FEREZ0OB03E1E
T2 9% 8 A 3H

EWMENRELEEER () BB

EEGBERE - ARGARERLBEELERE
FP =) BE )

—~
>
>

ERBERMLENRT  PEEHA RF A 42050 T

=R B 25 DGR R ICER LIRAT T _REERHI WL, TRR6E11H 208 44
TRERRESEINE 1 BEEAYBHEREETEZEE (BRGNS BEAERSH
mnEAEHEY) B (ERES OGRS AERFBICE LT RESIE;
DT KEXVERYF-oTERLZIATT,

AR, RRBEEARME AN R T b OEBRFBICE LRAT X @R oVERO
DR KRCEEDORFUICET B0, FRHOLBOBESAL RSL 2 ED
FLHELIZOT, TRBHICEEO L, ABPHBIIY - TEEL TS LS.
EE THEFREEICR LIBEFHREL SO LET,

BB, RBHOE L EMIITEIEAERS ERSSERANEEES —p
HHEAN B AERBRELEEAS SR, —EHAE A KEERLS - VDT %2
2R, BN E T2 A BESERIEE - IVDEESZE B R K OV 3 5 il an s v 2
BRI RS RBEDL CENTH I 2B LIEL T,

L_L[IL

1. REEVA RTA 03, ARHFBICE LR R GEOERO =L
RUFEEOREICET S0, HET 2 EEHEICTRTEREEICONT,
VERFMEEZE2T™THOTHD I L,




2.$%§ﬁ4ki4yﬁ\ﬁﬁﬁm%ﬁéﬂ#%ﬂﬁt%déﬁﬁw%z
FIzoWTHELELDTH Y, SROBZEFEFOESS IS U TR LE S 4.

WETENDRELDTHDL T L,



il

BEXRBEROLENRAT VBEVAS F54 0

T ®IZ

(1) KFEEVA FFA 12 PMDA OEKBEIIRALENRAT > hOFEE
CBITABREOERNREZFEZRTLOTHY , —BIDOANITH L
THEMNEZS 2704530 THEAL, F£7- PMDA 13X %
HABT28EZ L 2O THRY, BRI EESCHAOMES
HrE-LTuWhiZ. REMRT7T o —F%L 32 LLAETH S,

(2) REETARITA 3, ARBHFEFBICE L, BT R BEEHER O
RILL LB XFEEORBICET A0, LERFEMER, MR
AV NEEZSELLTRLELOTHY, REOEEIIGLT. &
BB ETEHOEMBLETHI2BE, RELREERDIEELND
3,

(3) BEEIAFITA VL, BEBACBTIARFNARICESXEERED
EZEZFHICOWTRLELDOTHY , SBOBFRFOESE LT
THRREIN, RETEINDIZRELDOTHD,

(4) BEETA RTA 03, BRBEBRALENRT AZLRAT O
EEIIBITAEEANEZEZFIZOWVWTHELELOTH Y | TR H A
AT MZOWTIHEFRITRAFMERRITO Z &,

1 FA i

KEETA NI OBHEGHEIZ, EENL. ERERE0RE. A%
HEREROILZEHOHRECE T I EEE 2LAFSENLETHE TCOHR
EWLVEELEFZHRENEET20ECHERBSE. THEREBSREV
—RER#E (CK 16 EEAFBEERE 298 5) IRE1OUT®
BEOS L, BRXEBERODLENICAVS LOICERT S,

¥ 561 & mEHRA7T >+ (JMDN ==— K : 36035003)

BWNEEMm YT A4 K74 >

BRAGEICEY T 2EERBEICONTIE., BIRICRTEMFEMY 4 K
A ERELLTHME T2 ¢, FMEBO—HMEEAKET HHEE0]
OFMAETRANIHEEIIE., TORYHEHAT I L,
EHTARTA T, MY s THVWAIREE I EEETRET
BLDOTIERL, BHARIA T RATIHABELRE I
FoRBELRNCHEME2ITI>IZ LRELX 22, Z0OHEE, EHL
TREBESOoZYMEERHATL L,

B, ERAKEAICEYTAEBTHo THLEHIZARLZZ T - EEMES



4.

