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CHIP
(Complex and High-Risk Indicated Procedure/Patients)

5fE : 107 £ 12 B 2 H(H) 13:30-17:00
i - XEEMR 103 BE
® Each topic: 15 mins talk+5 mins Q&A

13:30 | Opening BREE HBHER
13:35 | What is CHIP? The rationale for PCI ez EZR
13:55 | The Valve of FFR or iFR in LMCT PCI FeiE B

Should complete revascularization be achieved for heart failure
14:15 Fia&E RATEHA

patients? (with case sharing)

14:35 | How to manage degenerative SVGs disease? (with case sharing) ENE sRETEE

14:55 | PCl in patients declined by surgeon (with case sharing) BRIEE ME L

15:15 Coffee JSreak

15:35 | Rotational atherectomy for CHIP (with case sharing) TEE BREE

15:55 | Current left main bifurcation PCI (with case sharing) E R FEE
How to select mechanical circulatory support during and after

16:15 1R E&8e
PCl for CHIP?

16:35 | What is the modern approach for CTO? S = HEIE

16:55 | Closing HEE &
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CDT & PMT Update

5/ : 107 & 12 A 8 H(7Y) 13:30-17:00
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13:30 | Opening EEZER MER

Moderator : [RESE - =% 8

Peripheral artery disease with thrombolysis treatment (Linkou N L
13:35 AT 8RR
CGMH IR experience)

13:55 | Peripheral artery disease PMT (CMUH EKOS experience) RAAN
14:15 | Peripheral artery disease PMT (KMUH Rotarex experience) a8
14:35 | Peripheral artery disease PMT (Taichung VGH Angiojet experience) RIEE

14:55 | Panel Discussion

15:05 Coffee Break

Moderator : fREPA] - 4N

Acute pulmonary embolism with thrombolysis treatment (Hinchu e
15:25 9 =15
NTUH experience)

15:45 | Venous thromboembolism PMT(SKMH Angiojet experience) SHE
16:05 | Venous thromboembolism PMT (CMUH Aspirex experience) HieE
16:25 | Venous thromboembolism PMT ( Taipei NTUH EKOS experience) =1

16:45 | Panel Discussion

16:55 | Closing RiEE &
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m%&% BHEEBEWMA R B ERRMS P REEFE -HEE
2R B kR -
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Wires to distal LAD and
diagonal branch with
STRAW technique

LCA
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1. Catheter related coronary artery dissection

RCA

2. Diffuse long thrombus formation in coronary artery
3. Iatrogenic along with spontaneous coronary artery dissection
4. Multi-vessel spontaneous coronary artery dissection
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LW AANEI 2B e~ S8~ B R B0 /K e A i 0 e g A Ik % R+ CXR 284 3 Wedge infiltration
Chest CT 23 Bronchogenic tumor and obstructive pneumonia in the right upper lobe of the lung with
tumor extending to the adjacent mediastinum with encasement of the adjacent the superior vena cava *
ZEfiEZE /2 SVC syndrome secondary to external compression of bronchogenic tumor. °

2. {& Right femoral vein approach * JR4 ZZENEE 7 A/ SVC external compression * #&EIEF]E X
wall stent 14 x 60 mm % * {2 14mm balloon £ T postdilatation » 58 SH & &5 Ak 15 DUNEF] [2] 57 -
rtRBHE - W ANFASHER /K B DLUR N IR 7K I S 1R B O

Ayt A R 2 B Wall stent, 14 x 60 mm i #E{ T &R
SCV external compression
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Transcatheter Mitral-Valve Repair in Patients with
Heart Failure

G.W. Stone, et al, for the COAPT Investigators. September 23, 2018 at NEJM

BACKGROUND

Among patients with heart failure who have mitral regurgitation due to left ventricular dysfunction, the
prognosis is poor. Transcatheter mitral-valve repair may improve their clinical outcomes.

METHODS

At 78 sites in the United States and Canada, we enrolled patients with heart failure and moderate-to-severe
or severe secondary mitral regurgitation who remained symptomatic despite the use of maximal doses of
guideline-directed medical therapy. Patients were randomly assigned to transcatheter mitral-valve repair
plus medical therapy (device group) or medical therapy alone (control group). The primary effectiveness
end point was all hospitalizations for heart failure within 24 months of follow-up. The primary safety
end point was freedom from device-related complications at 12 months; the rate for this end point was
compared with a prespecified objective performance goal of 88.0%.

RESULTS

Of the 614 patients who were enrolled in the trial, 302 were assigned to the device group and 312 to the
control group. The annualized rate of all hospitalizations for heart failure within 24 months was 35.8%
per patient-year in the device group as compared with 67.9% per patient-year in the control group (hazard
ratio, 0.53; 95% confidence interval [CI], 0.40 to 0.70; P<0.001). The rate of freedom from devicerelated
complications at 12 months was 96.6% (lower 95% confidence limit, 94.8%; P<0.001 for comparison
with the performance goal). Death from any cause within 24 months occurred in 29.1% of the patients in
the device group as compared with 46.1% in the control group (hazard ratio, 0.62; 95% CI, 0.46 to 0.82;
P<0.001).

