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ZES TSt HF B 9w A

3%
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kel Al (Time point)+=
AZI74A] X13Y8tE] mile point (e.g. stent structure break down
point, PLA burst degradation point, vascular wound healing
point, vasclar remodeling point 5, AAl 7| 24 st 24
71l gt A Am AE BQ) didEe RO SR A4S
& 4 flom, YA717Hs%H(vascular remodeling)9] 7121 =4 &
stof Zafiol ik ¢S S FAD = 3ojoF

% AMEEE AE A FAER #YAS ALY F e AE
Abgste] AR HOlHE FESkHoF kW, 1 olste] A
dlolEl= A4 dlolel2X ] ojmut zh=

% T2 mile pointoll A degradation test®} 335}t radial forces=
=743l stent structure break pointe] T F71H<1 HoEE

T & ok

O FDA 7}o]d2 "Guidance Document for Testing Biodegradable
Polymer Implant Devices"

O ISO 10993-13:2010, "Biological evaluation of medical devices --
Part 13: Identification and quantification of degradation
products from polymeric medical devices”

O ISO 13781 - PLA resins and fabricated forms for surgical
implants in vitro degradation test

O ASTM F1635-11, "Test Method for in vitro Degradation Testing
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of Hydrolytically Degradable Polymer Resins and Fabricated
Forms for Surgical Implants"

O ASTM F3036, Standard Guide for Testing Absorbable Stents

O ANSI/AAMI/ISO TIR 17137:2014 “Cardiovascular implants and

extracorporeal systems - Cardiovascular absorbable implants”
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O ASTM F2081 (2006) Standard Guide for Characterization and
Presentation of the Dimensional Attributes of Vascular Stents
O ISO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
O FDA 7}o]=8%1(2010) Non-clinical engineering tests and

recommended labeling for intravascular stents and associated

delivery systems
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O ISO 25539-2 (2008) Cardiovascular implants - Endovascular
devices - Part 2 : Vascular stents

O FDA 7}o]=2}R1(2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated

delivery systems
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delivery systems

O FDA 7}o]=2}R1(2008) Establishing Safety and Compatibility of
Passive Implants in the MR(Magnetic Resonance) Environment

O ASTM F2182 (2011) Standard Test Method for Measurement of
Radio Frequency Induced Heating On or Near Passive Implants
During Magnetic Resonance Imaging

O AFeefEebdA] ‘RlAlola o|57]7]e] A7 E(MR) 73 <4
7ol =22l (2016)

2) Ng =4

- A7 M7], Tesla(T)

- Al 3 W3ts

- A7 WEke] Ho AR W& (dB/dt)

- R AR E40 AMEEHE A 2E) WA A2 HlF

& (local specific absorption rate)
- A4l B HlgeeE Hd ol dESA 248 A H
- AZE thH] 7HE data

- emEgr)e] YA F UEh) Qe 27 BT AR
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@ MRI 29 5 A7|%Zol o WA 534 427 239hd
2HIES] o]F, &, ojn|A] sf= @l tisf FAs 7=IH
@ A7)l ofsf Ak =R 24ATF 2d 2RIEVE B

@ MR 7oA A B/ 7ol wek A7]FH(MR) 375 ol A

Unsafe), A7 38 (MR) 744 ZHdHF ¢k (MR Conditional),
A7 HMR) Sl BI7EEZA] g3 (Safety in MRI  Not

FAH = sty dAsheiop
1) #d B F
O FDA 7}o]=821(2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated
delivery systems
O ASTM F2477: 2007, Standard Test Methods for in vitro Pulsatile
Durability Testing of Vascular Stents
O ASTM F2514: 2008, Standard Guide for Finite Element Analysis
(FEA) of Metallic Vascular Stents Subjected to Uniform Radial
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O ISO 25539-2: 2008, Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
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[7FE W4 A8 (Accelerated durability testing)]
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O ISO 25539-2: 2008, Cardiovascular implants - Endovascular
devices - Part 2 : Vascular stents
O ASTM F2079: 2009, Standard Test Method for Measuring

Intrinsic FElastic Recoil of Ballon-Expandable Stents
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O ISO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
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recommended labeling for intravascular stents and associated

delivery systems

O ASTM F2743: 2011, Standard Guide for Coating Inspection and

Acute Particulate Characterization of Coated Drug-Eluting

Vascular Stent System
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O FDA 7}o]=24R1(2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated
delivery systems

O ISO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
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(2) g, A7, & 3] (Delivery, Deployment, and Retraction)

O FDA 7tel=zkQl (2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated
delivery systems

O ISO 25539-2 (2008) Cardiovascular implants - Endovascular
devices - Part 2 : Vascular stents

O ASTM F2394 (2007) Standard Guide for measuring securement
of balloon expandable vascular stent mounted on delivery

system
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O ISO 25539-2 (2008) Cardiovascular implants - Endovascular
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® Ao ALY, AF == ABAA FA BF AR ST
D EAL £EAN T FUFEANE ZAUT

5 AF Az} B

D WY 8 FHEAGE 2992 mEIT

(7) 7HelE A3+E (Catheter bond strength)

1) @4 4

O FDA 7hol=2kel (2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated

delivery systems

O 1SO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents

2) A =4

O A% Azde] olgn] 2 24 AR Mgee A= A,
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O FDA 7lol=ZkQl (2010) Non-clinical engineering tests and

recommended labeling for intravascular stents and associated

delivery systems

O ISO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
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1) &4 4
O ASTM F2394 (2007) Standard Guide for measuring securement

of balloon expandable vascular stent mounted on delivery

system
O FDA 7lo]l=z}Ql (2010) Non-clinical engineering tests and
recommended labeling for intravascular stents and associated

delivery systems

O 1SO 25539-2 (2008) Cardiovascular implants - Endovascular

devices - Part 2 : Vascular stents
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shofof ah},

v}, B4 in vivo FEA A1Y

(1) 38 EF 2 B3 AR

O

ISO/TS 17137:2014 Cardiovascular implants and extracorporeal

systems - Cardiovascular absorbable implants

O FDA Guidance for Industry "Coronary Drug-Eluting Stents—

O

O

Nonclinical and Clinical Studies" (2008)

FDA Executive Summary “Absorb GT1IM Bioresorbable
Vascular Scaffold (BVS) System”

FDA medical device approval data “Absorb GT1TM
Bioresorbable Vascular Scaffold (BVS) System - P150023”,
“Endeavor® Zotarolimus-Eluting Coronary Stent on the
Over-the-Wire (OTW), Rapid Exchange (RX), or Multi
Exchange II (MX2) Stent Delivery Systems - P060033”
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O Ag H7F 732 1SO 109932 (Animal Welfare), 1SO 10993-6
(Local effects after implantation), ISO/IEC 17025 (laboratory
quality management), FDA (GLP Regulations for additional

guidance on appropriate pre-clinical laboratory practices)]

Weol FAFEE wt

1) BIYA in vivo HHA AlE
@ =RES YA HAY #EEH Foo sE°] doldle=
’FElol A angiographic, IVUS % OCT &% °]&3ty FZx3,