SHE LTS - R, BB RBME ERAFER BEFEOWT
NPIZHREN B DFE I, TOFRAME IOV TEY ZFHE 21TV
mE., AOMROCE2EOFMICE LLERERZRET DS L,

ERBEHE~DE MK
EE G, EERS %@uug BEROREEEORREICET &R

B A1 £E2BOHE EAFSEBRENED D EREREROEYE (F
w17 SR A S T%IZZH—) ~DHEEMEHBETHZ &,



Palliis

RARMKODEAR T b BEFEE@EHS FS540 >

1 _EFTREEHRIZOWVWT

AHOMEOLZE2E PR T AILDICHLELEZLNARMEHOHEEIZLT
DEBYTHBEZ L, FH LT, BREFAAEKELTRBRZT> L L, R
Ty hETUNRY VAT ALARREELEZRERZIAT Y PAKIZRH L THRE

- =

T2 &,

(WP BEMLZEMSEE R NEHRICE T2 E R
1) FEstEHz >\ T
FEMEIEEE L., BMEOMAE - HIRICE L, UTFTOEBIZOWTHLNZTSZ L,

-
£

LRI 3AT . R DR E
BARRIRFIE (. FIRME, MU WE%E)

2) AT v MzonT

NN

& N H T

Ay

S8, FmtEREOSE

BR#BEOA—Tx )T
HERIZEELEBOMENRRAT » M Lo TEBDLARWERE., XIXHEELEZRD D
L

FARFEIBME L O

et (MARE. BEREARYE., REeBEME NS

AR O ERImE

BEERI#ORT v NREELER

AT NRBABIEBLTART L P REOEELZRD B Z L,

sEett (BRRY—i)

BELZAT FOmE & PREBEOARZAEL, A7 MALERFELT, BEXKY
PEFTIH-ICREALTWVWAZ LEZRTBT AL, £, BEBEORT » MNMIBT
BRE B EeHRTIZ L. GHETHMETIZETHLERW),

FTEATNT F—A

ATV NOERFHOHERET D Z L,

JE A o
ATV MR EMBBIZAOBKICERTHAZ L 2ERTH L,
i 7 it

HMESNZHMBERIIBWTAT VY MRF U7 LRWI L 2HRTH L,

MRI |z 5t 5 %2

MRI JEITEE D AT P ORBE, RIA. by, 7—F 7727 b BETH) Sops
WZHDOWTHEHET 2 2 &, BEAROHEUERES & FA—0FEMEEZ HWTEY, MRILIZ
T HREEBBEMDOFEEZBNTL, XRELAVWEERIZLY, FELEZHA
WTORBREREZAK T HZ L L TE D,



v

V4

Ty 7 ABFEEE
AF U RRTy 7 ABBFR T CARTE S &%ﬁ;?é L., Ty ABAEEN
REEE OB AT H > T, SR PWAEZRIC LY, PFHSE AV TORBREN
PEBTHLHLTE S,
T A

- AR ORE

K BE B BR 12 BT BESTHAMER CBE~OEBEBIZS VW TRNT 2 20Ic, £4
T OGaEh. SE. BT, ALY) OEERRICE Téﬁﬁ%#%@ﬁb\%ﬁﬁ
LMD VR LR AR ORERIAHE T2 2 &,

s AT N OST A RAT

R B OTMAMZ FHET 570, BREREFERNT, A7Y MIha» 50T
HAETERTD T (BRBERER CHESNBE Y —X M —20AH 22T B
OOTHERDDHZ L),

- AT METRER*

WA (AWIER : WmE, WEF. P Atv) (104FE8Y)
woan (10 £HY)

B A ARV TALITERISNETH S, L, AWEEO—HEBRL
TENTAESITE. WEROHEHE b7 OBRMEE & YUMoV THET S 2
L,
BN B O A
B RRBIR B P R 7 b o BB f P R e (LS RIS AR B O A LT MBS
(I JFRI BB R O TR ANERE & RO RIT O T L. BB, ﬁ&%m%ﬁ
T B HALANER O ARR LCERT 5 HAI0E, TORREE & ZY M
OWTRHT 5 Z &,

