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o JEEBNIRFERE P ERAN AT D OCT Hisk DR/
1 & N R RS D Beitil 77~ b A 7 % FFR<0.8 & [hiik LIAI&E
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o BRI BRI 1T D FFRer
FFR<0.8 & kgt Latfih4 %,

=AM BB
Z W RE

TERHML T H

OCT vs. FFR
o BN EERET RS E AR A2 D OCT H Sk D i
NI NS T FE OO FFR<0.8 (253 % ROC MR T mifg
o R BENREERET RS E AR A2 1 D OCT H Sk D i
/NS RS O FFR<0.8 12X 4 A ~ b4 7l
FFRcr vs. FFR
*  FFR<0.8 ® FFR<0.8 (2% D 2Wryi=R, K&, Fr
FEL BEPERITR R MRy

R R Al R H

OCT vs. FFR, RFR, resting Pd/Pa, FFR¢r, QFR
e  OCT Hik o fe/ i & N IPE i F5 © RFR<0.89, resting
Pd/Pa<0.91, FFR1<0.80, and QFR<0.80 {Z%}9~% ROC Hfi
PRTEERE L BT Y AT E
e OCT Mk /g N mfE., o LEs, Pz,
2SR, eccentricity index, 77— % A 7°® FFR<0.8,
FFR<0.75, RFR<0.89, resting Pd/Pa<0.91, FFR¢r<0.80,
QFR<0.80 (2% ¥~ % @2 lbrig
o OCT H1 kD /M E NI FE . FFR, RFR, resting Pd/Pa,
FFRcr. QFR O FHEY
OCT vs. CTA
o CTAMZEZ & OCT HK o i/ g NIVE R & 8BS
o CTA H¥E Y A2 Fri (napkin ring sign, low attenuation
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ACS Acute Coronary Syndrome

AE Adverse Event

CABG Coronary Artery Bypass Graft

CAG Coronary Angiography

CEC Competent Ethics Committee

CRF Case Report Form

CTA Coronary Tomography Angiography
DM Diabetes Mellitus

DS Diameter Stenosis

eCRF Electronic Case Report Form

FFR Fractional Flow Reserve

GCP Good Clinical Practice

IVUS Intravascular Ultrasound

KEK Kantonale Ethikkommission Bern, lead CEC
LM Left Main

LAD Left Anterior Descending

LCX Left Circumflex

MLA Minimal Lumen Area

NPV Negative Predictive Value

OCT Optical Coherence Tomography
PCI Percutaneous Coronary Intervention
PPV Positive Predictive Value

RFR Resting Full-cycle Ratio

TCFA Thin-cap Fibroatheroma

ThCFA Thick-cap Fibroatheroma

TIA Transient ischemic attack

TLR Target lesion revascularization

TTE Transthoracic Echocardiography
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X: WFZEICBEE L7 Fil, x - BT

AT 52401 ] A7 V== « T 6% (PCI | Follow-up
H LI
CABG)

Visit 1 2 (CAG) 3 4 5 6

Time Hospital Hospital Discharge <2 weeks <2 weeks 1 year+30

days

BEA~ORY], WO X

5

B X

PR IEE X

ERULYE X

1fi 7 A A X

/iR 59 AR AT X

EENRIE X

FFR X X (PCI)

OCT X X (PCI)

HEK CT X

FFRcr (HeartFlow) X

P AR 3 X X X X

FEaVAY X X X X
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5 Hx
51 HRLBH

EHBARESRHBOAERZELFHEOBREDOTRIIARTH D CGEMIERO L EZITTZERED 3
IR 1 59%) | O KBBEERARBROMSRICE D &, 2 b 0BREICKT 5 MmITHE
i (R AEBIAREZ T © PCT & L <IFIEBHAR S A 7S 27 : CABG) X T# & UE (5 HFET
TAN0%FEE) 52 ERALNE o TRV 2, Je i BRI 6595 28 5 B 72 TR i o0 )
TEREFOTHRERESE L9 XA THEEICHFHATHD, LarL, BEIRERIC K DA EEIRE
AR ZE ORI LI LIZREE T H 5 >,

Hh 2 SR ARSR A2 IS )3 D M RE 22 D 3T & U CIr AR el i e - &bk (FFR) A4 A K7
A L VBRI S (Class 1a) °, BRRBUIGIC TR VLB TWD, /2 /B IR 38505
I LLRTICAT 72 FFR O KIAREGRAFSE (DEFER, FAME, FAME 2 trials) (23 CERAME
WIZEENTEDY 7, FFRO.80 % A\ 72 IABGH IS IR E 0O 22 Ak 1338 25 o/ NI 22 B R B 92 C
DHBESNTND N UL, FFRIZE IR ESE 25495 L < T EofE 2, =
PEEpRZEIC L DB D, MEILER OB G O M EM e Pk 2 ERN H D 1