CONCLUSIONS

Among patients with heart failure and moderate-to-severe or severe secondary mitral regurgitation
who remained symptomatic despite the use of maximal doses of guideline-directed medical therapy,
transcatheter mitral-valve repair resulted in a lower rate of hospitalization for heart failure and lower all-
cause mortality within 24 months of follow-up than medical therapy alone. The rate of freedom from
device-related complications exceeded a prespecified safety threshold.
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EHE — RWEEE ORIBES (COAPT trial)
ez - FREIZEZE A EAMIEREE R ARIERORME R FRENREEED

FEA LD EIIREAR RIMEA B R OIS B - THREOE - fOEE RHE R n] i KRR R -

Jik

fEERAINE AR 78 L M A T LOERG TP E2EE R EM I T RIET R - &E
{8 1 T B AR B guideline-directed medical therapy » (EHRERAY B - 38 HEREHE 7 B 2HO8E —
RIEAEINZEY) B (device group ) BEEMZEY) G (control group) ° EEHJHE 4 end point FyiE M
24 {E H AL EIEAERE © F2% % end point Z1E 12 il H AN 4 device THRARIDFZEIE (Table 2); i
5% end point HYFLEREATHSEEE E HY 88.0% HYZ BIEI H A ET L -

LS

E2 N EET 614 ZREEH > 302 A #E53BC 2] device group * 312 % 43BCE] control group ° Device
group H 24 &l 5 A 58 420 B 08 (1 B R A AL 2R 5 3 47 35.8% 1M1 control group Ky R E T 67.9%
(HR ° 0.53; 95%CI * 0.40-0.70; P <0.001 ) (Figure A) = 12 {[fl H I device FH[E¥ Of 3% fif #Y freedom rate
5 96.6% (lower 95% confidence limit, 94.8%; P<0.001 for comparison with the performance goal)(Figure
B) © Device group HEFEE 24 {H H N AHE AT Ry 29.1% » ¥ AR 46.1% (HR » 0.62; 95%
CI > 0.46-0.82; P <0.001 ) (Figure C) °

ENET]

COAPT F gt T HOEE “RMEBEAE LES e ff i 2 E R E R RSN 28 E
WL E=MERIAEE - @EER T RABENTES (ST IEIEIER - BEERNES - £kt
H device 163 4£ L EIBF (EP R BERE - JLCREE - HIBHE 24 (8 H A EYEE S EMIIEEI E R
BBEIEEYAE o [N - ROEE T RIHEE T EL device AHBA(F #ERERY freedom rate #8 H T THIE 3% EHI
FEVEREEE - FF 2 R MTiE KAV IE /R 2 — 20 - ALHE FBUE BRI AT I Rk 0 O e 2 1Y 8 2 DURCHS
LTl AH B ff 8 E BPE U il = Y J8 - I H 2 il BELEE AR 9 IR R S AR /2 L B A B e D RE SR

et rh B FH Y MitraClip /212 2013 S5 R R ZEY)EH B - ARG TlrHR 0F 5%
iE B AL U b 1 I 328 1 — QP 8 = YR FE3E B > MitraClip £ 2R BOHEFELE - (H2 - 1E3RE
AN > MitraClip 585 FFA TG BEHE 38 T QM0 i Y O 208 J8E » O B R AE 38 1 — S MR BASR 1 2= 8
WTHRRZE i H el - @EEH TiE5 st DGR - MERAN=2Z HRBEEEE 2 F
WAV OEIBIETC B EREIGHE - MitraClip A Z 1% Al R RAEZE M AIRPASR N 2B EE B EERE
FR - ATESE M IIRERE I E IS o EBEERZ - MitraClip /A 1& 30 RINE AL E B LR
WK BEASECREZHRAERR | & - —FERALEFEBAMFEREENRI®E S HEE -

