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PAT VAN PE

Bénh dong mach vanh (PMV) ¢6 nguyén nhan chi yéu do xo vita dong
mach gay hep long mach, lam gidm lugng mau nudi dudng vung co tim ma
nhanh DMV d6 chi phdi gay ra con dau thit nguc 6n dinh va khi mang xo vira
nGt vd cung véi huyét khoi 1am hep khit hodc tic DMV giy nén hoi chimg vanh
cap bao gdm dau nguc khong 6n dinh, nhdi mau co tim c¢6 ST chénh 1én va
khong c6 ST chénh 1én [1].

Bénh DMV hién nay van 1a mot nguyén nhan chinh giy tir vong, dic biét
& cac nude phat trién nhu Hoa Ky, cac nude chau Au [2], [3]. Tai Viét Nam, ty
1& bénh Iy DPMV trong nhitng ndm gan dy ciing dang ngay cang tang 1én [4].

Piéu tri bénh 1y mach vanh c6 hai phuong phap chinh 1a diéu tri noi khoa
va diéu tri tai twéi mau. Trong d6 can thiép dong mach vanh qua da dang 1a
bién phéap diéu tri tai tudi mau chiém wu thé va c6 hiéu qua cao.

Sy ra doi ciia nong bong don thuan (POBA), duoc Andreas Gruntzig tién
hanh lan dau tién nam 1977, dan dén cudc cach mang trong diéu tri bénh Iy hep
PMV [5]. Mot s6 nhuge diém cia POBA nhu co hoi cap hay tach thanh BMV
da duoc khac phuc bang stent kim loai tran (BMS). Tuy nhién BMS c6 ty I¢ tai
hep cao, tir 16-44% do ting sinh qua san ndi mac [6]. Do d9, stent phu thudc
chéng tai hep co polymer (DES) 1a budc cach mang tiép theo véi viéc giam
manh ty 1& tai hep chi con tir 0% dén 16% [7], [8]. Tuy vay, DES c6 han ché Ia
viéc dung khang ngung tap tiéu cau kép (DAPT) kéo dai sau can thi¢p theo
khuyén co cia Hoi Tim mach Chau Au (ESC) va Truong mén tim mach Hoa
Ky (ACC) [9], [10], dan dén ting nguy co xuat huyét cling vai bang chiing cho
rang chinh 16p polymer cia stent cling 1a mdt nguyén nhan gay ra bién chang
huyét khdi muon [11]. Do d6 sy ra doi loai stent méi — stent phu thude khong

polymer (NPDES) — vira mang dic tinh chéng ti hep cia DES va lai vira mang



dic tinh cua mot BMS, giam thiéu thoi gian dung DAPT ma van cd kha ning
chéng tai hep cao.

Trong thé hé stent mai nay thi stent BioFreedom véi nhitng dic diém noi
bat cua NPDES d3 dem lai hiéu qua, an toan trong viéc diéu tri bénh PMV néi
chung va dac biét trén nhom dbi trong nguy co xuat huyét cao, thong qua céc
nghién cau quéc té I6n nhu FIM, LEADERS FREE I, 11, RUDI-FREE, SORT-
OUT IX ... cho thay hiéu qua va an toan tot hon so voi BMS va khong thua
kém DES thé hé méi [12], [13], [14], [15], [16].

Tai Viét Nam, stent BioFreedom la stent phu thudc khong polymer dau
tién duoc cap phép cua Bo Y té sir dung trén bénh nhan tir cudi nim 2014 va 13
NPDES duy nhat duoc st dung tai Vién Tim mach Viét Nam tir thang 2/2015,
| lya chon wu tién cho nhitng bénh nhan phai can thi¢p PMV qua da va cé
nguy co xuat huyét cao. Mic du stent BioFreedom d3 c¢6 nhitng bang chtng
lam sang manh mé tir cac nghién ctiu 16n trén trudng quoc té, tuy nhién tai nudc
ta lai chua c6 nghién ctru ndo chi tiét va day du danh gia két qua trong can thiép
DMV qua da ¢ bénh nhan bénh BPMV noéi chung cling nhu bénh nhan c6 nguy
co xuat huyét cao néi riéng. Chinh vi vay ching toi tién hanh nghién ciu nay
nhim 2 muc tiéu sau:

1- Panh gia két qua ciia phwong phap can thiép ddong mach vanh qua
da véi stent phi thuéc khong polymer BioFreedom trong diéu tri bénh
dong mach vanh.

2- Tim hiéu mét sé yéu t6 anh huwéng dén két qua can thiép (bao gom
bién c6 tim mach chinh va bién cé tai hep trong stent) caa cac doi twong

nghién cuu.



CHUONG 1
TONG QUAN

1.1. PAI CUONG VE CAN THIEP PONG MACH VANH QUA DA
1.1.1. Pinh nghia bénh dong mach vanh

Bénh PMV duoc dinh nghia 14 tinh trang hep > 50% long mach cua bat
ctr nhanh DMV ndo, nguyén nhan cha yéu do xo vira dong mach giy hep long
mach, lam giam lugng mau nu6i dudng vung co tim ma nhanh BPMV d6 chi
phéi, 12 nguyén nhan gay ra con dau that nguc on dinh (BTNOP) hay bénh co
tim thiéu mau cuc bd man tinh, ma méi day tai Ho1 nghi Tim mach chau Au
ESC 2019 duoc goi v6i thuat nglr méi 1a Hoi chiing dong mach vanh man
(HCVM). Khi mang xo vira khong 6n dinh ¢ thé nut v& ciing véi huyét khoi
tao 1ap bén trén lam hep khit hoac tic PMV gdy nén hoi chirmg dong mach vanh
cip (HCVC) bao gém dau thit nguc khong 6n dinh (BNKOD), nhéi mau co
tim c6 ST chénh 1én (STEMI) va khdng c6 ST chénh Ién (NSTEMI) [1], [17].

- Pau ngyc khi - Dau nguc ca - NMCT cép - NMCT cép
gang stc hoic khi nghi ngoi - C6 huyét khoi - C6 huyét khoi
xuc dong - C6 huyét khoi gay hep > 70% gdy tic hoan

- Co hep long gay hep khong hodc gay tic toan long mach,
DMV do mang hoan toan long hoan toan long ¢6 dau hiéu
X0 vira 6n dinh mach mach hoai tir co tim

: s s
v v
H§i chirng Hoi chirng mach vanh cap

mach vanh man
So @6 1.1. Phan loai bénh dong mach vanh [17].



1.1.2. Chi dinh can thiép qua da trong diéu tri bénh PMV

Tir diéu tri noi khoa ban dau, dén diéu tri tai tudi mau bao gém thudc tiéu
soi huyét lan dau tién dung trén nguodi nim 1957, phiu thuat bic cau ndi cha
vanh (CABG) lan dau tién nam 1964, roi can thiép DMV qua da (PCI) 1an dau
nam 1977, viéc diéu tri bénh DMV van dang tiép tuc phat trién, ¢ nhimg budc
tién 16n vuot bac cho ti ngay nay [5], [18], [19]. Qua hon 4 thap ky, tir nong
bong PMV don thuén, dat stent thuong (BMS - Bare-metal stents), va dat stent
phu thude (DES - Drug-eluting stents) roi xuat hién cdc trang thiét bi hd tro can
thiép hién dai nhu si€u am trong long mach (IVUS), khoan pha mang xo vira
(Rotablator), ... cling nhu nhiéu loai thubc khang ngung tap tiéu cau (KNTTC)
c6 hiéu qua diéu tri cao, di gitp cho két qua PCI ngay mdt t6t hon va chi dinh
trong diéu tri bénh PMV mé rong hon.
1.1.2.1 PCI trong diéu tri HCVM

Chi dinh PCI trén nhitng bénh nhan nay dugc xem xét, can nhéc gitra loi
ich va nguy co. Cac khuyén cao dua ra chi dinh tai thong DMV 1a lya chon thir
hai sau khi diéu tri ndi khoa t6i wu ma van c6 triéu chirng va/hodc nham muc
dich cai thién tién lugng [20].

Mot phén tich tong hop 100 thir nghiém 1am sang véi 93553 bénh nhan
dugc theo ddi trung binh 2,8 nam cho thiy PCI lam giam ty 1¢ tir vong so véi
diéu tri ndi khoa t6i uu khi ding DES thé hé méi, v6i Everolimus RR 13 0,75,
95% CI 0,59-0,96 va voi Zotarolimus RR 1a 0,65, 95% CI1 0,42-1,0 [21]. Trong
thir nghiém FAME 2, bénh nhan HCVM c6 it nhat mdt chd hep y nghia (phan
s6 du trit luvu lwong vanh - FFR < 0,8) duoc phan nhom ngau nhién diéu tri noi
khoa hodc diéu tri ndi khoa va dit stent phu thudc thé hé méi. Sau 3 nam theo
d6i két qua cho thay ty 1& bién cd tim mach chinh (tir vong, NMCT, tai can
thiép ton thuong dich) & nhém PCI giam hon nhom diéu tri ndi khoa 13 10,1%

s0 Vi 22% véi p < 0,001, ddng thoi két qua cudi cung sau 5 nim theo ddi con



lam giam c6 ¥ nghia tridu chimg dau thit nguc, sb 1an dung thudc chdng dau
that nguc, cai thién kha ning gang stc & nhom PCI [22], [23].

ESC 2018 da dua ra chi dinh tai thong PMV & bénh nhan HCVM véi mire
d6 khuyén céo loai I & cac trudng hop sau [20]:

- Than chung DMV trai hep > 50%

- Poan gan dong mach lién that truéc (LAD) hep > 50%

- Hep 2 hodc 3 than PMV > 50% voéi chirc nang thét trai giam, EF < 35%.

- Dién tich ving thiéu mau co tim 16n chian do4n bang tham do chuc ning
(> 10% thét trai) hodc bat thuong khi thim do bang FFR.

- C6 1 BMV uu nang ma bi hep > 50%.

- Biéu hién 1am sang thiéu mau co tim do hep PMV dép tmg kém véi diéu
tri noi khoa t6i uu, hodc c¢6 FFR < 0,8 hodc hep > 90% nhanh DMV chinh.

Trén bénh nhan HCVM viéc tai théng DMV bing PCI hay CABG phu
thudc vao dic diém ton thuong PMV, nguy co phau thuat ctia bénh nhan ciing
nhu can nhic mot s6 loi ich — nguy co va bién chimg thu thuat, cac bénh 1y di
keém cling nhu nguyén vong cua gia dinh.
1.1.2.2 PCI trong diéu tri HCVC khdng ST chénh 1&n (NSTE-ACS)

Chi @inh PCI & nhitng bénh nhan NSTE-ACS c6 nguy co trung binh, cao
dén rat cao déu c6 muc do khuyén cao loai I, 1am cai thién triéu chieng 1am sang
va tién luong, cling nhu giam ty 18 tai nhoi mau va thoi gian nam vién cho bénh
nhan so véi diéu tri ndi khoa [24], [25]. Chién luoc can thiép duoc trinh bay
nhu so @6 1.2. Nhiing bénh nhan NSTEMI c6 nguy co thap, dugc tién hanh lam
c4c test gang stiic khdng chay méau nhu siéu am tim gang sirc, dién tim do gang
stc dé danh gia tinh trang thiéu mau co tim va s& tién hanh PCI néu co triéu

chtng thiéu mau co tim hodc diéu tri noi khoa néu khdng c6 triéu chiing [26].



Chién lugc can thiép ddng mach vanh trong héi chiing vanh cap khéng ST chénh lén ]

/ Nguy co rit cao \ / Nguy cd cao / Nguy co trung binh \

RGi loan huyét déng Chan doén xac dinh nhoi Dai thdo duding hodc suy

hodc séc tim mau co tim khéng ST than

Pau nguc tii phat/tién chénh lén duya vao *  LVEF < 40% hodc suy tim

trién khéng dap ung véi troponin sung huyét

thuéc * Thay d6i déng hoc cda *  Pau nguc sém sau nhoi

R&i loan nhip de doa tinh ST-T (c6d trieu ching mau co tim hoac tién su

mang hodc ngling tim hodc khéng) PCI/CABG

Bién chiing co hoc cla «  Diém GRACE > 140 *  Diém GRACE >109 va

nhéi mau ca tim <140 hoac triéu ching

Suy tim cap tdi phat/thifu mau co

+  Bién ddi dong hoc ST-T tim trén tham do khéng
\ / K / \ xam lan /

A 4 Y A 4
[ Can thiép ngay lap tuc (< 2h) ] [ Can thiép sém (< 24h) J [ Can thiép (< 72h) J
IC 1A 1A

So @6 1.2. Chién lwgc PCI trong NSTE-ACS [27]
Va mot phan tich gop trén 5324 bénh nhan trong thoi gian trung binh 180

ngay cho thay can thiép som ddi tuong co nguy co cao lam giam ty 1é tir vong
so vaoi nhém can thiép tri hodn, cu thé ¢ nhom cé ting men tim c6 HR 0,76,
95% CI 0,58-0,996; nhém dai thao duong c6 HR 0,67, 95%CI 0,45-0,99, nhom
diém GRACE (Global Registry of Acute Coronary Events) > 140 ¢6 HR 0,7;
95% Cl 0,52-0,95; nhdm tudi > 75 ¢6 HR 0,65; 95% CI 0,46-0,93 [28].

Tuy nhién van c6 khoang 5-10% bénh nhan NSTE-ACS tién hanh
CABG. Mot sb nghién ctru nhu BEST, PRECOMBAT, SYNTAX da so sanh
tién lugng cia CABG vai PCI trén 1246 bénh nhan NSTE-ACS 6n dinh, ¢6 ton
thuong nhiéu nhanh DMV hoic than chung, két qua theo ddi 5 ndm cho thay
bién cd gop bao gébm tir vong, NMCT va dot quy & nhém CABG thap hon nhém
PCI (13,4% so v&i 18%, p = 0,036) [29]. Nhdm bénh nhan ton thuong nhiéu
nhanh DMV va c6 déi thao dudng thi nhitng bang ching gan day cho thay loi
ich hon cua CABG so véi PCI [30].



1.1.2.3 PCI trong diéu tri HCVC c6 ST chénh Ién (STEMI)
* Can thiép PMV thi dau

PCI thi dau I lya chon dau tién vai nhitng bénh nhan STEMI dén som
trong vong 12 tiéng dau va tai trung tdm can thiép cd kinh nghiém véi kha ning
thue hién PCI trong vong 120 pht tir ltc chan doan xac dinh STEMI. Dit liéu
thuc té ciing nhu cac thir nghiém 1am sang ngau nhién déu cho thay PCI thi dau
lam giam ty 18 tr vong, tai nhdi mau, dot quy so véi tiéu soi huyét [31], [32].
Tuy nhién trong mét sé truong hop, tiéu soi huyét 1a su lya chon thay thé khi
PCI thi d¢au khong thé tién hanh duoc trong vong 120 phut.

Mot s6 truong hop 1am sang NMCT cap nhung trén dién tam dd khong
thay hinh anh ST chénh 18n ma c6 hinh anh block nhanh trai, block nhanh phai
hoac nhip cua may tao nhip that, thi ciing nén tién hanh PCI thi dau néu co it
nhat 1 trong cac tiéu chuan sau [33], [34]:

+ Huyét dong khong 6n dinh hoac sbc tim

+ Pau nguc tai dién, tién trién khong dap (g véi diéu tri thudc.

+ R&i loan nhip de doa tinh mang hoic ngiing tuan hoan.

+ Bién chung co hoc cia NMCT

+ Suy tim cap

+ Bién d6i ST hoac song T, ¢ thé ¢6 ST chénh Ién ting lic.

PCI thi dau ciing dugc dong thuan rang nén tién hanh & nhitng bénh nhan
dau nguc > 12 gio néu co:

+ Bang chung thiéu mau co tim tién trién trén dién tam do6

+ Pau nguyc tién trién hoic tai dién va co bién doi dién tim trong con dau.

+ Pau nguc tién trién hoac tai dién va c6 dau hiéu suy tim, soc tim hozc
rbi loan nhip mai xuat hién.

* Can thigp DMV ciru van

Tiéu soi huyét duoc chi dinh dung khi khéng tién hanh dugc PCI thi dau,
tuy nhién sau khi dung tiéu soi huyét, bénh nhan van nén dugc chuyén dén



nhitng trung tdm ¢ kha nang PCI cang som cang tét. PCI ctru van duoc chi
dinh trong trudong hop tiéu soi huyét that bai (ST bét chénh I1én < 50% trong
vong 60-90 phut sau khi dung tiéu sgi huyét) hoac truong hop huyét dong, dién
tam d6 khong 6n dinh, tinh trang thiéu mau co tim ting 1én, hodc dau thit nguc
dai dang [35].
* Can thiégp DMV dwoc tao thugn
Trong truong hop dung tiéu sgi huyét thanh cong (ST bét chénh > 50%

trong vong 60-90 phdt; c6 rdi loan nhip do tai tudi méu; va hét dau nguc) thi
viéc tién hanh chup PMV qua da sém duoc khuyén céo néu khéng c6 chong
chi dinh. Vai nghién ciru ngau nhién va phan tich gop chi ra rang chup PMV
xét can thiép sém sau khi ding tiéu soi huyét da 1am giam ty 1¢ tai nhdi mau va
thiéu méau co tim so véi viéc khdng can thiép PMV [36], [37].
1.1.3. Pat stent trong can thiép dong mach vanh

PCI di c6 cudc cach mang khi ra doi stent DMV, da giai quyét duoc céc
bién c6 cap tinh sau nong bong don thuan. Su hiéu qua va an toan cua stent
trong PCI duoc cai tién lién tuc hon 40 nam qua. Su phét trién va chi dinh dat
stent trong PCI ngay cang mé rong va co phan lan luét so voi CABG [38].
Trong can thiép DMV hién nay, cac budc dit stent c6 thé tién hanh tryc tiép
khong can nong bong néu ton thuwong mém, don gian, khdng vdi hoa, khong
gap goc, c6 duong kinh mach > 2,5 mm, trong truong hop STEMI, ton thuong
dau gan cia DMV, c6 thé gidp tiét kiém chi phi, han ché thoi gian chiéu tia
cling nhu lugng can quang dung trong can thiép, nhung khong cai thién duoc
ty 1€ tai hep trén chup mach va trén Iam sang qua nghién cuu PREDICT cua
Baim va cong su [39]. Nhung phan 16n dugc bit dau sau khi dd nong bong mé
rong chd hep dé tao thuan. Cac budc tién hanh nhu sau [27]:

+ Chon loai stent phil hop véi chiéu dai va duong kinh tham chiéu cuaa ton

thuong vira dugc nong bong.



+ Ludn stent vao day dan, nhe nhanh day stent t6i vi tri mong mudn, két
ndi bom ap luc c6 can quang pha lodng vao dudi stent, kiém tra bang bom thudc
can quang soi dudi may chiéu ¢ nhiéu goc do khac nhau dé dam bao vj tri chinh
X4c tbi wu cua stent.