M NBEEHE (IVUS) Hke/NMLE AR (MLA) (1375w Eh Rk 32w 28 O ) 72 52 1
ISTTREZR$REE & LT b T D P Jasti &1% FFR<0.75 & Bl L, MLAS.9mm® 28 & /&
VWA RO LW L S, 2 oW v M 71X LITRO study 12 L Y MEEE 41, MLA cut-
off 6.0mm’ LA | CTIMIAI D B TIHRM S NI BEICB W THIRW 2 TR (2.3%) BEs S
iz 'S KPRRAIIC, Park HI% FFR<0.80 & Mk L 4.5mm® & MLA OB~ b A 7 fif & s
LTWn5 ',

YT (OCT) (X IVUS & kg LEN - (15umvs. 100um) &, L0 R iRrE
B 2 FF D LB LWL IE N A A —2 > 7 CTh D, OCT X IVUS &bk L L v IEMEZR 1
BHEMEMAATRE TH Y |, £72, OCT TEHl & 472 MLA X IVUS-MLA XY 10%/hEWZ &
RN STV 5 ", OCT OO Fik DT AT —PI2Bb 65§ 2, OCT-MLA O
ZWHEIL FFR & WERGES N TE LT, BHOTA RIA4 v THER ST NS,

FFR L 3HE720 . DMENA A= 71X PCIOBICHL WL, FHEOM EICFEET D
HNFARRTH D, ARk EHHIHERFE BT S PCl & CABG O T % Hkfast L7z
EXCEL trial <> NOBLE trial TiX 70% L EOBEFIZHB W TIVUS BHW LTz, HD A
27U A TIHAE AR ESR IR 6T 5D IVUS A R PCLIZLMESE (relative risk [RR]
0.47,p<0.001) . FEAIRHEIMATEE (RR 0.43,p=0.002) . definite/probable stent thrombosis (RR
0.28,p=0.004) % M5 ER A A K PCI & ol LRI S 7= 2, Z 02l & 1RO 2 SO Rke
o XU T 41, WREEIGOREDH TR PCIKEOYR—F L 1 DOEX VT 4T
AREICT A Z ML ERBRFNICHLERENEEZ XL OND,

HENR CT 3R BEMZDIEIBIRGIEE X U 7 0 & L COERICEWRERENTEZRFON, £
OISR FRIZR S TWD 22, GRS ZISEBARN O Mm% FH L. CT H3k FFR
(FFRcr) DHIE Z AIREIZ T 2 IRy 72 /515 Td 5, FFRep 13l O @R CT 72> HEHI S 41,
7' v h AN OEFLHSHREIE . AR b LER, WED FFRer D2 KHe & it
L 720F%2 Cld FFRep 13 <AL= AR (1=0.82; p<0.001) ». ZWiHIH R (81-87%) Z7 R &1L
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7z, HERERY HEE & O IR WAV XA B EAR Ei N A O BEICB O TRE IR EZ 726
FTLEEZONDLD, AEBRESREICI T D FFRer OD2MIEEZ FFR & ol L 7= fF2 13 M,
52 URIZERXT7 4w b

B L7y, AESRESRTREZESOBRZEOTRIEIARARTHY . HEIRERIC X 5 iHHIZR
WFETHDZ LML, FFRIZE D LV EfEZRZ2Wr, PCILMTOND5E DA A—Y 7 (OCT)
A R PCLITAFZEIZSIN L7 FBE TR L CORIZEIT 2 D 155, —J7. FFR & OCT (I8 45 <0 1.
TR, AR EOFHE EOY X7 & fE, FFR, OCT, CTA ORATITHS#EIE < L&A D
ERZHMISES, Ll 200 OFRIIRRZEOFHEN TH FEIKIZIB WAL T
FHTHY, FHEOV A7 ITHFA#HHLEEZLOND,

53 YEERMANLHELNIMROER

OCT Hizk MLA (T X % 7= e IR 3= 650 42 00 1Efife 7 A 30 D) 72 Ve 7 B O IR EICEBR T &
%o OCT IZ L DIRFHEIC R EIZH He X174 5D OCT A K PCLIZREDOL 5 BT 1%
DUENPHTE D, ZOBWERFELZIFNIZTL VT 41X FFR BFHEZAK TEHZ Ltk
DEBRERFEIICHE A Y v bR ®H D EEZ BN D, FFRer (2 X 2 IR B 70 /e B Ik 3= 650 90
EOFAMIL, REMZEFRICLD2) A7 24 FEIEBEFOYR—V A NEHREIZT S
MTAY v bRBH D, et FRRIIZIES W=V T A X fif & RBRT I A o
fEENTRBRFHICL DT —XIWEIC LY, OCT 2L 5 A EEREGERIEZ ORI BV T
Bom< ALt mWiimsgsfians &2 oL d,

