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OCEAN-SHD family (TAVI, MitraClip, LAAC)

28 centers, 280 members (June 2023)



Annual number of SHD interventions in OCEAN
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OCEAN-TAVI registry

>100 papers accepted

>50 projects ongoing



Clinical frailty scale predicts mortality after 
TAVI

Shimura, Yamamoto et al. Circulation 2017



Low prevalence of PPM in Japan

Miyasaka, Tada et al. JACC Int in 2017, Herman et al. JACC 2018*

moderate PPM: 8.9% (138)
severe PPM: 0.7% (11)

12% in US*

mean BSA: 1.4m2 (JP) vs. 1.9m2 (US)



DOAC vs. VKA after TAVI for patients with Af

Kawashima, Watanabe et al. JACC Cardiovasc Interv. 2020

Is DOAC better than Warfarin?



ENVISAGE-TAVI AF trial

NEJM 2021

Edoxaban noninferior to Warfarin



Clopidogrel is better that ASA to reduce 
cardiovascular death after TAVI

Kobari et al. Circulation Cardiovasc Interv. 2021

With anticoagulation Without anticoagulation

Clopidogrel was better than ASA



No antithrombotic regimen after TAVI

Kobari et al. JACC Interv. 2022

We do not need an antiplatelet Tx?



RCT by the OCEAN-SHD family

•No APT (n=180) vs. ASA (n=180) after TF-TAVI

•Multicenter RCT (20 centers)



Impact of Periprocedural PH on Outcomes After TAVR

Miyamoto, Ohno et al. JACC 2022



OCEAN-SHD family (Jan 2016, 8 centers)



OCEAN-SHD family (Feb 2020, 25 centers)



OCEAN-SHD family (Jan 2023, 28 centers)



PIs: OCEAN-SHD family



TAVI for Dialysis Patients

Insights From the OCEAN-TAVI Dialysis Cohort

Taku Inohara, Masanori Yamamoto, Yusuke Watanabe, Norio Tada, Toru 
Naganuma, Futoshi Yamanaka, Kazuki Mizutani, Masahiko Noguchi, 

Hiroshi Ueno, Kensuke Takagi, Masahiko Asami, Kazumasa Yamasaki, 
Hiroto Suzuyama, Masaki Izumo, Yohei Ohno, Shinichi Shirai, Kentaro

Hayashida, OCEAN-TAVI investigators

Preliminary results @ 10th March 2023, Japanese Circulation Society Annual Meeting
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Overall in-hospital mortality: 43/885 (4.9%)
Overall in-hospital CV death: 24/885 (2.7%)

Reason of non-CV death N=19
Infection 6
Non-obstructive intestinal ischemia 4
Suffocation 3
Stroke 3
Multi-organ failure 1
Undetermined 2

High mortality in emergent cases

Patient selection is important



Outcomes of Transcatheter Aortic Valve 
Implantation for Failed Surgical Bioprosthesis: 

Insights from the OCEAN-TAVI TAV-in-SAV Cohort

The 87th Annual Scientific Meeting of the Japanese 
Circulation Society, 10th March 2023, Fukuoka

Yohei Ohno, MD, PhD, FESC
Tokai University School of Medicine, Isehara, Japan

on behalf of the OCEAN-TAVI Investigators

JCS 2023



True Internal Diameter (mm)

