NGHIEN CUU HIEU QUA CUA STENT PHU THUOC TRONG BIEU TRI NHOI MAU CO TIM CAP

TOM TAT:

Muc tiéu: Nghién ctru hiéu qua cta Stent phi thudc
trong viéc han ché tai théng déng mach (BM) thi pham
sau can thiép & nhitng BN bj NMCT cép.

Phwong phép va déi twong nghién ctu: Nghién
ctru tién ctru c6 so sénh véi nhém ching. Béi tuong
nghién ctu gdm 216 BN chia thanh hai nhém: nhém
duwoc dat Stent c6 pha thubc va nhém dat Stent thuong.
Tién hanh chup lai DMV & thoi diém 12 thang sau can
thiép.

NGUYEN QUOC THAI, NGUYEN LAN VIET.
Vién Tim mach Viét Nam - Bénh vién Bach Mai

Két qua: Ty 1é can thiép DMV thanh cong (97% va
96,5%, p=0,85) va ty Ié tir vong thoi gian nam vién (1%
va 1,7%, p=0,65) la nhw nhau & cé hai nhém. Ty Ié tai
can thiép DM tha pham & nhém SES giam 52,6% (7%
so v6i 15,5%, p=0,05) va gidm 43,9% bién cé tim mach
chinh sau 12 thang (9% so voi 19,8%, p=0,026). Trong
qué trinh theo déi, nhém Stent phu thudc Sirolimus
(SES) giam 52,6% nguy co tai can thiép DM tha pham
(9% so v6i 19%, p=0.037) va giam 43,9% bién cé tim
mach chinh (156% va 26,7%, p=0,036) so v&i nhém can
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thiép béng Stent thuong. Can thiép bang SES khéng
lam tédng nguy co t&r vong (7% so v&i 12,9%, p=0,15) va
tai NMCT (6% so voi 7,8%, p=0,61).

Két luan: Can thigp DMV bang Stent pht thudc
trong diéu tri NMCT cép la phuong phap diéu tri cé hiéu
qua cao va an toan. Stent phu thuéc lam giam ty I tai
théng DM tha pham ciing nhw cac bién ¢é tim mach
chinh so v&i can thiép bang Stent thuong.

Ter khoéa: Stent, dong mach

SUMMARY

SIROLIMUS ELUTING STENT VERSUS BARE METAL
STENT IN ACUTE MYOCARDIAL INFARCTION

Objectives: Comparision between sirolimus-eluting
stents (SES) and bare-metal stent (BMS) for treatment
of patients with acute myocardial infarction.

Methods: We performed a prospective trial of 216
patients with acute myocardial infarction assigned to
receive SES or BMS. The primary end point is target
vessel revascularisation (TVR) at 12 months
angiography follow-up.

Results: During hosptial stay, the rate of successful
PCI and death of SES group are 97%, 96.5% and 1%,
1.7% compare with BMS group (p=0.85 and p=0.65). In
12 months follow-up, the incident of TVR and MACE
(Major Adverse Cardiac Events) were lower in the SES
group than BMS group (7% vs. 15.5%, p=0.05 and 9%
vs.19.8%, p=0,026; respectively). In the follow-up time,
the incident of TVR and MACE were still lower in the
SES group than BMS group (9% vs. 19%, p=0.037 and
156% vs. 26.7%, p=0,036; respectively).

Conclusions: Among patients with acute myocardial
infarction, the use of sirolumus-eluting stent reduced the
rate TVR and MACE at 1 year and follow-up time.

Keywords: stents, acute myocardial infarction

PAT VAN DE:

Nhéi méu co tim (NMCT) 1a tinh trang hoai t& mét
viing co tim nguyén nhan do tac ngh&n mét hay nhiéu
nhanh déng mach vanh gay thi€u mau co tim dét ngét.