6 HH
o HFEEAFIIRESRTHEEICBITS OCT HRMETEOEEY v M4 7% FFR<0.8
Lk LRIET B,

o  EEBIREEIHPEERREIZHIT S FFRet DZEEE%L FFR<0.8 & bk UL 5,

7 FHEEE

71 EEFHEEE

OCT vs. FFR

o ERBINRE R AN T34 5 OCT kil ML R D FFR<0.8 12415
ROC i T i

o FERETNRE R A 251 5 OCT HURAY ML RS0 FFR<0.8 12515
RE Y A7 E

FFRcr vs. FFR

*  FFR<0.8 ® FFR<0.8 (T4 2 R2WrHyh R, JREE, Rl PEry b BBrEpgh=R

7.2 BIRFHEE B

OCT vs. FFR, RFR, resting Pd/Pa, FFRct, QFR

. OCT Hi 3k /ML i f O RFR<0.89, resting Pd/Pa<0.91, FFRCT<0.80, and QFR<0.80
([Zxt9 % ROC Mt i & il v v M4 7 E

. OCT Hikfe/NMILE HAE, fR/hESE, RAER, WA K. eccentricity index, 77—
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27 % A 7@ FFR <0.8, FFR<0.75, RFR<0.89, resting Pd/Pa<0.91, FFRCT<0.80,
QFR<0.80 |Z %9 2% 2 Wi

. OCT Hi3kfx/ ML E A%, FFR. RFR. resting Pd/Pa, FFRCT. QFR D+

OCT vs. CTA

o CTA¥EZEsR & OCT kiM% A & OFH

. CTA i3k U A7 Ar i (napkin ring sign, low attenuation plaque, positive remodelling,
and spotty calcium) ¢ OCT Hi 3 fibroatheroma (Zxf 3 % ZZ Wi

73 1 ERBIREERFHEEE

« SEL
o DESE

o DMHEEZE

o REAY I AE O AT IE

o FEAYINZS AT R

o FEAYIMAE AT R

o ATOMITHE

o AT hMfARSE

o MMEZE. —EMEME AR
. AMErAa

ST T — TN

1. Midshaft, distal bifurcation
el

B PR P

o lin

FEEK

-

8 WETYA

81 TH¥Ar
FEIBS 2 fitia% . A & #2235t
8.2 WrEHARM

BB Q22019
BEBEGE T Q22022
BAFBPE T Q22023

9 XIZRBE
9.1 WEILEKE

1. EEIRER T 30-80%k%% (AL & L IERBIRERZRIEIREA 1896 2 [midshaft, and
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distal bifurcation (Medina 1,1,1 or 1,1,0 or 1,0,1 or 1,0,0)]

2. 18 LL E
3. YR E~OBIMORER T2 H 45 HBE
9.2 [RAHLEHE

1. AERTFATRL, ARFER O EIRIEF ICBIT HEERE (>50% : B | ARl FITRAD
. ZeEIER A R, AR 2R 1R <
Fr RN R 48
SR Fitc
FESEENR R O A T v FRe s
IR BIARIC X 95 AT o N R E
18 55 42 PASE IR 4
TEENR S A /X A 714
Gy ISR Y
HAT 4 7 T —T Ok EEIE A X 5 ERT
. MATENREA 22 E
. BEARAE (i creatinine >1.5mg/dL % L < IXHEERFEHT)
IR RS RN DR BB IR - E A I O REAE D 22 WIER FTREME D & 2 2ot (50 mEAT
A LN D e A #5)
13. A Tk 1 LN
14, ~/%Y > ERAL BEKEK, =t UkvY >y, 7T vUERICHT DS LI
7 LV —
15. B TR E AT 2. X— A A —D— 1 L <X ICD ## 2 iA 77
16. 1810 B Eh
17. BMI >35kg/m”.
18. HMESE R DR E GEBNIRE 25 2513 <)
19. D= R R HEE
93 X7 V—=V7
EEENRIE R & T3 2 BTGB E, BRAMNEEICESE R ) —=v 7 3hb,
9.4 HBERE
RTOMISEENE, FRINVEEL MR8 % . ARERIRHFZEH Y RIS E [T E O EE, B, F
B, VA7 - _x7 v b, BZVHELIAMHEZHIT 5, HBREIITEMT2HaB IO
KRERRAFFENCSINT D 002 B 5 DI+ 53 725 & 5 % K%ﬁﬂ%@ﬁﬁ%a<@
iR LT-Z L 2R Lic BT, BRRBAAARTICAREE R ZE~DOS MOV THEHERICLAFHE
EARNLY XETHD,

