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Stent-Related Adverse Events )
>1 Year After
Percutaneous Coronary Intervention

Individual patient data from 19 randomized
metallic stent trials maintained at a leading
academic research organization were pooled.

Mahesh V. Madhavan, MD,*" Ajay J. Kirtane, MD, SM,*® Bjoérn Redfors, MD, PuD," Philippe Généreux, MD,>¢
Ori Ben-Yehuda, MD,*" Tullio Palmerini, MD," Umberto Benedetto, MD, PuD,# Giuseppe Biondi-Zoccai, MD, MStar,"™'
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Among 25032 total patients, 3718, 7934, and
13380 were treated with BMS, DES1, and

BACKGROUND The majority of stent-related major adverse cardiovascular events (MACE) after percutaneous coronary
intervention (PCl) are believed to occur within the first year. Very-late (>1-year) stent-related MACE have not been well D ESZ
described.

OBJECTIVES The purpose of this study was to assess the frequency and predictors of very-late stent-related events or
MACE by stent type.

METHODS Individual patient data from 19 prospective, randomized metallic stent trials maintained at a leading

academic research organization were pooled. Very-late MACE (a composite of cardiac death, myocardial infarction [MI],

or ischemia-driven target lesion revascularization [ID-TLR]), and target lesion failure (cardiac death, target-vessel MI, or V | t MAC E 't f d : d th
ID-TLR) were assessed within year 1 and between 1 and 5 years after PCl with bare-metal stents (BMS), first-generation ery- a e a Com pOSI e O Car IaC ea y
drug-eluting stents (DES1) and second-generation drug-eluting stents (DES2). A network meta-analysis was performed

to evaluate direct and indirect comparisons. myoca rd ial infa rCtion [M |] y
RESULTS Among 25,032 total patients, 3,718, 7,934, and 13,380 were treated with BMS, DES1, and DES2, respectively. Or iSChem ia_d rive n ta rg et Iesion revascu Ia rizatio n

MACE rates within 1 year after PCl were progressively lower after treatment with BMS versus DES1 versus DES2
(17.9% vs. 8.2% vs. 5.1%, respectively, p < 0.0001). Between years 1and 5, very-late MACE occurred in 9.4% of patients

(including 2.9% cardiac death, 3.1% MI, and 5.1% ID-TLR). Very-late MACE occurred in 9.7%, 11.0%, and 8.3% of [l D-TLR]), and ta rg et |eSion failu re (Ca rd iaC death,

patients treated with BMS, DEST, and DES2, respectively (p < 0.0001), linearly increasing between 1 and 5 years. Similar

findings were observed for target lesion failure in 19,578 patients from 12 trials. Findings were confirmed in the network ‘ta rg et_vessel M | Or | D_TL R)
)

meta-analysis.

CONCLUSIONS In this large-scale, individual patient data pooled study, very-late stent-related events occurred be-
tween 1 and 5 years after PCl at a rate of ~2%/year with all stent types, with no plateau evident. New approaches
are required to improve long-term outcomes after PCl. (J Am Coll Cardiol 2020;75:590-604) © 2020 by the
American College of Cardiology Foundation.
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Very-late (>1 Year) stent-related events occurred between 1 and 5 years
after PCI at a rate of ~2%/year with all stent types, with no plateau evident



Potential Advantages of Drug-coated Balloon

Drug delivery to the arterial

wall without foreign objects
left behind

Positive remodeling

Simple procedure

Use of short dual-
antiplatelet therapy

Coating
Transfer

Drug Tissue Systemic
Dissolution  Absorption  Loss




How can Imaging help us during
DCB application?



Drug-Coated Balloons for @
Coronary Artery Disease

Third Report of the International DCB Consensus Group

Raban V. Jeger, MD,” Simon Eccleshall, MD,” Wan 2
Eun-Seok Shin, MD,’ Femando Alfonso, MD.2 Azee
Jorge Saucedo, MD,* Bruno Scheller, MD,' Franz X.