+ Lam n¢ stent vai ap luc bong theo bang quy dinh riéng cua ting loai
stent va theo chi dinh cua bac sy can thiép.

+ RUt bong stent va chup kiém tra xem stent di no ti wu, ap sat 1ong mach
hay khong. C6 thé str dung bong ap luc cao dé nong lai trong stent nham dam
bao stent ng déu, ap sat 1ong mach tdi vu nhat.

+ Sau cuing chup lai DMV dé dam bao khdng cd bién ching (tach thanh
DMV, dong chay cham, huyét khéi . . .). Rat day dan va 6ng thong can thiep
ra khoi DMV, két thdc tha thuat.

* Pé danh gid loi ich va nguy co ciia PCI trén bénh nhin PMV: co
nhiéu tiéu chi, nhung quan trong nhat 13 ty 1& tir vong chung va NMCT. Va 1
rang uu thé cua PCI so véi diéu tri ndi khoa don thuan da thé hién rd rang &
viéc giam ty 1€ tir vong, NMCT, cling nhu cai thién triéu chiing 1am sang, giam
thoi gian nam vién cho cac bénh nhan bénh PMV qua mot loat cac nghién ctru,
thir nghiém 1am sang [21], [22], [23], [24], [25]. Va so v6i CABG, thi PCI cling
dan dan chiém wu thé, ngay cang duoc chi dinh rong rii hon. Vi nhiing truong
hop ton thwong nhiéu nhanh PMV hodc ton thwong than chung ma chi dinh
CABG gan nhu 14 tuyét d6i trude day thi véi thir nghiém SYNTAX cho thiy
két qua sau 3 nam va 5 ndm theo doi khong co6 su khac biét vé tiéu chi an toan
gitta 2 nhém PCI va CABG vai ty 1€ MACE la 14,1% so véi 12%, dot quy la
2% so v6i 3,4%, tir vong chung la 8,6% so voi 6,7% [40]. Va sau 10 nam két
qua cling khong co6 su khac biét vé ty 1& tir vong chung 1a 27% so v&i 24%

HR=1,17; 95%Cl 0,97-0,41 [41].



10

Viée cai tién céc dung cu can thi¢p, st dung stent va cac loai thube
KNTTC tac dung manh hon d3 1am giam dang ké cac bién chimg lién quan dén
can thiép. Bang chimg chinh 1a viéc giam ty 16 CABG cap ctru sau PCI da giam
di tir 2,9% trong giai doan 1979-1994 xubng con 0,3% giai doan 2000-2003
[42]. Tuy nhién c6 mot sd bién ching lién quan dén qua trinh can thiép, dung
cu can thi¢p, tac dung phu cua thude . . . vin con co ty 1¢ xay ra nhét dinh va
lam anh hudng dén két qua can thiép.

1.1.4. Vai tro caa diéu tri ndi khoa trong can thiép PMV qua da

Piéu tri bénh PMV bao gdm 3 phuong phap chinh 1a diéu tri noi khoa,
can thiép DMV qua da va phau thuat bic cau ndi chu vanh. Trong d6 diéu tri
ndi khoa giit vai tro nén tang. O nhiing bénh nhan sau can thiép PMV qua da,
viéc diéu tri ndi khoa 1au dai, dic biét 1a liéu phap DAPT va statin dong vai tro
v6 cling quan trong, anh hudng t6i két qua can thiép [43].

* Ligu phdp khdng ngung tap tiéu ciu kép (DAPT)

- Aspirin: 13 thudc KNTTC kinh dién, dugc dua vao st dung tir nhiing
nam 1970 dé du phong cac bién cb tim mach do xo vita. Co ché tac dung cua
aspirin 13 rc ché khong hoi phuc men cyclooxygenlase-1(COX-1) cua tiéu cau,
do d6 trc ché san xuat thrombosan A2, mot chat gdy KNTTC va co thit mach.
Thudc ¢6 tac dung chéng KNTTC ngay & liéu thap > 75mg/ngay dung kéo dai,
ti 18 gitra loi ich trén tim mach/nguy co chay mau, t6i wu dat dugc khi dung
aspirin & lidu thap 75-150mg/ngay. [44]

- Thuéc tec ché thu thé P2Y12 cia tiéu cdu: tac dung nhu chat di khang
thu thé adenosine diphotsphate cta tiéu cau, qua d6 c6 tac dung KNTTC. Hién
nay c6 ba loai thudc duoc sir dung rong rdi nhat 1a Clopidogrel, Prasugrel va
Ticagrelor [45], [46], [47].

Khai niém DAPT 1a viéc st dung phdi hop Aspirin véi 1 thude te ché thy
thé P2Y 12 trong diéu tri bénh PMV. DAPT lan dau dugc biét dén nim 2001
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sau thir nghiém CURE (Clopidogrel in Unstable angina to prevent Recurrent
Events) chi ra su két hop giira 2 thudc KNTTC Ia aspirin va clopidogrel trén
d6i tuong HCMVC dung kéo dai toi 12 thang mang lai loi ich 1am sang tét hon
han so voi aspirin don thuan [48]. Nhitng thuéc KNTTC dbi khang thu thé
receptor P2Y12 thé hé méi dugc chitng minh mang lai hiéu qua 1am sang vuot
troi hon clopidogrel nhu Prasugrel thong qua thu nghiém TRITON-TIMI 38 va
Ticagrelor thong qua thur nghiém PLATO, tuy nhién nguy co chay mau cao hon
rd rét [46], [47]. Sau PCI véi viée dit stent, DAPT d4 trd thanh diéu tri chuan.
Viéc sir dung DAPT phéi hop giita Aspirin véi loai khang thu thé P2Y12 nao,
va thoi gian trong bao ldu phu thudc vao bénh nhin PCI dugc chan doan 1
HCMVM hay HCMVC, va st dung loai stent nao: BMS, DES, nong béng phu
thudc hay stent ty tiéu [49]

* Thuéoc ha lipid mdu nhém statin: co ché bénh sinh ctia bénh PMV cho
thay vai trd quan trong ctia LDL-C, chinh vi vdy muc tiéu ha LDL-C cang sém,
cang nhiéu cang t6t trong diéu tri bénh DMV, 1am giam ty 1¢ tir vong, bién cd
tim mach ciing nhu thoai trién mang xo vita [50], [51]. Piéu tri ha lipid mau
nén duogc uvu tién cang sém cang tbt, va duoc danh gia lai sau 4-6 tudn xem d3
dat muc tiéu diéu tri chua dé c6 sy diéu chinh can thiét. Viéc st dung sém va
v6i lidu cao statin d dugc ching minh qua cdc nghién ctru ngau nhién va cac
phan tich gdp 1a c6 tac dung t6t ha LDL-C nhanh va mang lai lgi ich 1am sang
bén vimg, di duoc dua vao trong khuyén céo ciia ACC ciing nhu khuyén céo
m&i nhat 2019 ctua ESC véi mitc d6 khuyén céo IA [52], [53]. Vi nhitng bénh
nhan HCMVC hoac sau can thi¢p PMV qua da, muc ti€u diéu tri LDL-C sau
4-6 tuan phai dat mirc < 1,8 mmol/L theo khuyén cdo cua ESC 2011 [54], va
dén ESC 2019 mirc d6 kiém soat LDL-C chit ché hon véi dich diéu tri phai dat
< 1,4 mmol/L hodc gidm duogc tbi thiéu 50% so v6i murc ban dau. Néu sau 4-6

tuan chua dat muc tiéu di€u tri, can phoi hgp thém cac nhém thude khac nhu
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ezemtimibe va/hoidc e ché PCSK9 [53]. Trong mot phan tich gdp bao gom 13
nghién ctru ngau nhién trén 3341 bénh nhan PCI, sir dung statin lidu cao di lam
giam nguy co MACE dén 44% sau 30 ngay [55]. Ngoai ra sir dung statin con
dugc chimg minh 1am giam nguy co suy than cap do thudc can quang trong can
thiép DMV [56].

* Thudc chong dau thit nguc va cdc nhém thuoc khdc

- Thudc chéng dau thit nguc bao gom thudc chen beta giao cam, thudc
chen kénh Calci, nhém thude Nitrates

- M6t s6 nhom thude khac dung diéu tri bénh 1y phdi hop hodc bién ching
ctia bénh DMV nhu 13 thudc diéu trj ting huyét ap, dai thao dudng, Gout, thude
loi tiéu, thudc chong réi loan nhip, thube chéng dong duong udng, thude didu
triviem da day . ..
1.1.5. DAPT va bién ¢ chay mau & bénh nhan PCI

Bién c6 chay méau sau khi PCI thanh cong Ia yéu t6 doc lap 1am ting ty
& tir vong va cac bién ¢ tim mach khéc [57]. Viéc dung loai KNTTC thich
hop véi thoi gian thich hop, phéi hop véi cac thudc te ché bom proton (PPIs)
va mé duong vao mach mau bang dudng mach quay, da han ché duoc bién co
chay méau sau PCI.

Aspirin liéu thap (< 100mg / ngay) lam giam ty 1& chay méu so véi ding
liéu cao hon ké ca khi dung don doc hodc phdi hop vé6i thude khang P2Y12
[58]. Nhung liéu thip qua & muic 30-50mg/ngay lai co thé khong du dé hoat
hoa chirc ning KNTTC, nén liéu aspirin phu hop 1a 75-100mg/ngay khi ding
v6i hop trong lidu phap DAPT dé dat hiéu qua va an toan nhat.

Chay mau da day 1a bién ¢ chay méau ning né hay gap nhat khi st dung
DAPT kéo dai. Cac thir nghiém 1am sang ngau nhién chi ra rang PPIs lam giam
ty 1€ chay méau da day tai phat & nhitng bénh nhan nguy co cao khi dung aspirin
[59]. Trong khi d6 vi cung chuyén ho& qua gan boi enzyme CYP2C19 nén c6
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y kién cho ring omeprazole va esomeprazole c6 thé lam giam tinh ning
KNTTC cua clopidogrel khi ding phdi hop véi nhau nham giam bién c¢é chay
mau, tuy nhién chi c6 1 nghién ciru quan sat ang hé y kién nay. Mét nghién cau
ngau nhién, mu doi, c6 nhém ching (nghién citu COGENT) khi duing phdi hop
clopidogrel 75mg va omeprazole 20mg so véi nhom dung clopidogrel véi gia
duoc trén bénh nhan PCI thi két qua cho thay phai dirng nghién ctu & khi thu
nhan duoc 3761 bénh nhan (du kién 5000 bénh nhan) vi ty 18 bién ¢ duong
tiéu hoa cao ¢ nhdm gia duoc la 2,9% so véi nhom dung omeprazole la 1,1%
(p < 0,001) trong khi d6 ty 18 bién ¢ tim mach & hai nhém khéng c6 su khéac
biét co ¥ nghia théng ké (p = 0,98) [60]. Khéng cd cac nghién ciu ngau nhién
so sanh viéc phdi hop PPIs véi aspirin, ticagrelor hay prasugrel, tuy nhién, nguy
co chay mau tiéu hoa cao hon khi dung ticagrelor va prasugrel trong liéu phap
DAPT khi so sanh vai clopidogrel.

Nhitng bénh nhan PCI ¢4 tién sir xuat huyét ndo hoic dang c6 dau hiéu
chay mau 1a chdng chi dinh voi prasugrel va ticagrelor. Prasugrel ciing than
trong & nhitng bénh nhan trén 75 tu6i hoic can ning < 60kg, ciing nhu cé tién
st dot quy hoac TBMN thoang qua. Viéc chuyén tir prasugrel hoic ticagrelor
sang clopidogrel la thuong gap trén 1am sang [46], [61].

Viéc str dung DAPT thoi gian ngin hon ciing cho thay lam giam duogc
nguy co chay mau ¢ cac bénh nhan sau PCI qua mot loat c&c nghién ctru nhu
EXELLENT, PRODIGY ... da dé cap o trén.

V61 nhitng bénh nhan c6 nguy co chay mau cao, chua c6 thir nghiém lam
sang ngau nhién nao vé van dé t6i wu hoa str dung DAPT, tuy nhién viéc su
dung BMS va BFR trén ddi tugng bénh nhan nay véi thoi gian sir dung DAPT
1a 1 thang sau PCI ciing cho thay lam giam nguy co chay mau qua nghién cau
ZEUS va LEADERS-FREE [13], [62].

V61 bénh nhan HCVC, thi nguy co chay mau cao la mot thach thic trong
lya chon thoi gian ding DAPT. Viéc st dung DAPT rdt ngan dudi 12 thang da
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dugc bdo c4o & mot phan tich gop bao gom 6 thir nghiém 1am sang sir dung
DAPT tir 3 dén 6 thang so véi 12 thang trén 11473 bénh nhan, trong d6 c6 4758
bénh nhan HCVC. & nhém HCVC ding DAPT < 6 thang lam ting ty 16 NMCT
hoac huyét khéi trong stent tir 1,7-2,4% so véi nhém dung DAPT 12 thang (p
=0,059), tuy nhién néu giam thoi gian ding DAPT xudng con < 3 thang sé& lam
tang nguy co NMCT va huyét khoi trong stent 1&n 2,08 lan va ¢ ¥ nghia thong
ké véi 95%Cl 1,1-3,93 [63]. Chinh vi vay ESC 2017 d3 dua ra khuyén céo st
dung DAPT trén cac nhém bénh nhan HCVC, HCVM c6 NCXHC hoac khdng.
Nghién ciu ciia chiing t6i ciing 4p dung khuyén céo nay vao viéc sir dung
DAPT cho bénh nhan sau dit stent va khuyén cdo duoc trinh bay rd ¢ phan
phuong phap nghién cuu [49].
1.1.6. Mt so tiéu chuan danh gia nguy co xuat huyét

Dy bao nguy co tac mach-chdy mau & bénh nhén sau dit stent c6 dung
DAPT —khong c6 chi dinh dung thudc chéng dong dudng udng duoc dé xuat
tir nghién ctru hop tdc PRECISE-DAPT (PD) cua Francesco Costa, MD (Bénh
vién Pai hoc Bern, Thuy s§) va cac dong nghiép cong bb ngay 11/3/2017 trén
Lancet. C6 14963 bénh nhan diéu tri bang DAPT (phdi hop aspirin voi khang
thu thé P2Y 12 trong d6 88% clopidogrel, con lai la prasugrel, ticagrelor, khdng
c6 chi dinh dung thudc chdng dong duong udng) sau khi dit stent DMV tir 8
thir nghiém 1am sang da trung tim & 14 qudc gia trén thé gidi, cac thir nghiém
1am sang ngau nhién, doc 1ap da dé xuat mot diém sé rai ro méi cho dy doan
nguy co ngan han/dai han tic mach-xuat huyét ngoai bénh vién bang: tudi, mic
loc cau than, bach cau, hemoglobin (lac ban dau) va tién sir chay mau trude do
(chiém diém sé cao nhat) cho két qua diém PD nhu sau: diém < 10: nguy co
chay méu rét thap; diém 11-17: nguy co chay mau thip; diém 18-24: nguy co
chay méu vira. 3 nhém nay c6 thé kéo dai DAPT > 12 thang; diém > 25: nguy

co chay méu cao (c6 thé rit ngin DAPT<12 thang). Piém PD 1a mét diém sb
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rti ro don gian, cung cdp mot cong cu chuan hoa cho du doan nguy co chay
mau trong bénh vién va ngoai bénh vién trong sudt thoi gian dung DAPT.
Nhiing bénh nhan c6 diém PD > 25 dung DAPT kéo dai khong lién quan dén
thiéu mau cyuc bo nhung ting nguy co chay mau rd rét, do vay thang diém PD
da duoc dua vao khuyén cdo ESC 2017 dé xé4c dinh thoi gian sir dung DAPT
phu hop cho nhitng bénh nhan sau PCI [49], [64].

Tuy nhién thang diém PRECISE-DAPT van con han ché nhu khong bao
gbém ddi trong dung thude chdng dong dudng udng, dung céc thudc ting nguy
co chay mau khac, cé bénh ly lién quan nguy co chay mau . . . nén nghién ctru
ctia chung toi sir dung tiéu chuan méi nhét cua Hiép hoi nghién ctru han 1am
(Academic Research Consortium) vé nguy co chidy mau cao ARC-HBR dé
phan nhom nguy co XH cao [65]. Tiéu chuan ARC-HBR di duogc kiém nghiém
trén nghién ctru trong thé gid1 thuce trén 9623 bénh nhan dugc can thi¢p PMV
qua da, trong d6 c6 4278 bénh nhan thoa mén tiéu chuan (44,4%). Két qua cho
thdy nhom nguy co XH cao gip ty 1é chdy mau sau 1 nam dén 9,1% so véi
nhom con lai 14 3,2% voi p < 0,001. Bén canh d6 nghién ctru cling cho thay ty
1€ tr vong va ty 1€¢ NMCT & nhém nguy co XH cao cling vuot trdi so véi nhdém
con lai, véi ty s6 nguy co HR (95% CI) twong tng 13 7,57 (4,9 - 11,68) va 2,03
(1,48 - 2,78) v6i p < 0,001 [66]. Thang diém ARC-HBR dugc trinh bay cu thé
& phan phuong phap nghién ctu.

1.2. TONG QUAN VE CAC THE HE STENT PONG MACH VANH

1.2.1. Nong béng PMYV va stent kim loai tran (BMS - Bare metal stent)
Lich sir phét trién ctia can thi¢p DMV danh dau bang ca nong bong PMV

dau tién dugc Gruntzig tién hanh 1an dau tién nim 1977 [5], m¢d dau cho thoi

ky can thi¢p PMV qua da.
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Hinh 1.1. Andreas Gruntzig tién hanh ca nong béng PMYV dau tién [67]

Tuy nhién sau mot thoi gian tién hanh, c6 hai diém han ché noi bat; Tha
nhat, khi dung bong nong t6n thuong PMV, s& 1am ntt v& mang xo vita, c6 thé
16¢ tach thanh mach, tao thuén cho hinh thanh huyét khéi va tht hai 1a ty 16 tai
hep cao, ngay sau thang dau tién, 1én dén 20-30%, nguyén nhan 1a do sy phan
hdi nguoc co lai cua 10ng mach sau khi nong gién ra, do tai cdu trac, do qua san
ndi mac . . . [68], va CABG cép ctru 1a lya chon duy nhat cho nhiing truong
hop c6 bién ¢b nhu vay.