9.5 FRIEOHIE, HFESMOFIE
ERE LR B bR R B OMEIN TE, BNz L5 AR FiE 2= T2 nb D L35,

A A o

—_ =
N = O

Version 1 17.02.2020 Page 14 of 32



10 DTV FFA4

W FEE & ZINEE & #Es8 L7=#%. 1) OCT, 2) FFR OJETFHZ1T 5, mEIK CT I3EE Ik
5., OCT, FFR » 5 14 HLANIZAT 9, mBIlk CT 25eE@kiEs . OCT. FFR X Y A TH
NTWEEEIE.60 HUNTHIUTHEITICHND Z ENTE 5 (Z A EBlkIEE . OCT,
FFR % O EBIR CT (3 AE) (K1),

K1 7974

LM stenosis (30-80%) by CAG

1) OCT and 2) FFR l CTA, FFRct

Decision of treatment option

v v
PCI CABG Medication

|

OCT and FFR after stenting

11 #FFEFE, BIEHERB

1.1 EEBAIRERI O ESR
FESEER LR 00 X 5y 2 X 2\, 2R EIR EERET IS ostium, mid-shaft, distal bifurcation 7>
55, Shaft (¥ ostium, mid, distal LM part Z 7 ¢p, Distal bifurcation % distal LM part &
bifurcation 2>5 k%, Ostium A LEH S Smm OFAL & EF 4D, Distal LM segment |3
shaft |Z351F DIEALES 1/3 OEML & EF S5, Bifurcation segment (X LM distal D& 0 i
ostium of LAD or LCX @ Smm =N E CTEER SN D, WAMIMITEEIRIEZIC LY EF
WD, WEND—DOLL EOEHAIZAIE T H535A . distal bifurcation, ostium, mid-shaft ONEIZIRE
b,
X 2 2R B R R D B
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Left Main Segment

Ostium Mid-shaft Distal Bifurcation
Distal Bifurcation
Ostium of
LAD or LCX
S5mm 1/3 S5mm
Aorta
Shaft

112 EBARER
T8 BR N BHEE 25 BR IR A ) IS R D R BIIRER 2179, = b7 Uk U (100 & L<IE
200pg) DREBRN DI G- %2 I ] DOIEFERINTAT 9 o~V R T T 38 O WG RT3 53 85
JREMENT Y 7 N 7 = 7 (Q-Angio 7.3, MEDIS) % i\ C/E &R BIIRIE A (QCA) ZATV>,
Minimal lumen diameter, diameter stenosis. lesion length Z &9 % %, %£7-. Quantitative flow
ratio (QFR) HH MY 7 7 =7 (QAngio XA3D 1.2, MEDIS) Z MW\ T, ~Lv R¥arT F
ROBGHMTEICLVHIEESND,

11.3 kTEhrEE (0CT)

LAD & LCX (Z%f L T OCT (frequency-domain OCT system, ILUMIEN OPTIS, Abbott Vascular,
Santa Clara, California, USA) #1795, HEINRNIZ= e 7 U & D > (200png) 54, OCT
BT —7 /W% LAD § L < 1T LCX I[Zffi A9 %, 2.7Fr C7 Dragonfly imaging catheter (Dragonfly
OpStar, Dragon Fly OPTIS, Abbott Vascular, Santa Clara, California, USA), 7 /L/3v 7 A
— R 36mm/s, 7V Ny 7K T5mm EZH W5, A ¥ =l v ab— >5.0mls WA >
V=7 Z— (ACIST) ODEMIIRHETH D, 77 v ¥ a RROLEE, ERAIROWIN Z M4
Do TNy 7 BREGERTOD OCT B 7 —7 VOArE 25tk 3 5, ACT 2312 250 a5 &
INTHET D,
OCT DFFMTIZ~N L RFa T TRV T 2 AOMSE L7z BT &I LV EHY 7 h o =
7 (QCU-CMS. LKEB, Leiden University, Leiden, The Netherlands) % HV T 0.2 mmf& (2174
o,
HEHER 2 LT ICRT,
*  OCT region of interest
*  Lumen area assessment
*  Minimal lumen area (mm’)
*  Reference lumen area (mm’)
*  Area stenosis (%) : 100 - MLA/[(proximal RLA + distal RLA)/2] x 100
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*  Lumen eccentricity : minimal lumen diameter/maximum lumen diameter in one frame.
*  Plaque components (TCFA, ThCFA, fibrous plaque, and fibrocalcific plaque)
Fibrous plaque : a lesion with high backscattering and relatively homogeneous OCT signal.
Fibrocalcific plaque : fibrous plaques containing calcification and a signal poor region or a
region with a sharply delineated border.
Fibroatheroma : signal poor region for more than 90° with poorly delineated borders in any
cross-section of the plaque.
TCFA : a fibroatheroma with minimal fibrous cap thickness (FCT) <65um.
ThCFA : a fibroatheroma with minimal FCT 65 to 500pum.
e Lipid arc
*  Minimal and mean fibrous cap thickness according to the semiautomated cap thickness
measurement software
*  Macrophage accumulation : signal-rich, distinct, or confluent punctate regions that exceeded the
intensity of background speckle noise.
*  Ruptured plaque : a plaque with the presence of fibrous-cap discontinuity and cavity formation.

