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11% ~ 13%, REBFIEMIEIT AMNEMSE (Rapamycn), EHZAE (140+20) ug/an,
BRI EAR R 7E 4 AT FEARH) DL-Polylactide. NOYA StZB¥ 3K EERLUARD (37+1) THE
4 NRIARRREMRFRL. TR, A%, WELKEE, AWRRi%S Qpher 228
(Cordis A®]) KL, AIMRAIL) 60 KRZAI T2 MM, B THRRNRBER, SREER
SPEERRTAIZN 30 ~ 40 K, IMERNERERTRRAGAERFEWRDME, Tmisi
K. RRSBIZEAOERE,

7T KiE NOYA RIBE R Z BIRE =AM X AUATT B RS Bom AE  Z2M RB UE, 7E
2E 16 KERTRT ZH.0. 25, BHINRIEKRE, SEREZNAH Frebid 2 5k
ZHRZEMB LB IR (EFMOIAT]) #TXE, T4 NOYA ZREET 7B IR SR
FENAREMEZ 2, AT XAMEEYNEEREETE. FHESAYINENEE, 5
20, EEREBRNGZREAME, Bt BIKEVRHE DS SZRBESE X
WEFE MR, AR HE AL 300 FIFFE ALFIHBR R EREE, BEFLHELZE NOYA 4AF
Firebird-2 48, B4AX 150 B, WEIBARBEAETEEAF 30K, 90K, 180K, 270
XA 365 RESHEITIRPREELS » HAE 270 K (£30K) M#ITRRNOERIEL. &%
ODEREEXARA, AIRVAIIBEEEROEEFROEREN IR, SRR ITE
B BRSO, AREERS: 270K (£30K) iEERRkahbaEs (QCA) N
ENTRAGIERER, KABLSBE: 270K (£30X) BIXERN. FEPTERNATE
BREER (%) 270K (£30K) AEREMEBEEZER (%) FEIFHIM MACE (BIE0R
AT, DAL RSB A ME EEA) : a1 EIM 2R mie EF (ARC FE X TR EEAN
e, PIRERI T REHERR A R M B ) RIZEBEAKINE (RIESSWMAY. WEK
NRIGREID)

NOYA ZZRIGRIRIC H 2009 £ 4 A 9 BHZ 2009 4 11 A 13 B5EAK 300 fflE2EEA A
B, 258 il (86%) FEAX 270 KERKBIBGEREZE. 300 5] (100%) FEAK 365 KIGREE
i, BERBIE3I A7 BTF 2 8T BHRBAMEE kK, B &%/ BB
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MICD-STEMI PCI : ST R4 =8Y 0IESE &
EEHE POHREFASENEHInKSE
M AY 2 0I5

3/ OBOE BT SRR BRI KRR T BERE

REERMAZE_ERANFTEZRTE (P) OZFLIBREKELLER, NELX
81424 ((ODP) & STEMI B POl IR R YER BT IR R S A B RET T 20,
BERLIGRIRG, TIRELT.

FERZET 10 RABERTHEN., 1ELE AL 2007 4 10 AZE 2009 4 10 A X AEH
FEITEE PO H) STEMI 235 500 5, #2022 75 %, MRITR, RBHES BRI,
BEEHSNERAmAAE ((ODP AH) FIxIfRLE, (DDP AFEH1TISM M KB BoER2al.
SZBNEAR CODP 20 KL (RIFBARTIARIAEF), BEjfa (ODP A& H H AR CODP 10 4L, 3%/
K. 30 K. WRRATT O (ODP, Fil BEYRAFRIRNSENIRG R HITERE
PO AR, BHFEAZYRE SR, SERMMRSYAIRETE, A0 RSEEKNE<E
.

IGERMBEVIEHREIE: (1) WREFLHEM 30 KN AERONER, BALSE. B
FOHAESE, DIRMILTREENTE  (2) PORGEAEEHAIR, W CK-MB F Tl &
B: (3) STEM/E 5~ 14 R#FTZHBFE LHRKRE, BELHRNESHERE : LD
FBREZE (LAD). ZLEEFRABHNZ (WVED). EOEFMmHE (WVEF) Tl E/A(E
(4) HPIMER STEMI ABRRt, BEEMR PO ARG, EhHIE. PO ARE 30 RAKILEK
FUER, miE (AT, B8/ B, =E (V1) /3EELE VT, =8 (VF) % (5) 3R
BRCEF ML ERIERI DT + KARER TIM T AVE N IR BB 80 E EFEH7.

BRLE: (1) BBAS FEBRBIAFR 30 KNAWRESLTFeREET, (2) KE/
PRALKR BALSE., BA STEM 8k 4 NSTEM, D ARIB, Bk / MEEONERRE.
R/ MRIEES I b/ Il a ZEERAL X8R (BIE). BmEKAT (TWR), K&
DERE (Im), MEJ|ME (ME< 85/55mmHg). OIRMERR., CIRMILTMEEL
et

&R (1) B (ODP HRERMBELAISTHRA (P <001) LS, FABEMER.
FHE, KRB E, OPUBSLER. BAEE. SMES., WEASE. WEFREUAR
KIRZE PURIE., 2EZEPURE, 2EZE IRAFFBRTE, FEK PO AR EH)F19aT A A K

EI
FROREARFAAK, FRERASLE - EROM
RLER, Bt/ WrE (EF), #HiE B
RESN: DEBLEBLHENALTEIEL O
EERBN AL BV A BER AL E — E D
EX:
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TEBR A A A K PCLEEY TIM R4 0 ~ 1 REZFWTSITFEE N (P> 005),
(2) (DDP A WVEF BBE S TXRA (P=0046). ERHEMAERKTIEA (P < 005),
1B CPK. CK-MB# cTnl, AR OBESE, ZOBMLEOLERNRNZERHTRITFEN (P
> 005). (3) (ODP 4 PCI ARG, LEKXEFE AR OEKEREXRARM TR
A (P<005), BEEEFLERXEFERAZFEAITEEN (P> 005), 30 KK EHIN
BRRERERE (OOP AABRER/ A, BRE5ITFEN (P> 005). (4) (DDP
ATHERNAMMREERETNRA, BEFNELEN (P> 005), HilRREF, &
AIEFEIEISE T, 30 RASETAMEELTEMARMNZERHTSITEE L (P> 005),

it AIIARLERIET. (ODP ERIIRAAGESHIF], 3 STEM BETEIGKEST
PO BEARHIR R AT RE A B FREBEMNOAMAEE, BERFOM. H PO REHER
BAMARGEORREOER. ZRRNERNEDNRANENF RN AJETT BARNZ LG
KRG, B =/ E

[ ALR A7, A BRI, XLk, 47, B8k, FRiE, L5k

Comparison of Angiojet Rheolytic
Thrombectomy before direct infarct artery
stenting with direct stenting alone in patients
with Acute Myocardial Infarction.