GASH e WS B, R 2HH AN FA}

@ 24823 H7l= “neocintima®] FENZF AH|, 2RIETL A
B2 neointima “JE], endothelialization %, media %

adventitia®] 3}, fibrin®] #|X|e} <, B G=2 433k £x]9}
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2RHIES] AW Zhol=gkel (2] eFA)
2] 8teh2] A Thol =2kl (4] 9FA)
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olgr)7e] Beshetd S4ol Bak Am AAAF (2ek)
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ASTM F1635-11 (Standard Test Method for in vitro Degradation Testing of
Hydrolytically Degradable Polymer Resins and Fabricated Forms for Surgical
Implants)

ASTM F2052 (Standard Test Method for Measurement of Magnetically Induced
Displacement Force on Medical Devices in the Magnetic Resonance Environment)
ASTM F2065 (Standard Practice for Testing for Alternative Pathway Complement
Activation in Serum Solid Materials)

ASTM F2079 (Standard Test Method for Measuring Intrinsic Elastic Recoil of
Balloon expandable Stents)

ASTM F2081 (Standard Guide for Characterization and Presentation of the
Dimensional Attributes of Vascular Stents)

ASTM F2119 (Standard Test Method for Evaluation of MR Image Artifacts from
Passive Implants)

ASTM F2182 (Standard Test Method for Measurement of Radio Frequency Induced
Heating Near Passive Implants during Magnetic Resonance Imaging)

ASTM F2213 (Standard Test Method for Measurement of Magnetically Induced
Torque on Medical Devices in the Magnetic Resonance Environment)

ASTM F2394 (Standard Guide for Measuring Securement of Balloon Expandable

Vascular Stent Mounted on Delivery System)
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U,

A,

7.

H.

4r

ASTM F2477 (Test Methods for in vitro Pulsatile Durability Testing of Vascular

Stents)

. ASTM F2514 (Standard Guide for Finite Element Analysis (FEA))
. ASTM F2606 (Guide for Three-Point Bending of Balloon Expandable Vascular

Stents and Stent Systems

. ASIM F2743 (Standard Guide for Coating Inspection and Acute Particulate Characterization

of Coated Drug-Eluting Vascular Stent System)

. ASTM F3036-13 (Standard Guide for Testing Absorbable Stents)
A.

ISO 10555-1:2013 (Intravascular catheters -- Sterile and single-use catheters General

requirements)

. ISO 10555-4:2013 (Intravascular catheters -- Sterile and single-use catheters Balloon

dilatation catheters)
ISO 25539-2:2012 (Cardiovascular implants-Endovascular devices-Part 2 : Vascular

stents)

. ISO 10993-3:2014 (Biological evaluation of medical devices -- Part 3: Tests for

genotoxicity, carcinogenicity and reproductive toxicity)

ISO 10993-4:2002 (Biological evaluation of medical devices -- Part 4: Selection of
tests for interactions with blood)

ISO 10993-5:2009 (Biological evaluation of medical devices -- Part 5: Tests for in

vitro cytotoxicity)

. ISO 10993-6:2007 (Biological evaluation of medical devices -- Part 6: Tests for local

effects after implantation)

. ISO 10993-10:2010 (Biological evaluation of medical devices -- Part 10: Tests for

irritation and skin sensitization)

ISO 10993-11:2006 (Biological evaluation of medical devices -- Part 11: Tests for
systemic toxicity)

ISO 10993-12:2012 (Biological evaluation of medical devices -- Part 12: Sample

preparation and reference materials)
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ISO 10993-18 (Biological evaluation of medical devices - Part 18: Chemical
characterization of materials)

. 15O 13781:1997 (Poly(L-lactide) resins and fabricated forms for surgical implants --
In vitro degradation testing)
ISO/TS 17137:2014 (Cardiovascular implants and extracorporeal systems -
Cardiovascular absorbable implants)
FDA Guidance (Non-clinical engineering tests and recommended labeling for

intravascular stents and associated delivery systems)
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EYES2HE (drug eluting
stent)7} 7= AT 22jal 20119 7 Bioabsorbable vascular
scaffold9t 22 ARsFTA4 Bded 2HE FE | 4Mt7HA
FAHAS. 4 2"IE= 34
A5 22 23E Jstr] sk
AA ol o4 & dA AZte] FIstd Fefl, SRS A,
AZE EAde 7RG 44t 2REE FAEd S0 wet 172
ANd 719k stent, 1EA AF] °oFFo] FEH bioabsorbable
drug-eluting coronary stent, Sirolimus coated Bioabsorbable stent,
paclitaxel coated Bioresorbable Coronary Stent ¢} A2]& w|&F 4
71¥ke] Bioabsorbable magnesium, Bioabsorbable iron stent ©|
dHA Aot T F &BA - of=o] ZHEH AlFo]l H
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) s AF A 2 AL FF
[ 1] ANIAF B 2 AL 5
3 A 2dg ks AQd Nakes A Fs
Kyoto Medical Igaki-Tamai O O
Biotronic Dreams ©) ©) @) O
Abbott Absorb ©) ©) @) @)
Art Art18AZ @) O
Reva Medical Resolve ©) ©) @)
Amaranth Amaranth PLLA O
Xenogenics Ideal biostent O O O
Orbus Neich Acute ©) @)
Elixir DESolve ) O O
Amaranth Amaranth PLLA ©) O
Huaan Biotech Xinsorb ©) O O
S3V Avatar @) @)
Meril MeRes @) O
Zorion Medical Zorion BRS @) O
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USA)E A2 {93 vl5ollA 3<2A(CE mark and FDA approved)® YA E3l43

g3 2Bl E(Bioresorbable Vascular Scaffold, BVS)E, Zg-L-HEE FTHAE
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2, §4

SEjo] AAE AR WeHe] A2 7]Fo|th[g]

7

_90_



7. SAARIE OIDIO| JHANIESN, HaEE = MSSS Falbil)

% ol MAISE &= 2 oAl= D202 AMEH ZHWo=Z Aot w2l HAE = on
HEe| Siol mal XigHoz Mol JhsE
71. YFAEE 28577 AR BF
- 3 AEAFEE BTV AMEEAHI O AMEHEYE TFAIHOE 7|AEH

TR 52 F8 ¥ Fo | #{fractional flow reserve, FFR] <0.8)°] U&= TR A

HEH BHEY FAAES A3 eI

1) Z=8/E59: B03300.15 / &4 459E ~dE

2) Az3] AL 000000000(5)

3) YAAl: O2HE #®lt] - PLLA Q%% - Everolimus
@F=<= E8 M- Poly(D,L-lactide)
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AFBE

Ha HE =k

D 20 AFEE Hato] HEE0 oAy EAE BEAZIE 7IFR A~

= | (Polymeric Scaffold) HEE BHY SGEIEHO0 EO U IYRE HEE
AF|EE FE (Scaffold egEL GEQ M Ee|RL(everolimus)2t YE2HEEe|0Q