- Optimal Lesion Preparation

Acceptable Predilation ¥ Suboptimal
Angiographic S e ' Angiographic
Result (scoring, cutting, noncompliant) Result

Balloon-to-vessel ratio 1:1

: Flow-limiting dissection
Options Residual stenosis > 30%
FFR = 0.80

No flow-limiting dissections
Residual stenosis < 30%
FFR >0.80 Rotablation, lithotripsy
Functional measurement (FFR)*
Intravascular imaging (IVUS, OCT) for ISR

With the intravascular
imaging guidance, we

DCB
can accurately measure | Ehart deivery: tine
. Sufficient inflation time
the vessel size.

DES

Jeger, R.V. et al. J Am Coll Cardiol Intv. 2020;13(12):1391-402.



Lesion Preparation: Device Size Selection

Mean Stent Diameter

IVUS- Angio- . . .
. us .nglo IVUS-guidance Angio-guidance
guidance guidance P-value
(mm) (mm)
N N

Chieffo et al.(!) 142 142 2.95+0.38 2.8610.36 0.19
CTO-1VUSi? 201 201 2.91+0.52 2.8510.41 0.23
ADAPT-DES®) 3349 5234 3.410.6 3.0+£0.7 <0.001
AIR-CTO¥ 115 115 3.05+0.46 2.8610.37 0.001
Hong et al.®®) 201 201 2.9610.38 2.83+0.37 0.001
EXCELLENT®) 463 463 3.21+0.43 3.04+£0.42 <0.001

(1) Chieffo A et al, Am Heart J. 2013;165:65-72 (4) Tian NL et al. Eurolntervention 2015:10:1409-17

(2) Kim BK, et al. Circ Cardiovasc Interv 2015:8:e002592 (5) Hong SJ, et al. Am J Cardiol. 2014;114:534-540

(3) Witzenbichler B et al. Circulation. 2014;129:463-470 (6) Park KW. Int J Cardiol. 2013;167:721-726



Lesion Preparation: Device Size Selection

Final Balloon Size or Balloon Pressure®

IVUS- Angio- IVUS-guidance Angio-guidance
guidance guidance (mm or (mm or P-value
N N atm¥*) Atm*)

Chieffo et al.(?) 142 142 3.39+£0.47 3.15+0.40 0.002
CTO-IVUS(2) 201 201 14.6+3.7* 13.8+3.8* 0.040
ADAPT-DES®3) 3349 5234 16.9+3.7* 16.7+3.5* 0.13
RESET-IVUS¥ 297 246 3.210.4 3.1+£0.3 0.03
IVUS-XPLG) 700 700 3.1410.43 3.0410.42 <0.001

(1) Chieffo A et al, Am Heart J. 2013;165:65-72

(2) Kim BK, et al. Circ Cardiovasc Interv 2015:8:e002592

(4) Kim JS et al. JACC Cardiovasc Interv. 2013;6:369-376
(5) Hong SJ, et al. JAMA. 2015;314:2155-2163

(3) Witzenbichler B et al. Circulation. 2014;129:463-470



Impact of Optimized Procedure-Related )
Factors in Drug-Eluting Balloon Angioplasty
for Treatment of In-Stent Restenosis

Tae-Min Rhee, MD,** Joo Myung Lee, MD, MPH, PuD,”* Eun-Seok Shin, MD, PuD,° Doyeon Hwang, MD,*
Jonghanne Park, MD, PuD,” Ki-Hyun Jeon, MDD, Hack-Lyoung Kim, MD, PuD,” Han-Mo Yang, MD, PuD,"
Jung-Kyu Han, MD, PuD,* Kyung Woo Park, MD, PuD,* Joo-Yong Hahn, MD, PuD,” Bon-Kwon Koo, MD, PuD,?
Sang-Hyun Kim, MD, PuD,“ Hyo-Soo Kim, MD, PuD*

The HOST-ISR-DEB cohort

(2009.09 ~ 2014.08)
To investigate the impact of 269 patients (323 lesions) of
. e Angiographically diagnosed in-stent restenosis

optimizing procedure-related

. . | 13 Were excluded d/t BMS-ISR
factors durmg drug e|Ut|ng 256 patients (309 lesions) of
balloon (DEB) angioplasty on DES-ISR, Treated by DEB
clinical outcomes of drug- 21 Were lost o followup

eluting stent in-stent '
1. Primary Endpoint : Target Lesion Failure at 2-year

restenosis (|SR). 2. Independent Predictors of TLF : Clinical, Lesion, Procedure-related
3. Impact of Procedure-related Factors on the Occurrence of TLF




A Residual %DS after Lesion Preparation

Cumulative Incidence of Events (%)
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FIGURE 4 Incidence of Target Lesion Failure According to
Combined Procedure-Related Factors
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OPTICROSS™ HD 60 MHz Image Examples gBoston..

