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«B cocTaBHOI KOHEYHOIH TOUKE, OPMEHTUPOBAHHOH Ha YCTPOHCTBO
(yepes 12 MecsALEB), B HEOTpaHUYEHHOI COBOKYMHOCTH NALLMEHTOB
cTeHT Supraflex Hi1 B YeM He ycTynan cTeHTy Xience» — TeKcT U3
xypHana The Lancet.

PKW B HEorpaHWyeHHOW COBOKYNHOCTH

7 ctpad Esponbt = 23 uentpa « 1435 nauuextos

AHanu3 B 3aBUCHMOCTH OT AHanu3 B COOTBETCTBUM
Ha3HAYEHHOTO JIEYEHUA C NPOTOKOJIOM
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LLMTATBI U3 MYBJIUKALLMK

- «B aHanuze B COOTBETCTBMM C MPOTOKO/IOM HAWETO HCCNEA0BAHUA (CM.
p=0,183 lpunoxenue) Supraflex nokazan cHKeHHME OTHOCHTENBHOTO PHCKA Ha 20

% B COCTABHOM KOHEYHOH TOYKE, DPUEHTUPOBAHHON Ha yeTpoiicTBa (1 rog),
B OCHOBHOM 32 CYET CHUXEHMA PEBACKYNAPM3ALMK LIENEBOID CTEH03A B
4 0/ COOTBETCTBMM C KIMHUYECKHMM NOKAZaHMAMM Ha 61 %on:
0
« «'acTota pa3suTHA ONPE/BNEHHOTD MAK BEpOATHOrO TpoMbo3a cTewTa
(nokasatens BesonacocTu) Geina wuaKod B obeux rpynnax K He

pasniyanach MEXAY HUMK»:

% *k « «AHanu3 B COOTBETCTBMM C NPOTOKOMOM NDKA3an 3HauuTenbHo Bonee
SUPRP‘FLEX ____XIEBEE_. HW3KY peBacKynapuaauuio UENEBOro CTEHD33a B COOTBETCTEMW C
KAMHUYECKMMIU NOKasaHnaMI B rpynne Supraflex, yem B rpynne Xience.

CI-TLR - Pepackynapuaaiua UENEBOID CTEHDIA B
rnumrmanu © K/IHHHYECHHMN NDKAZAHKAMAN

ILF — HecociomiensnocTi, (enesor nopasea Zaman, Azfar w ap. ¥ypuan The Lancet, Tow 393, Benyck 10175, 967-997
ST — Dnpegenenini i Beposiisi 1posbos crenna
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TOHKWI KapKac CTEHTa C AeKapCTBEHHbIM

NMOKPbITUEM CUPOAUMYC B HeorpaHquHHoﬁ

COBOKYINHOCTU NO CPABHEHUIO C 3BEPOAUMYC-
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PaHAOMU3UpPOBaAHHOE KOHTPOAUPYEMOE UCNbITaHUe

no

Uuda
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HEOrPAHUYEHHOW COBOKYINMHOCTU NALMEHTOB

7 CTPAH EBPOIbI « 23 LLIEHTPA « 1435 NAUMEHTOB

* \0OOM ULLEMUYECKUIN KOPOHAPHbBIM CUHAPOM
(STEMI, NSTEMI, UAP, SAP)

* A\t0OOM TMN NOpPaxXeHua
[AaBHbIN CTBOA A€BOM KOPOHapHOW aptepun, SVG, CTO, budypkaums, ISR 1 T.A.

* HeorpaHuueHHoe ucnoabzosaHue DES (Homep, pAanHa)

lMnoTe3a u pacuyetr o6bema BbIOOPKHU

Mnotesa
He meHbluas apdEKTUBHOCTb B COCTABHON KOHEYHOW TOYKE, OPUEHTUPOBAHHOWM

Ha yctponctso (DOCE) — coueTtaHmne cepaeuYHOn CMEPTU, MHPAPKTa MUOKapAa
COCYAOB-MULLEHEN U PEBACKYASIPU3ALMN LEAEBOr0 CTEHO3a B COOTBETCTBUMU C

KAMHUYECKUMU NoKa3aHuaMu — B rpynne Supraflex no cpaBHeHUO
c rpynnou Xience yepes 12 mecaueB NocAe onepaumu.

