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AVR in pts of age≥80 years  
At Follow-up Survival 
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AVR in pts of age≥80 years  
 Follow up 

Freedom from Cerebro-vascular events 
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SVA in pz di età≥80 anni 

• Embolic cerebral accident rate in this group of 
patients was 6.8%, cerebral hemoragic event rate 
was 2.1%.  accounting for 9% at 5 years follow-up  

 

• According to “Italian Longitudunal Study on Aging 
(ILSA)” (2003) cerebral accidents rate in the 
general pupulation older than 80 years is 10.3%  

(Ann Thorac Surg 2008;85:1296 –302) 





 
• Indications for intervention 

 
     The reasons for not performing an intervention in the 31.8% of 

patients with severe single-valve disease who did not undergo 
intervention, while in NYHA class III or IV, were: 

      regression of symptoms under medical treatment (overall 39.9%, 
1.8% as the sole reason), end-stage disease (18.4%), symptoms 
attributed to coronary artery disease (14.9%), and recent 
myocardial infarction (7.9%). 

 
      Besides cardiac causes, the presence of at least one extracardiac 

cause was considered to contraindicate surgery in 55.3% of cases. 
The most frequent reasons stated were: 

      old age (27.6%, as a sole reason in1.3%), chronic obstructive 
pulmonary disease (13.6%), renal failure (6.1%), and short life 
expectancy (19.3%). 



EVALUATION OF A NEW PROCEDURE 
THE PROBLEM OF ASSESSING THE RISK  

 

UNDERESTIMATION OF RISK REPRESENT A MORE 
CONSERVATIVE APPROACH 

 

WHILE 
 

OVERESTIMATION OF RISK LEAD TO RECRUITING 
PATIENTS THAT MIGHT DO WELL WITH 

CONVENTIONAL TREATMENT 
 

 







Alternative ways for risk assessment 

A series of factor are not considered in the Scores 
 Frailty 
 Radiation 
 Nutritional status 
 Hepatic function 
  
 



J Thorac Cardiovasc Surg 2008;136:697-701 

Methods: An 87-year-old man with severe aortic stenosis who was rejected for 
surgical intervention underwent percutaneous valve implantation through a 
retrograde femoral approach. The procedure was complicated by cardiogenic 
shock caused by severe aortic insufficiency, leading  to emergency surgical aortic 
valve replacement 

Results: The operative findings revealed the presence of commissural 
paravalvular leaks and centrally malapposed leaflets. Surgical replacement 
was uneventful, and the patient was discharged on day 30 







(Circulation. 2010;122[suppl 1]:S37–S42.) 

Conclusion—Patients with severe symptomatic aortic stenosis not included in 
transcatheter aortic valve implantation trials 
do poorly and have extremely high mortality rates, especially in nonsurgical groups, 
and loss of quality of life in surgical groups 



(Circulation. 2010;122[suppl 1]:S37–S42. 

Surgery survival: 80% at 1 year, 78% at 2 yy 
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• Una guarnizione è un dispositivo meccanico di 
tenuta statico che viene posto in 
compressione tra due oggetti, in modo da 
prevenire il trafilamento di liquidi o gas. 
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data from the German registry 
early mortality according to the expected risk 
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data from the German registry 
early mortality according to the expected risk 
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Approval processes 

Given the enthusiasm with which the procedure has been 

adopted, we might expect the evidence for its efficacy to be 

solid. But a health technology assessment we carried out, 

commissioned by the Belgian government, concluded that the 

Belgian health authorities should pay for TAVI in only a 

minority of patients (10%) of those currently considered for 

treatment—those who are deemed inoperable for technical 

reasons such as a series of previous operations or irradiation of 

the chest wall 

















Conclusions: It is inappropriate to consider 
reimbursement of TAVI for high-risk operable patients. 
Reimbursing TAVI in inoperable patients in essence is 
a political decision. From an economic perspective, it 

would be prudent to first target patients that are 
inoperable because of anatomical prohibitive 

conditions. In the search for evidence, the authors 
identified non-published negative results from 

a randomised controlled TAVI trial. 
 The study sponsor 

should be more willing to share this information to 
allow balanced evaluations and policy 

recommendations. Payers should require these data 
before taking reimbursement decisions 

BMJ Open 2012;2:e001032. 
doi:10.1136/ 
bmjopen-2012-001032 



• Key messages 
 In high-risk operable patients, surgical aortic 
 valve replacement and TAVI are associated with 
 similar mortality rates at 1 year. However, there 
 is a twice as high rate of stroke after TAVI. From 
 an economic point of view, the less invasive 
 nature of the TAVI procedure does not weigh 
 against the extra costs of about €20 000 per 
 patient 



 In inoperable patients, TAVI significantly reduces 
 the rate of death from any cause as compared 
 with a non-surgical approach. The ICER is about 
 €45 000 per QALY gained. Nevertheless, 
 a distinction should be made between inoperability 
 for anatomic versus medical reasons. TAVI 
 offers more value for money in the former patient 
 group with ICERs decreasing more than €10 000 
 per QALY 



Conclusions (1) 
PARTNER B 

• The primary endpoint of the trial was met: 

– In patients with aortic stenosis at high risk for operation, TAVR was 
non-inferior to AVR for all-cause mortality at  
1 year (24.2% vs. 26.8%, p=0.001 for non inferiority) 

– Transfemoral TAVR subgroup was also non-inferior to 
AVR (p=0.002 for non-inferiority)  

• Death at 30 days was lower than expected in both 
arms of the trial: 

– TAVR mortality (3.4%) was the lowest reported in any series, despite 
an early generation device and limited previous operator  experience 

– AVR mortality (6.5%) was lower than the expected operative 
mortality (11.8%) 



Conclusions (2) 
PARTNER B 

• Both TAVR and AVR were associated with important but 
different peri-procedural hazards: 
– Major strokes at 30 days (3.8 vs. 2.1%, p=0.20) and  

one year (5.1% vs. 2.4%, p=0.07) and major vascular 
complications were more frequent with TAVR  
(11.0% vs. 3.2%, p<0.001) 

– Major bleeding (9.3% vs. 19.5%, p<0.001) and new  
onset atrial fibrillation (8.6% vs. 16.0%, p<0.001) were  
more frequent with AVR 

• TAVR and AVR are both acceptable therapies in these  
high-risk patients; differing peri-procedural hazards should 
influence case-based decision-making 

 



Conclusions (3) 
PARTNER B 

• Symptom improvement (NYHA class and 6-min walk 
distance) favored TAVR at 30 days and was similar  
to AVR at one year 

• Echo findings indicate: 

– Small hemodynamic benefit with TAVR vs. AVR at 1 year  (mean 
gradient p=0.008, AVA p=0.002) 

– Increased para-valvular regurgitation associated with TAVR 
(p<0.001) 

• Preliminary subgroup analyses should be interpreted 
cautiously: 

– Possible TAVR benefit in women and patients without  
prior CABG 



• A gasket is a mechanical seal that fills the space 
between two mating surfaces, generally to 
prevent leakage from or into the joined objects 
while under compression. Gaskets allow "less-
than-perfect" mating surfaces on machine parts 
where they can fill irregularities. Gaskets are 
commonly produced by cutting from sheet 
materials, such as gasket paper, rubber, silicone, 
metal, cork, felt, neoprene, nitrile rubber, 
fiberglass, or a plastic polymer (such as 
polychlorotrifluoroethylene) 
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