@ | FOLLAE 27 dHlE=2 EFoty IZEE (A0 LiEFLR B
Coating) 2)

5 | =7MEE O (Scaffold AFIEEo| O YA Stn s HAH EFDHE OFAHE,

= | markers) FWOA EE Hut WH T AMNEC ZHO|E LIEHY

HEA A EHEE)

M= =5

@ | =M (Balloon)

L5 EH (Inner member)

@

ag
ABET BHE REO2, M2NYSL ZYH S8 F
QB0 EHE BHEEE 50 HAE A Wl A7)

258 4ME

ZHEH 2EE WR SH =, 7I0|=20|0F HES= 8=

2= HH (Quter member)

®

7HEIE EHEE A7 8HE WEHUHe 2AF HWH Ato9
EZZ ZYEHE HEYE

@ =28 MEE
: (Intermediate Shaft)

D98 NEE
= (Proximal Shaft)

@ HE U x| EHA] (Strain Relief)

7HHIH X2 SA%

ZHEIE X2 291%

2R S2HF MIZE MO0 f{ABie) Y 2l

SE HUAZIT| 9B aps

4 ofy
0=
e

S odEs
(Molded Leur Hub)

YE7ITet dHsl= FHHEZ2| £H0| 22

BAbd 250 24 O
(Radiopaque Balloon markers)

@ | 2ZE € (Soft Tip)

o] ArEHo=t

40| Pxstn s 2742 EAH 25F0td OiFHE, S
2FEEL X AEES BOI5HA B

7tol=2to|olE dtEsts S42 EH B

My 2
(Hydrophilic coating)

O EE 20 dsY 7= U Jtolg iHE=zE| HEs
S L Jdgols 3
= HC == 09
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HE | xA go| | S Z 2820| | 7to|7teE
A | Bomm | FF| SHE | gug [ age | O i 5%
(atm) | (atm) (C, mm) | (D, mm) (inch)
1 25 8 8 | 16 | 089 | 072 | 1430 6F 0.014
2 25 12 8 | 16 | 089 | 072 | 1430 6F 0.014
3 25 18 8 | 16 | 089 | 072 | 1430 6F 0014
4 25 23 8 | 16 | 089 | 072 | 1430 6F 0.014
5 25 28 8 | 16 | 089 | 072 | 1430 6F 0.014
6 275 8 8 16 | 089 | 072 | 1430 6F 0.014
7 275 | 12 8 | 16 | 089 | 072 | 1430 6F 0.014
8 275 18 8 | 16 | o089 | 072 | 1430 6F 0.014
9 275 23 | 8 | 16 | 089 | 072 | 1430 6F 0.014
10 | 275 | 28 8 | 16 | 089 | 072 | 1430 6F 0.014
11 30 8 8 | 16 | 089 | 072 | 1430 6F 0.014
12 30 12 8 | 16 | 089 | 072 | 1430 6F 0.014
13 30 18 8 | 16 | 089 | 072 | 1430 6F 0.014
14 3.0 23 8 | 16 | 089 | 072 | 1430 6F 0.014
15 30 28 8 | 16 | 089 | 072 | 1430 6F 0.014
16 | 325 8 8 | 16 | 089 | 072 | 1430 6F 0.014
17 | 325 12 8 | 16 | 089 | 072 | 1430 6F 0.014
18 | 325 18 8 | 16 | 089 | 072 | 1430 6F 0.014
19 | 325 23 8 | 16 | 089 | 072 | 1430 6F 0.014
20 | 325 | 28 8 | 16 | 089 | 072 | 1430 6F 0.014
21 35 8 8 16 | 089 | 072 | 1430 6F 0.014
22 35 | 12 8 | 16 | 089 | 072 | 1430 6F 0.014
23 35 18 8 | 16 | o089 | 072 | 1430 6F 0.014
24 35 23 8 | 16 | 089 | 072 | 1430 6F 0.014
25 35 28 8 | 16 | 089 | 072 | 1430 6F 0.014
o
2HE

A4 : Poly(L-lactide)
2EZ F7|(Strut Thickness) : 100 m
g A Aol M3k < 10%

2 ZY (B4 3 E, Degree of recoil) < 10%
WA (Radial force) > 350 mmHg
Ags: T4 & 1
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77 4= (nominal pressure) : 8 atm

Q)
(2)
(3) A 3<d2H (Rated Burst Pressure) : 16 atm
4) F4 A2 : Nylon 12 (Polyamide)

)

F & 7told 74 Bl (Guiding catheter) 217 : 6F

O F=448 & - A EF 2 (everolimus)

@ F===x4d 9™ - Poly(D,L-lactide)

(2) SF=3® % (Drug dose density) : 90 ug/ci

7) Bz A2(25°C o]shollA B, 30°C 7hA] 3§

722 EANHPE 957]7]
1) Z=9/¥5: B03300.15 / ¥4 #3598 ~vE

2) A =3]A}F: 00000000000()

73. BHNBE 2 8717] A8
o A1)
7 A R EHAR

1) A7) Hol BE MRAE Fo A Pk

2) ARA N 71" BE 571, 4a, FANGE ST
3) AFo] &4 Sl <k o

=
U Ale A, Ale T 38484 9 334 F
1) 2 A A Hojx Al 24413 A aspirin?}t 12A]1XF 2 P2Y12 antagonist”f

Fofxojol gith o]Xol| AFY o] aspirin®]Ht P2Y12 antagonistE H-831A|

o
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A= Y k=S loading$tth. (aspirin 300mg, clopidogrel 300mg E+&
600mg;, wAWFETHESFTANAE  copidogrel Al prasugrel 60mg =
ticagrelor 180mg)

2) Unfractionated %+ AH&EF dRddS FTAs FTo FAs=s I
glycoprotein GPIIb/Illa inhibitor¢! abciximab-2 Al&A+e] #Athol] we} FoA3t=%

s},

o Ale 9 A8 d8 2" E 32 (deployment) U
1) 2 727 AAEad @8 ~HES] 7P AT A 7Y AR gRska
w715, A, 7 A s BE & SAANES AT B3 in vitro 2HIE

Vessel Size (Distal &Proximal) Scaffold Size
> 2.00 mm and <2.75 mm 2.5 mm

> 2.75 mm and <3.25 mm 3.0 mm

> 3.25 mm and < 3.80 mm 3.5 mm

3) HAEHY 8 =HES FEI FHAeS FHr] f&6 A A FF

n

predilation)& A7t ojw] FAAM d#HY A7) Hl&2 112 & PlEeA
¥ 2} (residual  stenosis)©] 20-40%

g
% (non-compliant balloon)©] AZHTh ZH3
ol E HE% 3t HQ3HA cutting balloon®] Y scoring balloon 2+ rotablator
= AH&RIT
4) 7hol=stolojE wel AW AE7EA b BAESHY dd 2HEE SA