Chinh vi thé dan t6i su ra doi cua stent DMV, 12 mét khung kim loai nam
trén bong dugc dua téi chd ton thuong, ding bong cing ra ap sat vao thanh
mach, sau d6 xep bong rit ra ngoai, dé lai mot khung stent c6 vai trd ciing cb
thanh mach va chdng viéc co lai ctia 1ong mach sau khi nong bang bong [69].
Vao cudi thap ky 80, Sigwart va cOng su 1an dau tién bao céo vé viée dua khung
stent kim loai tran (BMS) vao DMV, va theo thoi gian voi nhiing cai tién, BMS
da lam gidm di khodng 30% ty 1€ tai hep sau can thi¢p so v&i nong bong don
thuan [70], [71]. Dt stent da giai quyét duoc mot loat van dé ma nong bong
don thuan con ton tai tuy nhién van cé dén 20-30% bénh nhén bi tai hep trong

stent [72]. Ting sinh t& bao ndi mac & chd 1ong mach duogc dit stent 13 nguyén
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nhan chinh giy tai hep BMS, dan dén su ra doi cta stent phu thuc (DES —
Drug-eluting stent).
1.2.2. Stent phii thudc ¢é polymer bén virng

Stent kim loai phu thudc cdu tao gdm 3 phan chinh gdm c6 khung kim
loai, 16p polymer dé mang va giai phong thudc chdng ting sinh té bao co tron
thanh mach, va cudi cung 1 thudc chéng ting sinh.

Nhiing thé hé DES dau tién vao dau nhimg nam 2000, giai phong sirolimus
(nhu Cypher) hoac paclitaxel (nhu Taxus) [73], [74] . Ty 1€ tai hep trong stent
sau PCI khi str dung DES da lam giam c6 y nghia ro rét so voi BMS qua cac
nghién ctru nhu SIRIUS, RAVEL, TAXUS [75], [76], [77].

Mic du ty 1 tai hep giam hon nhiéu so vdi BMS nhung van & murc kha
cao tur 6-18% dac biét & nhitng bénh nhan nguy co cao nhu can thi€p mach nho,
dai thao duong, ton thuong dai lan toa [78], bén canh do ciing co van dé vé
huyét khéi mudn trong stent li€én quan dén viéc DES thé hé dau tién su dung
16p polymer bén vimg dé mang thudc va giai phong thude tir tir theo thoi gian
[79]. Tang sinh noi mac tai chd long mach dit stent duoc coi 1a mdt trong nhirng

nguyén nhén hinh thanh tai hep & BMS.

Tai he
4 Huyét khéi

Khung stent

Stent kim loai tran (BMS) Stent phd thudc (DES)

Hinh 1.2. Bién co tai hep véi BMS va huyét khéi véi DES [80]
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Trong khi d6 DES véi thube chdng ting sinh ¢ thé lam giam tc do ting
sinh ndi mac tai chd nhung chinh 16p polymer lai 13 mot nguyén nhan hinh
thanh huyét khdi mudn trong stent gy tai hep long mach. Ty 18 huyét khoi
mudn trong stent (trén 1 nam sau khi dat stent) & nhom DES thé hé thir nhét
cao hon so voi BMS [81].

Stent phu thudc thé hé thir 2 duoc thiét ké c¢6 ciu tao mat ludi khung/polymer
mong hon véi 18i cobal chronium, phil thuée e ché phan bao thé hé moi
(everolimus/zotarolimus) va 16p polymer mang thudc tuong thich sinh hoc hon
(fluoropolymer/ phosphorylcholine) [79]. Nhiing nghién ctru gan day cho thay
DES thé hé 2 troi hon thé hé dau tién ca vé hiéu qua va tinh an toan. Mot s6 loai
DES thé hé 2 ndi bat nhu Xience V, Endeavor, Resolute voi nhitng thir nghiém
lam sang 16n nhu SPIRIT III, IV, COMPARE, ENDEAVOR IV khi so sanh v&i
nhimg stent phu thudc thé hé 1 thi déu c6 két qua tot hon vé ty 18 tai hep, huyét
khéi trong stent ciing nhur giam bién ¢6 tim mach chinh [82], [83], [84].
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Hinh 1.3. Stent phii thudc c6 polymer thé hé thir hai [85]
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Nhitng DES thé hé 2 di giai quyét duoc van dé huyét khdi rat mudn trong
stent va vé do an toan thi ti thiéu ciing bang hoic tét hon so véi BMS qua mot
thoi gian theo doi 1au dai [86], [87]. Tuy nhién, 16p polymer bén viing tao ra
phan tmg viém dan dén tai hep stent sém hodc muon.

1.2.3. Stent phii thudc c6 polymer tu tiéu

Mic du rat nhiéu vu diém vuot trdi so véi BMS nhung DES thé hé 1, 2
qua thoi gian st dung van 10 ra nhitng khia canh han ché. Do bién chimg huyét
khéi mudn va rat mudn trong stent xay ra & DES nhiéu hon so v6i BMS, nén
ESC da khuyén céo stir dung DAPT tir 6 dén 12 thang [49] va thoi gian nay 1a
12 thang theo ACC khi ding DES [88] dn t6i ting nguy co xuat huyét, dic
biét & nhom bénh nhan di c6 nguy co xuat huyét cao san. Do d6 ca hai hiép hoi
déu khuyén cdo rang nén sir dung BMS & nhiing trudng hop bénh nhan cé nguy
co xuat huyét cao dé giam thiéu thoi gian dung DAPT. Diéu d6 dong nghia véi
viéc ting nguy co tai hep trong stent khi mudn giam nguy co chay mau [89].
Bén canh d6 c6 bang chimg cho thiy bién chimg huyét khdi mudn sau khi dat
DES c6 thé dén tir chinh 16p polymer dugc st dung & cac stent pha thude hién
tai. Hon nira cac nghién ctru bénh hoc khac con chi ra nhiing bat loi cta khung
kim loai nhu tinh trang viém man tinh, hinh thanh mach tén tao, tai hep, tic cc
nhanh bén va huyét khdi mudn trong stent [11], [90]. Do d6 stent van lién tuc
duoc cai tién nham muc dich:

+ Tranh tai hep va huyét khéi mudn, rit mudn trong stent.

+ Pé giam thoi gian str dung DAPT

+ Pé cai thién tién lugng sau can thi€p cho bénh nhan.

Vi vay xu thé cai tién stent thé hé méi chinh la:
+ Ché tao stent manh hon
+ L&p polymer phu trén khung stent c6 thé ty tiéu theo thoi gian
+ Khong c6 16p polymer

+ Ca khung stent ciing c6 thé ty tiéu theo thoi gian.
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DES thé hé DES thé hé DES thé hé
dau tién

Endeavor

- Phd thudc Sirolimus, - Phu thudc Zotarolimus, - Phd thudc Sirolimus,

Paclitaxel Everolimus Everolimus, Biolimus
- Khung kim loai - Khung Cobalt, manh hon - Khung Cobalt, Nickel-
- Polymer bén virng - Polymer bén virng titanium . . .

- Polymer ty tiéu, khong
polymer, khung ty tiéu

Hinh 1.4. Pic diém chinh cac thé hé stent phii thudc [91]

Tir 2015 bat dau thoi ky phat trién manh mé ciia DES thé hé moi, danh
dau bang stent SYNERGY duoc FDA chap nhan, duoc cai tién ca vé khung
stent, co6 161 1a platinium tang kha nang quan sat trén man hinh, gidam bt mgt
s6 mat lién két khién stent mém mai hon dé dwa qua ton thuong cong queo, va
16p polymer c6 thé tu tiéu hoan toan theo thoi gian dé giam nhing tac dung phu
xuat hién mudn. Mot sé nghién ciru cho thy cac stent c6 polymer tu tiéu hiéu
qua hon DES thé hé dau tién do giam nguy co huyét khdi mudn va rat mudn,
nhung lai an toan hon BMS vé kha ning chéng tai hep. Pai dién chinh trong
nhom nay 14 stent BioMatrix va Synergy. BioMatrix str dung dong phan cua
Sirolimus (Biolimus A9) va polymer tu tiéu c6 thé tiéu hoan toan sau 6-9 thang.
Céc nghién ctiru ISAR-TEST 4 va LEADERS cho thdy nguy co TVR va huyét
khéi trong stent sau 4 nim & nhom DES c6 polymer ty tiéu thip hon so véi
nhom DES thé hé dau c6 polymer bén vimg phu Sirolimus [92].

Tiép theo 1a hang loat nghién ctru cong bd vé loai stent ty tiéu nim 2016
v6i su két hop gitta khung stent c¢6 thé tu tiéu véi thude phii chdng tai hep 1a

diém manh cua loai stent ndy. Hién nay c6 2 loai: loai khung bang polymer va
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loai khung kim loai magnesium [93]. Mot loai stent tu ti€éu khung polymer da
dugc ching nhan chau Au tir 2011 (CE mark) va chiig nhan ciia Hoa Ky nim
2016 (FDA approved), dugc stt dung mdt thoi gian rong rai trén khép thé gidi,
v6i rat nhiéu nghién ctru va trién vong, d6 1a stent Absorb ctua Abbott [94],
[95]. Tuy nhién nhimng nghién ctru moi nhét hién nay thi stent tu tiéu khung
polymer khong mang lai hiéu quéa giam t6t hon bién ¢b tim mach va mat khac
co ty 1€ tai hep mudn cao hon sau 2 nam, ddc bi¢t & nhitng vi tri PMV ton
thuong c6 kich thude nho tir 2.5mm tré xudng so véi stent khung kim loai c6
phu thudc giéng nhau trong nghién ctru ABSORB 111 trial [96], va trong chi
dinh can thiép thi han ché & nhiing ton thuong voi hoa, gap goc, phiic tap, khi
nong bong ap luc cao dé gay dut giy khung stent. Pén thang 9/2017 hang
Abbott da tam nglmg cung cap stent tu tiéu Absorb. Hién nay, stent tu tiéu
khung kim loai magnesium (stent Magmaris cua Biotronik) dang 1a hudng di
ma&i va trién vong cho nhom stent tu tiéu qua nghién ciru DREAMS. Tuy nhién
khung stent nay nhanh chong bi ti€éu huy lam gidm tinh toan ven va kha nang
chéng d& cua stent, do viy mot sd nghién ctiru budc dau vé stent ndy con cho
két qua tang ty 18 tai hep so voi BMS [97],[98],[99].
1.2.4. Stent phii thudc khdng c6 polymer

Trong ldc DES c6 polymer bén viing hodc polymer ty tiéu theo thoi
gian boc 10 nhitng han ché din dén su ra doi cua stent phu thudc khong
polymer (NPDES - Non-polymer drug-eluting stent) la giai phap don gian
va hiéu qua, vira ¢6 kha nang chdng tai hep nhu stent pha thudc, déng thoi
giam nguy co bién chung huyét khdi mudn trong stent do phan ting hod mo
mién dich véi 16p polymer, ciing nhu giam thiéu thoi gian dung DAPT [100].
Polymer dong vai tro chinh 1a chat gan két thudc chdng tai hep vao bé mat

stent, diéu khién viéc giai phong thudc vao 1ong mach. Cac DES khong cho
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thay vai tro ctia bé mit stent trong viéc diéu khién phong thich thudc [101].
Trong khi do, ¢ thé hé NPDES, bé mit stent rat da nhiém, vira co vai tro gén
két thudc, giai phong thude, ap vao bé mit 16p nd1 mac mach mau tuong tu
nhu polymer tuy nhién khong gdy phan tmg mién dich nhu polymer, dong
thoi ¢ nhitng stent nay, chi 16p bé mit stent ap vao 1ong mach mai duge thiét
ké dé gan két vai thube, tranh duoc viée thude bi giai phong mot phan vao
mau tudn hoan trong long mach, ma tap trung giai phong vao dung noi can
thiét 1 16p ndi mac ciia mach vanh [102]. Su phat trién cia NPDES bt dau
tr cudi thap ky 90. Stent dau tién nhan duoc chirng nhan tiéu chuén chau Au
(CE mark) la stent Janus nam 2004.
1.3. TONG QUAN VE STENT BIOFREEDOM
Biofreedom 1a mét stent phu thudc khong polymer (NPDES) dugc san

xuét boi tap doan quéc té Biosensors, da duogc ching nhan chat luong cua chau
Au CE mark vao thang 1/2013, duoc cho phép tién hanh nghién ciru 1am sang
tai Hoa Ky vao thang 5/2014 (IDE approval) va ciing 1a NPDES dau tién duoc
Bo Y té Viét Nam cép phép luu hanh cudi nam 2014, duoc st dung tai Vién
Tim mach Viét Nam noi ching t61 tién hanh nghién cuu.
1.3.1. Pic diém chung ciia NPDES
* Pic tinh bé mdt ciia stent phii thuéc khéng polymer

Vi khong c6 polymer nén thubc chong ting sinh duoc gan trén bé mat
stent 4p vao mit bén trong long DPMV. Vi Iy do d6 ma bé mat cia stent ciing
duogc cai tién dé co thé gan két duoc thude. Dya trén kiu bé mit c6 thé chia

thanh kicu c6 cac 10 siéu nho kiéu t6 ong trén bé mat va loai tron nhan.
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Hinh 1.5. Cu tao bé mit stent phii thudc khong polymer [103]
A.Bé mit 16 macro B. Bé mit micro, nano C.B&é mit tron nhin
- Kiéu bé mdt ¢é cdc 16 siéu nhé

Dua vao kich thudc céc 16 siéu nho lai ¢o thé chia ra 3 loai 13 156 macro
(50-1000 nm), 16 micro (0,2-2nm), 15 nano (< 100 nm).

Loai macro NPDES gdm c6 stent Janus Flex, Conor va Cre8 mang thudc
bang nhitng hd chtra va nhiing vét khia trén bé mit stent.

Loai micro NPDES gom c6 stent Yukon va BioFreedom mang thudc
trén bé mit bang nhitng cu tric rd kiéu td ong siéu nho. Thubc duge phu
truc tiép 1én bé mat stent, 1ap day nhitng 15 siéu nho nay va dugc phong thich
vao thanh mach.

Loai nano NPDES gbm c6 stent Setagon va Optima thi lai trung ra cau
tric t6 ong 16n véi kich thude < 100 nm. Nhiing stent ndy ¢6 loi thé mang duoc

nhiéu thudc hon so véi céc loai khac [104], [103].
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- Kiéu bé mat tron nhan

La loai stent c6 thiét ké don gian nhét d6 1a bé mit tron nhin, thube duoc
phu truc tiép 1én bé mat. Pai dién cho nhém nay la stent Amazonia PAX.
* Chdt liéu céu tao thén stent

Than NPDES c¢6 thé dugc lam bang chat liéu kim loai cao cap thuan khiét
nhu 1a thép khong gi 316L, cobalt-chromium, nitinol va platinum-chromium.
pé tuong thich tdt véi co thé, bé mit kim loai cua than stent duoc phu mot 16p
hydroxyapatite, 14 thanh phan tim thdy & xuong nguoi [105].
* Cdc logi thudc chong ting sinh ciia NPDES

Mot phan rat quan trong ciia NPDES chinh 1a thudc dugc gan theo stent.
Thudc ¢6 kha ning chong viém, chéng huyét khoi, chong ting sinh va khong
gdy phan tng mién dich 1a nhitng dic tinh duoc chon lya dung cho céc loai
stent phu thudc hién nay. Nhirng thudc thudc ho limus duge st dung rong rai,
c6 thé chia 1am 2 nhom: nhém e ché mTOR (mammalian target of rapamycin)
12 mot loai protein kinase 1am ting trudng té bao, gdm co sirolimus, everolimus,
zotalimus va biolimus A9. Nhém thir hai 13 (rc ché calcineurin 12 mot hop cht
bao gém calci va calmodulin 1am kich hoat t& bao T cta hé théng mién dich,
nhom nay gém cé tacrolimus va pimecrolimus [106].

Ngoai hai nhom thude chinh ké trén, cac NPDES con dugc sir dung mot
s6 hop chat 1am giam cholesterol trong mau bang céch ting ty 1& di hoa LDL,
trc ché tong hop va 1am cham hip thu cholesterol nhu 1a Probucol,
succinobucol, phdi hop véi sirolimus (YukonChoice, Coroflex ISAR stent)
[107], [108].
* Cdch gidi phong thudc chong ting sinh

Thudc duge giai phong khoi stent theo hai cach d6 1a giai phong bung nd
va giai phong duy tri, phy thude vao dic tinh riéng cta loai thudce, vao loai dung

moi va vao k¥ thuat gin thudc cia timg loai NPDES [109]. O nhitng NPDES
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giai phong kiéu bung nd nhu Zilver PTX hay BioFreedom, hon 90% lugng
thudc duoc giai phong vao thanh mach trong vong 24-50 tiéng ngay sau khi
stent duoc dit vao DMV, thudc duogc thim dan vao cac té bao thanh mach trong
thoi gian tir 56-180 ngay. Viéce thude duoc giai phong lugng 16n tip trung truc
tiép vao dang vi tri mach ton thuong duogc dat stent, lam cai thién viéc phuc hoi
ton thuong, va giam tai cau tric 4m tinh, cling nhu giam viém so véi céac loai
stent phu polymer [13], [110].

Hi¢n nay mot s6 loai NPDES d3 duoc ché tao, phat trién, va duoc str dung
trén ngudi voi nhitng nghién ctru chimg minh hi€u qua va dd an toan vuot troi
hon so v6i BMS va t6i thiéu 1a khong thua kém DES c6 polymer nhu stent
Janus, Zilver PTX, BioFreedom, Yukon Choice, Amazonia PAX, Optima,
VESTAsync, Nile PAX, FOCUS np, Coroflex ISAR, Cre8 [13], [102], [108],
[111], [112], [113]. NPDES mé ra mdt su lwa chon méi cho nhitng bénh nhan
can thiép PMV phai giam thiéu thoi gian st dung DAPT vi du nhu trong cac

truong hop co nguy co xuit huyét cao.

