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rug-eluting balonk katetry (DEB)

kratkodoby priinik ti¢inné latky cévni sténou

dostate¢né k ovlivnéni neointimdlni hyperplazie (SMC), mensi vliv na
neoendotelizaci

neni dalsi vrstva strut stentu (tzv. onion skin)

ucinna latka - paclitaxel- paclitaxel-eluting balonk katetry (PEB)

coating — iopromide - zlepSeni rozpustnosti paclitaxelu a prniku do
tkani - Sequent Please

Seal-wing PEB (Protége):

paclitaxel nanesen mezi ,,ktidélka*(zahyby) balonkoveho katetru pted jejich
sloZzenim (seal-wing)

nasledné pouze hydrofilni lubrikant na povrchu

neni coating (nosi€) paclitaxelu




7~ Srovnani

nerandomizovana studie, pacienti s BMS-ISR

seal-wing PEB (Protége)
X
iopromide-coated PEB (Sequent Please)
(PEB vétev z predchozi studie TIS)

Primarni end-point: 12-ti més late lumen loss

Sekundarni end-pointy: 12- més MACE (KV amrti, AIM nebo TVR)
a opakovana binarni restendza

Seal-wing PEB: 64 pac/69 ISR 1ézi
lopromide-coated PEB: 68 pac/74 ISR 1ézi
12-ti més QCA

12-ti més a 3-leté klinickeé sledovani




"Vstupni charakteristiky souboru

| calwingPEB | iopromidecoated PEB| _p _

Patients/ ISR lesions, n 64/69 68/74
Male/female 49(76.56%)/ 15(23.44%)  43(63.24%)/ 25(36.74%) 0.288*
ACSy (STEMI/NSTEMI) 37 (57.81%) 45 (66.18%) 0.966™
Time to ISR, months 12.49+ 11.067/7.00+ 12.10% 8.47t/9.0% 1.000%
ISR I (focal; all) 25 (36.23%) 30 (40.54%) 1.0008
II (diffuse) 33 (47.83%) 34 (45.95%)
III (proliferative) 6 (8.7%) 5 (6.76%)
IV (occlusion) 5 (7.25%) 5 (6.76%)
Cutting predilatation 20 (28.99%) 16 (21.62%) 0.933"
ISR; PEB/EES diameter, mm 3.27+ 0.471/3.17% 3.32+ 0.391/3.5% 1.000%
ISR; PEB/EES length, mm 23.19+ 12.987/20.00% 22.53+ 8.137/20.0% 1.000%

Postdilatation, atm 13.48+ 2.347/12.00% 14.84% 2.77t/16.0% 0.009%



Automatic Reference Analysis

MLD 0.95 % MLD
Stenotic length 14.44 % MLA circ
Reference D. 3.26 % MLA dens
Segment

Intervention

Study name

SW syngo Quantification,
version 2007B (fy Siemens)



'QCA parame Iy

, iopromide-coated
1- PEB
--

Patients/ lesions 59/64 63/69
Preprocedural Parameters - ISR

MLD, mm 0.8610.46/0.93 0.9210.45/1.00
Ref D, mm 2.5010.43/2.45 2.6410.47/2.63
% DS 74.3%14.5/73.0 71.8+13.9/70.0
Post-procedural Parameters - Post re-PCI

MLD, mm 2.0910.45/1.99 2.1810.39/2.13
Ref D, mm 2.7210.42/2.63 2.7910.41/2.79
Acute gain,mm 1.2310.53/1.19 1.25%0.54/1.12
Residual% DS 21.5+7.9/23.5 19.5+7.4/20.0

1.0008%
0.240°%
0.939°

1.000°%
0.756°%
1.000°%
0.153°



12-ti mes QCA

e iopromide-coated
| ebmerm PR

MLD, mm
Ref D, mm
% DS

LLL, mm

Binary
restenosis

1.6310.78/1.68 2.09+0.57/2.13 0.0006°
2.6210.53/2.56 2.8110.48/2.81 0.039°
42.4%27.9/33.5 26.2118.0/22.0 <0.0001°
0.47t0.57/0.30 0.0910.44/0.02 <0.0001°
18 (28.12%) 6 (8.7%) 0.012"



Rizikové podskupiny

1 ide-coated

Diabetes mellitus
Patients/lesions, n 18/19
LLL, mm

ISR length >10 mm

0.64+/-0.63/0.33

Patients/lesions, n

LLL, mm

36/41
0.53+/-0.57/ 0.37

Vessel diameter <3 mm

49/53
0.53+/-0.60/0.37

Patients/lesions, n

LLL, mm

16/16
0.024
0.12+/-0.33/0.06
42/44
0.0006
0.16+/-0.50/ 0.05
49/54
<0.0001

0.12+/-0.48/0.05



12-ti meés klinicka data

e iopromide-coated

Patients/lesions, n
MACE all, n(%)
CV death, n(%)
AIM, n(%)

TVR, n(%)
Event-free
survivals, n(%)

63/64
17 (26.98%)
0

4 (6.35%)
13 (20.63%)

46 (73.02%)

68/74
7 (10.29%)
1(1.47%)
1(1.47%)
5 (7-35%)
61 (89.71%)

0.003°
1.000%
0.468*

0.009°

0.027°



| scalwingPEB | iopromidePEB | _p

MACE all

CV death

MI

TVR

Definite ST

2nd MACE/TVR
non CV death

all cause of death
Event-free
survivals

26 (40.6%)
3 (4.7%)
4 (6.3%)

17 (26.9%)

o (0%)
3 (4.7%)
6 (9.4%)
9 (141%)

43 (67.2%)

3-leté klinické sledovani

13 (19.1%)
4 (5.9%)
3 (4.4%)
6 (8.8%)
2 (2.9%)
1 (1.5%)
2 (2.9%)
6 (8.8%)

57 (83.2%)

0.008
1.000
0.712
0.011

0.497

0.354
0.156

0.416

0.026



Cum Survival

Survival Functions

Log rank test p=0.021

—1 |opramide PEB
-« ' Seal-wing PEB

Event-free survival (EFS)
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Terapie BMS-ISR pomoci seal-wing PEB je ve srovnani s
iopromide-coated PEB spojena se signifikantné:

17 12-més LLL (0.30 vs. 0.02 mm; p<0.0001)

| 12-més MLD (1.63 vs. 2.09mm; p=0.0006)

1 vyskytem binarnich restendz (28.12% vs. 8.7%; p= 0.012)

1 12-més MACE (26.98% vs. 10.29%; p=0.003)

1 12-més TVR (20.63% vs. 7.35%; p= 0.009)

Signifikantni klinické rozdily pretrvavaji i po 3 letech:
T MACE (40.6% vs. 19.1%; p= 0.008)

1 TVR (26.9% vs. 8.8%; p= 0.011)
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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 pac, zarazeno 30 pac...
(NCTo03672656; ClinicalTrials.gov)




Dekuji za pozornost




