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VARCH:#

1. Any aortic dissection, aortic rupture, annulus rupture, left ventricle perforation, or new apical aneurysm/pseudo—-aneurysm;

2. Access site or access-related vascular injury (dissection, stenosis, perforation,rupture, arteriovenous fistula, pseudoaneurysm,
hematoma, irreversible nerve injury,compartment syndrome, percutaneous closure device failure) leading to death, lifethreatening
or major bleeding*, visceral ischemia or neurological impairment;

3. Distal embolization (non—cerebral) from a vascular source requiring surgery or resulting in amputation or irreversible end-organ
damage;

* VARCHEIE K8

4. The use of unplanned endovascular or surgical intervention associated with death,major bleeding, visceral ischemia or
neurological impairment;

5. Any new ipsilateral lower extremity ischemia documented by patient symptoms,physical exam, and/or decreased or absent
blood flow on lower extremity angiogram;

6. Surgery for access site-related nerve injury;

7. Permanent access site-related nerve injury.

1. Access site or access-related vascular injury (dissection, stenosis, perforation, rupture, arteriovenous fistula, pseudoaneuysms,
hematomas, percutaneous closure device failure) not leading to death, life-threatening or major bleeding*, visceral ischemiaor
neurological impairment;

2. Distal embolization treated with embolectomy and/or thrombectomy and not resultingin amputation or irreversible end—organ
* % VARCHLHE /\jafg damage;

3. Any unplanned endovascular stenting or unplanned surgical intervention not meeting the criteria for a major vascular

complication;

4. Vascular repair or the need for vascular repair (via surgery, ultrasound-guidedcompression, transcatheter embolization, or
stent—graft).

NCD TAVI Registry $51.034R (2014288 15R)
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Summary of Recommendations for AS
(2014 AHA/ACC Guidelines)

Class of Level of
Recommendation Evidence

:Surglcal AVR is recommended in patxents who meet anindication
for AVR with low or mtermeduate surgica ‘

For patients in whom TAVR of high-risk surgical AVR is being
considered, members of a Heart Valve Team should collaborate | C
to provide optimal patient care

TAVR is a reasonable alternative to surgical AVR in patients who
meet an indication for AVR and who have high surgical risk.

‘,Percutaneous aortic balloon dilatation may be consi
‘bridge to surgical or transcatheter AVRin se
nth severe

TAVR is not recommended in patlents in whom exnstmg
comorbidities would preclude the expected benefit from 11 B
correction of AS

2009 AFBFDTAVIHEFTHI Clinical Efficacy of Transcatheter
oo Aortic Yalve Replocementfor Severe
Aortic Stenosis in High Risk Patients:

2010 Edwards H E T > XTRER PREVAIL JAPAN Trial

2011 Medtronic CoreValve;&5&

2012

2013 HETS \SREEREED

6H I>xth i The First Clinical Trial of a Self-
5014 108 EIR{EE Expaf\dabte Transeatheter Heart‘
Valve in Patients with Symptomatic

Severe Aortic Stenosis

2015

Yoshiki Sawa, Osaka University Hospital
i o

8t Terebral an e, Giaki

Hinami, Ui v nter
For the MDT-2111 Japan Clinical Investigatoss

—126—




TAVREEF & RS

20135108 Y EI > XT RIRER

® OAKEIRGF R
o HALDMEA >HF—R2S 3 VEERFR
o HRIEEHRIF S

o HALBMENMNIFR

EINNAND "ZE” IXTAVREAN B HIZ(OES

TAVREEF &S S

TAVR SEftibassE%E

E2EEE PCOAR ATONISINFEEIO—

EHSE )\ Ty REfE, BaEkE]

-AB HEDH, /\—bhF—LA
-fitB5% TR DEE

LR N EBIDE R

TAVREEZ = s

—127—




e e U e T T
BAT—TIHXBIRA EEMEHELSBES

TOP BIHSITINT HREREEREE R

FEERTRRICOLT HEVEDE

" %ﬁﬁi“ﬁ%{—*ﬁ

ABEAFETFHHRAR
T565-0871 AERFKBLEBE2-15

LEMEMEA AR ERP AT SR PR
710-8602 R LR SEHRF0-1-1

BARTEA PRSI BT SR
g T 802-8555 {EEMALAMT VEILEU RS ITH 28 15

R

EEREmiR o
T565-8565 FERFAEITIEEE5-7-1

BEERAFERER L 7—
T 350- 1298 FTERE AR 1867-1

LRBIETEA. BB FETIE RS WEE S AR
T 181-0003 TS PRSI ET3-16-1

EREATRENE HEEERSHT N
F 2478593 PR SRR TR 1970-1 D

BERATRR
5 150-8502 TS ESINEE(ZRET 35 1771‘,3] SO

TAVRSEEhESS
45 JtiEs

(2015/2/153RTE)

TAVRE%T Cle e

—128—




1200

1000

800

600

400

200

BEI > XT{ERMAE

()

Data from Edwards Lifesciences inc.

Oct. | Nov. | Dec. | Jan. | Feb. | Mar. | Apr. | May. | Jun. | Jul. | Aug. | Sep. | Oct. | Nov. | Dec. | Jan.
2013 2014 2015

= AEGIER

30 61 93 | 144 | 199 | 262 | 334 | 409 | 506 | 601 | 689 | 775 | 859 | 955 | 1049|1148

TAVREEZ S

10,000
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3,000 5
2,000
1,000 -,

EAN(ZE T D AREIRAFiTEK

M Repair

M Mechanical

& Bioprosthesis

i

1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009

(Annual report by the JATS. Gen Thorac Cardiovasc Surg. 2011; 59: 636-67)

TAVREEZHES
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UK (n=870)

FRANCE I

Altefnétive

TAVREEF & as

SOURCE Registry

German Registry
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TAVR/TAVI L =X kU

National TAVI Registry

KE] TVT Registry
131X UK Registry
IJo22A France2 Registry
N1 GARY |
NILF— Belgium TAVI Registry

ANRA Z Spanish National TAVI Registry
AT —7F > Swedish TAVI Registry

FT Czech TAVI Registry
A—RABSUJ7  Australian TAVI Registry
J52)L Brazilian Registry

TAVREEXXHES
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TAVI Registries

The registry will serve as an objective, comprehensive, and
scientifically based resource...

- to improve the quality of patients care
- to monitor the safety and effectiveness of TVT devices
- to serve as an analytic resource for TVT research

- to enhance communication among key stakeholders

(Haussig S, et al. Clin Res Cardiol, 2014)
(Carroll JID, et al. ] Am Coll Cardiol, 2013)

TAVREEZ =hEs

ACDLEE

TAVREEZ =hEs
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TAVREEZ SRS

PSP NERBORE

H SOURCE XT  Osaka Univ.
* Small Body Size OURCEXT  Osaka univ
Agely) 814 66 82268

hd Small Valsalva Female (%) 58 64

BSA(m?) 177011 1441016

* Small Vascular Diameter

Minimal diameter of iliac artery

20

10

3 35 4 45 5 55 6 65 7 75 8 85 9
Approach?

Coronary obstruction? Vascular complications?
TAVREEZ 2 HES
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