Antiproliferative drug  'Micropore
(biolimus-A9) B

Hinh 1.6. Cau tric stent BioFreedom [114]
A. Thudc chdng ting sinh Biolimus A9 B. Ciu triic 15 siéu nhé
Stent BioFreedom 1a mét stent phu thude khong polymer, ¢6 khung 1a thép
khéng gi v6i d6 day 120 pm, duoc phu thude Biolimus A9 (BA9) trén bé mit
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tiép xc v6i 1ong mach. BA9 1a mot dong phéan cua Sirolimus, c6 tac dung
chéng tang sinh ndi mac va trc ché mién dich, nhung c6 tinh 4 m& manh hon
Sirolimus gap 10 lan, duoc phu truc tiép trén bé mat stent ap vao thanh mach
nho cau trac 18 micro siéu nhé trén bé mat, sau khi duge dit vao vi tri trong
long DMV, sé& duogc giai phong truc tiép vao trong thanh mach ma khéng can
c6 polymer, sau 4 tuan c6 thé ngdm dén 98% vao thanh mach. Mot dic diém
ndi bat cia BFR chinh 13 16p BA9 chi duoc phu ¢ 16p bé mit ngoai stent ap
truc tiép vao thanh mach, con cac mat khac phia bén trong long mach thi khong
phu thudce, gitp cho rat it thuéc duge giai phong phia trong 1ong mach, lam qua
trinh ndi mac hoa dién ra thuan loi hon, gillp ngan ngra bién chiing huyét khoi
trong stent. BFR duoc dit trén dudng dan co bong gidn nd, ap luc cao & bén
trong. Hién tai BFR c6 6 kich thudc duong kinh tir 2.25 — 4.0mm va 7 chiéu
dai tir 8 — 28 mm, liéu BA9 phu tiéu chuan 12 15,6 pg/mm chiéu dai stent [115].
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Hinh 1.7. Pic diém giai phéng thudc truc ti€p vao thanh mach [115]
1.3.3. Tinh hinh cac nghién ctu trén thé giéi sir dung stent Biofreedom
1.3.3.1. Nghién ciru BIOFREEDOM FIM - thir nghi¢m lam sang ddu tién
trén nguoi

Nam 2010 Norio Tada va cdng su da tién hanh thuc nghiém trén 34 lon

thi nghiém, dat stent BFR, BMS va DES phu thudc Sirolimus trén DMV lon,
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danh gia sau 28 ngay va 180 ngay, két qua cho thiy stent phii thuéc BA9 chdng
tang sinh ndi mac, gidm viém va cai thién kha nang phuc hdi mach mau ton
thuong t6t hon so v6i DES, v6i p < 0,05 [110]. Tir d6 tién t6i thir nghiém 1am
sang trén ngudi dau tién, nghién cru BIOFREEDOM FIM (First in Man) trén
182 bénh nhén thiéu mau co tim ¢6 triéu chting, duoc phan nhém ngiu nhién,
ding BFR liéu tiéu chuan (15,6 pg/mm), liéu thap 7,8 pg/mm va mot nhém
dung stent phu Paclitaxel co polymer bén ving (stent Taxus). Két qua sau 12
thang theo ddi cho thidy mirc tai hep trong 10ng stent cia BFR liéu tiéu chuan
thap hon so voi Taxus voi p = 0,001. Va hién nay da hoan thanh 5 nim theo
ddi v6i két qua bién cb tim mach chinh (MACE - Major adverse cardiac events)
ctia cac nhom khong co su khac biét co y nghia thong ké [116].
1.3.3.2. Nghién ciru trén doi twong nguy co xudt huyét cao

* Nghién ciru LEADERS FREE

Nghién ciru LEADERS FREE trén 2466 bénh nhan, 1a mét thir nghiém
1am sang ngiu nhién, mu ddi, da trung tAm, da qudc gia (¢ cac nude chau Au,
Canada, Uc va chau A) véi dbi tuong bénh nhan c6 nguy co xuit huyét cao
duogc can thiép PMV qua da (bao gom ca bénh nhan HCMVC va HCMVM),
dugc dat stent BFR hodc stent BMS Gazelle — 1a stent thuong c6 cAu tric khung
stent giong véi BFR. Ca 2 nhém déu duoc dung DAPT trong 1 thang (bao gom
Aspirinva 1 thude trc ché thu thé P2Y 12, co thé 1a Clopidogrel hoac mot thube
kh&c), sau d6 dung duy tri SAPT kéo dai. Nghién ctru ¢6 2 tiéu chi chinh 1a ti€u
chi vé tinh an toan va tinh hiéu qua. Tinh an toan thé hién & ty 18 MACE (bao
gdm tir vong do tim mach, NMCT, tai thong ton thuong dich - TLR, huyét khdi
trong stent) sau 1 nim va tinh hiéu qua thé hién ¢ mirc do tai hep trong stent
sau 1 nam. Nghién ctru da thu thap bénh nhan dau tién vao thang 12/2012 va
hién tai da hoan thanh giai doan theo doi sau 2 nam véi két qua an toan va hi¢u

qud vuot tri trén nhém st dung BFR so véi BMS.
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Sau 1 nam theo doi, voi ti€u chi an toan 1a ty 1€ MACE thi chi c6 9.4% )
bénh nhan dung BFR gip bién c6 trong khi ¢6 12.9% sb dung BMS gip bién
cb, nhu vay nhom nghién ciru da giam dugc 29% MACE so véi nhom ching,
c¢6 y nghia théng ké véi p = 0.005. Tinh hiéu qua ciing rd rét & nhém BFR chi
€6 5.1% TLR, va & nhdm BMS 12 9.8%. Ty 18 TLR giam dén 50% khi so sanh
v6i nhom chimg va ¢ ¥ nghia théng ké véi p < 0.001 [14].

Va sau 2 ndm, vu thé vin nghiéng vé phia BFR trong ca tinh an toan va
tinh hi¢u qua. MACE & nhom BFR sau 2 ndm 1a 12% so vi nhom BMS 1a
15.3%, thap hon dén 20% c6 ¥ nghia thong ké véi p<0.039. V& tinh hiéu qua
van chirng minh BFR c6 1oi ich 10 rét khi TLR ¢ nhém nay chi 1a 6.8% so vdi
nhom BMS 1én dén 12%. Nhu vay ciing giam duoc dén 46% TLR khi ching ta
sir dung BFR sau 2 nam theo doéi [117].

Véi dbi tuong HCVC trong nghién ciru ndy dugc tach riéng thanh mot
dudi nhom va két qua ctia nghién cru LEADERS FREE ACS cho thiy MACE
sau theo doi1 12 thang & nhém BFR 1a 9.3%, nhom BMS 1a 18.5%, nhu vay ty
1¢ & nhom BFR thap hon dén 52% so vi nhom BMS véi p < 0.001. Tinh hiéu
qua ¢ nhom BFR ciing vuot troi véi TLR 14 3.9%, thap hon dén 59% so véi
nhom BMS 1a 9.0% véi p < 0.009 [118].

* Nghién cwu LEADERS FREE I1I, 111

Nghién ciru LEADERS FREE II thiét ké twong tu nhu nghién ciu
LEADER FREE, nhung chi l1ay nhanh bénh nhan dit BFR véi s luong 1én t6i
1200 ca, so sanh v&i nhdém BMS cua nghién citu LEADERS FREE truée do.
Diém dic biét cla nghién ctru 1a da léy bénh nhéan tai Hoa Ky, Canada va chau
Au, mo duong cho BFR tién vao Hoa Ky va chiig nhan tiéu chuan FDA. Tiéu
chi ctia nghién ctru ciing 13 ty 18 MACE va TLR sau 12 thang. Két qua cho thiy
ty 16 MACE va TLR cta nhom BFR tuong ting 13 8.6% va 6.1% déu thip hon
so v6i nhom BMS 1a 12.4% va 9.3% voi p < 0.01 [119]. Hién tai nghién ctu

van dang tiép tuc duoc theo ddi sau thoi diém 12 thang.
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Nghién ciru LEADERS FREE III sir dung loai BFR thé hé méi véi khung
bang Cobalt Chromium (CoCr) moéng hon loai khung thép cii véi chiéu day 1a
83 um di st dung trén 401 bénh nhan, két qua sau 12 thang theo ddi cho thiy
ty 1€ MACE & nhém CoCr 1a 8.0% khong khéc biét c6 y nghia vai nhom cii 1a
9.2%. Ty I¢ TLR & nhom CoCr 1a 4.2% cling khong khac biét c6 y nghia véi
nhom cii 13 4.9%, tuy nhién thap hon han so véi nhém BMS ¢6 ty 1é TLR 1a
9.3% v&ip = 0.007. Két qua nghién ctru cho thay cai tién khung ctia BFR khéng
lam ting ty 168 MACE so v&i BFR cil va hiéu qua van vuot trdi so véi BMS, va
ciu tao khung mé1 mong hon, véi chét liéu CoCr s& thuan loi hon nhiéu cho
cac nha can thiép trong viéc thuc hién cac ky thuat dat stent [120]. Nghién ctru
nay van dang tiép tuc tuyén chon thém bénh nhan.

* Nghién ciru BIOFREEDOM USA

BFR la stent phu thuc khong polymer dau tién dugc tién hanh nghién ctiru
lam sang tai Hoa Ky. Muc tiéu ctia nghién ctru nay danh gia hiéu qua va an toan
cia BFR & bénh nhan diung DAPT ngan trong 3 thang. Sau 9 thang cac bénh
nhan duogc theo doi, chup DMV danh gia ti€u chi chinh 1a ty 1¢ MACE, va danh
gia muc do hep long mach trong stent sau can thi¢p (LLL - late loss lumen) so
sanh v&i DES thé hé 1. C6 72 bénh nhan tir 10 trung tam duogc dat BFR ¢ 83
ton thuong DMV. Két qua sau 9 thang theo ddi cho thdy MACE 4 8.4% va
TLR la 1.5%, LLL trung binh 4 0.32 + 0.53 mm. Hi¢u qua dat duogc tuong tu
nhu khi str dung DES thé hé dau. Két luan cta nghién ctru cho rang BFR 13 mot
loai stent hiéu qua va an toan nén dugc can nhic s dung cho bénh nhan yéu
cau stir dung DAPT thoi gian ngan [121].

* Nghién curu EGO BIOFREEDOM

Tai hoi nghi Tim mach can thiép chau Au thang 5/2015, nghién ciru EGO
— BioFreedom di duoc cong bd két qua.Nghién ctru tién hanh trén 100 bénh

nhan tai Hong Kong, str dung chup cét 16p quang hoc trong 1ong mach (OCT -
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Optical coherence tomography) dé danh gia mic d6 ndéi mac hoa 1ong mach
sau dit stent BFR tir thang thir 1 dén thang thir 9. Két qua cho thay & thang 1,
2,3,4,5va9 mic do ndi mac hoa tuong uing 1a 85.8, 87.0, 88.6, 96.8, 97.1 va
99.6%. Sau 9 thang, thé tich tai ciu tric 4m tinh trung binh 13% va LLL 13 0.21
+ 0.3 mm. MACE 1a 4% vdi 1 ca tir vong khong do tim mach, 1 ca NSTEMI
va 2 ca tai thong t6n thuong dich khong do huyét khdi. Nhu vay thoi gian noi
mac phu stent cang ngan dong nghia véi viée cang rat ngin thoi gian dung
DAPT dé dé phong huyét khoi trong stent. Bén canh d6, mirc d6 tai ciu tric
am tinh tinh theo phan trdm thé tich trong long mach thi sau 9 thang 1a 13,03%,
cling twong duong véi két qua dit stent phi thude DES [122].

* Nghién ciru ONYX ONE

Pay 1a thir nghiém 1am sang ngau nhién so sanh BioFreedom dbi dau voi
stent phtl Zotarolimus véi polymer bén viing trén d6i tugng nguy co xuat huyét
cao, st dung DAPT 1 thang sau can thi¢p, sau d6 dung SAPT kéo dai. Tiéu chi
chinh 12 tiéu chi an toan bao gém tir 1é tir vong tim mach, NMCT hoic huyét
khéi trong stent tai thoi diém 1 nam, tiéu chi th hai 13 tiéu chi hiéu qua bao
gdém tir vong tim mach, NMCT mach dich hodc tai thong ton thwong dich co
tri¢u chung 1am sang.

Téng cong cd 1996 bénh nhan nguy co xuat huyét cao dugc chia ngau nhién
vao 2 nhém va sau 1 nim, két qua cho thay tiéu chi an toan khong khac biét gitra
2 nhom véi 17,1% & nhém Zotarolimus va 16,9% ¢ nhom BFR. Tiéu chi hiéu
qua cua tuong tu voi ty 1€ tuong img 17,6% va 17,4% & 2 nhom, khong c6 su
khac biét c6 ¥ nghia thong ké [123]. Tuy nhién nghién ciru méi cong b két qua
theo ddi sau 12 thang, ma nhém Zotarolimus 1a loai stent c6 polymer bén viing
nén theo thoi gian, van ¢ thé xuét hién thém cac bién c¢b huyét khdi trong stent
hoic tai hep trong stent do phan (mg viém ctia 16p polymer. Nén van can thém

thoi gian nghién ctru dé so sanh v6i nhom stent BioFreedom khong c6 polymer.
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* Tém lai stent BioFreedom qua nhiing nghién civu trén doi twong bénh
DMV nguy co xudt huyét cao, siv dung DAPT ti thiéu 1 thing, di chirng
minh dwoc tinh an toan va hi¢u qud cao hon hin nhém stent BMS - la sw
lwa chon gin nhw duy nhit truwée diy cho nhém doi twong nay, va ciing
khéng thua kém so véi nhitng stent phii thudc cé polymer thé hé 1, 2.
1.3.3.3. Nghién ciru trén moi doi twong can thiép PMV qua da

* Nghién ciru RUDI-FREE

Pay 1a nghién ctru dau tién cung cap bang chimg 1am sang vé hiéu qua cta
BFR trén moi d6i twong bénh nhan thay vi chi trén dbi tuong nguy co xuat
huyét cao nhu cac nghién ctru khac trude do, va cac bénh nhan ciing bao gom
cda HCVC va HCVM. Thoi gian st dung DAPT theo chi dinh ctua bac sy. Tiéu
chi chinh theo ddi 1a MACE trong 12 thang. Nghién ctru trén 1104 bénh nhan
tur 16 trung tam tim mach & Italy duoc ddt stent BFR, DAPT duogc sir dung theo
chi dinh cua bac sy ddi vdi timg bénh nhan cu thé, c¢6 thé kéo dai tir 1 dén 12
thang. Két qua sau 1 nim ctia nghién ctru ty 16 MACE 1a 4.1%; ty 18 TLR 1a
1.2%. Nghién ctru ciing chia nhdm nguy co xut huyét cao va khong cao duwa
trén thang diém CRUSADE véi diém méc 13 40 diém thi két qua cho thay ty 1¢
MACE & nhém nguy co xuit huyét cao sau 12 thang 1a 9.1% cao hon so voi
nhom nguy co xuat huyét khong cao 14 3.2% véi p < 0.001. Két qua ctia nghién
cuu cho théy hi€u qua va do an toan cua BFR trong thuc té sur dung cho moi
d6i tuong bénh nhan bénh DMV, c6 nguy co xuit huyét cao hay khong, véi ty
16 MACE va TLR théap, hoan toan c6 thé so sanh ngang bang v6i cac DES thé
hé mai [15].

* Nghién ciru SORT-OUT IX

Mot nghién ctru ngau nhién c¢6 nhom ching so sanh ddi dau truc tiép gitra
BFR va Orsiro - mot stent pha thudc sirolimus ¢6 polymer tu tiéu véi khung

stent mong nhat hién nay (tir 60-80 pm) va 13 mot DES thé hé méi véi rat nhidu
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nghién ctru 16n, dang dugc tién hanh 1a nghién cru SORT OUT IX, di lay duoc
3150 bénh nhan bénh PMV bao gdm ca nguy co xuat huyét cao va khong cao,
str dung DAPT theo khuyén cdo tir 6-12 thang, chia déu 2 nhom, va két qua sau
1 nam theo ddi cho thidy nhom dung BFR ¢6 ty 18 MACE 14 13.4% so voi nhom
Orsiro 1a 13.7% khong c6 su khéac bi¢t c6 y nghia. Tuy nhién ty I¢ TLR & nhom
BFR 1 3.5% cao hon nhom Orsiro 14 1.3%, ¢6 ¥ nghia thong ké v&i p = 0.0001.
Nghién ctru van dang tiép tuc tuyén chon bénh nhan va theo ddi thoi gian tiép
theo vi polymer tu tiéu & nhom Orsiro s€ tiéu hoan toan sau 12-24 thang, nén
s& van c6 thé c6 nhitng bién cd huyét khdi mudn, rit muodn lién quan dén
polymer ¢ giai doan sau [16].

* Tém lai trén moi doi twong bénh DMV cé nguy co xudt huyét cao hay
khéng, siv dung DAPT theo khuyén cdo, stent BioFreedom qua mét sé nghién
ciru véi s6 doi twong nghién ciru twong déi lon, ciing chirng minh dwoc tinh
an toan khong thua kém cdc DES thé hé mdi, va ky vong sé lam giam ty 1¢
huyét khoi mudn, rit muén trong stent so véi cic DES c6 polymer hién hanh.
1.3.4. Tinh hinh cac nghién ciru sir dung stent Biofreedom tai Viét Nam

Stent BioFreedom qua rat nhiéu nghién ctru 16n nho trén khap thé gisi da
chirng minh dugc wu nhuoc diém, da duoc st dung rong rai trén cac bénh nhan
bénh PMV da dang géom ca HCVC va HCVM, ca nhiing d6i tugng nguy co
xuat huyét cao va khong cao. Tai Viét Nam, BioFreedom 14 stent phu thudc
khong polymer dau tién dugc cép visa luu hanh tir cubi nam 2014, va da bat
dau duoc str dung rong rai tai Vién Tim mach Vi¢t Nam cling nhu mot sb bénh
vién, trung tdm tim mach 1én khac trén ca nudc, mang lai mot s chon lya maéi
rat kha quan cho cac bénh nhan bat budc phai rat ngan thoi gian stir dung DAPT.
Va ciing chua c6 nghién ciru nao cia cac nhom tac gia khac tai Viét Nam vé

loai stent nay trong can thi€ép PMV qua da.
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CHUONG 2
POI TUQNG VA PHUONG PHAP NGHIEN CUU

2.1. POI TUQNG NGHIEN CU'U
Gdm 131 bénh nhan bénh DMV c¢6 chi dinh can thi¢p qua da sur dung stent

phu thudc khong polymer - BioFreedom tai Vién Tim mach Viét Nam — Bénh
vién Bach Mai tir thang 09/2015 dén thang 05/2019.
2.1.1. Tiéu chuan lya chon bénh nhan nghién ctru

- Cac bénh nhan trén 18 tudi c6 ton thuong méi dong mach vanh

- CO chi dinh can thi¢p PMV qua da.

- Pong y cam két can thiép PMV qua da.

- Pong y tham gia nghién ctru sir dung stent BioFreedom.
2.1.2. Tiéu chuan loai trir

- Suy tim ning, s6¢ tim hoidc c6 bénh 1y khac kém theo ma thoi gian sdng
thém udc tinh < 12 thang.

- Chdng chi dinh véi heparin, aspirin, clopidogrel

- Mé1i bi dot quy ndo < 3 thang.

- Co chi dinh téi can thi¢p stent cii.

- Khong cam két dong ¥ thu thuat

- Khong c6 kha ning tai kham dinh ky trong thoi gian theo dbi ti thiéu
12 thang.
2.1.3. C& miu nghién ciru

g [Zurz\f(f'*l)ll_‘l +Z) g 1) +P2q; ]2
1=

1o, —p2)”

ny =rmy

Str dung cong thirc tinh ¢ mau Fleiss cho thir nghiém 1am sang [124]

Trong do:
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nl: ¢c& mau nhdm nguy co xuat huyét cao (NCXHC)

n2: ¢& mau nhom khong NCXHC

r: ty suat nhom NCXHC/khong NCXHC = 1

Za2 = 1,96 gia tri tir phan bd chuan véi hé s6 a kiém dinh 2 phia = 0,05

Z1.8 = 0,842 gia tri duoc tinh dua trén luc théng ké 1a 80%

pl: ty 1€ MACE cua nhom nl, udc luong 1a 15% (dua trén ty 1€ MACE
cua nhom NCXHC str dung stent BioFreedom & nghién ciru LEADERS FREE
la 16% va nghién ciru RUDI-FREE la 14% [14], [15].

p2: ty I¢ MACE cua nhom n2, uéc luong 1a 5% (dua trén ty 1¢ MACE cta
nhom khong NCXHC ¢ nghién ciru RUDI-FREE [15].

