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Balloon Catheters in the Treatment of Coronary In-Stent
Restenosis: A Prospective Randomized Study (TIS 2 Study)
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» prospektivni randomizovana studie
® 145 pacientt s BMS- / DES-ISR

¢ 2 studijni vétve:

* sirolimus-eluting balonkové katetry (SEB) s
fosfolipidovymi nanocasticemi (Nanoluté coating;
MagicTouc\g

X

* iopromide-coated paclitaxel-eluting balonkové katetry
(PEB; Sequent Please)

* primarni end-point: 12-mési¢ni late lumen loss (LLL)
* sekundarni end-pointy: 12-mési¢ni bindrni ISR a MACE
* non-inferioritni studie

/

2 study)

Study Flow Chart

Eligibility assessment

Inclusion/Exclusion criteria

# 12-month QCA:

+ 12-month MACE:

« LLL
*  binary ISR

+ CVdeath
o Ml
« TVR

145 pts
Randomization 1:1
BMS/DES-ISR strata
| Allocation
SEB PEB
72 pts / 79 lesions 73 pts / 79 lesions
| Follow-Up
# Clinical follow-up: &  Clinical follow-up:
#» 12 months * 12 months
+« Angigraphic follow-up: +  Angigraphic follow-up:
# 12 months 66 pts (91.7%) * 12 months 65 pts (89%)

* 12-month QCA:

« LLIL
e binary ISR

*  12-month MACE:

« CVdeath
e« Ml
« TVR
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emograficke, klinické a PCl parametry

Patients / lesions. n 72/ 79 73/ 79

Male / female 56 /16 77.8 % | 22.2% 59 / 14 80.8% / 19.2% 0.651
Age 69.7+9.6" 68.0 +10.6" 0.319
Diabetes mellitus 32 44-4% 26 35.6% 0.278
2VD /3VD 53 73.6% 45 61.6% 0177
ACSy (STEMI / NSTEMI) 41 56.9% 47 64.4% 0.410
B2 / C lesion 59 74.7% 60 76.0% 0.854
Diameter of the previous stent; mm 3.25 (2.25-5.0) 3.25 (2.25-5.0) 0.476

Length of the previous stent; mm 24.0 (12-66) 24.0 (8-76) 0.831



I

/ In-stent restenézy

s P pvalue

BMS / DES-ISR 36/43 45.6%/544% 39/40 49.4% [ 50.6% 0.633
Time to ISR; days 1224 (64-6913) 1069 (62-5765) - 0.612
ISR: I (focal; all) 21 26.6% 37 46.8% 0.008
II (diffuse) 43 54.4% 21 26.6% 0.0004
I (proliferative) 5 6.3% 6 7.6% 0.755
IV (occlusion) 10 12.7% 15 19.0% 0.276
Cutting predilatation 66 83.5% 58 73.4% 0.121
ISR; SEB / PEB diameter; mm 3.5 (2.5-4.0) 3.5 (2.25-4.0) 0.651
ISR; SEB / PEB length; mm 20.0 (15-70) ' 20.0 (10-65) 0.265
2. DEB 13 16.5% 12 15.2% 0.827
Bailout stent implantation 18 22.8% 18 22.8% 1.000



" Pre-a post-PCl QCA

I

| seB__ | PEB__| pualue

Preprocedural Parameters

Reference diameter; mm
Minimal lumen diameter; mm
% Diameter stenosis
Lenght; mm
Post-procedural Parameters
Reference diameter; mm
Acute gain; mm
Minimal lumen diameter; mm

% Diameter residual stenosis

2.68 (1.87-3.63)
0.53 (0-1.61)
77 (51-100)

12.6 (4.7-54.5)

2.90 (2.15-3.87)
1.76 (0.63-2.87)

234 (1.57-3.19)
21% (1%-40%)

2.69 (1.78-3.85)
0.70 (0-2.10)
76 (35-100)

10.9 (3.7-51.3)

2.92 (1.98-3.79)
1.48 (0.40-3.20)
2.22 (1.36-3.20)
24% (6%-41%)

0.918

0.664
0.708

0.130

0.663

0.078

0.079

0.025



_

Reference diameter; mm 2.83 (1.89-3.90) 2.86 (1.86-4.30) 0.922

Minimal lumen diameter; mm 1.85 (0-3.58) 1.63 (0-2.89) 0.463

% Diameter stenosis 32% (0%-100%) 36% (8%-100%) 0.270



12-mesicni late lumel

ISR, all; mm -0.024 (95% ClI: -0.277 - 0.229)

BMS-ISR; mm  -0.203 (95% CI: -0.584 - 0.178)

DES-ISR; mm 0.110 (95% Cl:-0.233 - 0.453)

ISR lesions, all

BMS-ISR )

DES-ISR

0,8

NI margin 0,20

-0,6

0,4

-0,024 (95% Cl -0,277-0,229)

-0,203 (95%CI-0,584-0,178)

0,2

0,2

0,4

< 0,11 (95% Cl -0,233-0,453)

0,6

* Horni hranice oboustranného 95% CI rozdilu LLL (-0,277 aZ 0,229) mezi obéma
skupinami byla vyssi nez non-inferiority margin(o,20)

» non-inferiorita SEB nebyla prokazana (12-més LLL)

* non-inferiorita SEB byla prokdzana pouze v podskupiné BMS-ISR

* nikoli v podskupiné DES-ISR
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" sekundarni end-pointy
___

Binary ISR 25 31,6% 30,4% 0.906 Survival Functions
12-month MACE; all 22 30,6% 23 31,5% 0.858 - pes
—— censored
CVdeath o 0% 2 2,7% 0.497 a
M1 3 4,2% 2 2,7% 1.000 =
TLR 19 26,4% 19 26% 1.000 E
BMS-ISR 5 04
Binary ISR; 9 25% 10 25,6% 0.949
12-month MACE 8 22,9% 9 24,3% 0.884 uel
DES-ISR o Log-rank test p = 0.797
Binary ISR; 16 3721% 14 35% 1.000 0 200 400 600 800 1000 1200

12-month MACE 14 37,8% 14 38,9% 0.926 Time to MACE (days)
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Leos Pleva®, MD, PhD; Pavel Kukla®, MD; Tomas Kovarnik®, MD, PhD; Jana Zapletalova, MSc, PhD

Lécba BMS/DES-ISR pomoci SEB nepotvrdila non-inferioritu v primarnim end-

pointu (12-mési¢nim LLL) oproti PEB
» Non-inferiorita SEB byla prokazana pouze v podskupiné BMS-ISR, nikoli v
podskupiné DES-ISR
» Tyto vysledky se vSak negativné neprojevily na vyskytu opakovanych binarnich

ISR a 12mési¢nich MACE ve skupiné SEB