*  Intracoronary thrombus : an irregular mass protruding into the lumen (>250um).

11.4 B TFHEELE (FFR)
FFR ZAT 9 24 BRI & O 0 7 = A » OFEME £ T 5, 6French OV A T 4 > 7T —T v
2T 5, FFRPIERNCEIRNIC= a7 UEY > (100 H L<iE200ug) =#&57 5,
FFR O H|E 1L Pressure wire' ™ X (Abbott Vascular, Santa Clara, California, USA)% i\ T LAD &
O LCX W FI1cATbihvd, AT 4 > 7T —7 )V EmEIRA O 5o LTtk KERIE &
DA ATAE—a v &#ITH, Ly ¥ —TUA¥—% LAD b L <L LCX N LEBIRE
BEERN D 3 emFRE DOERNL £ T D D, F£ 7 RestingPd/Pa & RFR | ET 5, 77 /v DFE
HEIR S L <3Ol b o 2 S5 E O R 5 (0.14 mg/kg/min) 12 XV KA FE i 2
BRLEBY, Ty vy —UAY—DF NNy 7 %475, FFREOHEEZ 1) /& TBlkE %
D 3 emiBENLE, 2) WAL, 3) WAL, 4) AT 4 T AT —T VR TIT 9,
FFR (TN PR T & E ) mE oI L v itREsns, RV T N (GAT 177
T — T VT D FFR<0.98 & L < 13>1.02) 23R SN 7234612 FFR 2 FEHET 5,
153 LA E DRI Z 220 T, — 7 OMfEIZ3 T FFR OJIE 24§ 0 K9,
11.5 EBk CT
AEIR CT 13 single % L < X dual-source CT scanners (a minimum of 64 detector rows) % F\C
Society of Cardiac Computed Tomography quality standards 7' & b 2L % i 7= 38 544 T11H
% (radiation exposure: 1-2 mSv) . DMHEL<60 [Bl/5 &K T 5720, A b L < ILREEIR
B BHERT IO G Thhd, = U 7 V'Y OF FTREZEEHR CT /T O,
HER CT OENTIZ~LV Y RFEaT 7 RICEBWTHG#THYEICLVERNOY 7 by =T
(Q-Angio CT RE, Medis) # W\ TiThi 3 3,

HEHEE 2 LT ICRd,
*  Lumen area assessment
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.. 2
*  Minimal lumen area (mm”)

*  Luminal diameter stenosis; 0%, 1-19%, 20-49%, 50-69%, 70-90%, subtotally (> 90%—99%), or
totally (100%) occluded.
*  CTA high risk characteristics
Napkin ring sign : 1) the presence of a ring of high attenuation around certain coronary artery
plaques; and 2) attenuation of the ring, presenting higher than those of the adjacent plaque and
not >130 Hounsfield units (HU).*
Low attenuation plaque : plaque with <30HU.”
Positive remodelling : positive remodelling when the diameter at the plaque site is at least 10%
larger than the reference segment (remodelling index >1.1)*>3*
Spotty calcium : <3mm size on curved multi-planar reformation images and 1-sided on cross-
sectional images.”
11.6 FFRcr
E4AL S 472 CTA 7 — % X FFRCT 27 77" (HeartFlow Inc., Redwood City, California) (Z
WBRSNT —F 777 bR EOBEOM 25T FFRer DN 24T 5 %,
11.7 D8 R
American Society of Echocardiography guidelines {2 % U C/AEEB 3, LB LOHEE, £=0H
HERSE A WET S
11.8 MRHRE
~FE 7 v, [l creatinine, #8= L A7 m—/,L LDL, HDL. " #:fgl5. HbAlc, CK % H|
ET %,
119 mATHERE
FFR<0.80 DA MATHEMR S HESE S5 28 O TR 5 $1 OV 13 A TR FR 4 R O FI 87 12
FEhbhd
11.10 3EYpEE
BHOHA RTA NS E | BEICK L CEBEMRIEZIT) 7,

12 ERIRFHEZE B
121 EH
Appendix % 2,

12.2 BB F
BFE 1R (30 H) BEGREZIT S, ELERSCEE - DRBEYEMIOAESFR. N
AR, ABEDAEEIZERET S RAFE SN D, AHEERICHET 2 ERIDEFIREFICE &
DHiv, ANV MIEZERIZEOND,

123 REBLEBE OB F
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WERA TR ER bR FREO[EIATE, MIEIC L2 R EZ TR0 bD L9 5, FER
o] TIZIRAG S U2 BT ISR 5.