BACKGROUND: Occlusive thrombus complicating a ruptured atherosclerotic plaque is
the most common physiopathological pathway of acute myocardial infarction (AMI) and
primary percutaneous intervention (PCl) is the first choice for the acute treatment of
this pathology. One of the most frequent complications of this technique is the distal
atherothrombotic embolization, resulting in a failed myocardial reperfusion. There are

Alfredo E. Rodriguez ~ Several randomized trials assessing the efficacy of embolic protection or thrombectomy
Alfredo E. Rodriguez MD, PhD, FACC, FSCAI Sanatorio Otamendi, A L. ) . X .
Cardiac Uni, Capital federal, Buenos Aires, Agentina - d@Vices in improving myocardial reperfusion and metanalyses derived from them have
conflicting results, however only two studies used the rheolytic thrombectomy (RT) device

with contradictory outcomes.
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OBJECTIVE: The purpose of this trial was to determine whether RT before direct stenting (DS) alone
results in an improved reperfusion and clinical outcome in patients with AMI.

METHODS: This is a randomized, multicenter, international, two-arm, prospective study sponsored
by Medrad Interventional/ Possis (Minneapolis, Minnesota). All patients with ST elevation myocardial
infarction and evidence of thrombus grade 3 to 5 with reference vessel diameter > 2.5 mm were
eligible without restrictions based of age or clinical status at presentation. Clinical exclusion criteria
were thrombolysis for current AMI; major surgery < 6 weeks; stroke; <30 days or any history of
hemorrhagic stroke; comorbidities with expected survival < 1 year and participation in another
study. Primary endpoints were early ST segment resolution thirty minutes after PCl and 99 Tc-
sestamibi infarct size measurements a month after randomization. An alpha value=0.05 achieved by
either both coprimary surrogate endpoints or an alpha value= 0.025 for a single primary surrogate
end point would be considered evindence of statistical significance. Other surrogate end points
were thrombolysis in myocardial infarction (TIMI) flow grade 3, corrected TIMI frame count, and

TIMI grade 3 blush. All angiographic markers of reperfusion and quantitative coronary angiographic
analysis were performed at central core laboratory by physicians not involved in the study. Clinical
secondary end points were composite of major adverse cardiovascular events (MACE) at 1, 6 and 12
months.

RESULTS: From December 2005 to September 2009, 501 patients were randomly assigned to RT
before DS or to DS alone. Mean age was 63.7 +/- 11.9 years, 38% patients had anterior AMI and 4%
were in cardiogenic shock due to left ventricular failure at admission. ST segment resolution was
more frequent in the RT arm as compared with the DS alone arm (85.8% vs 78.8%, P=0.043) while
no differences were shown in the other surrogate end points. No major procedural complications
occurred in the RT arm, whereas 1 patient in DS alone arm had a coronary perforation. One month
MACE rate was 3.1% in RT arm vs. 6.9% in DS arm (P=0.05) and this difference between groups
increases at 6 months (11.2% vs. 19.4%, P=0.01) and maintained at 12 months (14.9% vs 22.7%,
P=0.03). One year Kaplan Meier analysis for freedom from MACE were 85.2 +/- 2.3% for the RT arm,
and 75 +/- 3.1% for the DS alone arm (P=0.009).

CONCLUSIONS: Although the primary efficacy end points were not met, the results of this study
support the use of RT before infarct artery stenting in patients with AMI and evidence of coronary
thrombus, however the routine use in AMI should be confirmed by larger trials. Complete one year
clinical results will be available at the time of this presentation. B 34 / X HF
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g FOCUS S:Ai55 6 A4 R : Firebird 2 444

BEBWMBREH RS FOEMBICHR
X/ B9 B BB LS

FOCUS (Firebird 2™ cObalt-Chromium alloyed sirolimus-elUting Stent registry ) ffi53 & — B ATRE 14
%0, KIS I, § 1N EE Firebid 2™ $448 4 2 BMBEVMH XL RS (Firebird 2™
FR) EREBRIBENASET (PQ) hryEBMENZ M, FHRATEMAR Frebid 2™ 282
B GIETTEW (B8) BRARE EMAIENE RS2 (DES). EF 2008 F 1
A 15 BRBTERRRAMMETERMN LM EIEP, Frebid 2™ 24 # T 85— Fiebird
TREFHRIE R, BNEXEEE, REEVER S EET T, TR RETH
ESBEFA. BN SEME, 22 SBS RAVWAZEEBIFMAEYRRML,

FOCUS T2 4E Firebid X 28 /G, Rt — 1T Frebird 2™ 47 “ESSHHR” IRKE
B2 AR ME S M T —IERR SR, BN, JENRE R A EM
MR, WRHARIERRE : (1) BEFER>18%: (2) FIREINNETEA Firebird 2™ 3%
28 (3) MBERNZIHRE, BEBEANZENT N Frebid 2™ 28 (4) BEREZENE
RER, HEmEsRE: (1) 1 BRAEIAEOIUFI  (2) FIREIARTETE A Febid
2N E AR (3) MBENLIIRE, BTEEBE—BA Febid2™ 28 (4) BETEESTHRA
R, MTREEMARRNER. SERAENER, DETEE TEEMI. UERTARERE
KFR. ARNAAAERBERTAE 0K 6 NA. 12MA. 24 DA 36 D ARIGKEE
5. AERRERDHARNBEETHRE,