Pacuet o6bema BbI6OpKM
* Oxunaaemblnt nokasdatenb DOCE Xience yepes 12 mecsaues: 8,3 %
(HeorpaHM4yeHHasa COBOKYMHOCTb NauneHToB Resolute (rpynna Xience))*
. Mpeaen He meHbluen adpekTnBHocTn 4,0 %
. OAHOCTOPOHHARA ownbka | Tnna — 0,05
Crat. MOWHOCTb 85 % AAA BbIABAEHWUA HE MEHbLLEN 3OPEKTUBHOCTH
Mpeanonaraemoe BbiObITUE M3 NOCAEAYOLLErO HAbAtoAeHNA — 3 %
Bcero Heobxoanmo 6bin0 paHAOMKU3NPOBaTb 1435 yyaCTHUKOB.

“Serruys PW, N Engl ] Med 2010 Jul B363(2) 136-46

*Supraflex - zape MpOEAIHAR TopioGan Magka Saha)a Medical Technalagies Pl Lid. wow ee adicbanupasaiise nai Taman, Azfar w ap. Kypuan The Lancet. Tom 393, Buayex 10175, 987-9497
“*KIENCE - aapes DOBAHHAR TOPIOBAA MAKA KoM YAl omiansa Abboll
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CnoHcop: EBponeicknit MHCTUTYT MCCAEAOBaHUI CEPAEYHO-COCYANCTbIX 3aboaeBaHMini (ECRI)

KAMHMYEeCKana nccnepoBaTenbCcKas opraHmnsauma: CTaTuCTUYeCcKUid
aHaAus opraHusauun: Cardialysis

Komutet Cardialysis no kanuHuyeckum ssaeHnam (CEC)

Mpod. B. Pyty (W. Rutsch) : Aabopatopun katetepusaumu Charité, YHUBepcuteTcKasa KAMHUKA,
BepanH, fepmanus

A-p C.Tapr (S. Garg) AoBeputeAbHbI AeTCKMM GoHA LleHTpanbHoro MaHyectepa m
MaHuecTepa, Tpact HaunoHaAbHOM cUCTEMbI 3ApaBooxpaHeHua BoctouHoro AaHkawupa,
BeankobputaHus,

A-p Ax. M. P. TepmaH (J.P.R. Herrman) BoAbHMUa OH3e AnBe Bpaya lactxénc, AmMctepaam,
HuaepaaHabl,

A-p b. PeH CuHr (B. Ren sing), bBoabHUUa CB. AHTOHMSA, HbnBerenH, HuaepaaHab!

He3aBUCUMBbIW KOMUTET MO MOHUTOPUHIY AGHHBIX U be3onacHoCTH CY6beKTOB ncchnepoBaHMA
(DSMB)

Mpod. C. Axenme (S. James) Mpeacepatens DSMB, Ynncanbckunit yHuBepcuteT, LLiBeuus,

Mpod. ®.U. boepcma (F.I. Boersma), cneupanuct no Mmeanko-bruonoruyeckoi cratmctuke DSMB,
MeaAUUMHCKMIA LeHTP YHUBepcuteta 3pasmyc, Pottepaam, HuaepaaHAabl

A-p AX. TeH Bepr (J. ten Berg), YUneH DSMB, BoAbHULa CB. AHTOHKSA, HbMBErelH,

HuaepaaHabINetherlands

Pe3yabTaThl NepBOro ropa UccrepoBaHusa cteHTa Talent 6biA npeACcTaBAEHbl HAa KOHGEPEeHLUH
TCT B Can-Auero, 22 centabpsa 2018 roaa, 12:40.
«HoBeunwue uccrepoBaHus» (Late Breaking Trials), rnaBHas 3apHue, 3an F

Late-Breaking Trials 2, Co-Sponsored by Circulatian I-_LH'
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A Randomized Trial Evaluating an Ultra-thin Strut
Bioresorbable Polymer-based Coronary Drug Eluting
Stent in an All-comers Patients Population

Patrick W. Serruys, MD PhD
Imperial College London, United Kingdom
Erasmus University, Rotterdam, the Netherlands
Azfar Zaman, Robbert ] de Winter, Upendra Kaul
On behalf of the TALENT Investigators
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Taman, Azfar w ap. Kypuan The Lancel Tom 393, Bamyex 10175, 987-947




AAFOPUTM NPOBEAEHUA nccrepoBaHusa TALENT?