Advancing science for life™

Frame 252 Frame 304

With the intravascular
imaging guidance

before DCB application,

plaque characteristics

are clearly identified,

which can be helpful to

decide the

requirement of plaque Healthy Vessel Fibrotic Plaque
modification.

Images courtesy of David P. Lee, MD Stanford University Medical Center
Results from case studies are not necessarily predictive of results in other cases. Results in other cases may vary.



OPTICROSS™ HD 60 MHz Image Examples gBoston |

Advancing science for life™

Frame 280 : Frame 560

Mixed Plaque Calcific Plaque

Images courtesy of David P. Lee, MD Stanford University Medical Center
Results from case studies are not necessarily predictive of results in other cases. Results in other cases may vary.



HD-IVUS for Stent Failure

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD



Why Use IVUS in Stent Failure?

What is the ISR cause and optimal treatment by angiography?

Calcific Stent undersizing Stent fracture

Neointimal Hyperplasia . 9
Yperp Neoatherosclerosis Stent underexpansion (10 o’clock - 1 o’clock)

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD



HD-IVUS in Stent Failure

Clinical Evidence

Superior outcomes for N=1522 ISR patients treated with IVUS-guidance

50 | P=0.001

. Angio-only ISR PCI

2 40 P = 0.007 Bl vus-guided ISR PCI
4
" P = 0.004 I I
> 30 .
™ | Consistently
< 20 P=0.015 cmc! significantly
> : improved
:zi [ 153 outcomgs with
> 10 IVUS use in stent
) H failure
LLl
[+ 4

TVR-MACE ALL-CAUSE TVR TLR

MORTALITY

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD Shlofmitz E, et al. Int J Cardiol . 2021 Oct ],340] 7-21



HD-IVUS in Stent Failure

Clinical Guidelines

Rk e

Restenosis

In patients with stent
failure, IVUS or OCT is
reasonable o
determine the
mechanism

Lawton et al. 2021 ACC/AHA/SCAI Guideline for
Coronary Artery Revascularization. JACC 2022

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD

Restenosis

IVUS and/or OCT
should be considered
to detect stent
related mechanical
problems relating

to restenosis

Neumann et al 2018 ESC/EACTS Guidelines on
myocardial revascularization. EHJ 2019



Pre-Procedure IVUS

What's the Root Cause?

1 |How long is the lesion? 2 |Who’r is the neointimal 3 |STen’r integrity:
morphology? Expansiong Fracturee

C//’/”/’/’/’/

o T
2

.
©
1

Lipid?
Fibrotic?
Ca?*?

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD



2. What Is the Neointimal Morphology?

Lipid?
Fibrotic?
Ca2*?

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD



3. Stent Integrity: Expansion? Fracture?

Stent undersizing

Stent underexpansion Stent fracture

AGENT™ DCB is an investigational device in the United States and is not available for sale in the US | 1C-996112-AD



Summary-1

How can Intravascular Imaging help us during DCB application?

* With the intravascular imaging, we can accurately measure
the vessel size.

* Before DCB application, plague characteristics are clearly
identified, which can be helpful to decide the requirement
of plague modification.

* Particularly in patients with in-stent restenosis,
intravascular imaging is helpful to understand the
mechanism and treat stent failure.



How can Physiology help us during
DCB application?
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A cutoff predicting better clinical outcomes
following PLAIN balloon angioplasty
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—————— Specificity, % l
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FFR of > 0.90 has been identified as a cutoff predicting better
clinical outcomes following conventional balloon angioplasty.