283 NEZH LSS5 TAME, H£ALT 5084 HlEZE, FOCUS HRMUATREM (1
AN LIUESLLASNGETE S PLATTMESR, BETLEETRE. BETE2AERE. 5
YRE, PNNEREESEIRAEURERR, EWaETe. DT 2S8R E R
B RORMT "ELHR BIRKSEERERL,

AR AT 21 E, BATEAH FOCUS HiFH 6 N AIRRER, 5084 BB EHH 5045 4
RGBT 6 AR, FEIEN 99%, ARBEBRS T AEEZEMAREN, SHBERRES
228%, BEEB LAUESLREE G 26.1%, 7389 AR A B Z9RAE N E, B B, F1B, A
RESDAIS 21.0% 1 186%. M CARENLAINEE 440%, XEEANRGHTE MNH, 2
FET-R N 093%, HAORMILT R 044%, Q BOEAMIE Q ROED BN 022% 71 0.14%,
LMEMZEERZERN 054%, BHLMETREH (MACE) KEEN117%, 6 MARZEM
¥ (ST) BRIKLERN 030%, HAHER (Definite) FATAERY (Probable) ST Z4EE 551N
0.20% F1 0.08%.
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MEMNAKIFTERE. FOCUS IR ARBENHERRER. REEREE R T HIW
IRREBR, AFFAR Firebid 2" TREAKNER S, SLHRAATTAINE N 998% . BEAITAKINE
79997% : 6 NARIVLIRIESET, OAAESE, $SEREMEER. MACE URMmiEkERK, 15
RIS HSERE A, KBRS A BT LA TN Frebid 2™ SIHEE AW E
BETRAGMAREMET 2, BN ®G/ hEs

CREATE 4 F4 R : Excel £V BEIERR YD
X R LR OEMEIEHAR

Excel AIFRARIRZE YRR L B8 % O EMAR ST (Multi-Center Registry of Excel Biodegradable
Drug Eluting Stent, CREATE) 2 B RIEAEFAERA, URITEF TR AYRERREENS Rt
AR 728 Excel KHA7MZ M0 B 2R OER IR, ZARHLEEX SE R TR
BEREL HEERINORERSS, AREINER 3 K. ARAFEEWREE 19 M4,
BERXFEREM, NIMAFERRFERERL TEENTRNZSEIHE, EA%T R
B 2077 5, AMBEERETS 3077 Ab, B Excel K28 3753 #, ALEVERIEY N T PCl ESLt
ROSRRARE, BRELETRE. BIERE, PMERE. »XmE, BEERZ. (00
AR AMI 22BIRNASETT (PC), MTERREREREITIGKSERR, ARBEHE—EA
Excel 28, RfF 6 MNAEASMEE, NEIRARAM 7K, MRERHERREEZ TR
MmESH (MACE) KEEX, 2R THMEBHLEE,

CREATE HAR AR —KZ ARG R T ENINERAIOE, TE AT AFHERIBIRE RAIBE
TCT. ACC. OT REWERR D ITRF 2N EERRE RSN 5 CREATE ZFTHR L RISEHEIRS
SlRGEESLETRNTPEENAMRELE DES WEN, RFFEOLMEN AT HREMER
B, £33 (REATE THEHIBARIZE /1, B E 2010 & 12 A, CREATE #fi3t 2077 g2 2008 fl
(967 %) 5eRk 4 FIRKRBES, 4 FAE MACE 100 5l (50%), HALEFET 41 6] (20%).
JEZIEME MIT7 B (08%). TLRS6 i (28%). FELMMEFLT 52 5] (26%). 4 F2FHLTH 93
Bl (46%). SERRAETZEMEHE 24 6 (12%). 4 FF MACE £1FR 926%, CREATE4S &
WHREGHHERME R, EHRETSESTHRE PO IEREEA, KA Exe SRZ 2B,

CREATE TR R AR EE £ N EHHEBBEMEMAI XTI DES MIRKAR. BE KRB
TEERMIEERET, AU TEEENY FM PO "BSSHR", BB RIFHRKME, (REATE HRIL
THERZE, FEIBREEER, WKRARNE, BMERRME, ZRM QCA EREEN
FZFROEREHITNE, FBEHIERBEREOIESIME = FZE, (RIETHRER

By
EHEX B E R <R LM E BHRAM

Frec. LIMEARIEE EEEM HER Tl
BAR DB EHR,
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WESEA S, BRRTHER RN AETT IBRARKERE REH. (REATE FTIA DES AR AT
B BRI AL MR A IA R, 1BIE Excel TRAHF R, EEPR LT BEKER DES ARE BT/ MR
PR 1 FUAER, CETEHIR S R IC AP B E R KRR, RS &AM 5] T AN
M/ MROATT L 6 N A, BT BATZ 3 DES RigBZatal, AR AT,
AEEMSUEHRIZNE, B fm/ e

FIREMAN ff5X 3 FRFE RN K H

X/ B BN ERER T RER

B8 DES Jaf7 i UmRIEMAEEMY &, 112 3/ offlabel FEIEME ZAEBIm LA DES

| SAFTENEE. SUIARFIT AR DS EEZGREHHTR, 1SR, (10 RE. TRE

FHRE, PNOEREE, DS RREE T RIBNRER A RIFNRI, ERENIRKRIE &
G AR, ARIEY DES ENRRE EERE T RA AR, 28 ARASER, F
EAMNBORBETRNER, Sk, & ZXREES, B R ERREMN SIS,
HEEUG TRFHIRRBR, BRNRZ AR IR R IXIOIEE,