Véi viéc ap dung can thiép dong mach vanh trong
diéu tri NMCT cap da cho uu thé hon han vé hiéu qua
sém cling nhu 1au dai so véi cac phuong phap diéu tri
kinh dién. Nhiéu th(r nghiém l1am sang ngau nhién cho
th&y nhimng wu viét cla can thiép déng mach vanh doi
v4i ty 1& thanh cong cla viéc khoéi phuc dong chay, ty
I& nhdi mau tai phat thdp hon, ty I& bién chiing chay
mau cling nhu ty 18 t& vong déu thdp hon va thai gian
nam vién ciing ngén hon. Do d6 can thiép déng mach
vanh trong diéu tri NMCT cép da dan dugc ap dung
rong réai trén thé gidi. Viéc dat Stent trong déng mach
vanh da c6 uu thé vugt trdi so v6i nong bang bong
don thuan. Tuy nhién hiéu qua lau dai bi han ché do
hién tuong tai hep trong long mach da can thiép.
Theo cac nghién clu ty 1& tai hep tir 35-40% déi Vi
nong bang béng va tir 20-25% déi véi dat Stent sau 6
thang. Bay chinh la mot trong nhiing nguyén nhan
khi€n bénh nhan tai phat triéu ching va phai nhap
vién dé tai can thiép. Vi su ra doi clia Stent thé hé
mé&i ¢6 phi thudc (Drug Eluting Stent) da giam bot
dang ké nguy co téi can thiép dong mach ddch ciing
nhu giam cac bién c6 chinh vé tim mach. & Viét Nam
trong thdi gian gan day da &p dung tim mach can

thiép trong diéu tri NMCT cap. Dac biét tir nAm 2002
budc dau trién khai k§ thuat nay dsi véi loai Stent co
phi thubc, nhung chua c6 mét nghién clu co tinh
chat chi ti€t va day di vé van dé nay. Do dé chung téi
thuc hién dé tai nay nham muc tiéu sau: Nghién ctu
két qua sém va ngan han cla phuong phap can
thiép dong mach vanh qua da cé6 dung Stent phu
thudc trong diéu tri nhdi mau co tim cap (c6 so
sanh véi nhém dung Stent thudng).

PHUONG PHAP VA BOI TWUQNG NGHIEN CU'U

1. P&i tugng nghién ciru.

1.1. Tiéu chuan Iua chon bénh nhén.

T4t ca cac bénh nhan nam diéu tri ndi trd tai Vién
Tim mach quéc gia Viét Nam dudc chan doan xac
dinh NMCT cé&p dua theo c4c tiéu chuan clia T8 chic
Y t&€ Thé giGi nam 1971.

* Cac bénh nhan dudc chia lam 2 nhém:

- Nhém 1: Céac bénh nhan dudc chin doan xac
dinh NMCT cép trong vong 12 gio ké tir khi khéi phat
dau nguc, ho#c sau 12 gid néu van con triéu chiing
thi€u mau co tim (dau nguc nhiéu va/hodc doan ST
chénh lén nhiéu trén DTD) dudc tién hanh dat Stent c6
ph thudc Sirolimus (SES: Sirolimus Eluting Stent).

- Nhém 2: Cac bénh nhan véi chan doan xac dinh
la NMCT cép va dugc can thiép DMV qua da bang
Stent thudng (BMS: Bare Metal Stent).

1.2. Tiéu chuén loai tr.

* Chung tdi loai trir khoi nghién ciru cac bénh
nhan  sau: chéng chi dinh dung céc thube chéng ngung
tap tiéu cu, trwong hop sbe tim, cac bénh ~nang nhw
suy than, suy gan nang, ung thu giai doan cubi..

* Chang t6i khéng tién hanh can thiép céc ton
thuong sau day: hep than chung DMV trai, DM thu
pham hep dwéi 70% va dat dong chay TIMI-3, BM
tha pham chi twéi mau mét dién co tim nho.

2. Phuong phap nghién ctru.

2.1. Thiét ké nghién cuu.

Nghién ciu ti€n clu, theo déi doc theo thdi gian
c6 so sanh véi nhém chiing.

2.2. Phuong phdp lua chon déi tuong nghién
clu.

Tat ca cac doi tugng trong nghién clu cla ching
t6i dugc lua chon theo trinh tu thdi gian, khdng phan
biét vé tudi, gidi tinh.

2.3. Cdc budc tién hanh.

Thay thudc truc ti€p hai tién st, bénh s va kham
l&m sang k¥ ludng bénh nhéan khi nhap vién, dac biét
chl y dau hiéu dau nguc, nhip tim, huyét ap, danh gia
mic do suy tim trong giai doan cép clia NMCT theo
phan dé Killip va lam bénh an theo mau riéng.

Bénh nhan dugc lam day di mét s6 xét nghiém co
ban nhu: men tim, dudng mau, dién gidi mau, phic
hop lipid mau, Uré, Créatinin mau, dién tam do, siéu
am Doppler tim...