TEa% e B+ Clip 1A K Fy 98% » 95% W B TLRES] 2+ s AR AT MV R F ik - BB ERN
EVEREST II fA{E a8 HUAS IR - USSR nl RE SR T R 1F 2 1E A RS Bty bt i L g 5 i fE 5 -
{5 F3 MitraClip » 2 0 it B B A2 i Ay e G th B 2 s R R il ) B, © 7E device group FFIERYEZE H1 - 2
R RMPAE A 2R 3+ BUE S » R 0.9% @ 2 + BUHE SR 22.8% « HEZ T » ZHIH—TEbE
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Table 2. Primary and Secondary End Points.*
Device Group Control Group Hazard Ratio
End Point (N=302) (N=312) (95% CI) P Valuey
Primary
Effectiveness: all hospitalizations for heart failure within 24 mo — 160/446.5 (35.8) 283/416.8 (67.9) 0.53 (0.40 t0 0.70) <0.001§
no. of events/total no. of patient-yr (annualized rate)
Safety: freedom from device-related complications at 12 mo — Kaplan— 96.6 (94.8) — — <0.001 for comparison
Meier estimate of event-free rate (lower 95% confidence limit) with goal of 88.0%9
Secondary, listed in hierarchical order
Mitral regurgitation grade of 2+ or lower at 12 mo — no./total no. (%) | 199/210 (94.8) 82/175 (46.9) — <0.001%*
Death from any cause at 12 mo — no. of events (Kaplan-Meier estimate 57 (19.1) 70 (23.2) 0.81 (0.57 to 1.15) <0.001 for noninferiorityi
of event rate)
Death or hospitalization for heart failure within 24 mo — — — <0.001§§
Change in KCCQ score from baseline to 12 mo — pointsqq 12.5£1.8 -3.6£1.9 16.1 (11.0to 21.2) || <0.001%#*
Change in distance on 6-min walk test from baseline to 12 mo — my 7 -2.249.1 -60.2+9.0 57.9 (32.7 to 83.1)| | <0.001%#*
All hospitalizations for any cause within 24 mo — no. of events/ 474/446.5 (106.2) 610/416.8 (146.4) 0.76 (0.60 to 0.96) 0.02§
total no. of patient-yr (annualized rate)
NYHA functional class of | or Il at 12 mo — no./total no. (%) 171/237 (72.2) 115/232 (49.6) — <0.001%*
Change in left ventricular end-diastolic volume from baseline -3.7%5.1 17.1%5.1 -20.8 (-34.9t0 -6.6)| | 0.004+%
to 12 mo —ml
Death from any cause within 24 mo — no. of events (Kaplan—Meier 80 (29.1) 121 (46.1) 0.62 (0.46 to 0.82) <0.001455%
estimate of event rate)
Freedom from death from any cause, stroke, myocardial infarction, and 96.9 (94.7) — — <0.001 for comparison
nonelective cardiovascular surgery for a device-related complication with goal of 80.0%%*
at 30 days — % (lower 95% confidence limit)
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Table 3. Adverse Events within 24 Months in the Intention-to-Treat Population.*
Device Group Control Group Hazard Ratio
Event (N=302) (N=312) (95% Cl) P Value
no. of patients with event
(Kaplan—Meier estimate of event rate)
Death from any cause 80 (29.1) 121 (46.1) 0.62 (0.46-0.82) <0.001
Cardiovascular cause 61 (23.5) 97 (38.2) 0.59 (0.43-0.81) 0.001
Related to heart failure 28 (12.0) (25.9) 0.43 (0.27-0.67) <0.001
Not related to heart failure 3(13.1) 6 (16.6) 0.86 (0.54-1.38) 0.53
Noncardiovascular cause 19 (7.3) 24 (12.7) 0.73 (0.40-1.34) 0.31
Hospitalization for any cause 194 (69.6) 228 (81.8) 0.77 (0.64-0.93) 0.01
Cardiovascular cause 8 (51.9) 180 (66.5) 0.68 (0.54-0.85) <0.001
Related to heart failure 92 (35.7) 151 (56.7) 0.52 (0.40-0.67) <0.001
Not related to heart failure 72 (29.4) 72 (31.0) 0.98 (0.71-1.36) 0.92
Noncardiovascular cause 124 (48.2) 128 (52.9) 0.91 (0.71-1.17) 0.47
Death or hospitalization for heart failure 129 (45.7) 191 (67.9) 0.57 (0.45-0.71) <0.001
Death from cardiovascular cause or 117 (42.7) 177 (63.6) 0.56 (0.44-0.70) <0.001
hospitalization for heart failure
Unplanned mitral-valve intervention 10 (4.0) 15 (9.0) 0.61 (0.27-1.36) 0.23
MitraClip implantation 9(3.7) 8 (6.6) 0.99 (0.38-2.58) 0.99
Mitral-valve surgery 1 (0.4) 7 (2.5) 0.14 (0.02-1.17) 0.07
PCl or CABG 7(2.8) 13 (4.3) 0.62 (0.24-1.60) 0.32
PCl 7(2.8) 11 (3.6) 0.75 (0.28-2.02) 0.57
CABG 0 2(0.7) — —
Stroke 11 (4.4) 11 (5.1) 0.96 (0.42-2.22) 0.93
Myocardial infarction 12 (4.7) 14 (6.5) 0.82 (0.38-1.78) 0.62
New cardiac resynchronization therapy 7 (2.9) 8 (3.3) 0.85 (0.31-2.34) 0.75
LVAD implantation or heart transplantation 9 (4.4) 22 (9.5) 0.37 (0.17-0.81) 0.01
LVAD implantation 6 (3.0) 16 (7.1) 0.34 (0.13-0.87) 0.02
Heart transplantation 3(1.4) 8 (3.6) 0.35 (0.09-1.32) 0.12
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Intravascular Ultrasound-Guided Versus Angiography-
Guided Implantation of Drug-Eluting Stent in
All-Comers: The ULTIMATE trial.

Zhang J et al., J Am Coll Cardiol. 2018 Sep 17. pii: S0735-1097(18)38433-X. doi: 10.1016/j.jacc.
2018.09.013.

Background

Intravascular ultrasound (IVUS)-guided drug-eluting stent (DES) implantation is associated with less
major adverse cardiovascular events (MACE) compared with angiography guidance for patients with
individual lesion subset. However, the beneficiary effect on MACE outcome of IVUS guidance over

angiography guidance in all-comers who undergo DES implantation still remains understudied.

Objectives

This study aimed to determine the benefits of IVUS guidance over angiography guidance during DES

implantation in all-comer patients.

Methods

A total of 1448 all-comer patients who required DES implantation were randomly assigned (1:1 ratio) to
either IVUS guidance or Angiography guidance group. Primary endpoint was target vessel failure (TVF)
at 12 months, including cardiac death, target vessel myocardial infarction (TV-MI), and clinically-driven
target vessel revascularization (TVR). Procedure was defined as success if IVUS-defined all optimal

criteria were met.