Myocardial fractional flow reserve

FFR of >0.90

Death, MI, UA, repeat revascularization,

and recurrence of angina

% free of adverse cardiac events

60 consecutive patients with single-vessel disease

100 T
e
904 - L
- 88+6%
80- |
70- t-m-m-- I
---------- 1
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004
40
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20+
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Months of follow-up

Bech GJ, et al. Circulation 1999;99:883—888



FFR-Guided PCB Treatment

Fractional Flow Reserve-guided Paclitaxel-coated
Balloon Treatment for De Novo Coronary Lesions

Eun-Seok Shin," mp, pho, Soe Hee Ann,' mp, Gillian Balbir Singh,' mscHs, Frt Elective PCI for major eﬂc_argéal coronary artery lesion
Kyung Hun Lim," mp, Franz X. Kleber,” mp, and Bon-Kwon Koo, mp, php (N = 80)

Objectives: To assess the safety and efficacy of fractional flow reserve (FFR) guided l
paclitaxel-coated balloon (PCB) treatment for de novo coronary artery lesions. Back- Plain Old ba"oon angioplasty (POBA)

ground: There is limited data on PCB treatment for de novo lesions especially of

major epicardial coronary arteries. Methods: Sixty-six patients with 67 de novo
lesions who underwent successful plain old balloon angioplasty (POBA) were included. TIMI flow s 2 (n = 10)
If POBA-FFR was favorable (> 0.85), PCB was applied and if POBA-FFR was <0.85, No POBA-FFR (n = 3)

stent implantation was preferred over PCB. Results: Forty-five lesions were treated
with PCB (67.2%) and 22 lesions with stents (32.8%). Dual antiplatelet therapy duration ‘

was 6 weeks. Late luminal loss with PCB was significantly less than stent FFR after POBA (POBA-FFR)
(0.05 £ 0.27 mm vs. 0.40 + 0.54 mm, P =0.022). The baseline FFR of target lesions was (n = 67)

0.69+0.16 in PCB and 0.60+=0.11 in stent group (P=0.015), however, the FFR at 9
months was not different between groups (0.85 =+ 0.08 in PCB vs. 0.85 + 0.05 in stent
group, P =0.973). At 1 year, one myocardial infarction and one target lesion revascular-
ization related to in-stent restenosis were detected, both in the stent group. Conclu-

sion: POBA-FFR-guided PCB treatment is safe and effective for de novo coronary
lesions with good anatomical and physiological patency at mid-term follow-up. © 2015 POBA-FFR < 085 POBA-FFR = 085
Wiley Periodicals, Inc. ( - Aals
n = 37) (n = 30)
Key words: paclitaxel-coated balloon; fractional flow reserve; plain old balloon angio- =
plasty; de novo lesion; late luminal loss Tee

-~

T (n=18) FFR 20.85

~
-~
-
-~

“ v

Stent PCB
(n = 22) (n = 45)

Shin ES, et al. Catheter Cardiovasc Interv. 2016;88:193-200
*FFR of 11 lesions > 0.8



9-month

FFR 0.85

FFR 0.65 FFR 0.75 FFR 0.88

Shin ES, et al. Catheter Cardiovasc Interv. 2016;88:193-200



PCB (n=45) Stent (n=22) P value

Before procedure

Lesion length (mm) 21.54+5.6 249+7.2 0.064
Reference diameter (mm) 2551041 2.7040.42 0.188
Minimal lumen diameter (mm) 1.02 =042 0.94 +0.36 0.430
Diameter stenosis (%) 60.0 = 14.4 65.1x11.8 0.123
Pre-procedural FFR* 0.69 £ 0.16 0.6010.11 0.015

After procedure
Minimal lumen diameter (mm) | 1.92 +£0.42 2.65+0.35 <0.001

Diameter stenosis (%) 283+ 11.2 96+5.2 <0.001
Acute gain (mm) 0.90 +0.51 1.71 +£0.46 <0.001
Post-procedural FFR .86 & 0.06 0.83 £0.08 0.105
9-months follow up PCB (n=36) Stent(n=17) P value
Minimal lumen diameter (mm) 1.91 & 0.57 2.23+0.66 0.068
Diameter stenosis (%) 2594 13.1 21.2+19.3 0.295
Late luminal loss (mm) 0.054+0.27 0.404+0.54 0.022
Net gain (mm) 0.88 +0.61 1.28+0.72  0.038

9 months-FFR 0.85 4 0.08 0.85 +0.05 0.973




Clin Res Cardiol (2017) 106:18-27
DOL 10,1007 /500392-016-1019-4
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ORIGINAL PAPER