13 =&t

13.1 FEEROBRE
ARERRIFIE & ORRBEROFEICE L O, EERAGEHRS GEC, O, mATHENR., K
e, —@PERE MFEE) ARB L SGAIE. FRELEIL, ZemiR% 5H - ERIRE -
WU 7R AL E A Ut OIS EREEOR, AR —IClET D, Eio. KRR
WCEET 2 T LR VWEBERAERERD A LEGAICE, MSORREEEEZARL, B4
BREZICHET DD ET D,

14 SREHEEMNT

Clinical Trial Unit of Bern University (Bern, Switzerland) #EEHENT 21T 9,

14.1 EBiEERIEK
Park © (% FFR<0.8 £>0.8 D BHEITZN LI 66 A& 46 A Th Y IVUS 3k MLA @ FFR<0.8
[k 5 AUC 1% 0.83 72572 L 45 L7z, Kang 5% FFR<0.8 £>0.8 O EEEITZENEH 26
AN&E29 NTHY ., IVUS H3E MLA @ FFR <0.8 [Z%14 % AUC (£ 0.9 72 o7z L i L7,
R OWFFETIE AUC ORI D72 OfEEH PRI ) I3E STk 59, OCT Hi2k MLA @
FFR<0.8 (Zxf7 % AUC O #EIT 72\, ABFFEIZISV T, OCT Hi2k MLA X IEfEIC (AUC>0.5)
FFR<0.8 & FFR>0.8 DEEZXFITHZ LN TEDH LWV IHETIZR L, Hffshsd AUC %
0.72. Wil a /K#E% 5%, FFR<0.8 & FFR>0.8 ™ 1 : 1 OFI AL, 20%D BRAMER] 2 5 E L
HIEREFIH 104 N ERELTZSE. 95% L ORI N RHIRFTE 5,

14.2 T B OfFHT

14.2.1 EEFH{HE B
OCT i3k MLA @ FFR<0.80 (2% 9" % discriminative power % #flli 3~ % 72 ¥ ROC fi#HT 24T\,
B v P A TENEHT D, FFR<0.80 ® FFR<0.80 |[Z%I4 2 i2WrAgrh = KB R,
BEtERI R RRMERY PR AR 5,
14.2.2 IR #F4HH B

OCT Hi3k MLA @ FFR <0.75. RFR <0.89. resting Pd/Pa <0.91, FFRc1<0.80 (Zx}3 5 FE# 7
~ 4 7% ROC T 2 AW TEEfi9 %, FFRer & FFR OFHES % Pearson correlation coefficient
ZHWTCRHHET 5, CTA H¥k&E Y A2 Ar A (napkin ring sign, low attenuation plaque, positive
remodelling, and spotty calcium) ¢ OCT Hi 3 fibroatheroma (2%} 3" A 2 WAy R 28 FRER | R
BEtERI R RRMERY PR AR 5,

15 SEARTE
151 T—XIXE, EFIHREE (CRF)
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%EEH%E?E%’I FERIE CRF (ZIUEE S N7 A2 SRS IRFF T 2 L E N H 5, KIKIR, Tio
HHZFHAREIC L TBLEDRH D,

. WG EDFERIZ LB T & - ToWFZES AT O N ARIEE - BETEIE
. Study ID

FEFREZNICEET 5 E
BEERIZTE 7 — ¥ ~X—A (Electronic Data Capture system, Webspirit) % H V> CTILEE S 41,
BEEIZIL Study ID BEID ¥ ToHb, £2TOT —X ANTERE - B b, iz
WL E DHINT — 2 ANJITE D, REGRIFFEIZED D UHESE (HHEEROEL FEEND
DAL E, FEPFE - REFEOHR, REF JEFAREFEOHER ., LD T — 2 DIE ML RGE
T DI ERERENIFLERAR L) ZIRAFET D, T OO SCEILA E i EE BN R B EE OEH D
T A FE it R BN CERIRBFZERE T B HAR 15 FO0RMF T2,
BENHREELLL, BT —4X—ATH V51D Study ID IZEBIN-H%, &2TO
HENRIER B, FFR, OCT, ®EIK CT 7 — ¥ IX AGMednet Zil U T~V RFEa T TR~
HREIND, N RPEaT7 IRITEBRT — X% F = v 7 LLEIZG D’C%’Qﬂﬂﬁ'@%““\ﬁ'ﬂb\
BOEEITO, AEFEZOREREDIEDIZER D BEHEFRNBVLE L IR o T2 5H12IE, ot
HEEMIIEA SN IEMEEF SN WREEN D D,
HERER . OCT, FFR, HEIK CT 7 — X I~V KRFa 7 T RIRE S L, 20T
— 4 | Clinical Trial Unit of Bern University TIR{F S41%, OCT & FFR 7 —# X FFR¢r & @ co-
registration % 1T 9 72 % Heartflow Corelab (HeartFlow Inc., Redwood City, California) ~2% 541,
OCT & FFR data % computational analyses 17T 9 7= % Abbott Vascular Corelab (Abbott Vascular,
Santa Clara, California, USA) ~HRik I 5,