Results

At 12 months follow-up, 60 (4.2%) TVFs occurred, with 21 (2.9%) in the IVUS group and 39 (5.4%) in
the Angiography group (hazard ratio [HR] 0.530, 95% confidence interval [CI] 0.312-0.901; p=0.019).
In the IVUS group, TVF was recorded in 1.6% of patients with successful procedures, compared to 4.4%
in patients who failed to achieve all optimal criteria (HR: 0.349; 95%CI: 0.135-0.898; p=0.029). The
significant reduction of clinically-driven target lesion revascularization (TLR) or definite stent thrombosis
(HR: 0.407; 95% CI: 0.188-0.880; p=0.018) based-on lesion level analysis by IVUS guidance was not
achieved when patient-level analysis was performed.

Conclusions

The present study demonstrated that IVUS-guided DES implantation significantly improved clinical
outcome in all-comers, particularly for patients who had an IVUS-defined optimal procedure, compared to
angiography guidance.
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i IVUS-defined Criteria for The
Optimal Stent Deployment

>5.0 mm#, or 90% of distal reference
lumen CSA;

_§ 1. Minimal lumen CSA in stented segment
2 -

. Plague burden at the 5-mm proximal or
distal to the stent edge <50%;

Plagqus burden=<50%

. no edge dissection involving media with
length >3mm.

% tct2018
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[ 1795 all-comers with de novo lesions were screened for this study

347 patients were excluded
261 refused to participate
86 met exclusion criteria

[ 1448 all-comers with de novo lesions were eligible for randomization

1:1 Randomization

| v

[ IVUS-guided group ] [ Angiography-guided group ]

(N=724) (N=724)
8 crossover to IVUS guidance
3CTO lesions
No patient crossover to 2 left main lesions
angiography guidance 1 ruptured plaque
1 diffuse lesion
1 calcified lesion
 J v
Clinical follow-up at 12 months Clinical follow-up at 12 months
(N=722) (N=722)
Angiographic follow-up at 13 months Angiographic follow-up at 13 months
(N=478) (N=446)

Al —
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An Open-Label Randomized Trial Comparing Oral
Anticoagulation with and without Single Antiplatelet
Therapy in Patients with Atrial Fibrillation and Stable
Coronary Artery Disease Beyond One Year after
Coronary Stent Implantation: The OAC-ALONE
Study

Yukiko Matsumura-Nakano et al., published 24 Sep 2018 Circulation

Background

Despite recommendations in the guidelines and consensus documents, there has been no randomized
controlled trial evaluating oral anticoagulation (OAC) alone without antiplatelet therapy (APT) in patients
with atrial fibrillation (AF) and stable coronary artery disease (CAD) beyond 1 year after coronary
stenting.

Methods

This study was a prospective, multicenter, open-label, non-inferiority trial, comparing OAC alone to
combined OAC and single APT among AF patients beyond 1 year after stenting in a 1:1 randomization
fashion. The primary endpoint was a composite of all-cause death, myocardial infarction (MI), stroke, or
systemic embolism. The major secondary endpoint was a composite of primary endpoint or major bleeding
according to the International Society on Thrombosis and Haemostasis (ISTH) classification. Although the
trial was designed to enroll 2,000 patients during 12 months, enrollment was prematurely terminated after
enrolling 696 patients in 38 months.

Results

Mean age was 75.0+7.6 years, and 85.2% of patients were men. OAC was warfarin in 75.2% and direct
oral anticoagulants in 24.8% of patients. The mean CHADS?2 score was 2.5+1.2. During a median follow-
up interval of 2.5 years, the primary endpoint occurred in 54 patients (15.7%) in the OAC alone group
and in 47 patients (13.6%) in the combined OAC and APT group (HR, 1.16; 95% confidence interval [CI],
0.79-1.72; P=0.20 for non-inferiority; P=0.45 for superiority). The major secondary endpoint occurred in
67 patients (19.5%) in the OAC alone group and in 67 patients (19.4%) in the combined OAC and APT
group (HR, 0.99; 95% CI, 0.71-1.39; P=0.016 for non-inferiority; P=0.96 for superiority). MI occurred in
8 (2.3%) and 4 (1.2%) patients, while stroke or systemic embolism occurred in 13 (3.8%) and 19 (5.5%)

patients, respectively. Major bleeding occurred in 27 (7.8%) and 36 (10.4%) patients, respectively.

