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Baseline Characteristics in Previously 
Published TAVI RegistriesPublished TAVI Registries



PARTNER Study Design



All Cause Mortality Cohort B
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Presented by Raj. R. Makkar at TCT 2011



Lessons from PARTNER

•TAVI is already the standard-of-care•TAVI is already the standard-of-care 
for inoperable patients with severe AS 
(PARTNER B)(PARTNER B) 

•TAVI is an alternative to AVR (non-
inferior) in selected high risk operableinferior) in selected high-risk operable 
patients (PARTNER A)

Is TAVI also non-inferior to SAVR in 
i i h i ipatients with severe aortic stenosis at 

intermediate peri-operative risk? 



TAVI addresses an unmet clinical need in 
th t t t f ti t i b tthe treatment of aortic stenosis, but…
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CoreValve 2 Year Clinical Follow up 
Stratified by Preprocedural Risk

Buellesfeld L et al. JACC 2011
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Risk-Mortality Relation
Pooled Bern-Siegburg ExperiencePooled Bern Siegburg Experience

40 12 months mortality
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Improvement in TAVI outcomes in 
“lower” surgical risk patients:lower surgical risk patients:

Can we go beyond the current borders?g y

Change in baseline characteristics and impact on clinical 
outcomesoutcomes

The Munich cohort
‐ 420 consecutive patients undergoing CoreValve or Edwards 

Sapien implantation
‐ Data analyzed according to temporal quartiles (enrolment 

period) (n=105)
Primary endpoint: 30 day and 6 month all cause mortality

Lange/Piazza, JACC 2011

‐ Primary endpoint: 30‐day and 6‐month all‐cause mortality



Better TAVR Outcomes in Lower Risk Patients

N=420 patients (105 per quartile)

Quartile 1 Quartile 4
Age, years 81.1 years 78.9 years
L i ti E % 25 4% 17 8%Logistic Euroscore, % 25.4% 17.8%
STS-PROM, % 7.13% 4.8%
Crude 30 day Mortality % 11 4% 3 8%Crude 30 day Mortality, % 11.4% 3.8%

Lange JACC 2012;59:280–7



Change in baseline characteristics

Q1 Q2 Q3 Q4

Age (years) 81 81 80 78Age (years) 81 81 80 78

Log ES (%) 25 19 18 17Log. ES (%) 25 19 18 17

S S (%)STS (%) 7 6 5 4

Lange/Piazza, JACC 2011



6‐month unadjusted Cox proportional 
hazard‘s modelhazard s model

6-month mortality (Q4 vs. Q1):
HR 0.49 (95% CI: 0.25-0.95), P=0.035

Lange/Piazza, JACC 2011



„Learning curve“

30-day mortality:

4 f ld d ti f 11 4% ( til 1)4-fold reduction from 11.4% (quartile 1) 

to   3.8% (quartile 4)(q )

6-month mortality:

2-fold reduction from 23.5% (quartile 1) 

to   12.4% (quartile 4)

Lange/Piazza, JACC 2011



Major contributors to the 
improvements in outcomes

1 Patient related factors1. Patient‐related factors

2. Procedural‐ or operator‐related factors

3. Device‐related factors



6‐month adjusted Cox proportional 
h d‘ d lhazard‘s model

6-month mortality (Q4 vs. Q1):
HR 0.67 (95% CI: 0.25-1.77), P=0.42

Lange/Piazza, JACC 2011



BERMUDA ‐ BERn Munich rotterDAm

(N=255) (N=255)
Courtesy Stephan Windecker
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The BERMUDA study

Courtesy Stephan Windecker



The BERMUDA study

Courtesy Stephan Windecker



TAVI in Intermediate Risk Patients

Issues
–ComplicationsComplications 

•Access site
•StrokeStroke
•Pacemaker 

–Lack of proven long term durability–Lack of proven long term durability
–Coronary access (MDT)
–Redo strategy



TAVI in Low Risk Patients

What is needed?What is needed?

Randomized clinical studies  



Comparison of TAVI vs SAVR 
in Lower Risk Patients

Comparison of TAVI vs SAVR 
in Lower Risk Patientsin Lower Risk Patientsin Lower Risk Patients

SURTAVI PARTNER II
RCT comparing
TAVI with SAVR

RCT comparing
TAVI with SAVR

SURTAVI PARTNER II

TAVI with SAVR
STS score 4-8%

TAVI with SAVR
STS score 3/4-8%

vsvs.