Fractional flow reserve-guided coronary angioplasty using

paclitaxel-coated balloons without stent implantatio
safety and 6-month results by angiography and opti
tomography

Tudor C. Poerner' + Corinna Duderstadt® - Bjirn Goebel" « Daniel Kretzschmar' -
Hans R. l*'igullaI = Sylvia Otto"

In 46 patients (54 lesions) with stable
symptomatic coronary artery disease (CAD),
DCB-only treatment was applied to 43 patients
(51 lesions), while 3 patients (3 lesions)

Recruitment ]

[ Intervention ]

All criteria:

=TIMI flow 3

- Dissection: none or type A-B

-FFR =208
- Diameter stenosis < 40%

OCTOPUS I

»FFR-guided DCB-only“ Phase 4 Clinical Feasibility Study, NCT 02120859

Elective PCI for stable CAD

ITT: consecutive 46 patients with 54 lesions

A

Predilation + FFR-gu

ided DCB angioplasty

Yy

r

FFR + QCA

Yes N
- DCB-only successful?

At least 1 criterion:

=TIMI flow <3

- Any dissection of type C-F
-FFR <0.8

- Diameter stenosis = 40%

needed provisional stenting.

FFR 20.80

DCB-only
PP: 43 patients, 51 lesions

DCB + ,,Spot stenting“

3 patients, 3 lesions

Loss to f/u:
2 patients, 2 lesions

[6—month invasive f/u]

¥

QCA + OCT

Analyzed:
39 patients, 47 lesions
1 ‘( Il Wa
2 patients, 2 lesions

Loss to flu:
no_patient
Efficacy variables: !
-NLG and LLL by QCA ;
- % clinically driven TLR v
Safety \rariaples: QCA
-ACS, cardiac death 3 patients, 3 lesions

*due to MACE: 1 cardiac death, 1 TLR requiring stenting before 6-month fiu



Table 3 Primary, secondary, and clinical outcome measures at fol-

low-up
Outcome measures N = 39 patients (47 lesions)
Primary LLL (mm) —0.13 == 0.44
Secondary  NLG (mm) [.1 = 0.53
Clinical TLR at 6-month f/u /27

MACE at 6-month f/u  2/3"
MACE at 1-year f/u 2/3%




The International Journal of Cardiovascular Imaging (2018) 34:1339-1347
https://doi.org/10.1007/510554-018-1351-z

ORIGINAL PAPER
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Paclitaxel-coated balloon treatment for functionally nonsignificant

residual coronary lesions after balloon angioplasty

Ae-Young Her' - Eun-Seok Shin? - Joo Myung Lee® - Scot Garg* - Joon-Hyung Doh® - Chang-\
Bon-Kwon Koo’

Received: 21 November 2017 / Accepted: 11 April 2018 / Published online: 26 April 2018
© Springer Science+Business Media B.V,, part of Springer Nature 2018

Abstract

There is limited data on the efficacy of paclitaxel-coated balloon (PCB) compared t« F F R >

The purpose of this study was to compare the efficacy of PCB treatment with stent imp

after successful plain old balloon angioplasty (POBA) guided by fractional flow reserve (FFR).
for elective percutaneous coronary intervention (PCI) for de novo lesions, FFR was measured aft
POBA-FFR was > (.75, patients were treated with PCB (PCB group, n=78) or stent (Stent gro
was <(0.75, stent was implanted as planned (Reference group, n=42). The primary endpoint was |
and the secondary endpoint was adverse cardiac events (cardiac death, myocardial infarction, te
repeat revascularization) at 12 months follow-up. There was no between-group differences in the
in PCB. 0.89 +£0.06 in stent, p=0.101). At 9 months, late lumen loss was significantly lower in
to the Stent group (0.05+0.33 vs. 0.59 +0.76 mm, p <0.001). Adverse cardiac events were not c
Stent and Reference groups (2.6, 5.5, and 9.5% respectively; p=0.430 for PCB vs. Stent group;
vs. both other groups). PCB treatment guided by POBA-FFR showed excellent 9 months angiogra
as well as comparable 12 months clinical outcomes, compared with stent implantation for de no

Screened patients (n=222)

POBA with TIMI 3 (n=201)

POBA-FFR (n=197)