AR BERA 0AE olgsle] 2ElE] XS R FREALE AN SIS



Compliance Data
ATM kPa 2.50mm | 2.75mm | 3.00mm | 3.25mm | 3.50mm

6 608 2.56 2.71 2.89 3.25 3.39

8.0 (NP) 811 2.62 2.76 2.97 3.31 3.48
10 1013 2.67 2.81 3.03 3.36 3.55

12 1216 2.73 2.86 3.07 3.42 3.61

14 1419 2.78 2.91 3.12 3.48 3.67
16.0 (RBP) 1621 2.84 2.96 3.17 3.54 3.74
18 1824 2.9 3.02 3.22 3.6 3.81

7) Ao AAENAY PP 2dE 22y FH4S 98 37132 (postdilation) S
I} (> 16atm), ¥4 F4d(non-compliant balloon)©] HAET AYA| &34
NE Ao A3 Fr)o] ExMoguk A F ook

3, AAESNA 8 ~"HEHRT ZHAAo 05mmyt B & FAZRE kA EHA

N

BUHGS BY FNE Al AR BB 2vES BRI Y D A&

- AAHAL (CBC, chemistry profile)# ECG, cardiac enzymes Al3gth A&
8 7

+ 2A1ZF 16 £ 2A1ZE, T18]al 24 + 2A|%bol| cardiac enzyme= A3t 714

_96_



A& F gEaEA F
Al

clopidogrel 75mg/day ZE+
o Tz AR

W FAE olF HY Al aspirin 100mg/day, P2Y12 antagonist= 4~

prasugrel 10mg/day %+ ticagrelor 90mg

_97_



gt Ho = Afetol| w2} ¢

PPN
o

-

o

ez

=l
(=i

- Q11

—

I AL)7Es AA

=z
SN

/AL 7E -

==
L

Ahe] A7)

3]

o
=

o] 417471
j,]

ZHSubject)

3]

=]
o

5!
=,

)

8. MBI MEFII=E

HZo| Edoll w2t AEH

% of2l MAIBHS 2 2 ofAl

.

*

o B K o oF o R )
< LB s B Moo o2 BOAR
L - . 0 ﬂ X
LZs=32d Nz p¥o
ok X o w e " ®o H o K
oy — AL
SO R N . B TR
§fovIy TETREE
=
Mrm o T w®r F = o m » =
oy N N REXB 4
4 ' o— L ol T B X
H N 0
et TJ ~ ‘W ™N o :.;E — ~n %) HIJI
N (P S| S ST -
TR M WO e L T
RS E o o
P LR moo moy Py ET
3 ® o M g X om N g g
T B A R
ANV = L R T | -
oo, Ry i of g T I wf
- T - I i O
wo g E Low Mo
S E RN gl o
rEp T m oM g E e T g M
A T T
S R I | e
K RF 7 o =y B
oo < S ,w_H o Le s A
T - W o T Lo o2
TRy Y e ¥ g YT
T Mo @ o T O % o _T
oTlmE_a,.z..ﬂwl;L%Z
oy JMO ) N M_u Mo DS
T L S LU S W N
) R TR ON T N A
MW B X TR H FAT T ERW

_98_




of| A)
7} 81, HdA AA7E

dEH R 7T SEG AF o] Ao BFFH FAAE Aol A

3) v v WEH FAF(WIEH FHEYE F >70% diameter stenosis S
0

50% ol/dolHA ARl SEe FAH TR Z& Y EFo v Ffractional flow

4) WFsH 93)Fee thido] He A (acceptable candidate)
5) WEHEFE A Wl dolr}t 40 mm os}, AFEFMEY XFo] 25 mm °)4,
3.8 mm ©|3s}l T @A} (o]ol sjF3tA| B WHS AlETidolA] A<

)
6) Ht) 2707k 2ANEEE FF (overlapping)dli Al AlEs AT &+ e I

i

A

82. TP} AL7|E

48AIZE olule] 54 AIAA A

271 FH A ( estimated GFR <30 ml/min/1.73m2 or dialysis at the
time of screening)

6) 1'd oW &3 3ol PCIE A& W
7) A B

A}

ot
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8) RCA, LAD, and LCx 7]Al% 3 mm oJue] =
) ol2dH W (graft vessel lesion)

=84 Tl € sl HHyol = AdA
&1k

ubg Adto] ojste] i sltieigo] 1 o2l W @A

10

—_
—_
SN N N

of clopidogrel, ticagrelor, prasugrel, 33, everolimus, device &=}
3l 4= (poly (L-lactide), poly (DL-lactide), lactide, lactic acid) % ZFA ol 57]<1
ZF

Hel 3zt

Hol AU 2=38d AlFHNA AlgE AFA HAF FEQ
HHstz], JN3shr, AAAANA YFH o2 Folgh nAG 7} dEE 3P}
15) 43714, 5714, WERA, TF AAA dFHo2 Fugh Zoj g Ho
Ay B QA Fost 9 F= FAAEY 22 5k Ayo] AAAY
A 7 e JEA

16) 119 o) FRxA 9 Frbo

ko
-
i
rr
Sy
)
o
i)
ko
rot
riot
X
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<]

8.3. HEUEA 4= B I A

« ATAAA +F AR AsiAE Ad Huot "as, olue] B2 2e

- Ao

(1) a77H

(2) el

(3) A4 A4 W

4) A2 A EATH(S, ATHARISE #9)

(5) AHAT E== B HHE F7 ddEE &3 2o (3 mE=wA): W34 =

WIA Pell we} “o|517] AR B FAIY Tlel=eRl S #8131t

Sl )
% 1024

- NEFAABNAE ~HE): 519

- &= (Rl 57171): 5178

e

T AR 2'HE AY 1270 AR e 2EE W $7]<E4 (in-scaffold
late loss)©] Blnth/de] & 71710l Ble|E-58A] BT
oA ol AFAAE HRCE Fe W vluthelsrre B W &

(in-segment late loss) 0.20+0.32 mm=ZE HZHTL[89] 1F 27/ 0.025, BIEEA

FAE 020 mmZ 3, BHES 20%2 AASHE, G 80%S] AAHH S
a7] HsiAe A4 v 51%MA T 1029 @A esit. SX2EA 5
AEdhE T4 o 2
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Ho (#57H42)
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(0°+0
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N =

SESAPE P
sto] =7,

c :

ut - uc

d =

=
=

g

d:

N&717]

nt :
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=
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(1) 23289
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=
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=
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WgokE: s3zy AMelA Y Ao Ase BANA AL oEe
23E)d RHE 3 AL olUrkA AAEH, 1 9)9] okze] Hgols ey
YHE 1 9 ool FIHAAY BA FokEel okEel tha) 714 oo
FER, 18 8% 2 B9, AR, W%, EolAg, FolAR,

FAFRY 5& FUTISAA 71AH.

rd
v
1
i
lo
n1

@A Aed o|5r)71Y FRE Ale Aol AR T2 wiAgdd o8] &

g, AldAe BdEHzde Ad F SAAA Z"HE Ale DACAM 4

>

Q

o
NS

il
N,
N
i
o
o
rok
kv

NP AR AMSEE 2=717] AR F UBhYE oA 9 RE el
2l R s B = R e =i T e e A A o
st Sl 71520 WE< 7153