Viéc chup va can thiép PMV tai phong chup mach
clia Vién Tim mach Viét Nam bang may chup mach
Infinitive clla hang Toshiba (Nhat Ban).

Dung cu can thiép:
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= Stent thudng: Stent dudc gén san trén béng
cb dudng kinh tir 2,5 dén 4,0 mm, dai tir 8 d€n 33 mm
clia cac hang Cordis, Terumo, Medtronic, Boston
Scientific, Sorin...

= Stent c6 phu thudc sirolimus: Cypher Stent
cla hang Cordis- Johnson&Johnson

Tiéu chudn thanh céng: Thi thuat dudc coi la
thanh coéng khi dudng kinh ldng mach con hep < 20%,
khéng co boc tach thanh ddéng mach, dong chay trong
déng mach thd pham trd lai binh thudng (TIMI-3).

3. Quy trinh diéu tri va theo déi bénh nhan

Phéac d6 diéu tri trong khi nam vién: Heparin trong
lwgng phan tlr thdp, Clopidogrel 300-600mg ngay
dau tién, Aspirin 200mg/ngay, Statin, Nitrate, chen
béta giao cdm, (rc ché men chuyén...(néu can).

Phac dd diéu tri khi ra vién: Aspirin 100mg/ngay,
Clopidogrel 75mg/ngay it nhat trong 12 thang dbi véi SES
va it nhat 1 thang doi voi BMS, cac thubc khac nhu:
Statin, Nitrate, chen béta giao cadm, (rc ché men chuyén...

Theo déi lam sang: danh gia miic d6 suy tim theo
NYHA va cac bién c¢b tim mach chinh (t&¢ vong, dét

Cac yéu t6 nguy co bénh mach vanh nhu: dai thao
dwdng, THA va rdi loan lipid mau hay gap & nhém SES
hon. Mtrc d6 suy tim vira (Killip 1) & nhém BMS cao hon

(p=0,02).

Bang 2. Két qua chup DMV & cad hai nhém nghién

cltru

Tén thuwong SES (n=100) | BMS (n=116) P
Mot DMV, % 51 56,0 0,46
Hai PMV, % 26 28,4 0,69
BaBMV, % 23 15,6 0,16

BMV thd pham
DMLTT (LAD), % 57 50 0,31
DMV phai (RCA), % 39 43,1 0,54
DM mii (LCx), % 4 6,9 0,35
Mrc d6 hep DMV tha | 96,95 5,37 | 96,05+6,29 0.11
pham, %

Qua bang 2 cho thady vi tri va sb lwong DMV tén
thwong khéng c6 sw khac biét gitka hai nhdm nghién