\
0.75 : \

POBA-FFR 20.75| |POBA-FFR <0.75
(n=149) (n=48)

\ \

PCB Stent PCB Stent
(n=78) (n=71) (n=7) (n=41)

PCB group Stent group Reference group

Keywords Paclitaxel-coated balloon - Stent - Fractional flow reserve - Balloon angioplasty - De novo lesion - Coronary



REDUCE-STENT Registry

REDUCE STENT Registry

n = 109 lesions (86 patients)

ﬁ Lesion preparation

>Type

dissection Residual stenosis <30%
o)

+ Type A/B dissection

v L

Distal-to-aortic pressure ratio 0.9

LM or proximal vessel |

@
<€

[
i
o) C ] - ]

Leone PP, et al. ] Am Coll Cardiol Intv. 2023;16:363-365
BN iocs (R o sreesy R co ione [

Sirolimus-eluting 87%
Paclitaxel-eluting 13%

? Pd/Pa measurement



Third Report of the International DCB Consensus Group

Raban V. Jeger, MD,* Simon Eccleshall, MD,” Wan Azman Wan Ahmad, MD," Junbo Ge, MD," Tudor C. Poerner, MD,*
Eun-Seok Shin, MD," Femando Alfonso, MD,# Azeem Latib, MD," Paul J. Ong, MD,' Tuomas T. Rissanen, MD,’
Jorge Saucedo, MD,* Bruno Scheller, MD,' Franz X. Kleber, MD,™ for the International DCB Consensus Group

- Optimal Lesion Preparation
Acceptable Predilation

: : Standard semi-compliant balloon
Anglog raphlc ‘ Specialty balloons
Result (scoring, cutting, noncompliant)

Balloon-to-vessel ratio 1:1
No flow-limiting dissections ;
Foo 2 T2 02 -TT% OpthTIS
FFR > 0.80 Rotablation, lithotripsy
Functional measurement (FFR)*
Intravascular imaging (IVUS, OCT) for ISR

DCB

Short delivery time
Sufficient inflation time

' DES

Suboptimal
Angiographic
Result

Flow-limiting dissection
Residual stenosis > 30%
FFR = 0.80

Jeger, R.V. et al. J Am Coll Cardiol Intv. 2020;13(12):1391-402.




Cardiovascular Intervention and Therapeutics (2023) 38:166-176
https://doi.org/10.1007/512928-023-00921-2

EXPERT CONSENSUS DOCUMENT

Clinical expert consensus document on drug-coated ballool
for coronary artery disease from the Japanese Association
of Cardiovascular Intervention and Therapeutics

Takashi Muramatsu'® . Ken Kozuma? - Kengo Tanabe? - Yoshihiro Morino® - Junya Ako® - ¢
Kyohei Yamaji’ - Shun Kohsaka® - Tetsuya Amano® - Yoshio Kobayashi'® - Yuji Ikari'" - Kazu.

p

3rd Step: Assessment after pre-dilatation

To be confirmed

- TIMI grade 3 flow (non-flow limiting)

- angiographic residual stenosis =30 %

- absence of major dissection (type C-F in angiography, or
medial involvement or hematoma detected in IVUS/OCT)

- absence of findings suggestive of thrombus

- fractional flow reserve (FFR) >0.80 (option)

_

Masato Nakamura'® - The Task Force of the Japanese Association of Cardiovascular Interv
(cviT)

Functional assessment after
the lesion preparation

Expert consensus would propose FFR of >0.80 after
lesion preparation as a reasonable cutoff to
proceed to the DCB-only strategy.

Yes No
DCB-only Bail-out
approach stenting




Summary-2

How can Physiology help us during DCB application?

* Though optimal cut-off values for functional
assessment are needed to be further evaluated,
functional assessment after the lesion preparation
can help our decision-making for the DCB-only
strategy.



Conclusions

* Coronary physiology and intravascular imaging guidance for
percutaneous coronary interventions have been associated
with improved outcomes compared with angiography alone.

* Although the amount of evidence on coronary physiology
and intravascular imaging techniques in PCl with DCBs is
limited, intracoronary imaging is helpful during lesion
preparation and device sizing and functional assessment
after the lesion preparation can help our decision-making for
the DCB-only strategy.
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