Conclusions

This randomized trial did not establish non-inferiority of OAC alone to combined OAC and APT in
patients with AF and stable CAD beyond 1 year after stenting. Because patient enrollment was prematurely
terminated, the study was underpowered and inconclusive. Future larger studies are required to establish
the optimal antithrombotic regimen in this population.
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Table 1. Baseline Characteristics
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Combined
Characteristics OACalone OAC and APT
(N=344) (N=346)
Age,y 74.9+0.4 75.2+0.4
Age>75y 190 (55.2) 185 (53.5)
Male sex 294 (85.5) 294 (85.0)
Body mass index 24.3+3.4 24.4+3 .4
Hypertension 292 (84.9) 301 (87.0)
Diabetes mellitus 152 (44.2) 138 (39.9)
On insulin therapy 30 (8.7) 26 (7.5)
Dyslipidemia 294 (85.5) 298 (86.1)
Current smoker 27 (7.9) 23 (6.7)
Heart failure 140 (40.7) 151 (43.6)
Ejection fraction <40 % 49 (15.2) 60 (18.6)
Prior myocardial infarction 129 (37.5) 137 (39.6)
Prior stroke 55 (16.0) 49 (14.2)
Aortic/Peripheral vascular disease 40 (11.6) 42 (12.1)
eGFR <30 ml/min/1.73m?, not on hemodialysis 34 (10.0) 17 (4.9)
Hemodialysis 2 (0.6) 2 (0.6)
Anemia (Hemoglobin <11 g/dl) 44 (12.9) 34 (9.9)
Thrombocytopenia (Platelet <10x10* /ul) 12 (3.5) 18 (5.2)
Chronic obstructive pulmonary disease 12 (3.5) 14 4.1)
Chronic liver disease 10 (2.9) 6 (1.7)
Malignancy 53 (15.4) 52 (15.0)
CHADS; score 2.6£1.2 2.5+1.2
0 11 (3.2) 9 (2.6)
1 49 (14.2) 59 (17.1)
2 112 (32.6) 118 (34.1)
>3 172 (50.0) 160 (46.2)
CHA,DS,-VASc score 4.6+1.4 4.6+1.4
0 0 (0.0) 0 (0.0)
1 1 (0.3) 3 (0.9)
2 20 (5.8) 15 4.3)
>3 323 (93.9) 328 (94.8)
HAS-BLED score
0 0 (0.0) 0 (0.0)
1 18 (5.2) 12 (3.5
2 176 (51.2) 179 (51.7)
>3 150 (43.6) 155 (44.8)
Type of atrial fibrillation
Paroxysmal 158 (45.9) 143 (41.3)
Persistent 27 (7.9) 23 (6.7)
Permanent 159 (46.2) 180 (52.0)
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Procedural characteristics ‘ |
Number of PCI procedures 1(1-3) 1(1-2)
Number of stents 2 (1-3) 2 (1-3)

Type of stent
Drug-eluting 246 (71.7) 240 (70.6)
1st generation 80 (23.4) 74 (22.0)
2nd generation 165 (48.3) 163 (48.4)
Bare metal 97 (28.3) 100 (29.4)
Left main coronary stenting 23 (6.7) 22 (6.4)
Multivessel stenting 119 (34.6) 119 (35.0)
Years from the last PCI 4.4 (1.8-7.7) 4.6 (2.4-7.4)

Medications
Aspirin 294 (85.5) 299 (86.4)
Clopidogrel 52 (15.1) 48 (13.9)
Warfarin 255 (74.1) 264 (76.3)

INR at enrollment 2.05 (1.81-2.35) 2.02 (1.80-2.27)
DOACs 89 (25.9) 82 (23.7)
Approved dose 72 (80.9) 68 (82.9)
Standard dose 35 (39.3) 40 (48.8)
Reduced dose 37 (41.6) 28 (34.1)
Non-approved dose 17 (19.1) 14 (17.1)
Over-dose 4 4.5) 0 0)
Under-dose 13 (14.6) 14 (17.1)
Dabigatran 21 (23.6) 20 (24.4)
Rivaroxaban 24 (27.0) 17 (20.7)
Apixaban 32 (36.0) 37 (45.1)
Edoxaban 12 (13.5) 8 (9.8)
Statins 268 (77.9) 277 (80.1)
Beta-blockers 219 (63.7) 234 (67.6)
ACE-I/ARB 227 (66.0) 235 (67.9)
NSAIDs 15 (4.4) 16 (4.6)
Proton pump inhibitors 183 (53.2) 216 (62.4)

Categorical variables were presented as number (percentage), and continuous variables were presented
mean * standard deviation or median with interquartile range. Values were missing for body mass inde>
in 14 patients, ejection fraction in 44 patients, eGFR in 5 patients, anemia in 3 patients, thrombocytopei
in 3 patients, number of PCI procedures in 3 patients, number of stents in 3 patients, type of stent in 1
patient, and type of drug-eluting stent in 5 patients. ACE-I=angiotensin-converting enzyme inhibitor;
APT=antiplatelet therapy; ARB=angiotensin receptor blocker; DOACs=direct oral anticoagulants;
eGFR=estimated glomerular filtration rate; INR=international normalized ratio; NSAIDs=non-steroidal
anti-inflammatory drugs; OAC=oral anticoagulation; PCI=percutaneous coronary intervention.
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Table 2. Clinical Outcomes

Combined
OAC alone OAC and APT ol
. (N=344) (N=346) Hazard Ratio vaiue

Endpoints - - o for non- P value
N of patients with event (95% CI) ity
(Crude incidence rate
/Annualized event rate, %)

Primary endpoint:

A composite of all-cause death, 54 (15.7/6.4) 47 (13.6/5.5) 1.16 (0.79-1.72) 0.20 0.45

myocardial infarction, stroke, or
systemic embolism
Major secondary endpoint:
A composite of all-cause death, 67 (19.5/8.1) 67 (19.4/8.2) 0.99 (0.71-1.39) 0.016 0.96
myocardial infarction, stroke, systemic
embolism, or ISTH major bleeding
Other secondary endpoints:

All-cause death 40 (11.6/4.6) |31 (9.0/3.5) 1.30 (0.82-2.10) 0.27
Cardiovascular death 20 (5.8/2.3) 17 (4.9/1.9) 1.18 (0.62-2.28) 0.62
Myocardial infarction 8 (2.3/0.93) 4 (1.2/0.46) 2.03 (0.64-7.59) 0.23
Stent thrombosis 2 (0.58/0.23) |0 (0.0/0.0) NA* 0.15%
Stroke or systemic embolism 13 (3.8/1.5) 19 (5.52.2) 0.69 (0.33-1.38) 0.29
Stroked 13 (3.8/1.5) 18 (5.2/2.1) 0.73 (0.35-1.47) 0.38
Ischemic stroke 12 (3.5/1.4) 12 (3.5/1.4) 1.01 (0.45-2.27) 0.99
Hemorrhagic stroke 4 (1.2/0.46) 6 (1.7/0.69) 0.66 (0.17-2.32) 0.52
Systemic embolism 1 (0.29/0.11) |2 (0.58/0.23) 0.94 (0.81-1.09) 0.42
ISTH major bleeding 27 (7.8/3.2) 36 (10.4/4.3) 0.73 (0.44-1.20) 0.22
Fatal bleeding 7 (2.0/0.80) 4 (1.2/0.45) 1.77 (0.54-6.77) 0.35
Intracranial bleeding 9 (2.6/1.0) 14 (4.0/1.6) 0.63 (0.26-1.43) 0.27
TIMI major bleeding 17 (4.9/1.9) 29 (8.4/3.4) 0.57 (0.31-1.03) 0.07
minor bleeding 5 (1.5/0.58) 6 (1.7/0.69) 0.84 (0.24-2.78) 0.77
Hospitalization for heart failure 39 (11.3/4.7) 41 (11.8/4.9) 0.96 (0.62-1.49) 0.85

Post hoc endpoints:

Ischemic endpoint

36 (10.5/4.2) 31 (9.0/3.6) 1.17 (0.73-1.91) 0.32 0.51
A composite of cardiovascular
death, myocardial infarction,
ischemic stroke, or systemic
embolism
Ischemic or bleeding endpoint
55 (16.0/6.7) 59 (17.1/7.2) 0.92 (0.64-1.33) 0.009 0.66

A composite of cardiovascular
death, myocardial infarction,
ischemic stroke, systemic
embolism, or ISTH major bleeding

Data were presented as number of patients with event, crude and annualized incidence rates, and hazard ratios with 95% Cls of OAC alone relative
to combined OAC and APT for each endpoint by the Cox proportional hazard model. The annualized event rate represented the average number of
events per patient during a 1-year period.

* Not available because of no event in the combined OAC and APT group.

T Assessed by the log-rank test. All other P values were assessed by the Cox proportional hazard models.

1 The sum of the numbers of ischemic and hemorrhagic stroke events was not necessarily equal to the number of overall stroke events because of
3 patients with both ischemic and hemorrhagic stroke in the OAC alone group.

APT=antiplatelet therapy; Cl=confidence interval; ISTH=International Society on Thrombosis and Haemostasis; NA=not available; OAC=oral
anticoagulation; TIMI= Thrombolysis in Myocardial Infarction.



S GEEA AL (1)

Table 3. Details of Patients with Myocardial Infarction

Patient Assigned Zz:s At enrollment Days from | ARC Stent At the time of event
Age | Gender Tl STEMI Fatal

Number therapy PCI OAC APT INR enrollment | Classification thrombosis OAC APT INR
2 78 Female | OAC alone 13.9 Warfarin 2.40 833 Spontaneous | No No No Warfarin 241
50 80 Female | OAC alone 5.9 Warfarin 2.44 35 Spontaneous | NA No Yes | Warfarin 3.22
83 74 Male OAC alone 4.8 Warfarin 1.76 447 Spontaneous | Yes Yes No Warfarin 1.66
163 81 Male OACplus APT | 6.2 Warfarin | Aspirin | 2.17 288 Spontaneous | No No No Warfarin | Aspirin | NA

175 73 Male OACplus APT | 1.5 Warfarin | Aspirin | 2.26 131 Spontaneous | Yes No No Warfarin | Aspirin 1.58
286 77 Male OACplus APT | 4.5 Warfarin | Aspirin | 1.62 403 Spontaneous | No No No Warfarin | Aspirin | 2.15
289 85 Male OACplus APT | 2.9 Warfarin | Aspirin | 2.76 389 Spontaneous | No No No Warfarin | Aspirin | 2.01
329 80 Male OAC alone 7.0 Warfarin 1.70 537 Spontaneous | No No No Warfarin 2.87
337 82 Male OAC alone 2.7 Warfarin 1.67 42 Spontaneous | No No No Warfarin 1.31
349 77 Male OAC alone 4.5 Warfarin 3.18 372 Spontaneous | No No No Warfarin 2.07
416 81 Male OAC alone 33 Warfarin 1.83 252 Spontaneous | Yes Yes No Warfarin 1.62
547 74 Male OAC alone 2.3 Warfarin 2.26 679 Spontaneous | No No No Warfarin 2.03

APT=antiplatelet therapy; ARC=Academic Research Consortium; INR=international normalized ratio; NA=not available; OAC=oral anticoagulation; PCI=percutaneous coronary
intervention; STEMI=ST-segment elevation myocardial infarction.

Stent thrombosis in the patient No. 83 occurred 6.0 years after implantation of a sirolimus-eluting stent, and stent thrombosis in the patient No. 416 occurred 12.7 years after
implantation of a bare-metal stent.

Figure 1. Study Flow Chart.Follow-up interval was presented as median with interquartile range. * Final
follow-up data were collected between October 1, 2017 and May 18, 2018.