H

(o]
>
ol
ofo
lo
i
N
N
S
lo

2 BEGE i F7=T 5 BrPEECd i AT WEES Z1A R
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10.2. ALY

PEAFEARIANA ol AHgEHE A HA e W8s Faste] Adgsia
719} AR B et g gAle AR = e AR WA
Ag] gl o] Hol(Bias)E =°17] AR F2H) ¥ 78 (Randomization) 2} =7}

(Blinding) % 2Fo] & x3}E|ojof 3}

EI

B AR A, ), FALA, 729 WA, IdA 9 w7k

AT AAENA e (1D AE

HzT - Bt el 5717]

s

S|@ATl 288 5ol FRE A% Aol ABATE BA9l ool o8] a
g0, AEAE BAENZYE Ad T BAAN 2AE A& wAA Q4
NS RIS 2R

29 WAL AARNAE ~"HE F3 vugdes sy Fol 101 9 HE=
Bapg) wiAel ok ol AE M2 S5 a9l el S ogolth A

Y g2 SHE el s i B9 Z2O3s olgsty T o4

Dzl HiA S B3 AEA= mExlolA ojwl o7y} ALHR AA AT
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x ot MAlst= &= & A=
MEZe| Sdoll wet Aisxez Mol Jise

11.1. L3 A dAE

Sl oA 71
- ] Bl whE BHA)E DA QAAAE T} DAL S A

<Al
=
Y wjo] 22}l 2 Txﬁff} ;
o3 10< 671 14
H} L ZF JAE=Xe)]
(58711t /e = 1ne Y
AT 49 2@ B AS X1
AR /A7 F1) X
A7 A 9 e x4 X2
Foke A} X X X X
Clinical Event <13 X X X X
AAE (12 lead ECG) X X X
wsHdd =Y (CAG,
. X X
Coronary angiogram)
SEREIRSIE . .
(Intravascular imaging)4
EERRE X
35 ¥ (Fasting glucose level) X6
284 QAR (NP 4 .
)
CPK,CK-MB or Troponin 1I/T X7
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1
2. % Yo, 4, 99, A4H A, GAE A, Adwd g, Ay

7

i

=
oy

3. Clinical Event(Death, MI, CVA, Revascularization, BARC bleeding, Stent
thrombosis % Hospital course)E <13+t

4. NeAe] Tt whep Alsgt

5. Al&¥ AHAAF = CBC, Creatinine, BUN, hs-CRP, Total cholesterol, LDL, HDL,
TG, HbAlc(Wx= thAd=kl 4-9) Adagks 3o

6. Hd A & F2GHAA Fld ALY Aagte s

7. A& A HARE CK-MB or Troponin I/THAN A3E FH31H Ale $oll= 84Xt

FAS R 24X3E &% A8 CK-MB or Troponin I/THAF ZA¥ F Peakit=

1) Ee &AA dojx Ale 24412 A aspirin?t 12A1XF A P2Y12antagonist”}
ojF]ojof gttt o] YFY o) aspirin®|L} P2Y12antagonistS E-88FA] 2
252 sld °F&E<= loading ¥TH(aspirin 300 mg, clopidogrel 300 X+ 600mg
AT EHSTTol A= clopidogrel ™4l prasugrel 60 mg ¥+ ticagrelor 180
mg). WEEHFTAE o|F EHY A= aspirin 100 mg/day, P2Y12antagonist=
H4 133t clopidogrel 75 mg/day ¥+ prasugrel 10mg/day & ticagrelor
90 mg 23]/day= Fol& dATH H&7I7 5l &l tisf A7 Al e
2) Unfractionated %+ AHEAFHRHS FTAE T FAs== Ik
glycoprotein GPIIb/Illa inhibitor abciximab-2 Al&Ate] AT we} Fostes:
gt
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3) 2 ATAT YFAND 71719 T AR e FoATE BRety, 3713
A3, FAAG 5& WY F FANES APk

) A FGAANA baseline BAAALS} ECG, Cardiac enzymes= Aldgth Ale &

N

+

+ 2 AZE 16 £ 2 AIZE, 283 24 £ 2 AZEOl| Cardiac enzymes Al33tal, 744

8
e e

NE F Y, Y, oMol F4 R AR, YL AL FH A5
294 ARt A4 FAH) B2 olFoE 19, 24, 3d A FH BIL

=]
n
gt AHES g5357] f& 7hed wHEs HsloF ok =3, 53 3 F
Zhol=eelol] mel HAZ oFF X 59k A AP U o o]
5= 3h[11-13]
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= AAIE
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o.
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T

(Q-wave$} non-Q-wave),
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Q ml
=

()

B
J= F2F

ol A

3

o
=4

Al

HZzol EMo| wel XfgMoz MAo| Jhsst
}

s ofeh A Al
< Al)

&(PCI == CABG)¥ #
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12.2 A}

A

T-oll A
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5) Poly(L-lactide), poly(D,L-lactide), JIHZ&]§-2, == ZE]Fol] L7}

&2 A wkSo] YEbd 5 Ut

5
T

Al
=~

F9| o]

A

o
=

A

Aol A= AHg-o]

2t

Hol

il

-

7}o]

4 9t} 6F == 7F 7}lold

ol FA
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%)9] 9
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= sty ekl ®

7) B AFe] Az o)

AF A
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=
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13. Xl - ] JIE

¥ ofel M A= &= 2l oA

- o1 =

HMZel SMof wet AHEHez

ﬂL|>'. |]_'>I_

oAt WA Bz Qlstel YHAWE AT F glAL YAF Aao]
D@Ae] HREE st

AAAA B FA B 5

oE 34 Bk FAAY A 2 A ofx
BA PPABAR ANPHS AN E P
o WPAY 8T T FUT YD AYA AN 5o ol f= YFAFo)
$EHA BH ASE B, 01 BRVES 9 A0 gge] Age @

1
g QPR AEe 1B Aol TANOR AN,

~

N

A

Aol F2ol HW 2 WAL aFHE FH Aol 4RD WX Al
P o] glofo} Atk AAW BE tgAE FEol AT oS T A}
glom Bolojolu} £alE A @itk ATAE ofstHow Wasity By

AAEE 7153 coordinating centerol] €E|EE 3tk o/l€ F4 W e
A7) Aol A7 A F2 J@AE gt HY ddEe a4 Bt
ol gEiXE F7HE 4 gk
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14. R889 WDIE, TIdY X sHMUBESH SAE0 22t
=

% ofef MA|SH=E &= 2 oA|le FEongoz ®MsSE A
MZzol EMo| w2} AfgXMoz MA0| Jt=st

Lo

Afotof| wig} HAZE £ o,

ox
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ox
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ox
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N
N
rlr
>
ofo
i,

oAt frE WSS ANSIC] 2 WIS D APl e 71 AN

CASHPEY: QNG 1 5 oal'}/o]ﬁ}/ FEA Brhasd @

- BEARA % F/PEH: FARAE e BA Fo4del ts Bt
WS 1S AN AAANDS B A BA BN AAE A
o 71wl wer AFABAT Hol7t YA HF GRS B}
shel, Zlel HE G Aol: HAY 5 Yk A9 ol F wdsie] 1A

