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TAVI centers (Oct 2013-August 2019) 

168 centers 
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TAVI cases (Oct 2013 - Aug 2019) 

> 25000 cases 

Data from Edwards Lifesciences 

Challenges in a national registry 
• No quality control 
• low motivation 
• Absence of key driver 
• Low volume centers… 



OCEAN-TAVI registry 

20/165 centers 

>5000 cases 

>1/3 share!! 
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Advantages of the OCEAN-TAVI registry 
• Highly-motivated high-volume centers 
• Beyond politics 
• Quality control by monitoring 
• 99% follow-up at 1-year 
• Experienced data 



1 year 
10% 

2 year 
17% 

Total 2381 patients 
Age                   84.3±5.17 
Female           1651 (69.3%) 
STS score         8.21±6.81 

Overall cumulative mortality  
(October 2013 – March 2017) 

30-day 
1.7% 
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1387 700 N=195 95 

S3 demonstrated the lowest mortality 

 



Type of TAVI valves used 
Sapien  XT 

Corevalve classic 

Sapien  3 

Evolute R 

2013 2014 

2015 2016 2017 Jan-Apr 11 (2.0) 

372 (34.6) 

183 (17.0) 

494 (46.0) 

494 

39 (100) 413 (100) 

544 (98.0) 

26 (2.4) 24 (5.7) 

103 (24.3) 

296 (69.8) 

N=39 N=413 

N=555 N=1075 
N=424 

1 (0.2) 



Size of valves 
Edwards Sapien XT Edwards Sapien 3 

CoreValve Evolut R 

23mm 
     59.2% 

26mm 
     34.0% 

29mm 
     4.4% 

20mm 
     2.4% 

23mm 
     57.1% 

29mm 
     4.9% 

20mm 
     8.5% 

26mm 
     29.5% 

N=1392 N=790 

N=195 N=129 

29mm 
     44.6% 

26mm 
     55.4% 

29mm 
     37.9% 

26mm 
     51.2% 

23mm 
     10.9% 
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Hemodynamic performance of balloon 
expandable valves 



Low prevalence of PPM in Japan 

Miyasaka et al. JACC Int in 2017 

Moderate PPM : 8.9% (138) 
Severe PPM : 0.7% (11) 



Clinical frailty score predicts mortality 
after TAVR 

Shimura, Yamamoto et al. Circulation 2017 



Yanagisawa et al. Circ Cardiovasc Interv. 2019  

Leaflet thrombosis (OCEAN-TAVI) 



Leaflet thrombosis (OCEAN-TAVI) 

Yanagisawa et al. Circ Cardiovasc Interv. 2019  

Predictors for early leaflet thrombosis 
LFLGAS, severe PPM, 29mm bioprosthesis 



OCEAN-TAVI registry 

 

 >40 papers accepted 

>40 projects ongoing 



OCEAN-SHD family (Jan 2016, 8 centers) 

 



OCEAN-SHD family (Jan 2019, 23 centers) 

 



635 
Sapien XT: 219 
Sapien 3: 418 

101 
CoreValve: 15 

Evolut R/Pro: 86 

Lotus: 18 Portico: 1 

Keio experience: 757 cases (Oct 2013 - July 2019) 
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30-day mortality and procedural volume 
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0% in 2018 
0.4% in the recent >500 cases 
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TAVI under local anesthesia 



1:1 Randomization 

TAVR 

(SAPIEN 3) 

(n=~650) 

Symptomatic Low Operative 

Risk Severe AS Patients 
Heart team agrees the patient has a 

risk of operative mortality < 2% 

(e.g., STS <4) 

SAVR  

(Surgical Bioprosthetic Valve) 

(n= ~650) 

n=1300 

Follow-up: 30 day, 6 month, and annually through 10 years 

CT Imaging Sub-Study  

(n=200) 
CT Imaging Sub-Study  

(n=200) 

Primary Endpoint: Composite of all-cause mortality, all stroke, and 

re-hospitalization at 1 year post procedure (non-inferiority) 

PARTNER III Trial Design 

 

5 3 1 65 

6 cases /1000 from Japan 



EU US Japan 

2007 2011 2013 

TAVR 

2016 

Sapien 3 EU US JPN 

Intermediate risk EU US 

Regulatory process (TAVR) 

low risk ?? 



Take home messages 

• High motivation and quality control is the keys 

• Initial safety leads to late expansion 

• Now TAVR can be the 1st choice treatment for elderly 

patients with AS 

• We are now trying to contribute to this field as a part 

of the global community. 