696 Patients with AF
beyond 1 year after coronary stenting
were enrolled and underwent randomization

347 Were assigned to receive 349 Were assigned to receive
OAC alone combined OAC and APT

g
£
£3 Withdrew consent 3 Withdrew consent
&
g
; 344 Were included in the current analysis 346 Were included in the current analysis
g
£
:
g
5 339 (98.5%) completed final follow-up® 341 (98.6%) completed final follow-up*
o3
g Median follow-up interval: 2.5 (1.8-3.4) years Median follow-up interval: 2.5 (1.8-3.3) years
=]
j7e]
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Figure 2. Cumulative Incidence of Crossover from the Original Regimen.
Crossover indicated changes in antithrombotic regimen from OAC alone to OAC plus APT
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N of patients with crossover 8 21 29 31
Cumulative Incidence 2.4% 71% 11.6% 21.8%




BREATIA) (11D

Figure 3. Time in Therapeutic Range in Patients Receiving Warfarin.

(A) Time spent below, within, and above the predefined therapeutic INR range based on the Japanese
guidelines, (B) Time spent below, within, and above the post hoc therapeutic INR range of 2.0-3.0, and (C)
Time spent in the INR ranges of <1.6, 1.6-2.0, 2.0-2.6, 2.6-3.0, and >3.0.
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Figure 4. Cumulative Incidence of the Primary and Major Secondary Endpoints. KaplanMeier curves
showing the cumulative incidence of the (A) Primary endpoint (a composite of allcause death, myocardial
infarction, stroke, or systemic embolism), and (B) Major secondary endpoint (a composite of primary
endpoint or major bleeding).
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Figure 5. Pre-Specified Subgroup Analyses for the Primary and Major Secondary

Endpoints. (A) Primary endpoint (a composite of all-cause death, myocardial infarction, stroke, or systemic
embolism), and (B) Major secondary endpoint (a composite of primary endpoint or major bleeding). Data
were presented as number of patients with event, crude incidence rates, and hazard ratios with 95% ClIs of
OAC alone relative to combined OAC and APT for the primary and major secondary endpoints.

(A)
e T ———— e Dol
M of patients with event / N of patients (Crude incidence rate, %)
All participants 54/344 (15.7) 47/346 (13.86) —— 1.16(0.79-1.72)
Age
=75 years 41/180 (21.8) 35/185 (18.9) ——— 1.21 (0.77-1.80) 082
<75 years 13/154 (8.4) 121161 (7.5) —_— 1.08 (0.49-2.41)
Sex
Male 47/294 (16.0) 39/294 (13.3) —— 1.21(0.79-1.86) 088
Female 7/50 (14.0) 8/52 (15.4) _ 1.00 (0.34-2.93)
Diabetes mellitus
Yes 19/152 (12.5) 18/138 (13.0) _— 0.88 (0.46-1.70) 036
No 35/192 (18.2) 29/208 (13.9) — 1.40 (0.86-2.31)
Prior myocardial infarction
1('359 16/129 (12.4) 26/137 (19.0) — 0.64 (0.34-1.19) 0.01
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3
% 0.1 1 10
2 OAC alone better  Combined OAC and APT better
(B)
OAC alone Combined OAC and APT Hazard Ratic P value for
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N of patients with event / N of patients (Crude incidence rate, %)
All participants 67/344 (19.5) 67/346 (19.4) — 0.99(0.71-1.39)
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INFORMATION FOR AUTHORS

Scope

Journal of Taiwan Society of Cardiovascular Interventions (J Taiwan Soc Cardiovasc Intervent) is an official Journal of
Taiwan Society of Cardiovascular Interventions. It is a peer reviewed journal and aims to publish highest quality material,
both clinical and scientific, on all aspects of Cardiovascular Interventions. It is published on a basis of 6 months.

Article Categories
Reviews, Original Articles, Brief articles including images, Case Reports, Letters to the Editor, Editorial Comments. Please
look into each category for specific requirements and manuscript preparation.

Manuscript Preparation: General Guidelines

Taiwan Society of Cardiovascular Interventions reserves copyright and renewal on all material published. Permission is
required from the copyright holder if an author chooses to include in their submission to Journal of Taiwan Society of
Cardiovascular Interventions any tables, illustrations or other images that have been previously published elsewhere. Copy of
the letter of permission should be included with the manuscript at the time of submission.

Manuscripts should conform to the Uniform Requirements for Manuscripts Submitted to Biomedical Journals (N Engl J
Med 1997;336:309-15). Text should be double-spaced throughout. The Title page, Abstract, Body Text, Acknowledgments,
References, Legends, Tables and Figures should appear in that order on separate sheets of paper. Define all abbreviations at
first appearance, and avoid their use in the title and abstract. Use generic names of drugs.

Covering Letter
The main author should write a covering letter requesting the publication of the manuscript and assuring that the other authors
have read the manuscript and agree to its submission. The editorial board reserves the right to confirm this in case it needs to.

Title Page

The title page should include a Title, full names and affiliations of all authors, and an address, telephone number, facsimile
number and E-mail address for correspondence. Acknowledgment of grant support should be cited. A short Running Title (40
characters or less) should be provided.

Abstract
A concise description (not more than 250 words) of the Purpose, Methods, Results, and Conclusions is required. Give 3-6 key
words for indexing.

