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Lékove balonky (DCB = DEB) dosud

 Studie s paclitaxelem (PCB) v indikacich do malych tepen (SVD) a ISR vs DES

a) de novo léze malych tepen (<3mm): meta-analyza 3 RCT v Eur Heart J 2025 - 1154 pacientl a 3-lety follow up
- PCB intervence oproti implantaci DES - redukce MACE (nizsi riziko IM a TVR, bez rozdilu TLR)

b) in-stent restenozy v DES: registr v Circ Cardiovasc Interv 2021 - 557+560 - bez vyznamnych rozdil( v endpointech
* Studie se sirolimem (SCB) vyjimecné a malé

* Zmeéna: TCT 2025 - soucasne prezentovany dve mezinarodni randomizované studie
s pouzitim SCB Selutiondo 1. de novo lézi (2-5mm)

2. ISR (s 1-2 vrstvami stentu)



Lékoveé balonky namisto DES
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SELUTION - SLR (sustained limus release) drug eluting ballon (DEB)

Cordis

SELUTION De Novo trial

« Design and rationale - AHJ 2024
« TCT 2025 - LBCT

PCIl : DEB vs

Nncc

de novo lesions - vessels 2-5mm
n=3341

Trial demostrated noninferiority for
1- year target vessel failure

SELUTIONA4ISR triel

» Design and rationale - AHJ 2023
« TCT 2025 - LBCT
« JACC April 2026 - article in press

In-stent restenosis with 1-2 layers
n =418

Sirolimus DEB was noninferior in ISR with
1 or 2 previous BMS or DES layers in
80% repeat DES and 20% BA but not
noninferior to DES for treatment of
single-layer ISR.



SELUTION De Novo trial (n=3341)

Q Key Inclusion Criteria

v" All target lesions suitable for SELUTION
DEB or DES treatment

v' Reference Vessel Diameter = 2.0 and

<50mm

v" No limitation on number of lesions
or vessels

v All target lesions are treatable with the
strategy allocated by randomization

SELUTION DEB Strategy

Mandatory 1:1 lesion pre-dilatation

Use of DES in case of: 20%

» Residual stenosis / recoil > 30%
» High risk dissection: Type C or greater
 FFR<08o0riFR<0.89

8 Key Exclusion Criteria

x STEMI or unstable NSTEMI

x Left main lesion

x Saphenous or arterial graft lesion
% Chronic total occlusion

X |n-stent restenosis

x Previous PCI on a target vessel

DES Strategy

= Systematic DES (guidelines & local practice)
= Current generation, approved devices
= QOther devices allowed if failure to deliver DES




SELUTION De Novo trial

[First Co-Primary endpoint = non-inferiority for TVF* at 1 year ]

Second Co-Primary endpoint = non-inferiority for TVF at 5 years
Conditional superiority analysis if non-inferiority established

I *TVF: target vessel failure, a composite of cardiac death, target vessel related MI and clinically driven target vessel revascularization ]
Characteristic | SELUTION DEB Strategy | DES Strategy
Number of treated lesions 2243 2264
Treated lesions per patient 1.4+0.6 1.4+0.7
Patients with multivessel procedures (%) 15.8 17.1

Location of treated lesions (%)

Left main 01 0.3

Left anterior descending artery 47.7 47.3
Proximal left anterior descending artery (%) 18.0 19.3
Left circumflex artery 26.7 26.4
Right coronary artery 25.6 26.3

Any device size 2 3.0 mm (%)

Bifurcation lesion (%)’

Moderate or severe calcified lesion (%)!

ACC/AHA type B2 or C lesion (%)’




SELUTION De Novo trial (n=3341)

Primary Endpoint Results: TVF at 1-Year

DES SELUTION DEB Risk Difference: P-value

Strategy Strategy 0.91%
(N = 1,662) (N = 1,661)

non-inferiority

4.4% 9.3% Hairfroadll 0.02

Secondary Safety Endpoints

3.2% 3.2%

2.1%
1.89 1.89
" % 1.6% 1.2% 1.3%

0.5% 0.3% 0.5% 0.4% 0.1% 0.3% -l
i —

All Cause Death Stroke Any MI Peri- Acute / Subacute Late BARC 3-5
Procedural Lesion Lesion Bleed
Mi Thrombosis Thrombosis
- SELUTION DEB Strategy (N = 1,661) - DES Strategy (N = 1,662)