9470 nauneHToR, NepeHecAH UpEcKoXHYIO
KOPOHAPHYIO aHTMONABCTHIKY

8035 He obcnepDBaHBl MAM
HEe NOAXOAAT

1435 BKAKOUYEHBI B MCCABAOBAHKME M
PaHAOMW3HpPOBaHbI

v

\]

720 HazHaveH Supraflex
715 YenoBeK NEPEHECAH YPECKOXHYID KOPOHaPHY 715 HazHayeH Xience
aHrMoNAacTHKY 715 yenoBEK NEepeHechn YPECKOXHYIO
5 He GbiAD BbINOAHEHO YPeCKOXHOM KOPOHaPHYI0 @HrMONACTHKY
KOpPOHaPHOM aHrMOMAaCTUKK

11 otoasanu corracue
14 ymepan

y 7 cepaguHan cMepTs
—» 1 cMepTs OT COCYAMCTOrO A
3aboneBaHuA
6 cmepTeii He oT
cepaeyHO-COCYAMETOrD 3aboreBaHnA

7 oTO3BaNW cornacue

4 ymepau
y 2 cepagyHan cMepTs
0 cmepredl oT cocyaucToro
3aboneBaHus
2 CMEPTH HE OT CEPAEYHO-COCYAMCTOO
3aboneBaHuA

1 lost to follow-up

\J Y

695 HabAloaaAMCh B TeyeHne 12 MecAles 703 HaGAoABAMCEH B TEUEHHe 12 Mecales
T20 BHAKOMEHBI B 8HAAM3 B 32BHCHMMOCTY OT HAZHAUEHHOMO ABUBHHA 715 BKAOUBHBI B @HAAM3 B 38BHCHMOCTH OT HA3HAYEHHOTD ABUEHKA
660 BKAIOUEHSI B aHaAM3 B COOTBETCTBMK C NPOTOKOAOM B85 BKAMOYEHB! B @HAAMA B CODTBETCTBHN € NPOTOKOAOM

UCXOAHBbIEe XapaKTePUCTUKU

XapaKkTepucTHKK | Supraflex (n=720) ‘ Xience (n=715)
MeanaHa BO3pacTHoro coctaBa (IQR), roabl 66 (58-72) 55 (58-72)

172 o
311 (43,5
Hukoraa He
CaxapHbii pnaber
MHCyAMHO38BMCHMBIA
Hewn HCYAMHO3AEWCHUMBI F|
MMnepToHKuA
MMnepxonecTepk

136 (18

51T

NepeHeceHHoe AKLLI
HCepaeuHan HeAOCTaTOYHOCTL
MouyeyHasn HEeAOCTATOMHOCTE™
NokazaHue
CrabunbHan cTeHOKapAKUA
OcTpbIf KOPOHaPHLIA CHHAPOM
HecTabunbHanA cTEHOKaPAWA

peaTMH1Ha

Zaman, Azfar w ap. Xypuan The Lancet, Tom 393, Buinyck 10175, 987-937
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MapameTpbl npoueAypbl

| Supraflex (1046 nopaxeHun) ‘ Xience (1030 nopaxeHW#H)

MpeaBapuTenbHOE pacllupeHue
MakcumMansHoe AaBAEHKE, aTM
MakcumansHan arvHa BannoHa, Mm
MakcuManbHbIA AnameTtp BannoHa, Mm
XapaKTepWCTHKK CTeHTa
KOAHYSCTEO CTEHTOR, HENOALIVEMEIX HE OAHD nopaxeHHe
Obwan AAMHa cTeHTa Ha OAHO NopaxeHue, MM
MNepekpbiBaHWe CTEHTOB Ha OAHO NopaxeHue
ANMHA CTEHTA Ha OAMH CTEHT, MM
AvaMeTp CTeHTa Ha OAMH CTEHT, MM
BannoHHan AMAaTaLMA NOCAe CTeHTMPOBaHUA
MakcumansHoe paBaeHne, atM
MakcumanbHan puHa BannoHa, MM
MakcuManbHbIA AnameTtp BaanoHa, MM
TKpoBoToK No Knaccudukaury TIMI nocae npoueaypsl
KposoTtok TIMI O
Kpoeotok TIMI 1
Kposotok TIM| 2
Kposotok TIMI 3