cuwu

Bang 3. Két qua can thiép DMV

quy, tai can thiép DM tha pham, tai NMCT) trong thoi Thang so SES (n=100) (nB:\1/I1S 6) i
gian 12 thang cho ca hai nhém nghién cu. TY 16 can thiép thanh 97 %5 085
Tién hanh chup DMV c& hai nhém vao thdi diém " cong, %
12 thang sau can thiép. Néu bénh nhan c6 dau nguc Duong kinh Stent, mm | 3,02+0,35 | 3,10+0,43 | 0,036
tai phat thi tién hanh chup DMV ngay khong can cl _Chieu dai Stent, mm | 32,08+£12,70 | 30,03£11,8 | 0.45
vao thdi diém. Ap lwc bom béng toi da, | 16,76+2,85 | 15,85+3,30 | 0,137
4. Xt Iy s6 ligu: o
Y, )’ . TN ” i , N Ty Ié dat Stent truyc tiep, 8 (8%) 16 (3,8%) 0,18
Céc sb liéu thu thap dudc cua nghién clu dugc xu n(%)
ly theo cac thuét toan thdng ké y hoc trén may vi tinh  [TIMI truoc can thiep 071,
bang chuong trinh phan mém SPSS 10.0-2000 va EPI n(%) 79 (79%) | 84 (72,4%) | 0,26
INFO 2000 dé tinh toan cac théng sé thuc nghiém: 2, n(%) 19(19%) | 29 (25%) | 029
trung binh thuc nghiém, phuong sai, d6 léch chuan. i 3, ”(/;’])., 0 2(2%) 3(26%) | 078
KET QUA NGHIEN CUU e | 1% | oot
B TEP t.r)ang‘s nam 209? dén thang 3 nam ?009 cpung 2, n(%) 2 (2%) 3(2,6%) 0,77
t6i da tien hanh can thiép DMV cho 216 bénh nhan bj 3, n(%) 97 (97%) |112(96,5%)| 0,85
NMCT cap. Trong d6 c6 100 BN dwoc dieu tri bang Stent TMP sau can thiép 0/1,
pht thuéc, 116 BN dwoc can thiép bang Stent thuong. n(%) 2 (2%) 2(1,7%) | 0,88
Bang 1. Cac théng sb co ban clia hai nhém can thiép 2, n(%) 3 (3%) 5(4,3%) | 061
béng Stent thwdng(BMS:Bare metal Stent) va Stent phd _ 3, n(%) 95 (95%) | 109 (94%) | 0.74
thudc Sirolimus (SES:Sirolimus Eluting Stent) T& vong nam vién, n(%) | 1 (1%) 2(1,7%) | 0,65
Thoéng s6 SES (n=100) | BMS (n=116) P
Tudi 62,53+10.82 | 63,34+10,03 0.15 bPuong kinh Stent nhdm BMS Ién hon nhém SES
Gidi (nam),n(%) 85(85%) 89 (76,7%) 0.2 (p=0,036). = |
DTD, n(%) 25 (25%) 14 (12,1%) 0.01 Bang 4. Bién c6 Tim mach chinh sau 30 ngay
THA, n(%) 61 (61%) 58 (50%) 0.01
RL lipid mau, n(%) 63 (63%) 44 (38%) <0.001 Bién ¢ SES (n=100) | BMS (n=116) P
Hut thudc 13, n(%) 72 (72%) 71 (61%) 0.15 Tai NMCT, n(%) 2 (1%) 3(2,59%) | 0,77
TS can thiép DMV, 2 (2%) 2(1,7%) 0.63 Dot quy, n(%) 0 0
n(%) Tai can thiép BM 1(1%) 2(1,7%) 0,65
TS TBMN, n(%) 3 (3%) 3(2,7%) 0.58 dich, n(%)
T/g dau 15.56 20.8 0.08 Te vong, n(%) 1(1%) 5 (4,3%) 0,14
nguc—vién(h) Bién c6 tim mach 2(2%) 5(4,3%) 0,34
T/g dau ngwc—can 22.8 31.8 0.1 chinh, n(%)
thiép (h)
Ellllllp III n((‘Z})) ?f ((?f(Zo)) 22 ((;g;‘%) ggg Bién cb chinh v& Tim mach sau 30 ngay 1a 2% &
iip 11, n(7o, () ) . A > o/ A A
Killip 11l (%) 4 (4%) 1(0.9%) 014 nhom SES va 4,3% & nhém BMS.
CK (UI/I-370C) dinh | 2213+1600 | 241242222 | 0.49
CK-MB (UI/1-370C) 209+168 2354262 0.46
EF, simpson (%) | 48,63+13,41 | 46.08+13,64 | 0.21
EF<30%, % 26.3 30 0.63
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o Biéu d6 1:
Bién co tim mach chinh sau 12 thang theo doi

Sau 12 thang theo déi nhém SES da lam giam bién
cb tim mach chinh 54,6% (9% va 19,8%%, p=0,026) va
gidm 54,9% tai can thiép DM thd pham (7% va 15,5%,
p=0,05) so v&i nhom BMS, nhung khéng co sw khac biét
vé t&r vong va NMCT (Biéu db 1).

25%-
20%:-
15%
10%
5%
0%-

% SES # BMS

Bién
quy NMCT thiép vong cé6 TM
chinh

bot Tai Taican T

o Biéu do 2:
Bién co Tim mach chinh trong qua trinh theo doi

Can thiép DMV bang SES tiép tuc Iam gidm 52,6%
nguy co phai tai can thiép lai DM dich (9% va 19%,
p=0,037) va lam gidm 43,9% nguy co bién cb tim mach
chinh (15% va 26,7%, p=0,036) trong qua trinh theo doi
so v&i nhém can thiép bing BMS, nhung ciing khéng c6
s khéc biét vé tir vong va NMCT (Biéu db 2).