E Tk, 2006 F 9 Ath, MEBEMFERFEAREROMENREEEHRENTZMRE
KT T R THE 7 Frebid X ZREVBIIE M Z R ORBUIGRIAR, B RIRITEF- Frebid FIAS =
YRS R B 2R B R R KA RE, e RIEF AR (A Pospective, Single-arm, Multi-
center Evaluation of Long Term Clinical and Angiographic Outcomes of FIREbird Sirolimus-Eluting Stent In CoMplex
CoronAry LesioNs, FIREMAN) #JlIeREFE. 1ZBIR AL T 2006 € 9 HZE 2007 & 7 AkRB£E 45
MNEFTHOE 1078 FIRE, X 1029 fIFEEZmEiIRE (FREX) FREA Frebid X3RN E
WMBE, #HTT 30K 6 1MA 12 1MA 181N A 24 MA. 30 MA. 36 MAMIEKEELIIAK 8
MRIERBE. A1 F8) MACE WEZEMRE R, —REALBBHKE. BHERER. TLRTVR
SRR M RINEEF, ZHRFREENZEROMENTATRELK. FHE— IR £
HE. IRERHIRAKIMBNTE RS, 8 ATEMEREARE ZEINEERERE RN ZHHAR,
WITAISEE ™12, ARV ORK = QCA . Sit=EHHT. (RONAMLEE, 14 E
F. 2 FOERYIF R Frebid XZRAEE FREPHIRIFTTH, #ZE 2010F 9 A, LHRTTK
T 3FakRipaYEl, 2011 4 AT K2 LBV HRE FREMAN It 3 FhEITESR. B MACE. TR/
TVR, XZRINIMAETER R INZER, EE R R A M IZRAEX A=A DT, ARSI, 4
Al ¥EFRRA. SFEMAE. NIEETEABHITIIASH, X Aredbid XEREE ZEIREF IR
DHITE T, FREMAN #5T 3 SRR, R IDRTA TN E = S 457 3 & DES FE B 2w
TrRNEIRAR, BN R/ B
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FiA——MAEMBIL : BRI/ MRIETT R
RAYDER T ZRE A 30 RIMAE X HYF HG,
RERMR

32/ SFIART Gk Rk ERR LM ERSERE

T/ MRIaTr BB/ AJETr (PQ) ByXRBIEN. HSRRKR ZNH,. 4k Freifsg
INASMAREE fE F BRI MRUAT7 BELEFRE T 2SSk EAR (PTCA) 1 PO R I0ieHY
HEME, HMMAM/MREEER (GP) IIb/ Il a ZAFETUFIE = BRI/ Mroa 7 i X — k&
T PO BENTGE, BETMESH. OIEER (M) FRTHAEEX, T, FREEREM=
BoarthaHHm (KEEHMEIR) HAEMEM, ILREETT frmigm 80%, /MR
REEIN 8 15, BANRAE/NFIEE T IEIEA HM B LA INEM IS E AT o] MR B FLIM e skii®E
ErEs, RN XERMEHAENN, FTA, FATRIBUEHIT L 87 T B O ZRk mnie £
5. NIRRT IR INE HFIE M RTINS A 8 b B P 4 B I SV ARSIt AR S I S e R
faE8%& 30 KRB MMZ e,

B 2004 % 3 A% 2010 % 11 AR LN ZRIFTA A DES /Y PC 223E 3063 fl, #m
2 4B BRI EM EIARREARE AT A ONERAE. n = 1164 f) : /NFIER DIEFE IR ER
SR AILARINIAREAR (ZBH, n = 1899), MABE AR IRENLE T O ARF 5Tk
fAr= 300mg. LA 100mg sk 300mg. 1K /d: Rlt& &R faTE 300 mg 3k 600 mg. LAfF 75mg.
1R d, BEZE0 98512 MR BHEETFBE PURGEE_HE=RIMAFEMbM: 50 ~ 100
mg, 2%/, 30 KEEA, sEMEERN 150 meg, 1% /d, 30 KERH 75meg, 1% /d, =
BB E TRENBRBBRENAJASTH S ~ 10min BREARZIEN : WT212 PU &%,
FERkTTAIE 4 ~ 5 wghke, 3 5mI/S0kg, A [EIEEIS 3min, BEfE 005 ~ 0075 wg/ (kg'min), X
3~4ml (50kg-h). BEFHA 36~ 48h: XTFHREI PO B , (U ALEHIE [005 ~ 0075
wgl (kg-min), 3t 3~4ml/ (50kg h) ]136~48h;: NAFHIEMmMAE (TIM IR 0~ 1 )
BE, BREAS~10ml, B 6~ 8min: FRBZIEIE, TLlMRERTRINEKEBE,
MEMEBEEFEXS LML 2N RZAME (ST) MRBEAIEETROESH (MACE) &
A R R R R L I 80 1 =44 A R T RO

5XRERLAMLL, =Bk ST M MACE A AR TREK, BBEEENSITFES, K518 2
(011 %) vs. 14 %1 (1.20%), P <0000: 9%l (047%) vs.27 il (232%), P < 0000, PILEE
EHFTEERMSEMESF, XENBELM, =8B 841 (042%) vs. XELE 4 %l (034%),
P=0738, =BrBmm/ MRl ME (951 /1899 1,047 %) KAEFBE S TFIEAE (15 /1164 4,

SRR
REEMAZOMERBRFRRLE

FROMEREROHRIER, 1, *
EED, #% EEHRES
SHRBFHKREIEE R, B#I1E The
Open Medical Devices Joumal FiKA
LOLMEREEE) EHNEREULE
R,
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008%). {EXLit=E N (P=0068),

ST A MACE #9:2 PO RGHI™EH AAE, BIRE. 72 PTCA FRAREFRE ST A EXR A LAS
i 20%, #EAXERAN = B i) iRes 25, 87 ST F1 MACE &) A R il — 20 P&(E (ST=05%~ 2.7 %,
MACERS5 %~ 10%), B EfFRIKATE, IMILE ALK 20% ~ 40%, EEF =, MAM/IMRCGP Il b
/W a ZAEFETUHG ] LARR(E ACS F3E ST BRIam ANt Ml B35 FH 30% M M, B4 MEBHUAKR
FRTEM, W ST BRIES A M BEEE 60%~ 70%HMME S M, M 30%MHIT, KA
AERGERIZR: S EIREIU MRS NEEBEAA/NTIZ I b/ Il a ZEERFIE Z IR
=B/ MRORTT: (1) BAEREAMARE ARG 30 XAHA) ST M MACE Mk AER, FX4Em
REIXBEFRIE 90%, EBTROMEEHRE 80%, DOIFSLTRRIK 70% : (2) T ™EH Mk
mEH: (3) #ANM/ MR MERN R AR, ERBRTEITFER, #FIEET KA TN
FIE M RIITARFI LA B8 =B A AT 862 PO BB & LATEIRABAATTIRAS, B =R/ %