OueHKa He NpoBeAeHa

XapaKTepucTUKU nopaxkeHusa

PacnonoxeHue cocyaa
LAD
LCX
RCA
fhaBHEIM CTBOA AEBON KOPOHaPHOW apTepuu
LWyHTMpoBaHHE
OAMYECTBO NPOABYHEHHBIX NOPAXEHUIA HA OAHOTO NauMeHTa
06Wan AAMHE CTEHTa Ha OAHOTO NauMeHTa, MM
MposeaeHo MHAEKCHBLIX YKA
MpH4KHaE, NO KOTOPOA Ha NPOBOAATCA MHABKCHOE YKA
TonbKO TEpPaneBTHYECKOE NEYEHKE
Mpoyee
KpoBsoTok no knaccudukaumu TIMI nepea npoueaypoi
Kpoeotok TIMI O
Kpoeotok TIMI 1
Kposotok TIMI 2
Kpoeotok TIMI 3
OueHKa He npoBeAeHa
PecteHoTHYECKOE NopaxeHne
Cocyakl manoro kanmbpa (< 2,75 Mm)
Cocyabl Manoro kanwbpa (< 2,75 Mm)
Conpoeoxaaetca Budyprauned

Acnupauus Tpomba

BO7 (77.2%)

13,6 (4.3: n=801)
15,75 (4.77: n=805)
2,52 (0.43; n=805)

1.2 (0.5; n=1046)
25,7 (14.5; n=1028)
221(21,1%)

21,3 (8.3: n=1239)
3,0(0.,5; n=1239)
544 (52,0%)

17,1 (4.3: n=543)
13.79 (4,83; n=544)
3,30 (0,58; n=544)

7 (0.7%)

2 (0.2%)

11 (1.1%)
995 (95,1%)
31 (3.0%)

468 (44.7%)

220 (21.0%)

338 (32,3%)

15 (1.4%)

5 (0.5%)

1.45 (0.77; n=720)
37.2 (27.4. n=709)
715 (99,3%; n=720)

3 (0.4%: n=720)
2 (0.3%: n=720)

143 (13.7%)

40 (3.8%)

66 (6.3%)

758 (72,5%)

39 (3.7%)

44 (4,2%)

420 (40.2%)

518 (49,7%: n=1042)
167 (16.0%)

40 (3,8%)

782 (75.9%)

13,5 (4.1: n=777)
15.40 (4.50; n=782)
2,46 (043:n=782)

1.2 (0.5: n=1030)
26.0 (14.5; n=1015)
201 (19.5%)

21,8 (8.8: n=1208)
3.0(0,5; n=1208)
538 (52.2%)

17.5 (3.9: n=532)
14,39 (4.88; n=537)
3,29 (0,60; n=538)

1(0.1%)
3(0.3%
9 (0.9%)

75 (94.7%)
42 (4.1%)

| Supraflex (1046 nopaxeHui) ‘ Xience (1030 nopaxeHui)

432 (41.9%)

237 (23.0%)

328 (31.8%)

16 (1.6%)

17 (1.7%)

1.44 (0,74; n=715)
37.2 (27.0: n=710)
715 (100%:; n=715)

112 (10.9%)
42 (4,1%)
84 (8.2%)
744 (72.2%)
48 (4,7%)
42 (4.1%)
414 (40,2%)
511 (49.6%)
157 (15.2%)
39 (3.8%)




Pe3ynbTaThbl

[lepBUYHAA KOHEeYHaA ToOUKa

HecocrosatenbHOCTb uenesoro nopaxeHus (TLF) uepes 12 mecsaues (ITT)
AU
CoctaBHas KOHeYHas ToYKa, OpueHTUpoBaHHasa Ha yctpouctso (DOCE)

lNeperuHan KoHeuHana Touka: DOCE (ITT)
(Coueranue cepaeuHou cmeptu, TV-MI, CI-TLR)

HHUH

4,9 %

ATUBHaA 4YacToTa ABA

= Supraflex

m— Xience

180 270 330 360

BFJE.‘-I‘u’Iﬁ C MOMeEHTa MHABKCHOTO BMellaTeALCTEa, CYyT.