BAN LUAN:

Trong téng s6 216 BN bi NMCT dwoc can thiép DMV
chia thanh hai nhém: 100 BN dwoc can thiép béng Stent
pht thu6c Sirolimus (SES), 116 BN dwoc dat Stent
thworng (BMS). Céc thdng s co ban v& 1am sang ciing
nhw can Iam sang nhw tudi, gi¢i, mirc do suy tim theo
Killip khi nhap vién, phan sé téng mau trén siéu &m, men
tim CK va CK-MB (dinh) & ca hai nhom la nhw nhau,
riéng cac yeu td nguy co bénh mach vanh nhu déi thao
duong, rbi loan lipid mau va ting huyét 4p & nhém SES
nhiéu hon nhém BMS (bang 1).

Két qua chup DMV & ca hai nhém cho thdy mirc do
tbn thuong DMV ciing nhw vi tri DMV tha pham nhw
nhau (bang 2). O bang 3 cho thay ty 1& can thigp thanh
cong cda nhom SES 1a 97% va nhém Stent thwdng la
97,4% (p=0,85). Ty Ié nay ciing twvong ty nhv & cac
nghién ctru khac nhv TYPHOON, SESAMI. Ty 1é dat
Stent trwc tiép 1a 8% & nhom Stent phi thude va 3,8% &
nhém Stent thudng (p=0,18). Téng chiéu dai Stent cla
cd hai nhdm la nhw nhau, nhwng dwdng kinh Stent &
nhom SES I&n hon (3,10mm va 3,02mm; p=0,036). T

I& thanh céng v& méat bénh nhan 1a 99% & nhém SES
(cé mdt BN t&r vong trong khi ndm vién do tai NMCT) va
98% nhém BMS (c6 hai BN t&r vong: 1 BN suy tim nang
va t&r vong do rung that, 1 BN bj tai NMCT).

Khi so sanh v&i nhém Stent thwéng vé cac bién cb
tim mach chinh chiing téi nhan thay can thiép DMV béng
Stent phd thubc Sirolimus & cac bénh nhan NMCT cép
da lam gidm 54,9% ty 1é tai can thiép DMV thi pham
(7% so v&i 15,5%; p=0,05) va giam 54,6% cac bién cb
tim mach chinh (9% so vé&i 19,8%; p=0,026) sau 12
thang theo d&i. Nhwng khong c6 sw khac biét vé ty 18 tai
NMCT (SES: 3%; BMS: 6,03%; p=0,29) va t& vong
(SES: 5%; BMS: 9,48%, p=0,21) (biéu db 1).

Va két qué nay tiép tuc dwoc duy tri trong qua trinh
theo d&i: giam 52,6% ty 1€ tai can thiép DM thu pham va
giam 43,9% cac bién c6 tim mach chinh (p<0,05). Khéng
khac nhau vé ty 1& t&r vong (SES: 7%; BMS: 15,29%,
p=0,15) va tai NMCT (SES: 6%; BMS: 7,76%; p=0,61)
(bidu @b 2).

Trong nghién ciru SESAMI (Sirolimus-Eluting Stent
Versus Bare-Metal Stent in Acute Myocardial Infarciton),
day la nghién cru don trung tam trén 320 bénh nhan
NMCT cép ngdu nhién can thiép bang SES va BMS.
Sau 1 ndm chup lai DMV, két qué cho thdy nhom SES
da lam giam 61% tai can thiép tén thuong dich (4,3% so
voi 11,2%, p=0,02), gidm 62% tai can thiép DM thu
pham (5% so v&i 13,1%, p= 0,015), gidm 59% cac bién
¢ tim mach chinh (8,7% so vé&i 18,7%; p=0,007). Khéng
c6 sw khac biét vé ty 1& tir vong va tai NMCT.

KET LUAN:

Qua nghién ctru két qua trén 216 BN bj NMCT cép
dwoc can thiégp DMV ching ti ban diu rdt ra két luan
sau:

1. Can thiép DMV bang Stent phu thudc trong diéu tri
NMCT cép 13 phwong phap diéu tri hiéu qua véi ty 1é
thanh céng cao (97%) ty I& t& vong trong khi ndm vién
thap (1%).

2. Can thiep DMV béng Stent phu thudc Sirolimus
lam gidm 54,6% bién cb tim mach chinh va giam 54,9%
ty 1& tai can thiép DM tha pham sau 12 thang va tiép tuc
lam gidm 43,9% bién cb tim mach chinh, gidam 52,6% tai
can thiép DM thd pham trong qua trinh theo ddi so v&i
nhém can thiép béng Stent thuwéng.
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