P=(1+p2)/2;91=1-pl;92=1-p2;q=(ql +q2)/2

Thay vao cong thue trén tinh dugc nl = n2 = 35. Nghién ctru cua chung
t61 chon dugc 131 bénh nhan, trong d6 nhom nl c¢d 65 bénh nhan, n2 c6 66
bénh nhan.
2.2. PHUONG PHAP NGHIEN CUU
2.2.1. Thiét ké nghién ciru

Nghién ctru can thi€p khong c6 nhom chiing, c6 so sanh trudce sau va so

sanh nd1 nhom.

131 bénh nhan nghién cuu dwoc chia lam 2 nhom chinh:

- Nhom 1: ¢é nguy co xuat huyét cao (NCXHC)

- Nhém 2: khong c6 nguy co xuat huyét cao (Khdng NCXHC)
2.2.2. Cac tiéu chuin sir dung trong nghién ciru
2.2.2.1. Cdc tiéu chuén chéin dodn bénh PMV

Chung t61 dinh nghia:

- Hoi ching mach vanh cap bao gom NMCT cép ¢6 ST chénh 1én, NMCT
cap khong c6 ST chénh 1én va Pau nguc khong 6n dinh.

- Ho1 ching mach vanh man chinh 1a dau that nguc 6n dinh hodc bénh

DMV 6n dinh.
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* NMCT cép ¢6 ST chénh Ién:

- Con dau that nguc dién hinh c6 tinh chat nhu sau:

Vi tri:

- Thuong ¢ sau xuong rc va la mot vung, dau co thé lan 1én ¢d, vai, tay,
ham, thuong vi, sau lung.

- Hay gip hon ca 13 huéng lan 1én vai trai rdi lan xudng mit trong tay
trai, c6 khi xudng tan cac ngon tay 4, 5.

Hoan cdnh xudt hién:

- Thuodng xuat hién khi ging stc, xGic cam manh, gap lanh, sau bita an
nhiéu hogc hut thudce 14.

- Con dau c6 thé xut hién tu nhién. Mot s6 truong hop con dau thét nguc
c6 thé xuét hién vé dém, khi thay ddi tu thé, hodc khi kém con nhip nhanh.

Tinh chat:

- HAu hét cac bénh nhan mo ta con dau thit nguc nhu thét lai, bo nghet,
hodc bi d¢ ning trudc nguc va doi khi cam giac budt gia, bong rat.

- Mot s6 bénh nhén c6 khé thd, mét 13, dau dau, budn nén, va md hoi...

Thoi gian:

Thuong kéo dai = 30 phut, dap tng kém hoac khong dap ung véi
Nitroglycerin, giam it khi nghi ngoi.

- Tang men tim Troponin trén bach phan vi thir 99. Trong NMCT, troponin
bét dau tang sau 3 gio (c6 thé ting ngay sau 1 gior d6i v6i loai Troponin T siéu
nhay thé hé méi), ting kéo dai t6i 7-14 ngay.

- Bién doi trén dién tam do:

Hinh anh doan ST chénh lén:

- Xuét hién trong vai phat va co thé toi 2 tuan. Biéu hién trén:

e it nhat 2 chuyén dao lién tiép

e Doan ST chénh 1én > 2,5 mm & nam < 40 tuéi, > 2,0 mm & nam > 40
tudi hoac > 1,5 mm & nit trong chuyén dao V2-V3 va/ hodc > 1 mm & céc

chuyén dao khac.
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Song Q bénh ly

- Trong nhdi mau co tim xuyén thanh, can vai gio tdi vai ngay dé xuét
hién séng Q va thuong ton tai vinh vién.

- Song Q bénh 1y c6 bién d§ > 25% bién dg song R, dai 40 ms di kém véi
song T am. Néu & chuyén dao trudc tim, séng Q & V4> 0.4 mV va & V6> 0,2
mV véi diéu kién khong ¢ block nhanh trai.

Bang 2.1. Pinh khu viing nhdi mau co tim trén dién tim d6 [27]

Thanh truéc ST chénh 1én va/hodc c6 song Q tir V1-V4/V5

Truwdéc vach ST chénh 1én va’hodc c6 song Q tir V1-V3
Trwéce bén ST chénh 1én va/hoac c6 séng Q tir V1-V6 va |, aVL
Thanh bén ST chénh 1én va/hoac c6 song Q tir V5-V6 vasong T am/ST

chénh lén/Séng Q tr [ va aVL

Thanh dwéi bén | ST chénh 1én va/hoac ¢6 song Q ¢ DII, DIII, aVF va V5-V6
(d6i khi 6 1vaaVL)

Thanh dwdi ST chénh Ién va’/hodc song Q & DII, DIII va aVF

Vung dwéi vach | ST chénh 1én va/hodc song Q ¢ DII, DIII, aVF, V1-V3

Thanh sau Séng R cao & V1-V3 cung véi ST chénh xudng & V1-V3;
song T dwong ¢ V1-V2. Co thé xac dinh chinh x4c bang
chuyén dao thuc quan néu c6 diéu kién thuc hién

Thét phai ST chénh 1én & cac chuyén dao trude tim bén P (V3R-VA4R).
Céc bién d6i nay c6 thé chi xuat hién trong vai gio dau NMCT

Hinh anh dién tAm d6 khong dién hinh:

- Block nhanh trai hoan toan médi xuat hién ctng véi 1am sang dién hinh.

- Block nhanh phai méi xuat hién: Khuyén céo ciia ESC 2017 di dua dau
hiéu block nhanh phai méi xuat hién trén dién tim dd cling c6 gia tri tuong
duong vo1 STEMI.

- Boan ST chénh xuéng don1¢ > 0,5 mm & V1-V3 va doan ST chénh 1én
> 0,5 mm ¢ V7-V9 trong NMCT thanh sau.

- ST chénh xuéng > | mm & it nhit 8 chuyén dao bé mat, kém theo ST
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chénh 1én ¢ aVR va/ hodc V1 goi ¥ ton thuwong than chung DMV tréai hoic thiéu
mau nang 3 thain PMV.
* NMCT cap khong cé ST chénh 1én

- Con dau that ngyc va bién d6i men tim tuong tw nhu NMCT ¢6 ST chénh
1én, nhung bénh canh 1am sang c6 xu hudng it cap tinh hon.

- Pién tam d6 ltc nghi c6 > 20% binh thuong. Thuong gip cac trudng hop
c¢6 doan ST chénh xudng, T Am nhon, d4o chiéu. Trong con dau c6 thé thay ST
chénh xuéng nhiéu hon kiéu déc xudng, hoic ST cé thé chénh 1én thoang qua.

* Pau ngue khong on dinh

- Con dau that nguc dién hinh, khong on dinh tuwong tu truong hop NMCT
O trén.

- Khéng c6 bién dbi men tim ting trén bach phan vi tht 99.

- Pién tdm d tuong tu trudng hop NMCT cap khong ¢ ST chénh lén.

* Hoi chirng mach vanh man (hoiic dau thit nguc on dinh)

- Con dau that ngyc thuong co6 tinh chat on dinh (xuét hién khi ging
suc, xuc cam, kéo dai dudi 20 phut, thuong do dau khi nghi hodc dung
nitroglycerin), céc triéu ching co nang khac kém theo thuong nhe hodc
khong co.

- Khong c6 bién ddi men tim ting trén bach phan vi thtr 99.

- Pién tdm d6 luc nghi co t&i > 60% la binh thuong. Mot sb truong hop
c¢6 song Q néu tién sit NMCT cil, hodc c¢6 ST chénh xudng, cting, di ngang,
hodc ¢ dau hiéu cta cic bénh 1y khéac nhu tdng ganh thét trai, blbc nhéanh, rdi
loan nhip, din truyén . . . Tuy nhién trong con dau nguc c6 thay sy thay doi ST
chénh xudng va T 4m.
2.2.2.2. Pinh nghia mét sé yéu té nguy co tim mach

* Tang huyét dp:

Tang huyét ap duoc dinh nghia theo khuyén cdo cia Hoi tim mach chau
Au niam 2013 1a khi huyét ap tam thu do tai phong kham/bénh vién > 140
mmHg va/hodc huyét ap tAm truong > 90 mmHg [125].
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Bang 2.2. Phén loai huyét ap do tai phong kham/bénh vién va dinh

nghia cac mirc do ting huyét ap

Huyét ap tim thu Huyét ap tim
Phan loai
(mmHg) troeong (mmHg)

T6i wu <120 va <80
Binh thuong 120-129 va/hoac 80-84
Binh thuong cao 130-139 va/hodc 85-89
Tang huyét ap do 1 140-159 va/hodc 90-99
Tang huyét ap do 2 160-179 va/hodc 100-109
Tang huyét ap do 3 >180 va/hoiic >110
Tang huyét a

SR >140 va <90
tam thu don doc

* Roi logn Lipid mdu
Pinh nghia rdi loan lipid mau (RLLM) theo huéng dan cta Cuc Y té du
phong — Bo Y té Viét Nam ndm 2016 nhu sau:
Chan doan xac dinh béng xét nghi¢ém céac thong $6 lipid khi c6 mot hodc
nhiéu rdi loan nhu sau:
-Cholesterol mau > 5,2 mmol/L (200mg/dL)
-Triglycerid > 1,7 mmol/L (150mg/dL)
-LDL-cholesterol > 2,58mmol/L (100mg/dL)
-HDL-cholesterol < 1,03mmol/L (40 mmol/L)
* Ddi thdao dwong
Tiéu chudn chan doan dai thao duong theo khuyén cao ctiia Hiép hoi dai
thao duong Hoa Ki (American Diabetes Association) nam 2015 [126] nhu sau:
Chan doan dai thdo dudng khi co:
-Buong huyét luc d6i > 126 mg/dl (7 mmol/1). Pudng huyét lac d6i duoc
dinh nghia 12 khong an trong it nhat 8 tiéng. Hoac:
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-buong huyét ¢ thoi diém sau 2 gio 1am nghiém phap dung nap glucose
duong ubng (V6i 75 gram glucose) > 200 md/dl ( 11,1 mmol/1). Hoic:

-HbA 1C > 6,5% dugc xét nghiém theo chuan. Hoic:

-C6 céc triéu ching cua dai thao duong (Iam sang); muc glucose huyét
twong & thoi diém bat ky > 11,1 mmol/I (200 mg/dl).

* Hiit thuéc ld

Pinh nghia vé hut thudc 14 theo Co quan dy phong va kiém soat bénh cta
Hoa Ki (CDC: Centers for disease control and prevention) nhu sau:

-Nguoi dang hut thude (Current Smoker): nguoi trudng thanh da hut it
nhat 100 diéu va van dang tiép tuc hit tai thoi diém tham gia vao nghién cau.

-Nguoi tirng hdt thude (Former Smoker): nguoi trudng thanh da hit it nhat
100 diéu thube va da dirng hat tai thoi diém tham gia vao nghién cuau.
2.2.2.3. Pinh nghia mét sé thang diém ddnh gid trén lim sang

e Phah logi cudng do*con dau thit nguc theo Hiéb hol tim mach Canada
(CCS) [127].

- CCS 1: Nhitng hoat déng binh thudong khéng gy dau nguc. Pau thit
nguc chi xuét hién khi hoat dong thé luc manh.

- CCS 2: Han ché nhe hoat dong thé luc binh thuong. Pau thét nguc XUt
hién khi leo cau thang 1én cao hon mdt tang gac hodc di bg dai hon 2 diy nha.

- CCS 3: Han ché dang ké hoat déng thé luc théng thudong. Pau that nguc
khi leo cau thang 1én 1 tAng gac hodc di bé tir 1-2 ddy nha.

- CCS 4: Cac hoat déng thé lyc binh thudng gdy dau that nguc. Dau thit
nguc khi 1am viéc nhe, gang strc nhe tham chi ngay ca khi nghi ngoi.

e Phah do’suy tim theo NYHA [128]:

- NYHA I: Khong han ché vin ddéng, hoat ddng thé luc théng thuong
khong gay mét hay kho tho, hdi hdp tréng nguc.

- NYHA II: Han ché nhe van déng thé luc. Bénh nhan kho¢ khi nghi ngoi,

van déng thé luc théng thudng dan dén mét, hdi hdp, kho thé hay dau nguc.
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- NYHA III: Han ché nhiéu vén ddng thé luc. Mic du bénh nhén khoé¢ khi

nghi ngoi nhung chi cin vdn déng nhe da co tridu chimg co nang.

- NYHA IV: Triéu chiing co hdng cta suy tim xay ra ngay khi nghi ngo1,

chi van ddng thé luc nhe ciing lam triéu ching co ndng gia tang.

* Tiéu chudn xdc dinh co nguy co xudt huyét cao

Bénh nhén can thiép PMV qua da dugc phéan loai nguy co xuét huyét cao

khi c6 > 1 tiéu chuan chinh hoic > 2 tiéu chuan phu theo tiéu chuian ARC-
HBR (Academic Research Consortium - High Bleeding Risk) [65]
Bang 2.3. Tiéu chuin nguy co xuit huyét cao theo ARC-HBR [65]

Tiéu chuan chinh

Tiéu chuén phu

- Dung chong dong dudng udng kéo dai

- Suy than nang (MLCT < 30ml/ph)

- Hb < 11g/dl

- Chay méau tu phat phai nhap vién hodc
phai truyén méau trong vong 6 thang hodc
tai phat.

- Giam tiéu cau vira hodc nang (tiéu ciu <
100 G/1)

- Tinh trang chdy mau man tinh

- X0 gan co tang 4p luc tinh mach cua

- Ung thu thé hoat dong trong vong 12
thang gan day

- Xuat huyét ndo tu phat trong bat ky thoi
gian nao, hodc xuat huyét ndo do chan
thuong trong vong 12 thang, hodc nhoi
mau ndo nang trong vong 6 thang.

- Phau thuat 16n khong thé dung DAPT

- Phau thuat hodc chan thuong 16n trong
vong 30 ngay trudc khi PCI.

- Tudi > 75

- Suy than trung binh (MLCT 30-59
ml/ph)

- Hb 11-12,9 g/dl ¢ nam gidi va 11-
11,9 g/dl & nir gidi.

- Chay mau tu phat phai nhap vién
hodc phai truyén mau trong vong 12
thang khong bao gdém tiéu chuan
chinh.

- Phai st dung chéng viém phi
steroid hoac corticoid kéo dai

- Nhoi mau néo bat ky thoi diém nao
khéng bao gém tiéu chuan chinh.

* Thang diém chay mau theo tiéu chuan BARC

Panh gia tinh trang chdy méu theo thang diém BARC (Bleeding

Academic Research Consortium) nhu sau:
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Bang 2.4. Thang diém chay mau BARC [129]

Phan loai

Dinh nghia

Loai 0

Khéng chay mau

Loail

Chay mau khong can can thiép va khong khién bénh nhan phai
ngay lap tirc tim cach thay ddi cac nghién ctru hodc nhap vién
hozc kham mot chuyén gia y té; c6 thé bao gdm nhiing dot chay
mau ma bénh nhan ti ding thudc diéu tri ma khéng can hoi y
kién chuyén gia y té

Loai 2

Bat ki ddu hiéu chay mau rd rang nao, can phai can thiép (VD:
chay mau nhiéu hon du kién ctia mdt bénh canh 1am sang, bao
gém chay mau dugc phat hién bang chan doan hinh anh don
thuan) ma khong phu hop véi tiéu chuan cua loai 3, 4, hodc 5
nhung dap ung it nhat 1 trong céc tiéu chuan sau: (1) can can
thiép khong phau thuat boi chuyén gia y té; (2) phai nhap vién
hodc tang mirc do cham soc; (3) can nhanh chong danh gia tinh
trang bénh nhan

Loai 3

3a. Chay mau va hemoglobin giam tu 3 t61 < 5g/dl (do chay
mau); can phai truyén mau.

3b. Chay mau v61 hemoglobin < 5g/dl (do chay mau); tran dich
mang tim; chdy mau can can thiép ngoai khoa cam méu; chay
mau can truyén thuc co mach dudng tinh mach.

3c. Chay mau trong so (khong bao gdm chay mau nhod hoic
chuyén thé ctia nhdi méu, c6 bao gdm chay mau trong tay) duoc
chan doan bai kham nghié€m tu thi, chan doan hinh anh hay choc
do tuy séng; chay mau ndi nhan anh hudng thi luc.

Loai 4

Chay mau noi so quanh phau thuit trong vong 48 gid
Tai phau thuat dé kiém soat chay mau sau khi dong xuong trc
Truyén > 5 don vi mau toan phan hoic hong cau khdi trong 48 gior

Dan luu 16ng nguc ra >2 lit dich trong 24 gio

Loai 5

5a. Co thé chay mau gay tur vong: nghi ngo dua trén lam sang.
5b. Chic chin chay mau gy tir vong: xac nhan bang chan doan
hinh anh hodc kham nghiém tir thi
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2.2.2.4. Cdc tiéu chudn ddnh gid két qud can thiép DMV
* Ddanh gia tai hep trong stent DMV
- Panh gia mtrc d6 tai hep trong stent DMV theo ty 1€ %: DS = (RVD -
MLD)/RVD.
- Panh gia hinh thai tai hep trong Stent dugc chia lam 4 loai [130]:
Loai 1: Nhom tai hep diém voi chiéu dai ton thuong tai hep <10mm &
cac vi tri khong chiu luc (chd khép ndi hodc chd tréng stent), than stent, bo

trudc va bo sau stent (khong ca hai) hodc ca hai dau (nhiéu diém).
Logi 2: Tai hep lan toa trong stent v6i chiéu dai ton thuong >10mm,
khong lan ra ngoai bo stent.
Loagi 3: Tai hep lan téa tang sinh, chiéu dai ton thuong > 10mm va lan ra
ngoai bo stent.
Loagi 4: Ton thuong tai hep “tac hoan toan” va dong chay TIMI 0 tai vi
tri ton thuong.
- Panh gia vi tri tai hep trong Stent DMV [131]
+ Tai hep trong stent (In-stent Restenosis): Ton thuong tai hep chi trong

doan stent.

+ Tai hep trong ton thuong (In-lesion Restenosis): Ton thuong tai hep
trong stent va ca ¢ trude va sau Stent 5 mm.
+ Tai hep trong doan (In-segment Restenosis): Ton thuong tai hep & vi tri

trong doan mach vanh.



43

Tai hep loai 1: tai hep diém

=== ==

Loai 1A: Khép ndi hodc chd tréng Loai 1B: B Stent

Loai 1C: Than Stent Loai 1D: Nhiéu diém

Tai hep loai 2, 3, 4: tai hep lan téa

Loai 2: Tai hep trong Stent Loai 3: Tai hep tang sinh

Loai 4: Téc hoan toan

Hinh 2.1. Phan loai cac hinh thai tai hep trong Stent DMV [132]

* Huyét khéi trong stent theo dinh nghia ciia Academic Research
Consortium-2 (ARC-2) [133]:

+ Huyét khoi trong stent chic chan (definite stent thrombosis): Chup
déng mach vanh khang dinh c¢6 huyét khéi va it nhat mét trong cac dau hiéu
sau trong 48h: triéu ching thiéu mau co tim méi khi nghi, bién dbi dién tdm
dd, bién ddi men tim.