MepBHYHan KoHeyHana Touka: DOCE (ITT)
(CoueTaHue cepaeyHoi cmeptu, TV-MI, CI-TLR)

EpRAY S fl Xi Bopaiug P-anadenue
KOHEeYHan uprafiex ence oo .uune OAHOCTOPOHHHH = ]

n=720 n=715 AOBEPHTEABHBIR
Uil HHTepBaa 95 %

4,9% 5,3%

Pasuuua mexay metogamu nevenuns (Supraflex u Xience) — % asnexun

OnnocTochHm‘j Mpeaen He MeHbLER
AOBEPUTENLI 3QPEKTHBHOCTH
WHTepBan 95 %
0 2,12 4
16

+—— —
B noas3y Suprafiex B noas3y Xience

<0,0001

Phie wauwan sp¢emmasosn

Zaman, Azfar w ap. Xypuan The Lancet, Tom 393, Buinycx 10175, 987-997 CI-TLR: Pepackynapuaauyua UENEBOTD CTEHO3A B COOTBETCTBMM C KAMHUYECKHMH NOKAIAHHAMA TV-MI: Hudapkt Miokapaa cocyaa-MHLIENN
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OnpeaeAeHHbIW A BEPOATHBIW TPOMO03
cTeHTa yepe3s 12 mecsaues (ITT)

2A YacToTa ABASHKMK

MpoBepKa No AOrPaHroBOMY KPUTEPUIO
p=0,996 0,0 % (ot -1,0 a0 1,0 %)

— Supraflex
—— Xience
0,9%
‘ . 0.8% )
180 270 360

KyMyAATUBH

Bpemsa ¢ MOMEHTa MHAEKCHOTO BMELLaTeALCTBa, CYT.

UHdapKT MHOKapAa COCYAQ-MHILEHH
yepes 12 mecaues (ITT)

MNpoBepka no AorpaHrosomMy
= Supraflex KpuTepuio p=0,734 % -0,3 %
| = Xience (o7-2,0 a0 1,4 %)
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KyMyAATHBH

0 30 20 180 270

BpemAa ¢ MOMEHTa MHASKCHOMO BEMELLATEALCTES, CYT.

PeBackyAapu3auus LEeAeBOro CTeH03a B COOTBETCTBUM
C KAMHHYECKUMHM NOKa3aHUAMHK yepe3 12 mecaues (ITT)

7,5% NpoBepka No AOrpaHroBoMy KpUTEpPHIO

=0,183 % -1,3 % (01-3,2 40 0,6 %
—— Suprafiex i i o )

50%4 — Xience 4.0%

2,5%
2,7%

KyMyAATMBHAA YacToTa ABASHMWA

0,0% T ; T
20 180 270

Bpems ¢ MOMEeHTa MHAEKCHOro BMELLaTeAbCTBa, CYT.

Taman, Azfar w ap. Mypuan The Lancel. Towm 3 wyew 10175, 987-997
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AHaAW3 B COOTBETCTBUM C MPOTOKOAOM

m—  Supraflex Mpoeepka no AorpaHroeoMy Kputeputo p=0,021
= Xience

1BHaA 4acTtoTa AB

Bpema ¢ MOMeHTa HHABKCHOrO BMellaTensCcTea, CyT.

lNpoBepka no AorpaHroBomy Kputepuio p=0,411

—— Supraflex ! 3,0001,2 %)
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90 180 270

Bpems ¢ MOMEHTa MHAEKCHOTO BMELLaTeNbCTBE, CYT.

UHTepnpeTaumnal’

«B coctaBHON KOHEYHOM TOYKE, OPUEHTUPOBAHHOM Ha YCTPOWCTBO
(yepes 12 mecsiLeB), B HeOrpaHU4YeHHON COBOKYMNHOCTM NauMeHToB
cTeHT Supraflex HU B yemMm He ycTynaa cTteHTy Xience. Supraflex
npeactaBAseTcs 6esonacHon M 3o GeKTMBHOM aAbTEPHATUBOM APYTUM
CTEHTaM C A€KapPCTBEHHbIM NOKPLITUEM B KAMHUYECKOM NPaKTUKE».

Zaman, Azfar w ap. Xypwan The Lancet, Tom 393, Beinyck 10175, 987-997 CI-TLR: Pepackynspu3auua UENesor CTEH032 B CODTBETCTBMM C KAMHHYECKHMN NOKIIIHHAMM
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