EASRE X LA S B8 S b & 7] 5 s 4R
G PRY 7 3BV R ROy, REAHR

X/ Bk desratilERE

BE—RAMER T EREBERIREERK TBREXRMBE ZNA. A, —FER
TR BN E] T XRNRMERNRNES., B—HESZE NAREN K E &M ER N M)
R EMMAS K IFE TR, B ZEN MR, INRIZVER S BRE M IR i 2 B2,
B AN AE A VNE IR, FE IR E TERRRX — MR,

EHNRAR A E R T 2R (Endeavor) KA © M ST 2R M TN A A 7 28 Hik
Ry, HRREBETUIEIEZY Zotaolimus, A9 KR BEER BT ER & ¥is 4 H 25 Y8
., HIANEE R DES, I ERERIR, SE—RAMERZRAZEREZLE (Cypher)
MALE. Endeavor EREERAL L, EIONEEERRBEUARE PORIERN, Bt LN
DORBENBAME R AL, AR MBS T IRREEP B IR EFHEHRR.

KR E LR Endeavor 5 Cypher R IRKEHSEBR AL M SERM, B
it & AER 8 2006 9 A% 2009 & 6 A{XE A Endeavor 3k Cypher 2 4R E058E Uk B3 3%
2141 3| (Endeavor = 1068, Cypher = 1073), A& ABETBRINZMEOIEIL, TEZ RE
REFTRESEFRRE, EERAEE LRBIGRATHFOHELRER. RKEXRELNEE
PROMMEEH (MACCE), BfEftT. ODIUESE (M), i REMEFRMEER (TVR),
XENMmE (ST) EERIMEANELR R, ATAHRAEMERR, BIEEAZTAESE, &
RAMMSEDZXNREERHITIRIE, B 34/ B
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SAME-DES iR : E—E&RMEATRZY
PR SR FERM IVUS BEITR

3/ FEEE ER iR BHRIL B ZANR TONZEXT N EERE

YRR R (DES) M Ze B iR IEREALERN AEERFENESZ
—, AIRERRRE MRS LI RRZYIARE IR HI S 28 e E R, T ERZ YR E S R eV ER
REGERTRRRE. AN, JEEBAREYZIRI Endeavor AFEREMERERE, AR
M —BRIGRIA, BTIRKIMARFERENRE], DEEHIBIRARRBREEL S
EEBE®B, BEITNTE DES K57 8% £ KRR 2 K AR B MR e 5 =,
BATERARL TR ERES T F 75 LRI DES ETRBHE 2 BMZESR, BIIMEATT
SRR MEERNERHFM, ik, SAME-DES fAR——B) “FE—BERBREATRZYLH
FHREEFZA VS BT REER—BEERNLLETR DES (5 BIRARIBEHRMIEFERR
B) BB AR e,

IR AL, BIREE, FEREVLE SXNRIAR. NEHEA Endeavor (FEFEREARZ) H
Excel X 28 (FIREMEARZE) BRENEETE 1 ~ 2 EZRMEE, BT RS ME NiB s
(VUS) ®E, NETAZEBRNENBRBAERELR BERFEXR EXEEER BEZEN
BERR, R E. TENMEMEET KA RIERETERE,

SERFAA: 48 HIBEHL IBAREEA 131 M4, HA Endeavor 28 69 #, Excel Z28
62 M, 2 MZBMRMAREEEAER, ¥ (143+£25) MNAEEK VS ISR BEIER
E&. HERMEREE R Endeavor Y2815 TF Excel 228 (P#< 001), Endeavor T ZRBEERE R
(43%) TREEET Excel X5 (15%) ERKFIEZLITFEN (P> 005): kN ME, X
2R HANGBE N R AT 2R BB R AR, Excel R EES T Endeavor K28 (PH< 001), Excel
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B AR TIRBRER txe X, IREAEIET—TERiEaRsE, M&
2MARERE, REANGOEMERIERIREE X, B Rbm/ #Es

FER
FMNEXSMEERAMBMEEE. L0E
MRBIEE, TEED, #R BEHRES
i, ERGVERAENCERZRLEESR
ARLMEAMZLHZEA. (CITREFE
HRERBERFAN)

2011/02 18 85288 27




BaR
FEEFNZREIOMERERT LKL
BROTRRXEE, EFEL, FEED,
R, HLHRESIH: ZEOHEBFERE
Ba R, (ReEFZEEFERIR (Chinese
Medical Journal)). (FREEZZRE). (F
HLMERFEE)., (FRHREFEFLEE) F
FRER.

28  CCheart Review

3 ST B s R BhkER S IE R & LR
B RN SHEFEN RN

X/ L KA BAMUIMEREERE

R BRI EMNR A RE A T Xa #6157, OASIS-5 RIRLERER, BIAA
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SpiderTM PFO Closure System

Approval Study in Frankturt
SpiderTM PFO Closure System— Summary

Name of the sponsor: Lifetech Scientific (Shenzhen) Co. Ltd.

Investigators and Study sites: Prof. Dr. Horst Sievert, Cardio Vascular Center Frankfurt, Germany
Study Duration: Follow-up period: 12 months

Study Population: 50 patients

Study Design: A safety, performance, non-randomized, multi-center, open label, non-
comparative, prospective interventional clinical investigation in subjects who are candidates for
the implantation of a PFO Closure Device

Primary Objectives: The primary objectives are to evaluate data on the safety and performance
of the Spider™ PFO Closure System. Safety: Adverse device effects during procedure and up to
12 months post-procedure. Performance: Ability to deliver the device to the PFO implant site.
Device migration/malfunction.

Secondary Objectives: User feedback concerning the handling of the Spider™ PFO Closure
System.

Primary Endpoints: Safety: 1) Adverse device effects during the procedure up to the point of
implanting the study device in the PFO, and during completion of the procedure. 2) Adverse
device effects following the procedure through study completion. Performance: 1) Rate of
accurate device placement. 2) Incidence of device migration/malfunction.

Secondary Endpoints: 1) User feedback on handling concerning ease of preparation, delivery
and placement of the device during the procedure. 2) Residual shunt after 6 months. 3) Adverse

procedure (non-device) related events.