AE A Al ore

141. +EA(H%)e B7E

)1
O
o
—
N
=
o,
>
)
(0]
[
rﬂ
(m
=
o
N
b
i
5
»n
(@)
=N
a)
o,
(oW
=)
(@)
o
)

ABSORB 11 3AI oA &=
ARESHATE H, HT IR
H71sk7] 98l A=A E BIOSOLVE-L AdAIdolA= 6712 Al-e] B4 U
$7] £4o] LAt a4 HUMHFE ARREHATE[10] 71E 97 (Lancet 2015; 385:

43-54 A  Dbioresorbable  everolimus-eluting  scaff old versus @ a
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metalliceverolimus-eluting stent for ischaemic heart disease caused by de-novo
native coronary artery lesions (ABSORB II): an interim 1-year analysis of clinical
and procedural secondary outcomes from a randomised controlled trial)& ZriL
Be W 2WE W F) £ BE Y 5] £, T AF F ol ol U
FEA WS AET 5 itk Tk, W7 Al deld E d aevt we

dl, FE2HEY A% oMY AN Bk A7 wetod AARY

(@)
=
e
ok
rlo
O
=
>
jutnd
o
k1
A
ik
4»
30
O

PCI & 12704 A9 &4 W $7]E4 (in-segment late loss)*
12714 A3el 2"E Y
12718 Adel &4 W % &

12718 A" ~"E W 2§ 2H(in-scaffold binary restenosis)

.1
Q
o

=g
O
o
insil
12

(in-segment % diameter stenosis)

_d
e
o

12712 A &4 W A ¥ 2 (in-segment binary restenosis)

N N—" \E N N—" N
’1
@)
[S—r
ok

PCI £ 1, 6, 1270 AA7FA 9] target vessel failure(TVR)*S| A&
* TVR: A& AH(cardiac death), H3XEZA47M(target vessel myocardial
infarction, MI) B=+=32 ¥ 74| 7)) 5% (target vessel revascularization, TVR)

7) PCI #1, 6, 12714 Al@7MA 9] 4 AR Hd &

MW A (death)

—

B A (cardiac death)
WA 73 (MI, Q-wave / non-Q-wave)

W 4 W A 7)) 5= (target lesion revascularization, TLR), clinically indicated / any)
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%(target vessel revascularization, TVR, clinically indicated / any)

AN
% Z(stent thrombosis)

PIANDE BTV AL F 652 12)0d A BYEHEIEs 74 AdF A
HE W £7] &4(in-scaffold late loss) = AP thxTZt Hlu gt
aAe ZRIES] AACA AR 9% A7 Smm o

E3ee Fee WALdES AFHoE st S4Rkd. dde ¥
A2 SA (quantitative coronary angiogram, ©]3F QCA)<> Pie Medical A+2]
Cardiovascular Angiography analysis System 5.9 (CAAS II) %+ General ElectricAt
("1=H)2] Centricity CA1000 QCA AZEd o] T2zl Azte 25 A ©XA
F2lo] o Aste] &Asta 71E%tt 7| 3 WA} (reference diameter, ©]3}
RD), F4& & U7 (minimal luminal diameter, ©]3} MLD), B® Zo] (lesion

length), W4 H&

=

& (percent diameter stenosis, ©|3} % DS:
(RD-MLD)/RDx100) 2 *7|Wj7+44) (late lumen loss, ©]3} LL: MLD after PCI
- MLD at follow-up)= Z33tt. o] HZQl P2 (binary restenosis) 2 Al
AT ZHE U F 29150 295 smm7Ae] WA MR go] 50% ol4l

Ao Aojsn,

O

718F o1z} w & H7PEg] dai = 7R o s E4T 4 .
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(2) B AT A2 FAE ARt AHA 593 A
3 Yn A= B FRF(H s dRxF= 4 > 70%
diameter stenosis Z-& 50% o|Ato]HA] AFAAQl FHHo =A
FHl 3o B3 FoneHfractional flow reserve, FFR] <0.8)°]
9 @A
(4) B ~"E Az Agg @A
G) AFsHEdE & ¥ Zol7t 40 mm o]3), WdEH Y
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e HWHS AlstddA A9
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@® FE 589

g Bgon ot Bgof
Aspirin O 49 ] o}y L | Clopidogrel O 4l O oly 2
Prasugrel O o ] oFy <2 | Ticagrelor O 4 O ol =
Cilostazole 1 o [1 o}y 2 | Warfarin or NOAC* 1 o (] oy
ACE inhibitor or
Beta Blocker O 4 O oy < ARB O 4 ] oly <2
Calcium channel
Statin O o O ol O o ] ol 2
blocker
Other anti-anginal
Nitrates O 4 O oty < o & O o O oty 2
medication
NOAC* : Dabigatran, Rivaroxaban, Apixaban, Edoxaban
RN EEN
IR
a9 0298
O &4
O ules
859 0355
025
® ARE 7
O AAl O oJAA] (A - )
2 A d / / / (YY/MM/DD)
[J Sinus rhythm [J Atrial fibrillation
ghs (Rhythm)
[ Others ( )

[J Normal [J ST Depression [] ST Elevation
[J Bundle Branch Block

[J Nonspecific ST-T change ] Q wave

[ Others ( )
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& FAAA

O AAT = A / / / (YY/MM/DD)
O OJAAl — AR o ( )
} H| A
Eiss AL A= 9 A NCS” | 5™ AALT H] 31
Hemoglobin gldl ] O [
Hematocrit % U] ] ]
RBC count x10%pul | [ O O
WBC count X103 | O O O
Platelet count X103 | O O O
BUN mg/ dl ] O L]
Creatinine mg/ dl O O [
Total bilirubin mg/ dl ] O ]
AST U/L O O O
ALT U/L O ] ]
Fasting glucose mg/ dl ] O (]
hs-CRP mg/ dl L] L] L]
Total cholesterol mg/ dl O O []
LDL-cholesterol mg/ dl O O [
HDL-cholesterol mg/ dl ] O ]
Triglyceride mg/ dl ] O [
HbAlc! % O O O]
Urine hCG® mIU/ml = Oi}g =
2%
1. 8AIZE o) =4 dHlolA F| HAY] ARghe £ 2 seEHE AdT AY
"NCS : Not Clinically Significant, ~ CS : Clinically Significant, “4AM : FArlo] T2 AT O 79 74
® AZES
0] AlA| — A (YY/MM/DD) : / / /
0 oAl = ARg : ( )
S AA A =9 2] AF 78 AAY =1l
o B © °¢ | 'Ncs | cs BOTE -
Baseline (A& #)
CK-MB ng/ml OJ O ]
Troponin 1 ng/ml ] ] (]
Troponin T ng/ml J O ]
Peak value*
CK-MB ng/ml L] L] L]
Troponin 1 ng/ml O O ]
Troponin T ng/ml O O ]

