HA3F108148

[EEZ—XDOBV\EEMSBSEDRIEANCETDIRTR] D—FYIT)L—T

ZE58N

BARIVR % @%E
LLIPY 7%
BANVREAEEESE
=N BX

DELEE

D25 AREDIE 0 DEE-Z—XANDSV\EESSFDRIAEAICEE T DRI
T. BEBIRZAT >~ IVICI VENOUS STENT System] Z-—XIBELTCUVZREEF
Lizht. TVENOVO Venous Stent System ] [Zilver Vena Venous Self-Expanding
Stent] DREEINZEELFET,

CNHED3DNDRAT Y HIBEBEBIREAED DU\FIRBICK T DEBICERSNEI NN
MTRDEHTEEIDEFDUHENDDEEZO5NZET,

1. ATV EEE. TUNU=—IYRFTANERDFIITH, BEICEUTCOFEZEIFEFRF
UTY,

2. BRKTOBMWXENDS, ZOBRKBNUENTOEDIFENEEZSNET,

3. BRBERT—5& L/?i LTCE. B - @EMEEIC I DDRTY FTHEEBIRBR
NTTRD., FFEEDIFBRNEBZE5NET,

DDQD\%EKQ%)\SH%LC‘L&‘OT/\{zg}Rd)mEﬂb\y‘_D\‘o BZEBEOBEER
MDA ENHEFCEDTH. BINEBRELIET, CEICDVNTITERITODIE. ﬂ—(—*d:% L
<BREVEBULLEITFET,

ME

178



MRJVM
テキスト ボックス
資料５－１



FRE A 2 B4 5 R O il H BN B4 2 &

1. FEENBEOBIMIE - =
2455 AR 15 30 [EEHE = — XD @O RS O R HPRE BT 2 Ete) © TE#IRA 7 > & : VICI VENOUS STENT System| 7%=
— XIREZZ T, ZEFRFEOMREATHMBEPEEEAIND Z LI K0 T3, RBROERIED D | SR O A N & 2tk o B iy
'VENOVO Venous Stent System] [Zilver® Vena™ Venous Self-Expanding Stent] DiEIN% BT 5,

TE 5720,

2. HantEEo

[2019-3 B EFFAIRA T > ]

VICI VENOUS STENT System

VENOVO Venous Stent System

Zilver® Vena™ Venous Self-Expanding Stent
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VICI VENOUS STENT System

VENOVO Venous Stent System

Zilver® Vena™ Venous Self-Expanding Stent

AT b | AME 12, 14, 16 mm 10, 12, 14, 16, 18, 20 mm £ : 10, 12, 14, 16 mm
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2. ST OAGRIRBLOD HHE
VICI VENOUS STENT System VENOVO Venous Stent System Zilver® Vena™ Venous Self-Expanding Stent
WHEHH KIE 20195 H2H KE 201943 A 13 H KIE 2020 4210 H 9 H
RN (CE~—7) : 2013412 A 31 A | Bk (CE~—7) : 2015410 A 22 A | Bk (CE ~—7) : 2010410 A 29 H

PMA/510K/HDE | P180013 (PMA) P180037 (PMA) P200023 (PMA)

Number

HGRE LTS | K[E : The VICI VENOUS STENT System | >K[E : The VENOVO Venous Stent System | >k [E] : The Zilver® Vena™ Venous Stent is
WIS ONE is indicated for improving luminal diameter | is indicated for the treatment of | indicated for improving luminal diameter in the

in the iliofemoral veins for the treatment of
symptomatic venous outflow obstruction.
VICI VENOUS STENT System [%., JEf5
PEEF MRV L P ZE DB W D 72 01 i K
R IR O 8 RS 2 3 2 72 O I s
ERAR

’kJH : The VICI VENOUS STENT System
is intended for use in veins of the lower
extremities and pelvis, including the iliac
and common femoral veins, for the
treatment of adult patients (age 18 and
older) who exhibit symptomatic venous
outflow obstruction

VICI VENOUS STENT System (. JEf%
PERFIRIT I PAZE 2 R TR N (18 7%
VL k) OIRROT-DIZ, Bt ks L O
MR BRFRIR 25 T T s K OV R O
RCOfHZ B LT 5,

symptomatic ilofemoral venous outflow
obstruction.

SEAEVE D R E KR EF IR O 1 i 5= o 1R
AT 5,

KM = The VENOVO Venous Stent System
is indicated for the treatment of stenosis and
occlusions in the iliac and femoral veins.

i A O R B R R R oD 1 e i 55 D ¥R
WA %,

the treatment of
venous outflow

veins for
iliofemoral

iliofemoral
symptomatic
obstruction.

Zilver® Vena™ Venous Stent 1. JEBEM:IGE K
JhR 5 IR 1 HH B2 5 DRI D 7= O I i KR &
IRICEE L., 8RN EdET 57290 H
W5,

RN : The Zilver® Vena™ Venous Stent is
intended for use in the iliofemoral veins for the
treatment of symptomatic venous outflow
obstruction.

Zilver® Vena™ Venous Stent ., JEBEIERGE K
JoR & AIRIAC HH B 5 DRI D 7o DI G R &
IRICRES 2,
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VICI VENOUS STENT System VENOVO Venous Stent System Zilver® Vena™ Venous Self-Expanding Stent
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NE A, Zhtiak, FEMIELL, BHRGEAER pim X, Ziiak. FEMEIELL, HEEER pim X, Ziiak. FEEIEL, HEGEER
THA
BER 7 1 | S BIEBNT., FRBRERIR, S E AR, #al5 | MARTRIEGEREDO B (PTS ) KOFEMAR | P BIER] : 1 A DR E KIRE RS 45 | FE M5
o | BER, 22320 O0FF OIS, BRR | tERZEOREE (NIVLE) OESEMAZRS | e KIREFEFRIEHESE 26535 85,
MWL MEREFFOBMEIEEMEPAZENRH Y . Ak | & L, 170 fEFITHEME L7, MERE 7~19mm | (CEAPC 435 3 LA & 7213 VCSS pain score

ERAZ X DRI AE EDS 50%L0 EPAZE L C
WHZE, RBEIKAERE LT, CEAP
classification >3, VCSS Pain Score >2 Tdh %,
Primary Outcome & LT, Z2&MEiE 30 HO
Major Adverse Events (MAE), A %hHEITI6H
# 12 7»H @ Primary Patency Rate % #¥Aifi 3"
2o

Secondary Outcome & L T, 12 »"H#% D
Venous Clinical Severity Score (VCSS)D i
Rl %,

DG E REEEIRD AT 50%LL D 5ka255H
I % A D REENE O MRS % D B % x4
R A ATz, EBEMEDEF & LT, CEAP
C3 UL EFE=1X VCSS 2 DL E& A AT,
BRI 36 » H T AWM EERHMGEE |
REEFEFMMEHIIULTO LD TH
5
<HEHERHEEE >

12 » AR IC BT 5 —REBIfFER
<ZeVEFEFHEEE >

Fiit 30 BICB T D ERRAFEES
(MAE) @[alk¢

20 E)

BRERIEBIEL « 243
ZAVEEHEERIEH - THt% 30 Ho 38 A
EH4 (MAE) FERAR
AEEEFRIEH - % 12 » AOEE
A — IR BT
BIRFHBIE R © RX—A T A T 25 T
%1 AR ON2 7 A O RE B R B E
Z a7 (VCSS) D4k

4/5

5/ 38




16 B il
DR

170 B3 %8k S L7,

Primary Safety Outcome T& % 30 H @ Freedom
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