Present situation: up to Feb.1st: The inclusion period is now finished, 50 patients were
included in the study. One-month follow-up was completed in 49 patients, 6 months follow-up
was completed in 20 patients, 9 months follow-up was completed in 10 patients.

I B4 / X B 5
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HEODRRSEH R ERIFRRIREBEL SE I RE BN VG 7 R0#1T T BB IERMIER, KALT
25 PR ZEERBEARKEERBERN ETTNEE, AABEEHITIRANR X &, OEEMOE
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i (Acute Coronary Syndrome, ACS) B&FREEF/RL N 25% &> 50% FF 7,
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Kosiborod & ™ 35 141,680 5] & 4 2 1 /0 ALIESE (Acute Myocardial Infarction, AMI) B& #7177
—TES N IEHRAMENEIERR, ERAY. AN MEASEER 30d RLEEEL
M 13%~ 77%, 1 FRRILEEH 7% ~ 46%, ERILREEMNEMBEF S/KF 2T EIERRX,
Capes & ¥ 30 15 ANVIMERFRF#T T EEDIT, £ AM A HBRFROEE, ABTH mEkF
> 10mmol/L (180mg/dL) B3 BIFE RS R R IMIEIE H& LN 70% : A KR m M ABTad
M#EKFE=> 6.1mmol/L (110mg/dL) EEHBE KR ZMEEEER 39 5, Svensson & P &
L, (FFEERRIIAE > 6.7mmol/L (120mg/dL) ACS EEH) 30d /IR IMIEN T 3.1 ~ 6.7mmol/L
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EMABREEFASN, Svensson F P LH, ABRAIMHE< 30 mmol/l 7T ERLER
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BEFUNSE TR, KRR E. & ERMRAE XAKImIERE (< 30~ 38mmolll) #) ACS B&
HAEN, A MEREERREEFHRZI TS RFE B - PEME TESTENRRE
TR, FAIBIEASER AL REBF LR G T IR SIS (Beijing Elderly Acute Myocardial
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(S aZ5¥parr. NAAT IR R EEBER) HEERERIEX—NE, ZHARERE
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BRI SHTE RN, AR LE R E A Heart™ 1 Mayo Clinic Proceedings” k54 X k&K,
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ST & o

CiT2011:

2011/02 18 55528 59

WBE |




FFR:082

60

(Cheart Review

iHeR#S :

ZBEIRKIZE R “HE ST BIasOESL", BTk ST Biam 2 mikeR
BiEEERAl, RMZFEHTEIERRE. BRIBETIRER IR S RIEE N
EEERE, BKEFERITIAN=SMERE. B RA R CTORE, AR
ZRRK M, T8 SNTAX % 28, AHERY, £6B&FEE, AlkE PAA
Jr. XTEENTSFEERM, BRA RN CORE, BRIEENESR, EFH
AR, BRI PO (Staged PC1), RCA &2 PO EERRINF, Zezhkgid
R1F3 6F ALO.75 #85| SBRIEREFHIZE N, EMSEZFFT Pilot 50 S48
MZERE, @My kKEINFEA=NZE, SHHELER.

ZRBIEBRFSET VUS F1 FFR 55 T X7 LCA ZAMRAEML IR, B5E. 7
3 IVUS 18 LAD FF O 4bfE A MLA FEFRBEE = 30mm?/79.0%. i LCX FF O
/A MLA ﬂlﬁ%ﬂﬁ%%ﬁg 5.8mm’/588%, &I, XHE LM 53 X 4L Jm /EE’\JME?E

ETE)@EZ’J”, %Hﬂi?}%ﬁ?ﬂu VUS &R LIX FFAR 2ER 0@ FR M
IX FOBUEMFREEZENZW, BEEA “Povisonal T" 28, A, A
(X FERFERERETEEASE, FERI—B (X FAZRMAE MM,
AJRESIE INE AR B R MAS FEA MM, FTBA, BT IRE T 2R EAR “Mini-
Crush”, BAMRIE LOX FFABIFEAF R, B0 33T LAD RERE) 2 AL I RE RS
BWEBAIR? Sith, BAIRDERT FFRESER. PO ARET LAD AR
T FFR 064, EHEHE HS% (PulBack) BEIHERS—LEL FFR 073,
FFOAMEEE FFR 076, 24 LAD FFOBAS G, EENTE EIJ FFRESBIA
072, 085. 095, #UIAN LAD FERSEZMAREEBNEFENL, ETHLEA
X2R, &fE, LAD PR B —AMEIm FFR 9 078, 4T “IKX (grey zone)”,
AFAIE, RIBRAMRRENT FFR > 075 R TIERFITN ATy, £
THEAR MACE E AR RIK. fAm. T FFR 4bF 075 ~ 080 Z [B)AVRAE S0 i
EHEERZRINXR, WERH— PR, B Re/nEs

CIT2011 - #Bilitig |

X/ GEE EARARRE SRR

SiZi a7
EE?.Q’&T’E

>F

PEARBHELER, EFEL, BIEEED

ZRd) _ﬂf‘_

BE55%, Bl ALHIKER2h T11:30 cAR2 FRE210R, A FHMEER. ieEs
JOREREELTEE, T 12: 00 DARIE Y, LHIEENSTEM, EEBHERER. LBEEEADELR,
WA (U REE, BBHITAYIER., ERES TR JuUl/MR, Sk, BREaEHET. &
BHIRE, HAEHK23: 30 BELHEFERFRALIME, . ETEE 7560mmHg. fE4F
ZERAEMRNE €, RV, ~ Vs STREK 2 ~3mm. ZERERE., IREIRKRERHITA
LR ES.

ERSIPEFER : AINEETH XIS X, £EF
RIBPIR, BRIRE 30% ~ 40%. BIFESITOEFR RSk
E, REFOMPELRE 80% ~ 90%, FFOBEHIDLA M

—HEX A EFRERREMHRE 80% ~ 90% : #_H A
ﬁiﬁﬁﬁ@ﬂ%: BIIEZ FFOBRE 60% £4 (R 1), A

24

FHALASEE (NE 2), RPNEESEREsERTe 0 EEEY M2 ey

7 90mmHg =4,

REBZ LETFHNRE, BRERRERIES (ABG, HREN AJBTT.