3) FIUNY —HF—FNIZ2oONT

>
£

7

ShE. REMEREOHE
Jeia SRR
AT —T NI OBEMOBELHERTHZ &,
T =T NVEETRE
BEFOMOBEBENBENTWEIEESTOMELRET S Z L,
F YUY — - R - [EIX
BARRREBEEBELERET T, AT 7 IR — BHEEOFT I ANY - RT L0
BERE R 5 2 &,
%Mﬁ-%yamﬁ
HESNMBLERIZIBNTY Y 7 MR F 7 LW L 2HERTHZ L,
N ZA
V% 7 MRS OB VLERZBD R LEREHET S Z L,
a—F 4wt (a—=F 4 7BV OHE)
MR BRREARIC I —F V7 DIEPRICOWTEMiTA 2 &, £, EhoR
BEIX, BRRE LRI E X2 bl L2 RAT A Z &,
Ty ARAFRE GEETLH5EE)
2



FYURY = 2T APy 7 ABBER T CEHRTERZ L E2HRETAIE, Tv 7 R
BAEBREPEBMOB A>T, XMEL2HWEEZRIZLY, HELBZRANT
DRBERETEETHZ L TE D,

QYZEMHICET 5
ZEMIREDBRIZESHTIHME L, £OBRICESERY MRS FERCHEDHM 2%
ETBHI &,

QY EMFERNESEICET I ER
JIS T 0993-1 Xi% 1S010993-1, K UNERE 24 48 3 A 1 BAHTIARES 0301 4 20 Sil% [E
FHE ORISR T ARPFE L ERAEYFOREETMOERNE 2 Fiz>n T 12k
SWTHET 2 Z &,

N R rF izl a8E
JISK 8008, AARMKEE (= F I URBRE) o h et AEU E0RBRTELRWT
TRV UERHEL, RETHLAZILEHEERTHZ &,

)= F v rF x4 4 FH R (EOG) BEICBT2BEWICET 548 (EOG BEOHS)
JIS T 0993-7 X 1% 1SO10993-7 iZ B SWTEHME+ 5 = &,

(6) B ARG 2 B3 5 &
BWEAN)F—va VEAEXIIZH RS FoOAICESE, BEEICHOWTHET A 2
ED

(MEREICET 288
1) BB
B E AV RALRBRE 1TV MERIZOWTH M T 5 2 & (BEERER O ST
32l
O—BEEEHE

7 EMERUEARBMNORIRICH > T, & h~ONERHROBEAEEEL, 20%
LEBRATLZ &,

A fiFET. iR URBBEROMBIRE L EMICHR L, HANEgEE, NEIEE,
MEROE, MEBEDOEE., WHAZIRALD bIEALOERR ORI OV T L A
WEBAT 52 &,

v ERTAREORYMERAT I L,

T R EEE L/ MRERE S RE L BAIE. TOMERETL L,

O#ZEEH
BiErkae (FUN) —Mie, MEOEMME) ., A7 v MERE
BEMEOHE), 27 NEOE(L
A pFE
EHOERRKIE GREVRESLFTR)
A LTy MEMOFRE (RABEZORAT V FE2)
3