Non-inferiority Met

Components of Primary Endpoint (TVF)

2.7% 2.6% 3.3%
_— i 2.1%
0.7% 1.0%
Cardiac Death Target Vessel Mi Clinically Driven TVR

Conclusion

At one year, a strategy of PCI with
SELUTION DEB and provisional DES
was non-inferior to the systematic use

of DES for the primary endpoint of TVF

TVF: target vessel failure, a composite of cardiac death, target vessel related MI and clinically driven target vessel revascularization



= RUIR[O\\VAlagm Goal: To demonstrate a DEB approach in ISR can achieve non-inferiority
to standard of care (SOC) without the addition of another stent layer

Q Key Inclusion Criteria

R (n=418)

v

v

Primary Endpoint

Age = 18 years

Stable or unstable angina, functional testing
demonstrating ischemia, or stabilized non-
ST elevation MI

Eligible for DAPT
>1 year life expectancy
Single target lesion within native coronary artery

Target lesion within prior BMS or DES and
not >5 mm from proximal or distal edge

Diameter stenosis =50 and <100%

Lesion length < 26mm; RVD 2 2.0 and £ 4.5 mm

Number of prior stents at target lesion

One - N (%)
Two - N (%)

Prior DES at target lesion

* Target Lesion Failure (cardiac death, target vessel MI*, clinically driven TLR)

@ Key Exclusion Criteria

x  STEMI within 30 days

4

Bifurcation requiring side branch treatment

x

>2 layers of previous stent

®

Total occlusion or thrombus present

k4

>30% diameter stenosis or dissection >
NHLBI Type C after pretreatment

Randomized, multi-center, single blind, active control, non-inferiority trial

Active control designed as standard of care (SOC) in the United States based on NCDR
PClI registry data’ indicating ~80% DES and 20% plain balloon angioplasty (BA)

Operator required to select control treatment prior to randomization. BA group closed after
20% cap reached

167 (80%) 168 (81%)
43 (20%) 40 (19%)
185 (88%) 192 (92%)



Primary Endpoint Results: TLF at 1-Year Conclusions

Per Protocol (PP) Intention to Treat (ITT) SELUTION DEB is the first and only DEB to demonstrate non-inferiority

0 against a SOC (including 80% DES) for the treatment of ISR
162 /0 14_50/0 1520/0 13-50/0 g ( g 0 )

SELUTION DEB is a safe and effective alternative to SOC (~80% DES
and 20% BA) ISR treatment avoiding additional layers of stent

SETION BES 5o¢ SERUTION DES s0¢ The role of DEB versus DES for lifetime management of ISR will be
« Difference =1.7% « Difference = 1.8% t d d th h | t f " )
- 95% Credible Interval (-5.5% — 8.9%) - 95% Credible Interval (-4.9% — 8.5%) studie rougn long-term 1oliow-up
» Posterior Probability for non-inferiority 98.8% + Posterior Probability for non-inferiority 99.18%

Randomized to DES Randomized to BA

SELUTION DEB DES SELUTION DEB BA
N =163 N =154 N =34 N =39

Target Lesion Failure, N (%) 25 (15.3%) 11 (7.1%) 7 (20.6%) 17 (43.6%)

Sirolimus DEB was noninferior in ISR with 1 or 2 previous BMS or DES
layers in 80% repeat DES and 20% BA but not noninferior to DES for
treatment of single-layer ISR.
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Zaver

* Sirolimus uvolnujici lekovy balonkovy katetr SELUTION SLR je
vyznamnou novou moznosti intervencni léCby de novo
koronarnich léezi tepen o rozmerech 2-5 mm a vyznamne casti
pacientu s in-stent restenozou koronarni tepny po implantaci
lékovych a nelékovych stentu v ramci jednoro¢niho hodnoceni.

* Dlouhodobeé vysledky této leCby budou prezentovany po 5 letech.



SELUTION SLR Drug-Eluting Balloon

MicroReservoirs

* ~4 um spheres of sirolimus mixed with
biodegradable polymer

« Controlled release of sirolimus

Proprietary Phospholipid Coating

« Phospholipid blend containing and protecting
MicroReservoirs at 1 yg/mm? sirolimus dose

 Enhanced drug transfer efficiency

SELUTION SLR Drug-Eluting Balloon delivers sustained drug release that maintains
therapeutic tissue concentration for 90 days'