152 EmRfboFHk
2T @fﬁ“iﬂﬂ}ﬁﬁ%\ OCT, FFR, CTA 7 — % @ study ID IXE{&fEHTE O EHA{LD 7= Clinical
Trial Unit (IZx b2, 70 X AIHELNTZ 2 RID ICEEH A b D,

153 =XV 7
T=H Y I AR —1 L < & Clinical trial Unit (2 X D 1T 5, IO 2 4 O BE G
%, FRFEMMRIIEECCE=F I V2% 5, TO%k, REBRHIEHIZ on-site E=4 U
VI RTOD,

154 E#&X
AN R GE D FEH g, FEht ST T IS Eﬁ\é@ﬁméﬂéi‘a/—\ . ZhEZTANDLLDET D, T
— B DIEFEAMEAARFET DD B B F T E A 2L T,
16 fRERFEHE

16.1 HFFEDE G

A B FEMFZE 1L Clinicaltrials.gov. (2 &8k STV 5 (NCT03820492)

162 HRLT Y —
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16.3 fWEEXEERES
AEGARBFZE D FERIZHENLD | & EhE R O fm B AL B ST T ARG R4 S 5E 7
[E R SCE | EGI RS, 2OMMEEEZ B SN L EETIERIONE L, M, ﬂ%é’]:bot
WEFHZGIEOBLENDEEZITRV, MEF AL B S EIRIF SO I a2 KB L2 I FE i3
Do 2% AREIRMF R Z 8L, MR AL BSOFEON R LD CEBEM, B EITUETS
A5 6 (BB, B E2ITBGTIERRS) . L ORI FE O R GE N H EFROFE AR
BUZDOWTHARRICEE L Z T b DET D,

16.4 B3~ X FEHAI
AR TR 5T 5T X CTOF X MR ERS~L X E S (2008 4 10 A &ETHR) BELOTERR
IR DM ER R ) (K 20 4EIEAE T B8 SR EE 415 75) IZ9ED,

16.5 BEHHAXE - AEXE
AREGIRDF TR S AN, PBRE 1Tk U TRERIRIFZEO NEFE 2 +o0 I3 5, #KBRE 1)
BT 2B LORBRFIEICSINT 20 &2 HWrT 5 DI+ 72kl 4 5 2. ARERR
ﬁ”®ﬁ§%ﬁ<ﬁ%bk:&%%@bkif i PR A 2% BR AR RN AR ER IR AF 25~ D S Iz >
WTHHERICLDFEEZARNL Y CETH D, HBRE 1TIRHR Y EATLA O BRI 22 B ##
%@%%%ﬂ@&%%ﬁﬁéT%r_owfﬁﬁ%xfé [FESCEEICIE, SHETo
ERRAFZEH YRR 3 KL VRS L7 3 84 L Hﬁ%ﬁﬂﬁéwﬁm&%%%b\%@
FLAHEBEICET O LT 5, KRERVZEHFE T, $ERE ORBICEE LG58 E
TREMPEONTHE T, RS EMITECHICYZERICE S REHRI CEE LK
L. BFEMEFREBEOMMEEZBEZDOEKR LG D, o, HBREFEILFER bERFREO
MEATE, MENZ LD AR EZ TR0 bD LT 5,

16.6 FZA N —DIRE
KIFFNHED DT X TOFEIZIT, T —FEBE L L TOFRELS» & 0 EAERIRGED 2D
Wk@@wﬁ%%ﬁgkﬁEWTﬁé SR O N R A FE A S0 e 3 ST BRI 9 D BRI
X, BEBEAEZFFET OE® (R4, EFAR, IAVTHESRLE) BEA SN 2D, B
% R E AT RE 7R AE HN UL v K2 7 Z R0 Clinical Trial Unit ~H15 S35 2 & id7ew,
F KN EFEEEOMEFEEZES D LTE=X U VY H DSAREG RO 78 50 & 72138
TRRIC, EREICR LB, ERRATFHFRREELMEFREEFOMELT LI LNH D,
ZOEE, HAZFECE HANFITRIES NV, Eo, RERFEICSINT 281X, JRER
DRBEIZE > THOFIERE DT T A N —IZBT 2 HFREH =FITRE L 2nbD &7
%o REERFZEOEBRED, BERIELZHETHZENHLN, ZNHOBHRE ITIXE Z T ARG D iR
FHN TS,