NOH N NN



QYERFABRORBEKBIZEAT 2 E R
DEABNZ2ZXFH

7

BERBEBRADLEART > POBRBREREBET 2EICIE. KEDIRE S
ﬂT5ﬁ4F74/(Xﬁ%%@@%ﬁ%@ﬁﬁﬁ%%7%/ﬂ1%%
M%) |  RUHEREFERTMEE "S+2BET 2, RHFTI2ERBIIRA
MEANAT V NOBEKAME ST E2HEICLE > AT, FAE L TEEX
DEHALVITEERELEBELEZERARICIY, AHPHRUTCELE2ED
MAEZIT 5 Z & .
ME, A, BE - BHEEEDE =T 47, BETRRIFER
WECHLTHAEOR VLD S2WTIE, ZOHRFBITEL., AIER
V&Lt r2HRET 2200 MERZEMNT S &,
FEFMEEIZOVWTIE, BHETH2ERBBROLENRT ~ FORIKH
MBESTEBEL., FOBEAOMDERTE TV D M A FE 2 B K /Y
FMMEE (RESMNOMKekE., BT HEEN OB, 589 B8 K=
%) FRETHILERDD, FRABBERVCEARBFFEL T, TEF
MEEHOKREMRMW (FHSFEMEEB &’9‘5*E'/—\i"ﬂ%@@) EFEORY
HIZoWTHBL, EERVCHBEELHARICL TR Z L, EMER
FWRELTIZ. BETA2RMAZ L, EfAKOBRERMLE LB, £0
HAMEETHBAT L L,
EESCHBERE I OWTI, HFMEESRO Z &,
FERRRBIEUSNSC, TESRTWAHKEFMET B IEL., FFMBE O
AL BIZOVWTHLHEORYMEZMHAT L I &,
ERABRBRALENRAT  PIEBEMEERTHY, AT v MEETO ) 27
bHAHIEDLEHRERIRDLN D,
ABEBRXNOBVWCLIZAT M) A7 OERAEZO>VWT, —ED
TEFUAREBEINLGETE, RAL LTEART -2 B3RO D,
AF v hOME, ERTFTYVA L, BEFE, B8, RS RUEREEES D
LEEABDOAT VP EOEPEREWEHIBIN D bDILH- TR, £
NERNROFEEBEIZIIT S historical control ZF|H L7z — B L O RER
DEWGIARELEZZD, FOBAIKE., BRARBRRBECEE 2 RIETTE
FERREIZLEZIZAT, TNLORTFOREBIRELS RNV L EZTRT L
EAHLDHI L, HEARLZHEITIBICIBEET R, ERRER., FME
B. BEUi. EMFEIT 20T historical control & LEE A FEEZ2 S @
EFT AL, kB, HUMRE W E HW LML, historical control B E
OZHMEIZOWTE, BRHEREOGRMNERSCHBFEN O THHAT
5z &,
BBIZbIZ>TlE, BHHEEINEZ T A ARV - a vORBIHEERTRESE
MERFSRBEATXLILIHACTAI L, RBELHAFMEAFBICAT b
OB/ 2DOREEEXDODHEAZASLEIT DWW TER & N IE B B &k O B AL E
—ERERMNT B L,



D)RH FEBEMEREBRKBEE

ENADOERBETA RT A LIS HREBBOMNE ST THRETY 2 &
MEBELWDE, A FFA VL RRAMESTICTHRELZITIBEAIZRNT
X, TOZUMEIPORIETAILERDBZ Z L,
BREEMLBEIZE LT, RERFMEELEEL T3 2L,

3) REMIA R
MBI L, FOHRVCZLEOFBCLELRFMEELREL., RBRER
AICEBRERIEETEEL TR L. FMEBOESEREICH - » Tk,
Peripheral Academic Research Consortium (PARC) *H B E I+ 5 = &,
RBRAFEOBEIC DWW T M EEEE Duplex I L 5T KA (DUS),
CT. MRIS, WTHDOBEBBREIZL YV FEEPRILND L HICHET 4
ERBHD L, Fl, FMBFBAATALPHEBEEBEZ2 2L T, Mzl =
HEDE-"EHBBRIBVWTEATOEFAOHELXERTTITO>IZEMNEET LW
i
OHHMEICET 2FMEE
BRIEI RS R, FHUKIIE
mEMFER (—KBAFEE, —KBFESH)
U)Wy [B] 38 4 77 % (AFS : amputation free survival)
clinically driven TLR D & - 7= JE ] ® 8| &
BB AR 4 (Target Limb Failure: 58 1 « 1 L 72 W Z B9 BX 81 T - TVR(B
SBEOTEEBRASAZBTCEIZ2b0E2EL) OboEMOE A,
A BEAY I E kA
a) FHEHFEERFZE
b) #E (&K/NE. ZKE)
¥ AT MNREE
a) W fELEE AR E
b) #iH (&/DME. &KXM)
AT B
QOL FF 1M
Tk i 47 B) 78 3 6
ABI
Rutherford Z O L (KHFHEBLEDIHEE. FHLOBRESE
b, RIERH 25X, BMAUESLKEES, BRIZE>LZELELEITOV
ThH LK)
7w