Body Text

The text of Original Articles should be divided into Introduction, Materials and Methods, Results and Discussion sections.
Other article types may use other formats as described in specefic guidelines against each category of manuscript below.
Acknowledgments are typed at the end of the text before references.

References

References are cited numerically in the text and in superscript. They should be numbered consecutively in the order in which
they appear. References should quote the last name followed by the initials of the author(s). For less than four authors provide
all names; for more than four, list the first three authors' names followed by "et al.". List specific page numbers for all book
references. Refer to Index Medicus for journal titles and abbreviations. Examples are provided below. Authors are responsible
for the accuracy of the citation information that they submit.

Journals

1. Xu J, Cui G, Esmailian F, et al. Atrial extracellular matrix remodeling and the maintenance of atrial fibrillation.
Circulation 2004;109:363-8.

2. Boos CJ, Lip GY. Targeting the renin-angiotensin-aldosterone system in atrial fibrillation: from pathophysiology to
clinical trials. J Hum Hypertens 2005;19:855-9.

Books

1. Gotto AJ, Farmer JA. Risk factors for coronary artery disease. In: Braunwald E, Ed. Heart Disease: A Textbook of
Cardiovascular Medicine. 3rd ed. Philadelphia: Saunders, 1988:1153-90.

2. Levinsky NG. Fluid and electrolytes. In: Thorn GW, Adams RD, Braunwald E, et al, Eds. Harrison's Principles of
Internal Medicine. 8th ed. New York: McGraw-Hill, 1977:364-75.
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Tables
All tables should be cited, by number, in the text. It should be typed double spaced, give a title to each table and describe all
abreviations or any added relevant information as a footnote. Type each table on a separate page.

Figures & Illustrations

Number figures in the order in which they appear in the text. Figure legends should correspond to figure/illustration numbers
and appear on a separate sheet of paper. Prepare your figures according to your mode of submission:

e-mail Submission: Figures should be submitted in high-resolution TIF format, or alternatively in GIF, JPEG/JPG, or EPS
format. The figures should be placed in separate files, named only with the figure numbers (e.g. "Figurel.tif".)

Regular Mail: Photographs and drawings should be unmounted, glossy prints, 5" X7" in size. Three sets of each illustration
must be submitted in a separate envelope. Label the back of each figure with the title of the article and an arrow indicating the
top of the figure.

Manuscript Preparation: Specific Guidelines

Review Articles. These are scholarly, comprehensive reviews whose aims are to summarize and critically evaluate research in
the field and to identify future implications. Unsolicited reviews may be submitted to the editor-in-chief and will be subject to
approval by the editorial board. Instructions for Title page, Abstract, References, Tables and Illustrations/figures remains the
same. The text can follow independent pattern as per the authors desire, subject to approval of the editorial board.

Original Articles. Clinical human studies and experimental studies will appear in this category. It should not exceed 6,000
words including references and figure legends. It should conform the general pattern of submission i.e., Title page, Abstract,
Body Text, References, Tables and Illustrations/figures.

Brief Articles including images. These will present brief clinical, technical, or preliminary experimental results or
cardiovascular intervention related images and should not exceed 3,000 words. It should conform the general pattern of
submission i.e., Title page, Abstract (< 200 words), Body Text, References, Tables and Illustrations/figures.

Case Reports. Case reports should not exceed 2,000 words in total with not more than 6 authors. Abstract should be less than
150 words. In the body text, the Materials and Methods and Results sections should be replaced with a Case Report(s) section
which should describe the patient's history, diagnosis, treatment, outcome, and any other pertinent information. All other
sections should follow the general format. Only two figures/illustrations are permitted. The number of references should not
exceed 15.

Letters to the Editor. The editors welcome all opinions and suggestions regarding the journal or articles appearing in the
journals. A title for the letter should be provided at the top of the page. The writer's full name should be provided. The Letter
should be no more than 250 words long and may include one table or figure and up to four references. The editorial board
reserves the right to edit any letter received. Author should provide a covering letter, on his/her own letterhead, to the Editor-
in-Chief stating why the Letter should be published. If it is concerning a particular article in Journal of Taiwan Society of
Cardiovascular Intervention it should be within 6 months of that article's publication.

Editorial Comments. These will include invited articles or brief editorial comments representing opinions of local and
foreign experts in cardiovascular medicine and research. They should be 1000-1500 words in length and not more than 20
references should be cited.

Submission of Manuscripts: e-mail submission is preferable

e-mail submission to tsci.med @msa.hinet.net

Please prepare text file or Microsoft Word file for your manuscript. Figures should be submitted in high-resolution TIF
format, or alternatively in GIF, JPEG/JPG, or EPS format. The figures should be placed in separate files, named only with the
figure numbers (e.g. "Figurel.tif".)

Regular Mail: Three copies any kind of Manuscripts including figures/illustrations should be submitted to:

Editorial Office, Taiwan Society of Cardiovascular Interventions,

16F-18, No.50, Sec. 1, Zhongxiao W. Rd., Taipei 10041, Taiwan, R.O.C.

Time Line
The first decision will be made within 6 weeks from receipt of the manuscript. Once a manuscript, if sent by regular mail has
been accepted, it should be submitted on a compact disc as a text file or Microsoft Word file.

Author Reprints and Costs

Fifty reprints of each article will be furnished to authors free of charge. Additional reprints will be charged at a rate of US$20
per 50 copies. No charges will be instituted for articles less than seven printed pages. The cost of color reproductions will be
borne by the author.