Peak value*e] 3¢ A< F 8AZF AR 24N ¢ AR A F peak e 3
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oM 2 ST AL O AAL = ZAYE (YY/MM/DD) : /
SPECT O AAL — A (YY/MM/DD) /
CT angiography [ AA] — ZAArY (YY/MM/DD) : /
MRI L] AA — ZAE (YY/MM/DD) : /

- 156 -




® A€ 712 (Lesion and Procedural Data)

Angiographical Disease Extent

L1 1VD L1 2VD

L1 3VD

Total number of Interrogated Lesion

(11

(02 O30405

Interrogated Lesions

Lesion Number

1

2

3

Target Vessel

(] LM [JLAD
[J] LCX [J RCA

(1 LM [ LAD
[] LCX [J RCA

(1 LM [JLAD
[J LCX L[] RCA

Segment Number (1-15)

Visually estimated
(%)

stenosis

%

%

%

Fractional flow reserve J Yes FFR: J No
Imaging IVUS ] Yes [ No ] Yes [ No (] Yes [ No
evaluation OCT J Yes [ No ] Yes [ No 0 Yes [ No
Pre-Interventional QCA data

] Proximal ___ (mm) Proximal ____ (mm) Proximal ___ (mm)
Reference vessel diameter ) . .

Distal _____(mm) Distal __ (mm) Distal __ (mm)

Minimum lumen diameter (mm) (mm) (mm)
% Diameter stenosis (%) (%) (%)
Total lesion length (mm) (mm) (mm)
Intervention Data
PCI Performed O Yes [ No ] Yes [ No J Yes [ No

Tx option

(1 POBA [ BVS

(1 POBA [1 BVS

(1 POBA [ BVS

Pre-dilatation balloon

[] Yes :

[ Yes :

[] Yes :

. (mm)/ (mm) (mm)/ (mm) (mm)/ (mm)
(Size & Length)
] No ] No ] No
BVS : Size & Length, (mm)/ (mm) (mm)/ (mm) (mm)/ (mm)
Pressure (atm) (atm) (atm)
[] Yes : ] Yes : ] Yes :
Adjunctive balloon es es e
) (mm)/ (mm) (mm)/ (mm) (mm)/ (mm)
(Size & Length) E—
[ ] No [ 1 No [ ] No
Post-Interventional QCA
] Proximal (mm) Proximal (mm) Proximal (mm)
Reference vessel diameter ] . .
Distal (mm) Distal (mm) Distal (mm)
Minimum lumen diameter (mm) (mm) (mm)
% Diameter stenosis (%) (%) (%)
Total lesion length (mm) (mm) (mm)
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Procedure Result

[1 Yes [ No [l Yes [ No [ Yes [ No
— If No, — If No, — If No,
Residual stenosis Residual stenosis Residual stenosis
[1 Yes [ No [l Yes [ No [] Yes [ No
No reflow No reflow No reflow
. . I [] Yes [ No [] Yes [ No [] Yes [ No
Clinical Lesion success . . . . . .
Dissection Dissection Dissection
[J] Yes [J No [] Yes [J No [J] Yes [ No
Acute closure Acute closure Acute closure
(] Yes [ No [1 Yes [ No (1 Yes [1 No
Others Others Others
Clinical Procedural Success™ | [ Yes [J No [J Yes [J No [J Yes [ No
Perforation [ Yes [ No [] Yes [ No [] Yes [ No
® Y4€¥ F 944 (Clinical events)
Dol — DAY OA238 0483
O 23 Aise O ~8E 285
] oy e
— gt “of|"2 7|25t 742 Clinical Report formo] 7]A] ZQ
® HY Al %A
ofz Bgojn otz Bgon
Aspirin O 4 O ¢}y 2 | Clopidogrel O 4l O oty
Prasugrel O o [0 o}y 2 | Ticagrelor O 4 O oty
Cilostazole 1 9 [0 ofyl e | Warfarin or NOAC* [ O olv e
ACE inhibitor or
Beta Blocker O 9 (] oy < ARB O 4 O ol 2
Calcium channel
Statin O o O ol O 4 O oty
blocker
Other anti-anginal
Nitrates O o O oty o € O o O oty
medication

NOAC* : Dabigatran, Rivaroxaban, Apixaban, Edoxaban
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@ Visit 2

® M3 2 A J1E A = sFEU7t Od Oohie

@ X&Y (YY/MM/DD) \ | \ | \ | ‘

@ YAAA (Clinical events)

L1 o — O AR O AZ8A O Y &%

O d Als= 0 AHIE X5
] oy e
— gt ‘0”2 7]2sF 7% Clinical Report formof 7|x} =

® B8 %A
k& HgoR o= H8oR
Aspirin O o J o}y 2 | Clopidogrel O o O oy
Prasugrel ] o 0 e}y <2 | Ticagrelor ] < O oy
Cilostazole O o [J o}yy2 | Warfarin or NOAC* ] o O ol
ACE inhibitor or
Beta Blocker Od Dee | : Oel [ ohle
Calcium channel
Statin O o O oty <2 O o O ol
blocker
Other anti-anginal
Nitrates O o O oy L & O o O oty
medication
NOAC* : Dabigatran, Rivaroxaban, Apixaban, Edoxaban
® 1 gto] ol WU O ol O ehle(@3RIste] F4412)

*O) At A Al oAt AARof] Z]dsto] FAAQ.
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A9 E#(YY/MM/DD) d7A 47 A

@ Visit 3

@ YAALA (Clinical events)

Ol — DAY OAd238 0983
O 2 AlEE 0 ~dE @75
(] ofye

— gk “of|"2 7]2st 742 Clinical Report formo] 7]A] Z &

® B8 %A
oF = Bgon of & Bgon

Aspirin O o 0 o}y 2 | Clopidogrel O o [ ol <2

Prasugrel O o O o}y <2 | Ticagrelor O o O oy <

Cilostazole O 9 ] o}ly e | Warfarin or NOAC* O 9 O oly e
ACE inhibitor or

Beta Blocker 1 9 ] oly <2 ARB O o [ oly 2
Calcium channel

Statin Od  Oelde Od  Oeolde
blocker
Other anti-anginal

Nitrates O o O oty 2 L & O < O ol 2
medication

NOAC* : Dabigatran, Rivaroxaban, Apixaban, Edoxaban

AAL O OJAA] (AR )
A4 / / / (YY/MM/DD)
[J Sinus rhythm [J Atrial fibrillation
4h-5 (Rhythm)
[] Others ( )

[J Normal [J ST Depression [J ST Elevation
[J Bundle Branch Block

[J Nonspecific ST-T change (] Q wave

[J Others ( )
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® A€ 712 (6 months F/U Lesion and Procedural Data)

Angiographical Disease Extent ] 1VD L] 2vD L] 3vD
Total number of Interrogated Lesion 01 02 O30405
Interrogated Lesions
Lesion Number 1 2 3

O LM [OLAD OLM [OLAD O LM [OLAD
Target Vessel

[0 LCX [ RCA [0 LCX [O RCA [J LCX O RCA
Segment Number (1-15)
Previously treated lesion

[J Yes [ No [J Yes [ No [0 Yes [ No
(at Index procedure)
Visually estimated stenosis

% % %
(%)
Imaging IVUS ] Yes [ No 1 Yes [ No (] Yes [ No
evaluation OCT [0 Yes [ No [0 Yes [ No [0 Yes [ No
6 months F/U QCA data (Previously treated lesions)
‘ Proximal (mm) | Proximal (mm) | Proximal (mm)

Reference vessel diameter . . .