LA MRNFOEN IABPIRESE, & 1: 1 #ITRE. THMRNKEA 7F shik#E, FEA 7F
FBU3S #5351 5%, #HE 2 48 BMW M 2 18 Runthrough S£ 5 BEA 4 XIME, B MEXS£H
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FE—RESHITHYY K, RRERME S, FEARAN TR (B6).

=. mOIRHm

REOIEFS 1. RUENSTEM BE, 2UNARST: 2. RN NFMRE 3. WENEL
EFTES X, AN FFOBBERE,

EMRANFERE, RELBEA ABP KESE, KERIERHITINGFALTT, Bt
THTe RS BN RSBk BB E AR,

HAREEBLRESW—4? E-FPRLZAE, REMNLER EEeFLnE. B2, %
BERETAELSHBERBEREFNOMETELE? ETUEERE, RITANBERIDRE
BFLL, B—RARNEZPRZRENBILRE, BREFDNRBRENE LRI ORE
IR IR,

ZHEBILME, T —FEEENS NIREAIBERE? 5 VREZEE AT EB FIHRR
%, WIBEEBEANTR, WY IK: Cush, Culote, THEZMNTLETE BENT=HX
Mo RERRNF, ERRE=9 VRESZEEAN=AZERN (B 7), EURFTH K",
REA 3 M ERERNY K, BXPRARES VBRI A, BIZRFAEZEH— DX mE.

REAEERREREMA, EREXMEEONENTEABEEM I M IMESE, Fit
RENTAIE, FABEFHERTAERNBSHS L EARE, ATR2VRAIMAESLE
B A EBRARZEN. BIN3 PO TABRINESREE, EENFBERENFLNE, Fibk
TRIETAMERE T ME, WEZR LAD FOR MK, TRJANSESHEMSZFO, A,
BHRAEAENSE PRI ME, BENTAR 22h MAZMEFBERELEZANERE,
BT KFE_PETEMRELT. EREA LADIM X, AxeBERE, TRAmELET.
BT H A 3 M ME, PLOEMRIRE. BEXNFHXMENAEAZIREEEEER,
REEZFRETEIRZLR, BREEENEAZER. EREE 3 KIF ABP, TREFE6X
EEMTEY, EYERAZ . EXT30XR, BERT K FEWETR, AR
MigFAKIBRE: 2. MEMFE PRI N EABEY K, THATMTEREAFE: 3. WTFE—
RIES P ERE AR, EREFNE—PRIZMAIE, BARFFORERIDATERE,
BEERANFEFBAMNE, FIEREOIFERENL, AREEE—FEZEEE, HEFEE
—HEXBEASZ—XEEPREXIFA, RAEXUTFHXEE T 228, &EH 35 FREFE IM-LAD,
25 BREEAE M- RIEISOHITERATIWIY 3K, LR AREEHRIET M XD KNLEE,

LR, WFARBPATT AT FERS TRAEN, AlEAE MRS E, hHBEBEST
EHTTIE, B R/ EE

BT
|  ERRBAYERRE-MEER. ExEL, 8
TEEM. BIHER. XEFHOLTAFEFHLE
ELMERRESLIBRFE.

BBk : R BAFEZRE—MEBEER
RE: I

1

2EBM 2%, XE "KEHEEE3F. BR 2K FANR.

3 FRIHIRIE BN EEEIRRE, 8RR 10min, L8
BV, ~ Vs SEAAIIL T RNHEIE (B 1), (KKMBREFAS (35U/L).
TG448mmol/L, TERBNBKEFIRT AR T R 40% ~ 50% K%, K
T e R BREELEAE, DBEREEEEE (K 2),
BT a4 AR FA R R AR R Pl e T 5299, c FRIE B LB RIER
TG 2.8mmol/L, =AML T, SREEARAM FIICAR, 2 KETHXIREFHT
EIEBOR, BEFENE/E, KRB,

TalE. #BRE. RAED RS EEE,

BhieE :
(K-MBIE®, Mf5ZER IBHEHAS (126ng/mL) : TG 13.99mmollL :
DEBEAIILV, ~ Vs SERAIIL TRNREIE (B 3): DAEBAARIAL

=Rz RS,
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I ER i B :
BOm SMEKGEIE

F—RAGELEERER (BH4~7):
: RSP M AM R, BIFESITHRELAT I 40% ~ 50% RE,
A3 EhEsy AR 30% HE, mix TIMI3 4,

B_RARMEELR IVUS &R :

EIEFERSAIAL, SR RBRERENE, RERE
50% ~ 60%, REELAEZWL (B8, 9).

BIFESE VUS IRTNERSE TERMEIES (B 10A), PEEMKE
LA 30% ~ 40% BHR R R MER A MESE (K108, O), WAL
i A] I, 60% R ODER A DR S K UF iz (B 10D),

A10

ARKEERE, LEELEV, ~ V EARRAE NEILX, M
SRR AL HY Ao MR T I PR AR = BB B IVUS T DL B R ST o D

FARTE REEBBEARBL R DM, HIILRE MMERSET SR L E,
RIBLEBE, TIRFBOEZ R VUS 4B ¥ 5154 323 5% LR AR ST RARERE, KPR, BHERS VUS iHEREN %
T, #TFM. % 6F EBU30 $53I1SBEEABHO, BEABMY S MR, K49 50% EHERMEER VS IESSAFHREE, A
FHIFE S T, MBIRES PR ZE 1R BIE A Firebird2 3.0 X 33mm LA K RYTHE > AIEIFEEIE R 077 ~ 098 {82 43585485 50% ~ 75%
30> 23mm ZREHC (BT, 12), FHREMERREXITH, & PO RS, RPN R, A PIEE BRI — A, A Hi2
bA3.25>15mm NC Voyager B E5A 16 ~ 20atm /& H75K. R/FER K VUS Bk, ABERETHEHVERHERE, BLAEETEL.
FTRCORIME R R A, SBUASARNRE, B RER 6.2mm’, B ERE, OIS, LCREESERT B VSRR
M7 TMI3 2 (K113, 14) LEH RO A PIARE, B/ VERER 330, EilkA B
RETS : N ATFHERIL
NE|EBERNhEERE, BERSHBLESEEE, 3ENLE FARBESELREE, S8EFUAKE VS ER, AERAYI
2 RO, SR A LA EE S L) T ROUHAEIB AR OBRE a0 TS, RS BEMEE ZAIFESIT O, HE—HOXERRAIRE ST O SRR
FEit, BEZEEHVHHIEOR. QMTHGAE. BAHR A EhL, RIFEBBMI A IS RERES IO, B8R, EAHM—LIE
DIMAAROIE. BEOFEIIE LEREER. LERSET A AR B REL B13 H14
AR OB — T M e S S al 23 X5 APIBERENIRRIEFEITRNIEE, LEEHBIMN=MH
RBEHFARBERATEZ, BAETHRE: BLMELRILEL? MASSAEEKGEATNAIERTG AR, LEH—FPHOMRSHES,
MERFIHEE? TSI WAEM? B Fep/ FhEEE