+ Huyét khéi trong stent c6 thé (probable stent thrombosis):chét khéng
giai thich dugce nguyén nhén sau dit stent cho dén hét thoi gian theo ddi hodc
NMCT do mach dich ma khéng c6 chup PMV khang dinh.

Phén loai huyét khi trong stent theo thoi gian:

+ Huyét khdi cip (acute stent thrombosis): 0-24 gio sau khi dat stent.

+ Huyét khdi ban cap (sub-acute stent thrombosis): > 24 gio dén 30 ngay
sau khi dat stent.

+ Huyét kh6i mudn (late stent thrombosis): > 30 ngay dén 1 ndm sau khi

dat stent.
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+ Huyét khéi rat mudn (very late stent thrombosis): > 1 nd&m sau khi
dat stent.

* Mgt s6 tiéu chudn khdc ddnh gid két qud can thiép DMV [133]

+ Thanh cong vé k¥ thuat: dua duogc stent dén dung vi tri ton thuong dich
va 1am né thanh cong, v6i hep ton du < 20% dudng kinh 10ng mach, dong chay
TIMI III va khong c6 cac bién ¢ tai mach dich (tac nhanh bén, boc tich DMV,
huyét khdi tai chd hay tac doan xa).

+ Thanh cong vé thu thuét: bao gdm thanh cong vé k¥ thuat va khong co
céc bién cb tim mach trong thoi gian nam vién (tir vong tim mach, tai can thiép
mach dich, NMCT, dot quy).

+ Tai can thiép ton thuong dich (TLR): can thiép ton thuong thi pham trong
vong 5 mm céch dau gan va dau xa cua stent, do tai hep > 50% trong stent.

+ Tai can thiép mach dich (TVR): tai can thiép bat ky doan ndo cia mach
vanh trén dé c6 ton thuong dugc dat stent.

+ Tai can thi€p mach dich co6 triéu chung lam sang (CD-TVR): téi can
thiép mach dich 13 thi pham gy ra triéu chtng thiéu mau co tim trén 1am sang.

+ T vong tim mach: tor vong do cac nguyén nhan tim mach gay ra
(NMCT, suy tim, roi loan nhip tim, tai bién mach ndo, cic céac tai bién mach
mau khac, do thu thudt tim mach, cadc nguyén nhan tim mach khac . . .).

+ Bién ¢6 tim mach chinh (MACE): bao gom tir vong tim mach, NMCT khong
tir vong, dot quy, tai can thi€p mach dich c6 tri¢u ching 1am sang.

2.2.3. Céac buéc tién hanh nghién ciu

2.2.3.1. Phuwrong phdp lwa chon déi twong nghién ciru

Céc bénh nhan dén trong thoi gian nghién ciru duoc xem 1a quan thé chon
mAu va nghién ctru sé lwa chon bénh nhan theo tiéu chi tir quan thé chon mau nay.

Cac BN nam diéu tri ndi tra tai Vién Tim mach Viét Nam, du tiéu chuan
nghién ctru dugc lya chon bang phuong phap chon mau lién tuc theo thoi gian,

khong phén biét vé tudi, gisi.
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Chung t61 lya chon bénh nhan tuy thudc vao duong kinh mach tham chiéu
va chiéu dai ton thuong PMV phu hop véi cac kich ¢& cia stent BioFreedom
hién c6, day la stent phu thudc Biolimus A9 truc tiép trén bé mat stent ap vao
thanh mach ma khong c6 16p polymer.

Tong s6 c¢6 131 bénh nhan duoc dit stent BioFreedom, chia thanh céc
nhom nhu thiét ké nghién ciru. Tat ca déu dugc theo ddi sau can thiép dén tdi
thiéu 12 thang, dugc phan tich cac dac diém 1am sang, can lam sang, hinh anh
t6n thuong DMV va két qua dit stent DMV, theo ddi két qua ngay sau can thiép
va sau 1,3,6,12 thang.
2.2.3.2. Quy trinh chup va can thiép DMV qua da

* Chudn bi bénh nhén truéc can thiép

Thay thudc truc tiép hoi tién sir, bénh st va kham 1am sang bénh nhan
khi nhap vién. Thu thap céc sd liéu vé tudi, gidi, can ning, cac yéu td nguy co:
tang huyét ap, dai thao dudng, réi loan lipid mau, tién sir bénh mach vanh...,
tinh trang 1dm sang (dau that nguc theo CCS, khé thé theo NYHA, tan sd tim,
huyétap .. .)

Bénh nhan duoc lam déy du cac xét nghiém can 1am sang co ban nhu:
men tim, duong mau, dién giai do, phtrc hop lipid mau, Ur€, Creatinin mau,
dién tam dd, siéu 4m Doppler tim...

Tat ca bénh nhan duoc dung cac thudc theo khuyén cao cia Ho1 tim mach
hoc Viét Nam 2008 va ESC, [49], [54], [134]. Trudc khi can thiép 2 gio, bénh
nhan duoc dung liéu nap Aspirin 150-300mg va Clopidogrel 300-600mg hoic
Ticagrelor 180mg, riéng voi nhitng bénh nhan HCVM sir dung khi da biét co
ton thuong PMV va chic chin can thi€p. Ngoai ra bénh nhan dugc diéu tri cac
thudc khéc dya trén cac bénh man tinh kém theo nhu déi thio dudng, téng huyét

ap, roi loan chuyén ho4 lipit, bao vé da day bang thudc wrc ché bom proton.
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Bénh nhén va gia dinh duoc bac si can thiép giai thich ky vé loi ich cling
nhu cac nguy co cua thu thudt chup va can thiép ddng mach vanh qua da, chi
phi thu thudt, lya chon loai stent déng mach vanh va ky cam doan tién hanh tha
thudt trong ho so bénh an.

Vié¢c chup va can thi¢p PMV tai Pon vi Tim mach can thi€p - Vién Tim
mach Viét nam — Bénh vién Bach Mai.

* Chup va can thiép DMV qua da

Bénh nhan dugc can thiép DMV qua da bang may chup mach s6 hoa xoa
nén. Chang toi st dung mdy chup mach sé hoa xod nén Infenix cua hing
TOSHIBA (Nhat Ban) hoac may Allura Xper cua hang PHILIPS (Ha Lan). B
phan bong tang sang ctia may c6 thé xoay sang trai, sang phai, chéch 1én déu,
chéch Xuéng chan do d6 c6 thé chup dugc PMV ¢ cac goc do can thiét khac
nhau. Quy trinh va k¥ thuat tién hanh dua theo quy trinh ctia Hoi Tim mach can
thiép Hoa Ky c¢6 stra dbi dé phu hop véi diéu kién thuc té ¢ Viét Nam [135],
[136]. Cac budc tién hanh lan luot nhu sau:

a. Chudn b;j dung cu va bénh nhan:

* Dung cu chup va can thiép bao gom:

- Dung cu dat duong vao dong mach quay hodc dong mach dui (Sheath)
co 6F-8F.

- Ong thong chan doan,

- Ong thong can thiép (guiding catherter): loai dng thong Judkins trai (JL)
co 6-8F hoac EBU co 6-8 F.

- Day dan (guidewire): 0,014 inch, dai 180 cm c¢6 dau mém.

- Bong (balloon): duong kinh tir 2,5 dén 4,0 mm, dai 15-20 mm.

- Stent phu thudc khong polymer (BioFreedom) ctia hing BioSensors véi

cac co theo duong kinh tir 2.25 mm, 2.5mm, 2.75 mm, 3.0 mm, 3.25 mm, 3.5
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mm, 3.75 mm va 4.0 mm véi chiéu dai tir 18mm, 24mm, 28mm, 33mm, 36mm.
Riéng véi stent duong kinh 4.0 mm thi chi c6 chiéu dai 18mm, 24mm va 28mm.
- Thudc can quang loai Hexabrix 320, Xenetic, Ultravist 300, Omnipaque.

- Bom 4p luc.

Ngoai ra con chuin bj sin mot sb phuong tién hd tro khac nhu may tao
nhip tam thoi, may sbc¢ dién chuyén nhip, may bom bong ngugc dong dong
mach chu, may thong khi nhan tao dé c6 thé cép ctru bénh nhan kip thoi khi
can thiét.

* Chudn bi bénh nhén:

- Bénh nhéan dugc nam trén ban chup mach, dau hudng vé phia bong chiéu
tia, duoc sat khuan ving co tay phai (ca bén trai trong mot s6 trudng hop), ving
ben dui 2 bén.

- M¢ dudng vao dong mach quay phai hodc dui phai bang dung cu da
chuan bi san. Truuong hop that bai sé c6 thé chuyén sang dudng vao dong mach
quay trai hoac ca dui trai.

b. Céc buéc tién hanh tha thugt

- Heparin liéu 70 Ul/kg tiém tinh mach ngay khi bat dau thi thuat.

- T PM dui hoac PM quay dua 6ng thong chan doan vao cac 16 PMV.
Dung 6ng thong chan doan tién hanh chup cac nhanh PMV chon loc trai va
phai ¢ cac tu thé khac nhau dé xé4c dinh chinh xac vi tri ton thuong.

- Thubc Nitroglycerin véi liéu 100-200 mcg c6 thé dugc bom qua 6ng
thong can thiép vaio PMV (néu can) dé lam gidn DMV, giup danh gia chinh
xéac dudng kinh ctia nhanh PMV cén can thiép.

- Mot day dan mém (guidewire) dugc dua qua nhanh PMV bi hep hoac
tac dé dén tan doan xa cia DPMV. Day dan déng vai tro nhu mot dudng ray giup

dua cac dung cu can thiép (bong, stent) vao dung vi tri DMV bj ton thuong.
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Hinh 2.2. Cach ludn 6ng thong vao PMYV trai (A) va PMYV phii (B) [137]

- Kich thudc bong nong va Stent duge chon dira vao dudng kinh ctia phan
DMV binh thuong & ngay trudc ton thuong véi ty 16 duong kinh bong, stent /
duong kinh DMV = 1,1 lan. Béng duoc ddy truot trén day dan dén vi tri ton
thuong va bom 1én voi ap luc thap (4 — 8 atm) trong thoi gian 10 — 60 giay.
Bong dugc 1am xep va rat tré lai dng thong trong khi ddy dan van duy tri tai
chd. Bom thudc can quang vao DMV chup kiém tra két qua sau nong.

S

— Budr 1: day din dugc dua

qua chd hep PMV

Y ——— \‘““ Budc 2: Bong nong DMV
I»‘?;»-* v ~ N_=4y duoctruot trén day din
& AN (o] H y
dua dén vi tri hep va bom

1&n d& mé& rong chd hep

béng dugc dua dén vung
tén thuong theo day dan

Budrc 4: Bong dugc bom
1én, lam gidn nd stent ap
vao thanh mach

Budc 5: Khi stent da dugrc

. =TS _{{ nd 4p sat thanh mach t3i
(‘A" wu, béng va day dan sé
: . duoc rut ra khdi DMV

Hinh 2.3. Cac buéc can thiép PMYV qua da

(https://thoracickey.com/percutaneous-coronary-intervention-5/Figure 15.3)
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- Dit stent dugc tién hanh sau khi ton thuong duge nong trudc bing bong
hoac dat stent truc tiép. Stent duoc déy vao vi tri ton thuong duya trén day dan
va bong trong stent dugc bom 1én véi ap luc 6 — 10 atm trong thoi gian 10 — 60
gidy. Bong dugc 1am xep va rat tré lai ong thong. Thude can quang duoc bom
vao DMV dé chup kiém tra két qua sau dit stent. Néu stent chua 4p sat thanh
mach hodc chua nd hét, c6 thé dung bong nong lai trong stent vira dat véi ap
luc cao 14 — 24 atm trong thoi gian 10 — 60 giay [72].

Néu muc d6 hep ton Iuu trén phim chup < 20%, dong chay trong PMV
dat TIMI 3, khong bi boc tach thanh mach hay c6 huyét khoi, thi tat ca cac dung
cu duoc rat ra ngoai, PMV duogc chup lai 1an cudi va két thic thu thuat tai dy.
Panh gia tinh trang bénh nhan, ghi lai két qua ngay sau khi 1am thu thuat.
2.2.3.3 Phwong phdp ddnh gid két qud chup va can thiép PMV qua da.

* Pdanh gid vi tri ton thwong DMV theo phdn loai nghién civu gidi phiu
DMV (CASS - Coronary Artery Surgery Study)

PMYV phai DMV trai
Hinh 2.4. Vi tri ton thwong PMYV theo phén b cia CASS [138]
* Ddnh gid tén thwong DMV theo AHA/ACC 1988 [133]
- Type A: Hep ngin < 10 mm, dong tam, 16i vao d&, khong gap goc (< 459),

vién mém, khong hoic it calci hoa, khong phai tic hoan toan, khong c6 huyét
khéi, khong phai 16 vao, khong & chd phan nhanh. Ty 18 can thiép PMV thanh

cong cao > 85%.
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- Type B: Hep hinh 6ng (10 - 20 mm), I¢ch tam, doan trudc x0dn van, it hodc
vira, gap goc vira (45 - 90°), vién khong déu, calci hod vira dén nhiéu, tic hoan
toan dudi 3 thang, hep 18 vao, chd phan nhanh, ¢ huyét khi.

+ Type B1: Chi mét tiéu chudn trén

+ Type B2: Tir hai tiéu chuan trén tré lén
- Type C: Hep dai >20 mm, doan dau xoan vin nhiéu, gap goc nhicu (>90°),

tac hoan toan trén 3 thang, khong thé bao vé nhanh phu chd phan nhanh, mach

cau ndi tinh mach bi thoai hoa. Ty 1 can thiép DMV thanh cong thap < 60%.
* Pdnh gid dong chdy trong DMV theo thang diém TIMI.

TIMI O TIMI 1 TIMI 2 TIMI 3
Hinh 2.5. Thang diém TIMI [139]

Két qua can thiép PMV duoc ghi lai trén dia CD-ROM vai toc do 30
hinh/gidy. Panh gia dong chay trong DMV dya vao hinh anh chup PMV cudi
cung sau can thi¢p. Phuong phép danh gia dong chay trong PMV theo thang
diém TIMI nhu sau [139]:

- TIMI 0 (khong tuéi mau): Khong c6 dong chay phia sau chd tic.

- TIMI 1 (c6 thAm qua nhung khong tudi mau): Chat can quang di qua chd
tac nhung khong 1am can quang phan DMV phia sau chd tic.

- TIMI 2 (tuéi mau mot phan): Chat can quang di qua chd tic va lam
can quang phan PM phia xa, nhung toc do dong can quang hay téc do thai
thubc can quang & cac nhanh mach phia xa (hay ca hai) thi chdm hon PMV

bén do1 dién.
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- TIMI 3 (twéi mau day di): Toc dd dong can quang chay vao phan xa cia

chd tic va téc do thai thudce can quang tuong tu nhu DMV bén ddi dién.

* Danh gia murc d twoi mau co tim (TMP).

Hinh 2.6. Thang diém TMP [139]

Bang nhiéu gdc chup truc giao dé phan tach rd nhat ving NMCT. Panh
gia mire d6 tudi mau co tim dua vao mirc do ngdm thude can quang cta ving
co tim duoc chi phéi béi nhanh PMV giy nhdi mau trén hinh dnh chup PMV
cudi cuing sau can thiép. Khi duyét lai cac khung hinh TIMI, hién tuong ngam
thudc can quang vao co tim dau tién va thoi diém dat téi dam do ngém thudc
cuc dai dugc ghi lai voi tde d6 30 khung hinh/giay dé danh gia cac muc do tudi
mau co tim theo thang diém TMP (TIMI myocardial perfusion grading) [139]:

+ TMP 0: Khong c¢6 hodc rét it thudc can quang ngdm vao ving co tim
tai vung tudi mau cia BPMV thua pham, thé hién khong c6 tudi mau tai mo.

+ TMP 1: Thubc can quang ngdm cham nhung khong rdi khoi hé vi
mach. Van con hién tugng can quang cla co tim tai ving tudi mau cia PMV
thu pham sau 30 giay.

+ TMP 2: Thudc can quang ngém va roi khoi hé vi mach cham. Hién
tugng co tim ngdm thude & ving tudi mau cia DMV thi pham van con ton tai
& 3 chu chuyén tim sau khi hét thi thai thudc va/hodc chi giam rat it vé mic do
can quang trong thi thai thudc.

+ TMP 3: Ngam va thai thudc binh thudng trong hé vi mach. Tai ving
tudi mau cua PMV thu pham, thudc can quang thai hét hodc con lai rat it/vira
sau 3 chu chuyén tim va giam di dang ké mic d6 can quang ¢ thi thai thudc

tuong tu nhu caic PMV binh thuong.
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* Lwong gid kich thwéc mach vanh ton thwong trudc va sau khi can
thigp bang QCA (Quantitative coronary angiography):

- Ké mot dudng gap khuc doc theo trong 1ong mach can do, may tu dong
danh vién 10ng mach, cho ra duong kinh long mach tham chiéu (RVD:
reference vessel diameter) va duong kinh long mach t6i thiéu (MLD: minimal
luminal diameter)

- Bo cac kich thudc mach vanh trude va sau can thiép.

- Panh gia phan tram duong kinh 1ong mach hep trude va sau khi can thiép
dong mach vanh DS (Diameter stenosis - %) = (RVD-MLD)/RVD.

- Tinh hiéu sé duong kinh 1ong mach téi thiéu = Puong kinh 1ong mach
t6i thiéu sau can thiép - Puong kinh 1ong mach tdi thiéu trude can thiép (MLD

sau — MLD trudc)

Imz 512 (YD \aanreinis RO24red o2 nalysis
Vie 1442 15pS View size: 1419X 14197 "R | Diameter

WL : 256 " 226: WL: 512 WW: 1024

1/7/16,19:09:38 1/7/16, 19:09:38
Made In OsiriX Made@ig@sinX

Hinh 2.7. Lwong gia ton thwong PMV bing QCA
2.2.3.4 Phwong phdp diéu tri va theo déi bénh nhén sau PCI
Ngay sau khi can thiép thanh cong; cac bénh nhan dugc theo ddi sat vé
dién bién LS nhu dau nguc, khé thd, cac bién chimg sau can thiép bao gdm v
PMV, béc tach thanh PMV, tic nhanh bén, khong c6 dong chay, tdc mach
doan xa, tac cip do huyét khéi, chay mau, tu mau tai vét choc mach, suy than

cap, TBMN cip, CABG cép, tir vong.



