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A question of Follow-Up?
Time is up! We should finally have the right follow-up setting for the
TAVI/SAVR issue.
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Data from the best-performing bioprosthesis versus mechanical valves

Aortic Valve Replacement outcomes

6907 patients enrolled:

• 3831 Perimount group

• 3076 mechanical group



Valve Durability
Life expectancy and durability should go 
hand-in-hand

Follow-up time needed

Age of the patients



8 STUDIES 
CONSIDERED

AVERAGE PTS PER 
STUDY: 339,75

TOTAL  PTS  
STUDIED: 2718



Data from Trials
NOTION 10 years
Patients aged 70 years or older with symptomatic 
severe AS were considered for inclusion.

The trial randomized 280 patients to TAVI with the 
self-expanding bioprosthesis (n = 145) or SAVR 
with a bioprosthesis (n = 135)

What does “lower risk” mean?







Valve Durability

Choosing the right prosthesis matters



Valve Durability
The patients’ age is a determinant factor



ALL THE OLD DATA IN THE GARBAGE?



Parachute use did not

significantly reduce death or

major injury (0% for parachute v

0% for control; P>0.9). This

finding was consistent across

multiple subgroups. Compared

with individuals screened but

not enrolled, participants

included in the study were on

aircraft at significantly lower

altitude (mean of 0.6 m for

participants v mean of 9146 m

for nonparticipants; P<0.001).



Parachute use did not 

reduce death or major 

traumatic injury when 

jumping from aircraft in the 

first randomized evaluation 

of this intervention. 

However, the trial was only 

able to enroll participants 

on small stationary aircraft 

on the ground, suggesting 

cautious extrapolation to 

high altitude jumps.



Parachute use did not reduce death or major 

traumatic injury when jumping from aircraft in 

the first randomized evaluation of this 

intervention. However, the trial was only able 

to enroll participants on small stationary 

aircraft on the ground, suggesting cautious 

extrapolation to high altitude jumps.



ALL THE OLD DATA IN THE GARBAGE?
We only need relaible data on new devices !!!



Are we playing the same 
match?

Long term outcomes from a PMS



Data from INTEGRITTY



The trends are changing…



Time is of the essence
Landmark analysis in the PARTNER 3 cohort







[…] primary end point, a composite of
death or disabling stroke at 24 months
[…]

AND AFTER 2 YEARS???

Data from Trials
Evolut Low Risk

Mean age was 74 years at time of
enrollment: 5-10 year results should be
expected…



Data from Trials
Some concerns…

NUMBER OF LOST AT FOLLOW-UP



Data from Trials
Reluctancy in publishing 
long-term trial data



The latest data

145% increase per
year of cardiac
surgery after TAVR



• Follow-up data should be adequately reported.

• Much longer follow-up data with an adequate number of 

patients reaching longer FUPs are eagerly expected.

• The literature so far seems to favor SAVR in younger patients

• The short-term benefit of TAVR is clear especially in the elderly and 

higher risk patients.

• More transparency in the setting of sponsored studies is

warranted, although practically not reasonable.

• New studies should address new prostheses.

• A rising issue will be cardiac surgery post-TAVI.

Conclusions



The race has started, but how will it end?







In the world of CAD
Things seem different in the world of CABG 
vs PCI



Not all valves are the same…

Performance



Data from the PARTNER III Cohort

Performance comparison





Even RCTs designed to promote TAVI 
cannot compete…

Data from RCT
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