16.7 #FFo ik - iy
AR FEELT I, LR OF I KA R BFFE D m 1k « F W 7= 1A B PR AF 78 52 i ) 2 4 D 48
E%%%@%m&ﬁAd:ﬁ% S ERNLECICFDONE B IO Z EREEORE I#EE TS,

FREALEMIT, YZEFBIZ OV THPDICEREE O R BIOYZEREEOMEFEEZ BRI
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Appendix
Acquisition SOP for OCT
1. Fill in the patient ID in the ID window on the OCT console. Make sure not to write patient’s
information such as name and date of birth.
Set a pullback speed of 36mm/s for a total of 75Smm.
The OCT catheter should be purged with contrast media prior to insertion.
Connect the OCT catheter to the system.
The flow rate of contrast media >4.0-5.5 ml/s is recommended for left coronary artery.

Administer at least 100ug of nitroglycerine before all OCT pullbacks.

N RN

Prior to OCT pullback, check the lucent area inside the OCT catheter to confirm sufficient
purge. If blood remains in the catheter sheath, purge again using contrast media until blood is
fully removed.

8. Test injection is recommended to confirm the sufficient contrast flow into the coronary artery
to clear blood. In case of a bad image due to insufficient clearance of blood, engage the
guiding catheter again to more coaxial position or increase the flow rate of contrast media.

9. Enable the pullback system and flush the contrast media. Once sufficient contrast flow is

achieved, start pullback to obtain images. Do not stop injection of contrast media during the

acquisition of images.

FRARTARIE H - E#%

The definition of cardiac death includes any death due to immediate cardiac cause, procedure-related
deaths, and death of unknown cause. The diagnosis of MI requires ischemic signs or symptoms and new
pathological Q-waves in >2 contiguous electrocardiogram leads. In the absence of Q-waves, the
diagnosis of MI is based on an elevation in CK to >2x upper limit of normal and an elevation of CK-
MB or troponin to >3x upper limit of normal. Target vessel MI is defined as MI not clearly attributable
to a non-target vessel. Target lesion revascularization is defined as revascularization for a stenosis within
the stent or the Smm borders adjacent to the stent. Target vessel revascularization is defined as
revascularization of any segment within the entire major coronary vessel proximal and distal to a target
lesion. Stent thrombosis is defined according to Academic Research Consortium definitions.* Stroke is
defined as rapid development of clinical signs of focal or global disturbance of cerebral function lasting
>24 hours with imaging evidence of acute, clinically relevant brain lesion. Transient ischemic attack is
defined as rapidly developed clinical signs of global disturbance of cerebral function lasting <24 hours.
Acute renal failure is defined as an abrupt (within 72 hours) reduction in kidney function defined as an

absolute increase in serum creatinine of >1.5 fold from baseline or eGFR decrease of >25%.
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FIEBAXER LUCREIEFE

TEEIR EE A ERAAREICBIT 5 OCT HEROE/NNLE
NiEEE., TR FREE (FFR). FFRer O

Multimodality assessment of intermediate left main stenosis: Comparison of optical coherence

tomography-derived minimal lumen area, invasive fractional flow reserve and FFRcr

B S EA

1 ZOBREMEOHNRIZRDIBEIE
THENIRIE I T EEIR LIS 30-80% DIRZAENH HHBE S FIXZ OWEIFIFEO G L 720 %
‘j—o

2 ZOBRKRPIEROBERLEH
FEEBIARFEEE (DA R T 2 M O b HERES) ORELFFEFITTHRI AR THY |
TEREE IS BT 5 IEM 7R 2 W L2 T, EERER TEZA 2 AW OBk EE 325 2 &1
K OREEDOZKZITOET R, BEELERDDHICHZY, HEREE O A TIIRIE#IZRD
AREMEN S STV E T, EIE TE R (FFR) IXEENRN O A RT# O LT 2 #Hl4 5 2 &
(2 X VIR OFSRER 72 EAEE & EREICEHN T 2 Z E RN FBERREHIETH Y . HERIGHRE O H A
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REWCEORA RIBRP DD LWMESNTWET, BEERONAIZERET 2 00MEAN A -V 7
R IR O RS 2 HIE S D 2 & TIRREIC OB 21T 5 Z & 28 ATRE T, STl E % (OCT)
iﬁﬂt%@f%ﬁb THEEARE R OBZM LB NN TWDILINLEA A —Y v 7HE T
» EEEIRESREREICHT D MEITIEFICROE N TWET, o, FREMNRBRETH D
Bk CT & 2D #HAE H W72 FFRer & BEIIREROZENICH WO TWE T2, mENRAE T
BT A OHEIL OCT & RIERICIEFICRONTWVET, ZOWEDFHE —D HIEL OCT IZ X
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