Distal (mm) Distal (mm) Distal (mm)
Minimum lumen diameter (mm) (mm) (mm)
% Diameter stenosis (%) (%) (%)
Total lesion length (mm) (mm) (mm)

@© 11 9ol o A7t WAYSHA S Y 7L? O o O oly(Fste] FAAL)

*O] At A Al oAl AARol Z]Uste] FAAL.
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A" E#(YY/MM/DD)

a7 A A7

& Visit 4

@ YAALA (Clinical events)

Dol — OAY  Od238 0983
O 2 s 0 29 d7s
(] ofye

— gt “of|"&2 7]=238t 732 Clinical Report formo]] 7]x] =ZQ

® B8 o4
% Bgoy of & Bgojn
Aspirin O o O e}y<2 | Clopidogrel O 4 [ oty 2
Prasugrel O ol O ol < | Ticagrelor O ] ol 2
Cilostazole O 9 [] o}y 2 | Warfarin or NOAC* ] o (] ol 2
ACE inhibitor or
Beta Blocker O o [ oy e ARB O 49 O oty 2
Calcium channel
Statin O o ] oty O 4 [0 oty 2
blocker
Other anti-anginal
Nitrates O o O ol L & O O ol
medication
NOAC* : Dabigatran, Rivaroxaban, Apixaban, Edoxaban
@® A™z ZAA
O AAl O 0JAA] (A )
2 A4 / / / (YY/MM/DD)
[] Sinus rhythm [ Atrial fibrillation
4h-5 (Rhythm)
[] Others ( )
[J Normal [J ST Depression [J ST Elevation
o] A} ofm [J Bundle Branch Block
[J Nonspecific ST-T change L] Q wave
[] Others ( )
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O oty (<l

*O] At A Al oAt MARof Z]d5to] FAAQ.

A" E5(YY/MM/DD)

AT7A 47

Ak
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Clinical Event Report

Death [J Yes [J No
— if Yes | Date / /
Cause [] Cardiovascular Death

[J Non-Cardiovascular Death

[ Unknown Origin Death

Myocardial|[ Yes []No

Infarction — if Yes | Date / /
Type [J Q wave [ Non Q wave
Related with ~ Stent | [J Yes [ No
Thrombosis
Related with | J Yes [ No
Target Vessel
Type of | 0  Medication only L]
Treatment Thrombolysis
0 PCI [ Bypass Surgery
After Treatment [ Recovered [ Death
R e p e a t|{0OYes [No
Revascularization | — if Yes | Date _ | _ [
Clinically ~ Driven [] Yes [ No
Ischemia Driven (] Yes [ No
Type of Treatment [0 PC 1 Bypass
Surgery

Related with  Target Lesion ] Yes [ No

Related with  Target Vessel J Yes [ No

Another  Vessel PCI | [ Yes [ No
(non-Target vessel PCI)

Cerebral|ldYes [No

vascular Accident | — if Yes | Date / /
Type [ Ischemic [0 Hemorrhagic ]
Unknown
Verified with | [J Yes ] No
imaging
studies
S t e n t|0OYes [ONo
Thrombosis — if Yes | Date / /
Type ] Acute K1 d [ Subacute (1-30 d)

1 Late ®1 m) [ Very Late (1 y)

ARC [] Definite/Confirmed
[] Probable [ Possible

Clinical]|[dSudden Death [ STEMI
Features
[0 NSTEMI [0 Unstable Angina
[] Stable angina

1 Other
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I. Segments of Coronary Artery

II. Clinical Lesion Success is defined as an achievement of a final in-stent segment diameter stenosis
< 30% by online QCA or visual assessment over the entire stent length, with TIMI-3 flow and no more

than an NHLBI type C dissection in the analysis segment

Il Clinical Procedure Success is defined as an achievement of a final in-stent segment diameter stenosis
< 30% by online QCA or visual assessment over the entire intervened vessel segment, with TIMI-3
flow and no more than an NHLBI type C dissection with or without any adjunctive devices, and
without the occurrence of cardiac death, target vessel Ml (Q-wave and non Q-wave M), or repeat

revascularization of the target lesion during the health care facility stay.
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SPECIAL FORM O] AR} A A1 A]

0|4} o] 27]7]'9] ¥Hg

%!*o**l%.“’ﬂ AGEHE QBABE A27)71oN W, BE Sl

UGAIGO] AGHE A NG E]7I0ke AnA
_]

2 w2 o2 Wit} of
b AAAEE 9B ARE Austel AuEAg Yok

Rfo] APRQl ARME(EE 715)S AsISHA 2, Hade] BHE oflstn, HAxb}
|

- IPA] FAAQ B (EE 715)S S Adlists 8HE oFlste F¢
3) 3 (severe)
- mFA] FAAQ AYBH(EE 7]5)S 750 st AE

O olmsvleke) weg WA AalE
1) B7F 2715 (Unknown)
- AEIE 2 EY SRl HUd & glil o] F BsiA Y &g 4 gle AR
2) Aol g8 (Not related)
- Ol FARZT PHishA mARFe] AGA JE B AIBAEA/ 20 718 42
3) #el/do] A (Unlikely)
o

v

olgAlelel AN B oR717] Zh0) ATV ATHoR 2 o ofms FeHel WAL g
A 2R e AL

4y /do] = (Possible)
- O|AAHIIZE AMAIEE 977179 Ale AIFOR

_‘?“ v B Ay | ﬁ\_ o
s ol27]7]olA Leim olAleler ARl BaAgol g, WAt YA e Ei A
g 2R/20] s 2AEHIS 7HsAdel e B¢

5)§l/do] W23 (Probable)

O A7} A/GAIAE 2&7]7] Ala Al

i 2=7]7]19 43kl S0 oAl 482 € 4 e 4%
6) o] HulsH Definite)

OGARRIZE GBAIE ] Ad=71719 Ale A RRE FAQl AR AddE 7HAAL Qle,
g =771 Al oAt AREAR] dwde HiME 4+~ dden], mYAte] JdH
el diste] &Rl SAc2E BN d¥ES T 4 fle B¢

0 FThE oAt/
RS DR

o)

o o

= e
U 717k Aol Wast A
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HIx} F=2 (YY/MM/DD)
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043) 230-0546 FAX : 043) 230-0530

http://www.mfds.go.kr/medicaldevice

TEL :
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