19mm
17mm

21mm

Surgical Valve Characteristics 

JCS 2023



Overall
Small 

Bioprosthetics
Large 

Bioprosthetics p
N=329 N=221 N=108

TF-approach, n (%) 302 (91.8) 202 (91.4) 100 (92.6) 0.712

Percutanous approach, n (%) 272 (82.7) 183 (82.8) 89 (82.4) 0.449

Local Anesthesia, n (%) 164 (49.8) 112 (50.7) 52 (48.1) 0.666

Pre-TAVR BAV, n (%) 11 (3.3) 10 (4.5) 1 (0.9) 0.088

Post-TAVR BAV, n (%) 103 (31.3) 81 (36.7) 22 (20.4) 0.003

> 2 valves implanted 3 (0.9) 3 (1.4) 0 (0) 0.285

Sapien 3 54 (16.5) 29 (13.2) 25 (23.4) 0.02

Evolut series 267 (81.2) 186 (84.2) 81 (75.0) 0.134

Procedure details

JCS 2023



Overall
Small 

Bioprosthetics
Large 

Bioprosthetics p

N=329 N=221 N=108

In-hostpital Outcome

All-cause moratality, n (%) 5 (1.5) 4 (1.8) 1 (0.9) 1.000

CV mortality, n (%) 2 (0.6) 2 (0.9) 0 (0.0) 0.612

Disabling stroke, n (%) 3 (0.9) 3 (1.4) 0 (0.0) 0.554

Coronary obstruction, n (%) 2 (0.6) 1 (0.5) 1 (0.9) 0.549

Life-threatening bleeding, n (%) 10 (3.0) 6 (2.7) 4 (3.7) 0.734

Major bleeding, n (%) 18 (5.5) 13 (5.9) 5 (4.6) 0.639

Major vascular complication, n (%) 7 (2.1) 6 (2.7) 1 (0.9) 0.433

New pacemaker implantation, n (%) 11 (3.3) 9 (4.1) 2 (1.9) 0.514

Post-Procedural Outcomes

JCS 2023
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Currently available TAVR devices in Japan

Sapien 3
Ultra RESILIA

Evolut FX Navitor



MitraClip G4

2020/9/1-



Current MitraClip Results

from OCEAN-Mitral Registry

Shunsuke Kubo
On the behalf of OCEAN-SHD family

Preliminary results @ 24th September 2022, JCC



OCEAN-Mitral registry
04/01/2018～09/30/2021

22 centers, 2158 cases



Procedural Results
MR Grade
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術前 術後
None-trivial

Mild

N = 2158

Acute procedural success 2037 (94.4)

Inhospital mortality 48 (2.2)

Procedure time 98± 50 min

Device time 70 ± 43 min

Fluoroscopic time 31 ± 21 min

# of clips 1.4 ± 0.5

SLDA 33 (1.5)

Leaflet tear 24 (1.1)

Access site complications 49 (2.3)

iASD closure 26 (1.2)

Post-procedural TMPG 2.8 ± 1.5 mmHg

≤mild
84.2%



Serial MR grade and NYHA class
MR Grade
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2-Year Follow-up
Cumulative incidence at 2 years

Death 339 (22.9)

Cardiac death 177 (12.7)

All hospitalization 561 (36.0)

CHF hospitalization 344 (23.2)

Converstion ot op 34 (2.0)

Re-MitraClip 24 (2.2)

Stroke 38 (2.6)

All-Cause Death

Event 0 234 339
No at risk 2158 1387 546

22.9%@2Y12.4%@1Y
(PMS14.9%)

Mortality 20.2% @1Y, HF hospitalization 14.1% @1Y in TRAMI registry
Mortality 25.8% @1Y, HF hospitalization 20.2% @1Y in TVT registry



Post MR grade

Moderate-severe/severe

Moderate

Trivial-mild

No. at risk
73 46 16
422 261 92
1615 1080 439

37.1%

27.2%

18.8%

p = 0.79

p < 0.01

Impact of Post MR Grade



OCEAN-Mitral

Mitral: 1-year outcome

Saji et al. JACC Asia in press Kubo et al. JAHA in press

Mitral: 30-day outcome



Watchman FLX, Boston Scientific Amulet, Abbott

Devices for LAAC in Japan



The OCEAN-LAAC registry

Asami et al. JACC Asia 2023



TriClip™ G4 TVRS
A NEW TREATMENT OPTION FOR SEVERE, SYMPTOMATIC PATIENTS AT HIGH RISK FOR SURGERY

S/L KNOB

Enables movement 
in septal or lateral 
direction

+/- KNOB

Provides the height 
needed above the 
valve plane

F/E KNOB

Flexes and extends 
deliver catheter to steer 
down to the valve plane

DISTAL CURVE

Anatomically 
designed for direct 
access to the valve

NT/NTW XT/XTW

Tailor Repair with Four Sizes

CONTROLLED GRIPPER ACTUATION

Able to optimize leaflet grasping

Enrollment completer for the clinical trial



The 1st case of TriClip G4 @KEIO 2022/3/1



EVOQUE transfemoral tricuspid replacement
1-year outcome

Webb et al. JACC 2022



The 1st case of TTVI in Japan 2023/3/28
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