NOH N AN

¢ UY Y

@&2MICE T 5 FMEHR
7O FETREESRS T, TREOW., TEER A X2, clinically
driven TLR %-
A4 DLHhEMEEFEESR: LBE., DHEEE, LOLEMITHEN (1 1
A fF, PCI) | WzE %



v mMEMEFEFS  MBE. REBRE. EOEFEFESER. T2 ¥R
fr B iE % 4 5E %

T RAFUMENE -y 7 ARBE., NETLEFERER, X7 U MICHE
BEDLNTEEFAOEEG, BEBOZ A7, BEROFED LR

F 2AFLUIOABRELER . MEFERICL-T, AT MPEELERNICLER
FrEEAKBEERNEDLA AL LOOE S, RiZhEEFIZL> TR
FUMNOHBBRBRENTVWARAVWEMICE D bNLHHE 30 BUAD
FCTTRBRERRSETE 2 WERORES

B O EMERRLERE ENKEORMBICMEL, MEROEVDH D EHIK
kiR EERZHES BERRORBAER

¥ WHOARHBEK

g RF U MFUNY —DOFREKIE

A

4)FF 1 By #1

LFEEDHROTEMII o VTR B (BIELECTCONLITERRERZE L)
W1 A, 67 A, 27 ACBITHHMILETHDI, RrAZBADE
HEEICE L TLTMT 2L ERNLEN, KLELENIHE IO VW TIXEA
DHBBROBERE VEBEINEIET L ARG L TEBEENRDIRETH S,

A= (XIIBAIEBES) . Fs. MR

BEPVELTIEMEOCEE, BEZLELTIERAOFE, IFER
EEOARE, EE, EOM0EAEORE. MOLEREREOFE, &
O 4 4 . Fontaine %> ¥8. Rutherford 433, BMI, ADL., PAD & (L& Nir &

FE .

NARZWE) | RHHEROFER, AIGOFE RGP HL5 61

BT, AL REZZOVWTHREBBLTBIZIEBEEZLW)

@

Hdu 2
EHER

WEOREE (R4 74 7ERRKESHK., 777 FLE)

7/ E DAL

w22 DERE (denovo- FHI%E - AT FAEMRE., AE)
TASCIRE ¥ A4 7

FIRAEORE (AREE. ®BLH - £FES)
@ F K

FH B

BEAT Vb, A7 MR - &

RIPEIE., BILKROFE

HFRAE (FUEBRE, i/ RES)

FHEMMOLEEY (HK/MER@mmn), 5 RMLERmn), BIEEE(%). W
% & (mm))



fir & ML & &% (B & (mm), & B MER@mm), BHEEE(%))
EEF4

@BRERE, W% 1, 6, 122 A, EH

ER o7 &

PERAZE (BUEEE, frm /R 3E)

AEEREZ

D ABAHEEBEOERLOBEEFRERIZSOVT
AREFERVCRAEBEOEMIZo VT, ER26E 11 B 20 1T ERES
112058 1 Todf TERESORNERTABAEEOFERICBLEE ST & F
HIZOWT) KUK 278 1B 2017 EEHS R 0120 5 9 Fild [EREES
DHERTABHFERAEHNOERCBLEBEET REFHIZ VT ZH - &
bDOETDHZ L, El, THAUA D DEALOBHERCISECLEREEZILHT L -
&

3 O

1. TEBRZIINODW LIRRIZBET 2 01 R 7142 Q014 FEEARFIEIERE) R EEBIR
REBOIBRERTA FF4 2 (2015 FHETHR) .

2. Lars Norgren, W.R.Hiatt,et al:Inter-Society Consensus for the Management of Peripheral Arterila
Disease (TASC II). Jornal of Vascular Surgery Volume 45, Issue 1, Supplement, January 2007,
Pages S5-S67

3. PREL254F 5 A 29 B AHT AT 0529 5 1 S@a [RIHRIEREESEFMEEOARIC OV
T (B 3)

4. Patel, M. R.et al: Evaluation and treatment of patients with lower extremity
peripheral artery disease: Consensus definitions from peripheral academic research
consortium (PARC). Journal of the American College of Cardiology, 2015 65(9),
931-941.



~