53

Piéu tri néi khoa sau PCI: Tat ca bénh nhan déu duoc st dung thudc
KNTTC theo khuyén cao cua Hoi Tim mach Viét Nam 2008 va cua Hoi1 Tim
mach chau Au (so do 2.1). Diéu tri statin va chinh lidu dé dat dich LDL-C <
1,8 mmol/L sau 4-6 tudn sau PCI theo khuyén cao ctia Hoi Tim mach chiu Au
2011 cho d6i tuong nguy co cao, di c6 chan doan bénh dong mach vanh bang
hinh anh. Ngoai ra bénh nhan duoc diéu tri cac thudc khac dé kiém soat tinh
trang suy tim, r6i loan nhip néu cé, cac bénh méan tinh kém theo nhu dai thao
duong, tang huyét ap, thude chéng dong duong udng néu ¢ rung nhi, bao vé

da day bang thudc e ché bom proton [49], [54].

Can thiép PMV qua da

Bénh mach vanh &n dinh Hoi chirng vanh cép

e

Nguy co' chdy méu cao

Nguy co' chdy méu cao

Thai gian
1thang L thélrbg(I:)APT "
3 thang DAPT 6 thang DAPT
T o llaB
3 théng llaB mh‘:;fbm i a
6thing [ - oo mmmommmmm e mmmmmmmmmm=== SN - ...
> 6 thang
12thang |- DAPT oo £ SIS
Ilb A Al
Hodc
e
0BG s s T 7] [ .
' >12thing
DAPT véi tién
st NMCT
v IlbB

IE = Aspirin = Clopidogrel . = Prasugrel .= Ticagrelor

So @6 2.1. Khuyén céo sir dung DAPT & bénh nhan sau PCI [49]
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Theo doi LS sau khi ra vién: danh gid mirc do suy tim theo NYHA, tinh
trang dau nguc theo CCS va céc bién chtng tim mach chinh (tir vong tim mach,
nh6i mau co tim khong tir vong, tai can thiép dong mach dich c¢6 triéu chung,
tai bién mach ndo), bién c6 chay mau theo thang diém BARC, huyét khdi trong
stent tai thoi diém 1 thang, 3 thang, 6 thang, 12 thang sau can thiép bang kham
truc tiép, goi dién phong van hoic qua thu véi bd cau hoi mau.

Theo doi CLS sau khi ra vién: lam xét nghiém cong thirc mau, sinh hoa
mau co ban, dién tam do, siéu &m tim va c4c xét nghiém can thiét khac néu can
& thoi diém 1 thang, 3 thang, 6 thang, 12 thang.

Chup DMV kiém tra: & thoi diém 12 thang hodc bat ctr thoi diém nao néu
c6 triéu chung dau that nguc dién hinh. Panh gia mic do tai hep trong stent
bang QCA, danh gia hinh thai, vi tri tai hep trong stent, danh gia huyét khoi
trong stent.

Cac thong s6 LS va CLS duoc thu thap theo mau bénh an nghién curu.
Céc thong sb chup mach duoc thu thap tir két qua truc tiép va dia CD/DVD
ghi lai.

2.2.4. Cach thirc thu thap va xir Iy s6 liéu

S6 lidu thu thap duoc nhap li¢u bﬁng phén mém EpiData 3.1 va phan tich
bang phan mém Stata 15.1. Cac budc phan tich bao gom:

Thong ké mé ta: Nghién ciru st dung tan sb va ty 1é dé mo ta cac bién
phan loai, sir dung trung binh va dg l¢ch chuan dé mo ta cac bién dinh luong
c¢6 phan bd xap xi chuan, va sir dung trung vi, gi tri 16n nhat va nho nhat dé
mo ta cac bién dinh luong khong c6 phan bd chuan. Cac bang phan bé tan
s6, biéu d6 hinh c6t, hinh banh va cac biéu d6 day dugc str dung dé trinh bay

két qua.
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Théng ké suy ludn: Nghién ctru str dung nhiéu phuong phép phan tich
khac nhau tiy thudc vao dic diém cta bién phu thudc va thiét ké cuia nghién ctru:

- Dbi v6i bién phu thude 1 bién dinh luong c6 phan bd xap xi chuan — vi
du bién tudi luc nhap vién cua bénh nhan: dé so sanh gitta hai nhom doc 1ap véi
nhau chung t6i st dung kiém dinh t so sanh 2 trung binh ddc lap.

- Pbi voi bién phu thudc 12 bién dinh luong khong c6 phan bd chuan — vi
du bién CRP: dé so sanh gifta hai nhom doc 13p vé1 nhau chung t61 str dung
kiém dinh phi tham s Kruskal-Wallis.

- Pbi voi bién phy thude 12 bién dinh luong c6 phan bd xap xi chuan — vi du
bién muc d6 hep PMV: dé so sanh giita hai nhom khong doc 1ap (vi so sanh trude
va sau can thiép) chiing tdi sir dung kiém dinh t so sanh 2 trung binh ghép cip.

- Pbi v6i bién phu thudc 13 bién nhi phan — vi dy TIMI: dé danh gia thay
d6i TIMI trudc va sau can thiép, chung t6i sir dung kiém dinh Khi binh phuong
McNemar

- Vi cac do luong doc/thudn tap (theo thoi gian):

eDbi voi cac bién sb khong danh gia thoi gian xay ra bién ¢b (time-to-
event) la bién dinh lwong — vi du cac bién s can lam sang nhu AST, Creatinin,
EF: ching t6i sir dung md hinh hdi quy tuyén tinh hdn hop (linear mixed
models) dé phan tich sy thay d6i hé s6 hoi quy theo thoi gian cho cac do luong
lap lai

eD6i v6i cac bién sd khong danh gia thoi gian xay ra bién cd (time-to-
event) 14 bién phan loai — vi du CCS va NYHA: chiing t6i sir dung mé hinh hoi
quy logistic hdn hop (logistic mixed models) dé phén tich nguy co twong dbi
RR theo tho1 gian cho cac do luong 1ap lai
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eDbi v6i cac bién sb co danh gia thoi gian xay ra bién cd (time-to-event)
— vi dy thoi gian tir lac can thiép dén lic tai hep: ching toi sir dung mé hinh
phan tich séng con (Survival analyis) vdi dudng biéu dién Kaplan-Meier va hdi
quy Cox dé danh gia ty sd nguy co (Hazard Ratio - HR). Cac bién s6 doc 1ap
c¢6 v nghia thong ké va cac bién sb doc 1ap mac du khong c6 ¥ nghia thong ké
trong phan tich nhung c6 y nghia vé 1am sang déu dugc dua vao mé hinh hoi
quy Cox da bién dé danh gia nguy co xay ra bién cd theo thoi gian.

- T4t ca céac kiém dinh trong NC dugc thuc hién & muic y nghia 5%.

2.3. PAO PUC TRONG NGHIEN CUU

Nghién ctru da duoc Hoi déng Pao durc trong nghién ctru Y sinh hoc cua
Truong Pai hoc Y Ha Noi chap thuan qua quyét dinh s6 187/ HDPDDDHYHN
ngay 20 thang 2 nam 2016.

Nghién ctu nham muc dich khoa hoc, thong tin ctia bénh nhan dugc bao
mat, cac bénh nhan déu dugc giai thich rd vé loai stent dung trong nghién ciru,
cac bude tién hanh nghién ctru, theo ddi, va déu dong ¥ tham gia nghién ctru.

Nghién ciru nay khong c6 lién quan dudi bat ky hinh thirc nao vé mat tai
chinh hay loi ich khac ddi véi hing san xuat hay nha phan phdi stent

BioFreedom.
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2.4. SO PO NGHIEN CcUU

131 bénh nhan du tiéu chuin duge chon vao nghién ctru

%uén ARC-HBR

Nhom nguy co | 4 »| Nhom khong c6 nguy
Xuat h‘iyet cao Can thi¢p PMV qua da str dung stent cO Xuat l_myet cao
N =65 BioFreedom N =66
[ I
- 12 ca DAPT --> SAPT - N = 131
- 52,2% dat dich LDL-C < 4= 1thang - L MACE
1,8 mmol/L 1 )
3 than _
g A , -N=130
l -2 MACE
6 thang -N =128
-4 MACE
- Chyp lai DMV 8 ca 12 théng
-TVR 1ca P — | -N =127
o -6 MACE
- Chup lai BPMV 55 ca )

)

i Két thiic nghién ctru
- Chup lai PMV 63 ca :
- Téi hep y nghia 13 ca « 20,54 + 11,72 thang

-TVR 11 ca

Muc tiéu 1: danh gia két qua can thiép
Muc tiéu 2: tim hiéu 1 s yéu té anh huong
dén MACE, tai hep trong stent

So d0 2.2. So' d6 nghién ctru
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CHUONG 3
KET QUA NGHIEN CUU

3.1. MOT SO PAC PIEM CHUNG CUA POI TUQNG NGHIEN CUU
Trong thoi gian tir thang 9 nam 2015 dén thang 05 nam 2019, nhdém chung

bao gom 131 bénh nhan bénh PMV dugc diéu tri can thiép qua da bang stent

BioFreedom tai Vién Tim mach Viét Nam, ¢6 2 dudi nhom la nhém c6 nguy

co xuat huyét cao (NCXHC) va nhom khdng c6 nguy co xuat huyét cao (Khong

NCXHC) theo tiéu chuin ARC-HBR [65].

3.1.1. Pic diém 1am sang ciia nhém nghién ciru

Bang 3.1. Pic diém IAm sang chung ciia nhém nghién ctru

Pic didm Nhém chung NCXHC Khoéng NCXHC p
) (n=131) (n=65) (n =66)

Tudi (nim) 68,95+ 10,01 | 74,72+9,0 63,26 +7,37 | <0,05
BMI (kg/m?) 22,97 £331 | 21,86+3,32 24,06 +3,32 | <0,05
Nam, n(%) 84 (64,12) 38 (58,46) 46 (69,70) > 0,05
Nit, n(%) 47 (35,88) 27 (41,54) 20 (30,30) > 0,05
Tién st TBMN, n(%) 5(3,82) 3(4,62) 2 (3,03) > 0,05
Chan doan HCVC, n(%) | 102 (77,86) 51 (78,46) 51 (77,27) > 0,05
Chan doan HCVM, n(%) | 29 (22,14) 14 (21,54) 15 (22,73) > 0,05
Tan s6 tim (chu ky/ phat) | 82,13 + 13,42 | 82,58 +15,86 | 81,70 +10,59 | >0,05
Huyét 4p tim thu| 132,79+ >0,05
(MmHg) 19,03 136,08 + 20,11 | 129,55 + 19,37
Huyét dp thm truong | o020\ 1078 | 708541053 | 77.65+1099 | ~ OO
(mmHg)
NYHA 1, n(%) 78 (59,54) 31 (47,69) 47 (71,21) <0,05
NYHA 2, n(%) 45 (34,35) 28 (43,08) 17 (25,76) <0,05
NYHA 3, n(%) 8 (6,11) 6 (9,23) 2 (3,03) <0,05
NYHA 4, n(%) 0 (0) 0 (0) 0 (0)
CCS 1, n(%) 1(0,76) 0 (0) 1(1,52)
CCS 2, n(%) 38 (29,01) 21 (32,31) 17 (25,76) > 0,05
CCS 3, n(%) 74 (56,49) 38 (58,46) 36 (54,55) > 0,05
CCS 4, n(%) 18 (13,74) 6 (9,23) 12 (18,18) > 0,05
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Trong nghién ctru ctia ching t6i, do tudi trung binh cta cac di tuong 1a
68,95 + 10,01 tudi, bénh nhan cao tudi nhat 1a 95 tudi va it tudi nhat 1a 45 tudi.
Nhém NCXHC c6 do tudi trung binh 1a 74,72 + 9,0 tudi, cao hon rd rét so voi
nhém con lai véi do tudi trung binh 63,26 + 7,37 tudi. Sb lugng bénh nhan nam
trong nghién ctru cia chung t6i chiém da sb, gép 1,8 1an so véi nit gisi (64,12%
so v6i 35,88%), va 1,4 1an, 2,3 1an & nhém NCXHC va khdng NCXHC. Tan s6
tim, HA trung binh tam thu, tam truong khong c6 sy khac biét co6 y nghia gitra
cac nhom nghién ctru, déu & mure gidi han binh thudong. Khi 4p dung thang diém
NYHA va CCS dé danh gia muc do kho thé va dau nguc trén 1am sang, ching
t6i thu duoc két qua NYHA 1,2 (Iam sang kho thé nhe) chiém phan 16n véi
93,89% & nhom chung, 90,77% ¢ nhom NCXHC va 96,97% & nhom khéng
NCXHC. Tuy nhién sb dbi tuong dau nguc nhiéu CCS 3,4 lai chiém phan 16n
véi 70,23%, 67,69% va 72,73% tuong ung ¢ nhom chung, nhdém NCXHC va
khéng NCXHC
3.1.1.1. Ddc diém phdn bé theo dj tudi

Phan bd tudi theo nhém nghién ctru

49.02

23.53

25.49 16.79

7.84
0 L L
NCXHC+HCVC NCXHC+HCVM  Khéng NCXHC + Khong NCXHC + Nhém chung
HCVC HCVM

<60tudi M60-70tudi M>70 tudi

Biéu d6 3.1. Phan b d$ tudi theo tirng phian nhom nghién ciru
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Biéu dd trén cho thay nhém nghién ciru ctia chiing toi ddi tuong > 60 tudi
chiém phan 16n, dén 83,21%, trong d6 nhom tudi cao > 70 tudi chiém 44,27%.
O phan nhoém NCXHC, nhom tudi > 70 cang chiém wu thé, ké ca trén ddi tuong
HCVC va HCVM (ty 1é tuong ung 1a 68.63% va 64,29%). Nhom khéng
NCXHC thi d6 tudi 60-70 chiém phan 16n, 49.02% & duéi nhom HCVC va
60% & dudi nhém HCVM.
3.1.1.2. Dic diém phén bo theo chin dodn bénh DMV

Trong nghién ctru ctia chiing t6i cic bénh nhan bao gém ca chan doan
HCVC (gdm c6 BPNKOD, NMCT ¢6 ST chénh Ién va NMCT khong ST chénh
lén) va HCVM (PTNOD). Trong 6 HCVC chiém phan 16n dén 78%, con lai
22% 13 HCVM. Trong nhém HCMVC thi gip chu yéu la nhom ddi tugng
DNKOD, chiém ty 1¢ gap 2,12 1an nhém NMCT.

Phan bd theo chan dodn bénh PMV

B NMCT c6 ST chénh Ién
B NMCT khong ST chénh |én
m DNKOD

DTNOD

Biéu d6 3.2. Phan b6 d6i twong nghién ciru theo chin dosn
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3.1.1.3. Pdc diém vé cdc yéu té nguy co bénh PMV

Bang 3.2. Pic diém yéu t6 nguy co bénh PMYV ciia d6i twong nghién ctru

o Nhom chung NCXHC Khéng NCXHC
Yéu to p
(n=131) (n =65) (n =66)
Hat thube 14,
73 (55,73) 32 (49,23) 41 (62,12) 0,138
n(%)
THA, n(%) 111 (84,73) 54 (83,08) 57 (86,36) 0,601
DbTD, n(%) 44 (33,59) 22 (33,85) 22 (33,33) 0,950
RLLM, n(%) 23 (17,56) 13 (20,0) 10 (15,15) 0,466
BMI >25,n(%) | 28(21,37) 6 (9,23) 22 (33,33) 0,001
Tién st bénh
47 (35,88) 22 (33,85) 25 (37,88) 0,630
bMV, n(%)

Két qua tir bang 3.2 cho thay hit thudc 1a va THA 1a hai yéu to nguy co

thuong gip nhét ¢ trong nghién ctru cta chung toi, chiém ty 1& trong tng 1a

55,73% va 84,73%. Cac yéu t6 nguy co khac nhu dai thao duong, rdi loan lipid

mau, tién st bénh DMV déu gip trong nghién ctru, va & nhém NCXHC, khong

NCXHC cac yéu t nguy co ndy gip ty 1é trong dwong nhau, khong c6 su khac

biét c6 y nghia thong ké.

Theo tiéu chuin vé béo phi cho ngudi chau A khi c6 BMI > 25 [140],

két qua nghién ctru cua chiing ti cho thiy c6 dén 21,37% bénh nhan béo phi.
Va chi ¢6 6 bénh nhan béo phi c6 NCXHC (chiém 9,23%) trong khi d6 nhom
khéng NCXHC c6 dén 22 ca béo phi (chiém 33,33%) va sy khac biét rat c6 ¥

nghia théng ké voi p < 0,001.
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3.1.2. Pac diém can lam sang caa doi twgng nghién ciru

3.1.2.1. Diic diém vé két qua xét nghigm mdu

Bang 3.3. Mot so dac diem xét nghiém mau ciia nhom nghién ciru

Khong
) Nhém chung NCXHC
Pac diem NCXHC p
(n=131) (n =65)
(n = 66)

Creatinin (umol/L) 105,42 + 76,79 | 121,58 + 105,03 | 89,5+20,28 | <0,05
Glucose (mmol/L) 6,84 £ 2,48 7,14 £297 6,54 +£1,87 > 0,05
HbAlc (%) 6,51+ 1,35 6,77 +1,74 6,28+0,82 | >0,05
Cholesterol(mmol/L) 434+1,14 4,25+ 1,08 443+1,19 | >0,05
LDL-C (mmol/L) 2,38 +0,95 2,35 + 0,97 241+095 | >0,05
Acid uric(mmol/L) 374,62 + 102,95 | 378,69 + 112,22 | 370,89 + 94,50 | > 0,05
CRPhs (mg/dL)

HCVC 2,31+8,0 4,15+ 11,17 0,55+1,16

HCVM 1,08 £ 1,65 0,82+1,61 141+174 <0.05
ProBNP (pmol/L)

HCVC 142,24 + 244,46 | 224,56 + 302,63 | 54,32 + 108,55

HCVM 67,79 £170,07 | 118,03+232,80 | 17,56+21,0 <0.05
TroponinT(ng/L) 381,60 + 499,05 +

HCVC 1117,84 261,79 £ 538,79 1478,59

HCVM 13,46 + 9,41 16,50 + 11,42 10,62 £ 6,17 <0.05
Hemoglobin(G/L) 131,83 +18,25 | 122,72+18,47 | 140,80+ 12,86 | < 0,05
Bach cau (G/L) 9,31 +5,45 8,78 + 3,33 9,83+6,92 | >0,05
Tiéu cau (G/L) 266,0 + 86,41 271,14 + 88,66 | 260,95+84,49 | > 0,05
MLCT (ml/ph) 5352+19,27 | 42,37+14,99 | 64,66+1648 | <0,05

Nhén xét: Két qua xét nghiém cho thdy nhom nghién ctru c6 cac chi sb
creatinin, glucose mau, HbA 1c¢ trung binh twong tng 1a 105,42 + 76,79 umol/L,

6,84 + 2,48 mmol/L, 6,51 + 1,35 %, va ca 3 chi sd nay déu cao hon & nhém
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NCXHC so vai nhom khong NCXHC, tuy nhién chi ¢c6 Creatinin mau cao hon
c6 ¥ nghia thong ké voi p < 0,05 (121,58 + 105,03 umol/L so véi 89,5 + 20,28
umol/L) . Céc chi s6 Cholesterol, LDL-C, Acid uric khong c6 su khéc biét gitra
cac nhom, tuy nhién LDL-C trung binh la 2,38 mmol/L cao hon so v&i mic
LDL-C muc tiéu mong mudn ¢ nhém bénh nhan DMV 1a 1,8 mmol/L.