Bt MAERIBOEFER TR SRR ERE, e
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LEREN
LRREARZRFEZRMERFER AR EIEE, EEE
+, EEEUD, HR, BEARESH. (CITRSBHIRSE
EEN)
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FopKKRZ
\/ ,ﬁE'\I\EE/E/\HﬂJ %%_1§U

3C /BN SR AR R RHOAR TR A BRI R R

w5

FEZSM, 61 %, A "EHRICRESAR, ME3 X" F201066 A
18 B 045 APFx,

F£E 20105 1 ARG G HIMISNE SEEFER, UWORRHA
B, FESKIEmAT, T, REROMERIER. TRE. R WREME,
TZW. %R, TR S, TEE. 5 AR TRERGE, 2fF bR
ERZ TN EINRELIN, KElER. CEREEXHRIEN, —BXT
B REKZE. 6 415 AXASEEBSALIOR RZUEUEKRE, &
FSEEY RHREEBMET, RN TEEER, AT, BORM, EREED
TE. ABEEM. k25ER, 173 (T RERT "EIREHBIERHTEE
MmiefK". F6 A 18 BIA "EZRE" WAFKEL

2B 30 REFIEIEHS, &Sk 240/140mmHg, RIEHMRZDATT, %
=HIRE FEHFE (170~180) / (90~ 120) mmHg, &M 50 4, 153/ H.

ABRBSEK: T364T, P56 R /min, MR 22 1% /min, 72 _Ff%: BP140/100mmHg,
A R BP135/95mmHg, M AL 160mmHg, BEEZD, TERMIEK, HE
WEE, RENALTEEEE, L 56 K /min, #5F, B TERBRR
B REEBARIE RME T,

WHRE :

6 A 18 BEWG (B 1 ~4), MEEsNEk CTA, EZPkS BRI LKA,

CIT2011 - wiBlitie

RIETZAR, RERTERZE TR, BETHRERBRELFMSTER. MER LKA EIPKRERHEN, 78305k

BRERM. 3R I B EFCKRE.

6 A25H, PUARET7 X, (WES5~6)

|

| [ WP PR — I —

B1. ECG (18/60:50AM) V,~V,£QS
A 3R R AT A B S AR

E4. 400PM PCIKJE STV,~V,A B &%,

HS. PCINEL RS HH

B2. (3:00AM) TV,~V, &%, STEMN B3. (8: 00AM) ST V,~VAXiT35% # #
R¥#EH, RTBEWT ZWECHE, 2,

1110 S P N 7 T 7 o g 1 a2 2
100 1

30h (PCIA 7 18h)

\

\

\

2h(PCI)
o \'
/o \.

O - | | |\.

01 2 3 4 5 6 7 8 9 10K

o T
0o
o

(@)
(@)

(Jw/Bu) ZF yiulo
N IN
(e) (@)

B 6. o3 FUR G AR E M cTnL E AL 2%,
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B 7. MM 3k CTA

EHRE G T I, BAE
Wk, BAEE T 25 TH,
o A 3k E,

AL T E SRR S TR,

FE 8. PCIRATLAD M £

A9. PCIKELADF-i#
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1, EFBERZE (A
2, TR 2MEOESR
3, &% 3R, WEEh

g -
BT ARE, PR (REEM), ZHlbE (FEtigR). BHhE, 6 A19

H 3.00 AM B4 f9ic)fE, 2& : BP 185/113mmHg, : P 100bpm ; Sp0, 96% :
ECGRV, ~ Ve S STERS 2R EC HEBESERE, V, ~V, AT LREM
Q& %félifxzw BEOAEEDE, IPEAMBR ERFEMRRA, %N

EaAE, BEEREEZNK CTA HBRAEKRE, ISKRBEAIBETAL
PC+ EFIEREAR, BIKEFERE AT RNKFIRE AP ERIAZE, 2
2 PO B BIFE SOOI PR B AR X, hB/a4 E%@%ﬁi@%L5
BHESREAENRSL, HAXDIRELD., REATYE (LHERFER
FeBs, REH). MRS (Wb 25bid), ke (FMIEIAR 01 qd B4
75mgqd: %3 04mglhqlzh). s (&% 40mgqd). FEE (FEREIE 4mg
qd: 48/ E Smgad). FE ORI (78 20mgtid) REMITEZFHETT.
F7 A1 BRiGFELR.

P&

1, ABIBEANDAREHELLRAERNIRRRDL, Ba 0 BEEN S
(V, ~Ve) ST BB REDTEM., (Tn#THEASHES, RERE %
ﬁ&ﬁ(%ﬁ&%ﬁ%)@%%%,GA&%%I@%%%ME,ﬂzﬂ%%
22K, A, ZBECUMERNEIKERN&HET ORI ONIEL,
(wE 7 ~8)

2, RMUNERTE 2 R HEE KIueasy, mMEDRKREZERAR K
MIBTT. PRDURS LT E. 21TeEAEREERA{TEMES PO kE
IREXFATEDIRZREANR, RaaTiie. BiE BEIERIOEESR

REB XM AER (G BRHR. (W0E Q) B =4/ #hE%

“y@flitie—L% CIT = TCT XIFd@sid@” BE :3 A 19 B ( £3h4 B/T)

42 [ 25 5 2 I 7 R ) I %7
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BE B i 1 75 R 35 3
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