acrtic valves in an

angiography suite evokes multiple reactions from cardiac surgeons. Rarely

are these reactions particularly favaorable. The opinions of cardiac surgeons
regarding the development and the potential abuse of these percutaneons echnol-
omies sound familiar becauss similar opinions were expressed in responss to the
development of percutanaous coronary echnologies a quarter of a century agmo.

The concems regarding percutanaous acriic wvalves include “we have a great
operation now.” “few patients are inoperable.” ““the percutanaons dewvices hawve
problems." “tit will be dangerous becaunse these dewvices will be misosed.” and
“patients will not et troe informed consant.”” All these arouments and concerns have
some truth o them. bot none will define the futre of percutanecus aortic valve
technologies, just as similar concerns have failed to define the anatomic treatment
of coronary artery disease.

FPercutaneous acrtic valve devices are here to stay. First. although conventional
acriic valve replacement is a safe operation in experienced hands. it is not perfectly
safe and there are patients with combinations of problems including multiple
previous operations, radiation heart disease, liver failure. Kidney failure, and diffuse
atherosclerosis for whom the risk of conventional aocrtic valve replacement is more
than trivial. Second. today™s percutaneous devices are primitive. but progress is
likely to be rmapid. Percutaneous cormonary interventions have been, and still are,
limited by fundamental biologic processes. including the cellular and fissue re-
sponse o injury (restenosis) and the complexities of the coagulation system. The
engineaering aspects of percuiansons cononary interventions have been successful.
So far no such fundamental problems appear to limit percutaneous aocrtic wvalve
technologies any more than thew limit conventional aortic wvalve technologies.
Improving the percutansous aortic valve devices appears to be pretiy much a matter
of enginesring. making their deficiencies more amenable o solution than the
problems of restenosis have besn.

We should have learned froom the coronary experience that many patients have a
strong attraction o percutaneous rather than open surgical procedures. and unless
the procedure-related risks of percutaneous procedures are substantially greater than
the procedure-related risks of open proceduorss, many patients will select the
less-inwvasive stategy even if the long-term outcomes are inferior and even if they
receive accurate infonmed consant.

A further lesson we should have learned from the coronary experience is that
expressing concern about technologies that we are not capable of using is relatively
ineffective. For cardiac surgaons o have an impact on the use of percutanaouns aortic
valve tEechnology and o b able o assure ourselves that patients have received
informed consent and that thes: devices are not misusad, we must be able o use
these technologies ourselves. In this setting., cardiac surgeons will b2 able to render
strong opinions with a diminished procedure-related bias.

Catheter-basad valve procedures are suneery. just a different kKind of surgery. For
cardiac surgeons to gain expertise with multiple tvpes of valve procedures will be
a tortnons journey . bot the journey must stact todasy.



A further lesson we should have learned from the coronary experience is that
expressing concern about chnologies that we are not capable of using is relatively
neffective, For cardiac surgeons 1o have an impact on the use of percutanzons aortic
valve technology and to be able to assure ourselves that patients have received
nformed consent and that these devices are not misused, we must be able to nse

thise technologies ourselves. In this setting, cardiac surgeons will be ablz to render
strong opinions with a diminished procedure-related bias,

Catheter-based valve procedures are surgery, just a different kind of surgery. For
cardiac surgeons (o gain expertise with multiple types of valve procedures will be

a fortnous journey, but the journey must start today.







Thank you




Back-up slides




Surgical Background

Isolated aortic valve replacement m North America comprising
103,687 paients In 10 vears: Changes in risks, valve types, and
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outcomes 1n the dociety of Thoracte durgeons National Database
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hmes, Ganm, ML The Journal of Thoracic and Cardiovascular Surgery * January 2009




Surgical Background

n gradual Increases in patient age and overall risk profile

n Shift toward bioprostheses

n reduction in morbidity and mortality
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“Young TAVI” Background
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Transcatheter aortic valve implantation in patients with mitral prosthesis.
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“..patients eligible for TAVI..”
+

?




Impianto transcatetere di protesi valvolare
aortica in pazienti con stenosi valvolare
severa sintomatica
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Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

+ 30-day mortality, multivariate analysis

Regional patients

Group 1: age >75 & logES >20%

Preoperative characteristics 95% CI

Central neurological dysfunction 4.3 1.1 17.2
Congestive heart failure 5.5 1.7 17.9




Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

+ 30-day mortality, multivariate analysis

Regional patients

Group 2: age>85 & logES>10%

Preoperative characteristics OR 95% Cl

Diabetes




Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

+ 30-day mortality, multivariate analysis

Regional patients
Group 3: logES>20%

Preoperative characteristics OR 95% Cl

Congestive heart failure




Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

‘ Six-year survival of the Group 1 study population compared with
expected survival of age- and sex- matched 2008 regional population

Log rank P .0059 |
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Cardiac Surgery in Patients eligible for TAVI

RERIC 2003-2011

‘ Six-year survival of the Group 3 study population compared with
expected survival of age- and sex- matched 2008 regional population

Log rank P <.0001
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Cardiac Surgery in Patients eligible for TAVI
RERIC 2003-2011

Patients eligible for TAVI undergoing isolated AVR: percentage for year

i

‘ Groupl: age>75 &
logES>20%

B Group2: age>85 &
logES>10%

A Group3:
logES>20%




Cardiac Surgery in Patients eligible for TAVI

RERIC 2003-2011

Age>75 & logES>20% logES>20%

Preoperative characteristics (N°=203 ) (N°=302)
N° % N° %
Age » 80 years 69.6% 142 46.7%
Female 52.0% 146 48.0%
Bioprosthesis 89.9% 187 84.6%
Body mass index > 30 16.7% 50 16.5%
Emergency status 3.4% 25 8.2%
Urgency status 19.1% 70 23.0%
Previous PCI +/- stent 15.7% 39 12.8%
Recent myocardial infarction 12.8% 39 12.8%
Congestive heart failure 20.6% 78 25.7%
Unstable angina 3.4% 20 6.6%
Pulmonary arterial pressure >60 mmHg 7.8% 25 8.2%
Haemodynamic instability 5.9% 40 13.2%
Cardio-pulmonary resuscitation 0.0% 1 0.3%
Cardiac shock 2.9% 15 4.9%
EF <30% 12.3% 46 15.1%
EF 30%-50% 35.3% 37.2%
NYHA 3,4 71.6% 74.7%
CCS 3,4 7.4% 10.2%
Diabetes 16.2% 21.8%
Dialysis 1.0% 3.0%
Creatinine « 2 mg/d| 9.3% 12.2%
Severe COPD 17.7% 14.5%
Hypertension 79.9% 75.6%
Peripheral neurological dysfunction 9.3% 9.9%
Central neurological dysfunction 11.8% 11.5%
Extra-cardiac vasculopathy 58.3% 50.3%
Active infective endocarditis 9.8% 24.0%
Active neoplasm 2.0% 1.6%




