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Long-term outcomes after treatment of
bare-metal stent retenosis with
paclitaxel-coated balloon catheters or
everolimus-eluting stents.

3-year follow-up of the TIS randomised
study

Pleva L', Kukla P, Zapletalova J 2, Hlinomaz O 34
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TIS stud

* U¢innost 1é¢by bare-metal stent restenos (BMS-
ISR) pomoci paclitaxel-eluting balonkovych
katetrd (PEB) a drug-eluting stentG (DES) byla

prokazana v nékolika studiich s délkou sledovani
0-12 MES

* Dlouhodobé vysledky lécby ISR jsou méné
Zfejme
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TIS study — 3-leté sledovani

* V predchozi randomizované studii TIS jsme prokazali, Ze
lécba BMS-ISR pomoci PEB vedla k signifikantné nizsimu
12-ti més late lumen loss (LLL) ve srovnani s implantaci
everolimus-eluting stentd (EES)

* Cilem rozsifeni této studie bylo srovnat dlouhodoby
klinicky efekt 1écby BMS-ISR

* Analyzovali jsme 3-leta klinicka data
* Primarni end-point:
* Vyskyt 3-letych MACE (KV umrti, AIM nebo TVR)



Prubéh studie

Do studie TIS bylo
zafazeno 136 pacientia (68
pac se 74 ISR lézemi v
kazdé skupiné)

Randomizace PEB vs EES 121

Dlouhodobé sledovani:
PEB: 1210 dni (+168; medidn
12770) VS.

EES: 1172 dni (¥178; median
12770; P=0.289)

CONSORT Flow Diagram

Assessed for eligibility (n=140)

Excluded (n=4)
+ Not meeting inclusion criteria (n=2)

> + Declined to participate (n=1)
+ Other reasons (n=1)

‘ Randomized (n=136 pts)

l
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Allocation

Allocated to PEB (n=68 pts/ 74 lesions)
+ Received allocated intervention (n=67 pts)
+ Cross over to EES due to dissection (n=1)
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Allocated to EES (n=68 pts/ 74 lesions)
+ Received allocated intervention (n=68 pts)
+ Did not receive allocated intervention (n=0)

[ 12-M Clinical Follow
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12-month clinical follow-up (n=68)
+ Lost to follow-up (n=0)

v

12-month clinical follow-up (n=68)
+ Lost to follow-up (n=0)

[ 12-M QcA Analysis |
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Analysed (n=69 lesions)

+ Excluded from analysis:

+ Death (n=1)

+ Contraindicaton of 12-M QCA (n=4)

h 4

Analysed (n=68 lesions)

+ Excluded from analysis:

+ Death (n=1)

+ Contraindicaton of 12-M QCA (n= 5)

3-Y Clinical Follow-Up

¥

3-year clinical follow-up (n=68)
+ Lostto follow-up (n=0)

v

3-year clinical follow-up (n=68)
+ Lost to follow-up (n=0)




stupni charakteristiky souboru

ACSy. STEMI/NSTEMI 24 (35.3%) 25 (36.8%) 0.098
Time to ISR, months 12.10+8.47/9.0%  16.5119.49/24.0% 0.009
ISR: I (focal;all) 30 (40.5%) 21 (28.4%)
II (diffuse) 34 (46.0%) 35 (47.3%) 66
III (proliferative) 5 (6.8%) 8 (10.8%)
IV (occlusion) 5 (6.8%) 10 (13.5%)
Cutting predilatation 16 (21.6%) 5 (6.8%) 0.010

ISR; PEB/EES diameter, mm  3.32 +0.39/3.5% 3.31 +0.431/3.5% 0.989
ISR; PEB/EES length, mm  22.53 +8.13/20.0% 28.47 #12.76/24.0*  0.001
Postdilatation, atm 14.84 +2.77/16.0%  14.11 £2.45/12.0% 0.093

Second stent implantation 1 (14.9%) 1 (14.9%) 1.000



! Klinické sledovani
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MACE, all 13 (19.1%) 20 (29.4%) 0.230
CV death 4 (5.9%) 4 (5.9%) 1.000
MI 3 (4.4%) 3 (4.4%) 1.000
TVR 8 (12.9%) 14 (22.2%) 0.171
Definite ST 2 (2.9%) o (0%) 0.496
2nd MACE 1 (1.5%) 3 (4.8%) 0.619

all cause of death 6 (8.8%) 6 (8.8%) 1.000



vent-free survival

Survival Functions
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Cox proportional hazards regression analysis

Unadjusted estimates Adjusted estimates*

HR (95% CI) P
MACE 1.463 (0.710-3.014)  0.302
CVdeath  6.964(0.2353.957)  0.959
AIM 1.509 (0.252-9.033)  0.652

TVR 1.665 (0.645-4.295)  0.292

HR (95% CI)
1.929 (0.856-4.344)
0.784 (0.179-3.439)
1.748 (0.248-12.299)

2.234 (0.896-5.568)

P

0.113

0.747

0.575

0.085

*with adjustment for significantly different baseline variables (time to ISR. cutting predilatation. ISR PEB/ESS)



z *‘ V\'(sledgky

* Pfes signifikatné nizsi 12-ti més LLL u
pacienttt s BMS-ISR ve skupiné PEB, jsme v 3-
letém klinickém sledovani ve srovnani s EES
neprokazali signifikantni rozdily ve vyskytu:

* MACE (19.1% vs. 29.4%; P=0.230), vCetné:
e KV umrti (5.9% vs. 5.9%; P=1.000)

* AIM (4.4% vs. 4.4%; P=1.000) nebo

* TVR (12.9% vs. 22.2%; P=0.171)



Diskuse
DAEDALUS study

Paclitaxel-coated balloon angioplasty versus drug-eluting stenting for the
treatment of coronary in-stent restenosis: a comprehensive, collaborative,
individual patient data meta-analysis of 10 randomized clinical trials.

Daniele Giacoppo, Robert A. Byrne
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~ DAEDALUS study

Primary efficacy endpoint - target lession revascularisation (TLR)

Cumulative Incidence (%)
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Giacoppo D,Byrne RA, et al. in press



DAEDALUS st

Primary safety endpoint

udy

(all-cause death, myocardial infarction, or target lesion thrombosis)

Cumulative Incidence (%)
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* Pres signifikatné nizsi 12-ti més LLL u pacientti s BMS-
ISR ve skupiné PEB, jsme v dlouhodobém sledovani
neprokazali signifikantni rozdily ve vyskytu 3-letych
MACE ve srovnani s EES

* Pouziti PEB by mohlo byt metodou volby v 1écbé BMS-

ISR, nebot zabrani implantaci dalsi metalické vrstvy
do cévni stény

* Terapie DES-ISR piedstavuje obtizné;jsi problém



TIS 2 study

* Randomizovana studie

* Srovnani terapie BMS- i DES-ISR pomoci sirolimus-
eluting (SEB) vs. iopromide-coated PEB

* Primarni end-point: 12-ti més LLL
* Sekund end-pointy: 12-ti més TVR a MACE

¢ 200 pagc, zarazeno 30 pac...
* (NCTo03672656; ClinicalTrials.gov)
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