Céc chi s CRPhs, ProBNP, Troponin T déu cao hon rd rét & nhém HCVC
so voi nhom HCVM véi p < 0,05. Khi phan nhom NCXHC va khong NCXHC,
két qua xét nghiém mau cho thay chi sd Hemoglobin trung binh ¢ nhém
NCXHC 12 122,72 + 18,47 G/I thap hon so véi nhom khong NCXHC 1a 140,80
+ 12,86 G/L, dong thoi Muc loc cau than ciing kém hon véi két qua trung binh
42,37 £ 14,99 ml/phut so véi 64,66 + 16,48 ml/phat, déu c6 ¥ nghia thong ké
voi p <0,05.
3.1.2.2. Pic diém vé dién tam do

Bang 3.4. Pic diém vé dién tAm do

o Nhom chung NCXHC | Khong NCXHC
Yeéu to p
(n = 131) (n = 65) (n = 66)
Nhip, n(%)
Xoang | 108 (82,44) |49 (75,38) |59 (89,39) 0,035
Réi loan | 23 (17,56) 16 (24,62) |7 (10,61)
Song ST, n(%)
C6 bién d6i | 44 (33,59) 23 (35,38) |21 (31,82) 0,666
Khéng doi | 87 (66,41) 42 (64,62) | 45 (68,18)
Rung nhi, n(%)
C6 | 12 (9,16) 12 (18,46) | 0(0,0)
Khong | 119 (90,84) |53 (81,54) | 66 (100,0)
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Khong rung nht
C6 rung nht
Khéng bién d6i ST
Bién d&i ST

R&i loan nhip

Nhip xoang
0% 20% 40% 60% 80%

Nhom chung B NCXHC ® Khong NCXHC

Biéu d6 3.3: Pic diém dién tAm do ciia ddi twong nghién ciru
Trong nghién ciru chi yéu cac d6i tuong 1a nhip xoang, 6 108 ca (82,44%),

chi ¢6 17,56% (23 ca) co rdi loan nhip, trong d6 c6 12 ca rung nhi, 10 ca ngoai
tam thu va 1 ca nhip may tao nhip. Phan 16n cac bénh nhén ciing khong co bién
d6i ST trén dién tam dd (66,41%), ¢6 33,6% co bién doi, c6 thé 13 ST chénh 1én
hozc chénh xubng. Theo tiéu chuan phéan loai XH cao thi nhitng bénh nhan c6
chi dinh dung chdng dong duong udng 1 1 tiéu chuan chinh --> nhiing ca rung
nhi déu thudc nhém NCXHC, do d6 ty 1€ roi loan nhip & nhom NCXHC la
24.,62%, cao hon nhom con lai (10,61%) c6 ¥ nghia thong ké véi p = 0,035.
3.1.2.3. Pic diém vé siéu am tim

Bang 3.5. Pic diém siéu Am tim theo phian nhém nghién ctru

Nhom chung Nhom NCXHC Nhom khong
(n=131) (n=65) NCXHC (n=66)
HCVC HCVM HCVC HCVM HCVC HCVM
(n=102) (n=29) (n=51) (n=14) (n=51) (n=15)
46,19 + 45,93 + 46,41 + 48,14 + 45,98 + 43,87 +

Dic diém

Dd (mm)

6,24 6,77 7,54 7,36 4,67 5,64
30,01 + 30,0 + 30,69 + 32,86 + 29,33+ 27,33 +
Ds (mm)
7,04 8,38 8,39 10,24 5,37 5,21
63,49 + 63,69 + 62,11 + 59,43 + 67,67 £
EF (%) 64,9 +£ 9,84

10,78 12,89 11,55 16,44 6,79
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Phén s tong mau thit trai EF trung binh ctia nhom nghién ciru 13 63,53
+ 11,23%, phan nhom HCVC la 63,49 + 10,78%, HCVM la 63,69 + 12,89%
khong cé su khac biét co ¥ nghia théng ké. Tuy nhién khi phan nhém cé
NCXHC va khéng NCXHC, két qua cho thdy nhém khéng NCXHC c¢6 chi sb
EF trung binh cao hon so vd1 nhom NCXHC trén cd phan nhém HCVC va
HCVM, tuy nhién sy khéac biét ciing khong cé y nghia thong ké.
3.2. KET QUA CHUP VA CAN THIEP PMV QUA DA
3.2.1. Két qua chup PMYV chon loc qua da

Chung t61 da tién hanh chup BPMV chon lgc qua da cho 131 bénh nhéan
nghién ctru, két qua chup DMV c¢6 256 t6n thuong c6 ¥ nghia (hep > 70%
duong kinh 10ng mach).

Bang 3.6. Pic diém vi tri ton thwong PMYV ciia ddi twong nghién ciru

Vi tri ton thwong S6 ton thwong N = 256 %
Poan gan 46 35,11
LAD Doan gitra 69 52,67
Poan xa 1 0,76
Poan g'?m 12 9,16
Lcx Doan gitra 46 35,11
Poan xa 2 1,53
Poan gan 25 19,08
RCA Doan giira 26 19,85
Poan xa 12 9,16

Nhanh khac 17 12,98
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Nhén xét: Trong nghién ctru ctia chung toi, ton thuong c6 ¥ nghia > 70%
c6 thé gip & cac vi tri theo phan chia CASS, trong d6 nhanh LAD gip nhiéu
nhét, dac biét 1a doan gitrta LAD c6 thé gap 0 69 bénh nhan, chiém dén 52,67%,
tiép theo dén doan ddu LAD va doan gitta Lex ¢6 tin suat xuét hién ton thuong
bang nhau, & 46 bénh nhan chiém 35,11%. Hiém gip 1a ton thuong & doan xa
LAD, doan xa Lcx va mot s6 nhanh phu nhu nhanh Om, Marginal chi gap ¢ 1

dén 2 bénh nhan.

m Tén thwong 1 nhanh

70; 53%

m T6n thwong 2 nhanh

m T6n thuwong 3 nhanh

Biéu d6 3.4. Két qua chup PMYV theo s6 lwong nhanh bi ton thwong
Nghién ctru ctia chiing t6i ¢6 70 bénh nhan ton thuong 1 nhanh PMV

(53%), cO 47 bénh nhan (36%) ton thuong 2 nhanh va chi ¢ 14 bénh nhan
(11%) ton thuong c6 ¥ nghia ca 3 nhanh PMV.
3.2.2. Két qua can thiép PMV qua da

131 bénh nhan trong nghién ctru ciia chung t6i chup PMV ¢6 256 ton
thuong c6 ¥ nghia, trong d6 chung toi tién hanh can thiép dit 192 stent BER,
trong do6 c6 6 ca dat 3 stent (4,58%), 49 ca dat 2 stent (37,4%) va 76 ca dat 1
stent (58,02%). Trung binh chdng t6i dat 1,47 + 0,59 stent / 1 bénh nhan.
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Biéu d6 3.6. Phan b6 ton thwong can thiép theo AHA/ACC 1988
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Céc ton thuong dugc dit stent BFR trong nghién ciru cia chiing toi ¢6 dic
diém kha da dang, gap nhiéu nhét 1a ton thuong tai chd chia doi (51,9%), gap
goc (45,8%), it gap nhat 13 ton thuong tai 16 vao DMV (5,3%) va khong c6 ton
thwong nao tic man tinh. Néu phan chia theo AHA/ACC 1988 thi ton thuong
hay gdp nhét 13 ton thuong typ B1 (108 t6n thuong chiém 42,19%) va B2 (107
ton thwong chiém 41,79%). Ton thuong type A, C hiém gip vai ty 1é tuong tng
12 6,64% va 9,38%,

C6 112 bénh nhan duoc dat stent trén 1 nhanh PMV, 18 bénh nhan dat
stent 2 nhanh DMV va chi ¢6 1 bénh nhan dugc dat stent trén 3 nhanh bMV
khac nhau.

Hau hét cac bénh nhan trong nghién ciru ctia chiing toi déu dugc can thiép
qua dudng DM quay canh tay (93,89%), ngoai ra ¢c6 mot sd it ca can thiép qua
DM dui phai (5,34%) va PM quay trai (0,76%). Cac bénh nhan trong nghién
ctru duoc dat toi thiéu 1a 1 stent va tdi da 1a 3 stent. Két qua can thiép bang stent
BioFreedom dugc trinh bay ¢ bang 3.7 dudi day

Bang 3.7. Két qua can thiép bang stent BioFreedom

Nhom Nhom Nhom khong
Pic diém can thiép chung NCXHC NCXHC p
(n=131) (n =65) (n = 66)

Pic diém vi tri ton thwong dit stent

DK mach t6i thiéu (mm) | 0,6 + 0,31 057+0,29 | 063+0,34 | 0,23

PK mach tham chiéu

2,82 +0,5 2,74 +0,47 2,89+052 | 0,083
(mm)

Chiéu dai ton thuong

17,83+534 | 17,76 +509 | 17,89+561 | 0,89
(mm)

Muc d6 hep trude can

o 79,27 £ 9,74 79,69 +949 | 78,86 +10,04 | 0,62
thiép (%)

Muc do hep ton du sau

. 7,55+ 2,88 7,74 +£2,70 7,37 + 3,06 0,47
can thiép (%)

p hep trude - sau < 0,001
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) Nhom Nhom Nhom khéng
Pac diém can thiép chung NCXHC NCXHC p
7 (n = 131) (n = 65) (n= 66)
Pac diem bong nong truwdc va sau khi dat stent
DK bong nong truoe |, o0 08 | 2295072 | 221087 | 053
(mm)
Chicu “dai bong nong | 171, 617 | 17434554 | 1683 +6,65 | 0,57
trudc (mm)
Ap Iy bong nong tru6e | g 1o 4 405 | 9245405 | 9014439 | 0,74
toi da (atm)
bK béng nong sau (mm) | 3,17 £ 0,51 3,15+0,42 3,19 + 0,59 0,69
Chicu ‘dai bong nong | 107, 304 | 18914034 | 1854332 | 044
sau (mm)
Ap luc béng nong sau | 1726 5 a6 | 17794260 | 17.76+304 | 0,94
to1 da (atm)
Pic diém stent
DK stent (mm) 3,13 + 0,46 3,1+0,43 3,15+ 0,49 0,5
Chiéu dai stent (mm) 28,11+526 | 28,38 +547 | 27,85+5,07 | 0,56
Ap luc stent t6i da (atm) | 9,22 + 2,33 9,03+21 9,41+253 | 0,36

Két qua bang 3.7 cho thidy mirc d6 hep trudc can thiép trung binh 1a 79,27
+ 9,74 % v6i duong kinh mach tham chiéu trung binh 2,82 + 0,5 mm, pht hop
véi cac kich c& stent BRF véi duong kinh tir 2,25 - 4,0 mm. Nhém NCXHC
thuong gip ton thuong mach c6 duong kinh tham chiéu nhé hon so véi nhém
khéng NCXHC, trung binh la 2,74 + 0,47 mm so vi 2,89 + 0,52 mm, tuy nhién
su khéc bi¢t chua c6 y nghia théng ké. Chiéu dai stent trung binh la 28,11 *
5,26 mm dam bao phu hét ton thwong c6 chiéu dai trung binh 17,83 +5,34 mm,
va duong kinh bong nong lai sau khi dat stent 1a 3,17 + 0,51 mm dam bao cho
stent duong kinh trung binh 3,13 #+ 0,46 mm 4&p sat thanh mach, han ché nguy
co tai hep, huyét khéi trong stent. Két qua muc do hep ton du sau dit stent trung
binh 12 7,55 # 2,88 %, déu < 20% & ca 3 nhom dam bao su thanh cong vé ki
thuat. Cac dic diém vé ton thuong, vé nong bong, dit stent khong ¢ su khéc

biét c6 y nghia théng ké gitta hai nhom.
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Bang 3.8. Két qua sau can thiép ciia cac ddi twong nghién ciu

Nhém Nhom Nhom khong
Pic diém chung NCXHC NCXHC p
(n=131) (n = 65) (n = 66)
Can thi¢p dat 1 stent,
1ep Gt L SN 26 (58,02) | 34 (52,31) 42 (63,64)
n(%)
Can thiép dat = 2 stent, 0,189
an Hiep €4 55(41,98) | 31 (47,69) 24 (36,36)
n(%)
Can thiép 1 nhanh DMV,
an fhiep & nhan 112 (85,50) | 57 (87,69) 55 (83,33)
n(%)
Can thiép = 2 nhanh 0,479
an thiep 19 (14,550) | 8(12,31) 11 (16,67)
bMV, n(%)
TIMI 3, n(%)
Trudc can thiép 48 (36,64) 24 (36,92) 24 (36,36)
Sau can thiép 130 (99,24) | 65 (100,0) 65 (98,48)
P sau - truse < 0,001
p>
TMP 3, n(%) 008
Truée can thiép 62 (47,33) | 32 (5161) 30 (48,39) !
Sau can thiép 131 (100,0) | 65 (100,0) 66 (100,0)
p sau - trude < 0,001
Bw( A
1o 0 hgdy sau el 5 (389) 3 (4,62) 2 (3,03)
thiép, n(%)
Thanh cong k§ thuat,
aniocong &Y ML 126 (96,2) | 63 (96,92) 63 (95,45)
n(%) p>
Thanh cong tha thuat, 0,05
125(95,4) | 62 (95,38) 63 (95,45)

n(%)

Trong nghién ciru ctia ching tdi can thiép phan 1én trén 1 nhanh PMV
(85,5%) va dung 1 stent (58,2%). Ty 1€ nay ciling tuong tu trén phan nhém co
va khdng NCXHC. Két qua sau can thiép ciing cho thay su cai thién rd rét ciia
dong chdy va tudi mau DMV theo TIMI va TMP. Ty 1¢ dong chay TIMI 3 cai
thién tr 36,64% trudc can thi€p 1én 99,24% sau can thi€p va tuéi mau TMP 3

cai thién tur 47,33% trude can thi€p 1én 100% sau can thi€p, cling tuong tu
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trong cac phan nhdm cé va khong cd6 NCXHC, rat c6 ¥ nghia thong ké véi psa-

wese < 0,001,

Ngay sau can thiép chung t6i ciing ghi nhan duoc c¢6 5 bién cb (3,81%)
trong d6 3 bénh nhan bi méat nhanh bén & vi tri dat stent (2,29%), 1 bénh nhan
boc tich PMV & sau vi tri dat stent (0,76%) va 1 bénh nhan nhdi mau nio cép
ngay sau thu thuat khoang 1 gio (0,76%).

Puong kinh 1ong mach con hep tdn du sau can thi¢p cua 131 bénh nhan
trong nghién ctru ctia chiing t6i déu < 20%, do d6 theo tiéu chuan thanh cong
vé k¥ thuat c6 126 bénh nhan (96,2%), theo tiéu chuan thanh cong vé thu thuét
chung t61 c6 125 bénh nhan (95,4%).

3.3. KET QUA THEO DOI THEO THOI GIAN BENH NHAN PUQC
DAT STENT BIOFREEDOM

Cac bénh nhan trong nghién ctru déu duogc theo ddi lam sang, cin 1am
sang, theo doi viéc diéu trj ndi khoa theo khuyén cdo, danh gia cac bién ¢d tim
mach chinh (bao gdm tir vong, NMCT khong tir vong, dot quy, tai can thiép
mach dich), bién cb chay mau, tai hep va huyét khéi trong stent theo cac méc
thoi gian 1-3-6-12 thang sau can thiép
3.3.1. Két qua theo doi laAm sang

99:24 100

p < 0,001

0,
06 9 9 9 447 %

Nhapvién Ravién 1thang 3thang 6thang 12 thang

CCS 1,2 CCS3,4

Biéu d6 3.7. Két qua thay doi mirc do dau nguc dén 12 thang
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Nhén xét: Trong nghién ctru ctia chung toi, tinh trang dau nguc nhiéu cua
cac bénh nhan lac nhép vién tinh theo thang diém CCS tuong tmg do 3 va 4 la
70,23%, ngay sau ra vi¢n da giam con 0,76%, theo doi tai cac thoi diém 1,3.6
thang khong ¢ ca nao dau nguc mirc 46 CCS 3.4 va tai thoi diém 12 thang chi
6 5 ca chiém ty 1& 4,17% dau nguc CCS 3,4, qua trinh giam mc do dau nguc

r0 rét véi p < 0,001.

6.%1
S} G} G} S} 0
Nhap vién RERVED 1 thang 3 thang 6 thang 12 thang

NYHA 1,2 NYHA 3,4

Biéu d6 3.8. Két qua thay d6i mirc d9 kho thé NYHA 3-4 dén 12 thang
Mirc d6 kho thé nhiéu twong ting véi 6 NYHA 3-4 lac nhap vién 14 8 ca
chiém ty 18 6,11%, ngay khi ra vién dén theo ddi sau 1-3-6-12 thang khéng c6
ca ndo kho thd nhiéu mac do NYHA 3 ,4.
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3.3.2. Két qua theo ddi cAn 1am sang
Bang 3.9. Két qua phén tich sy thay ddi cac chi s6 cin 1am sang theo thoi

gian so v6i lic nhip vién

Cic chi sb Hé so thay d6i 95 % khoang tin cdy p
Creatinin (umol/L)
Khi ra vién -2,53 -7,23 2,23 0,3
Sau 6 thang 1,65 -4,97 8,27 0,6
Sau 12 thang -2,96 -9,02 3,11 0,3
AST (UI/L)
Khi ra vién -1,98 -12,39 8,42 0,7
Sau 6 thang -15,99 -29,65 -2,32 0,02
Sau 12 thang -13,52 -26,27 -0,77 0,04
ALT (UI/L)
Khi ra vién 6,39 -1,12 13,96 0,09
Sau 6 thang -6,06 -16,2 4,08 0,24
Sau 12 thang -4,43 -13,86 4,99 0,36
Cholesterol (mmol/L)
Khi ra vién -2,59 -6,32 1,14 0,17
Sau 6 thang -2,99 -7,74 1,76 0,22
Sau 12 thang -3,10 -8,21 1,99 0,2
LDL-C (mmol/L)
Khi ra vién 0,04 -0,13 0,2 0,66
Sau 6 thang -0,28 -0,49 -0,06 0,01
Sau 12 thang -0,32 -0,56 -0,09 0,007
Hb (G/L)
Khi ra vién -1,92 -5,17 1,33 0,25
Sau 6 thang 2,75 -2,72 8,22 0,33
Sau 12 thang -0,22 -4,44 3,99 0,92
EF (%)
Sau 1 thang 2,74 0,66 3,96 0,006
Sau 6 thang 2,51 0,52 4,22 0,012

Sau 12 thang 1,48 -0,43 3,08 0,138
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Nhén xét: Mot s6 chi s6 can 1am sang co ban duoc theo ddi & tit ca cac
bénh nhan trong nghién ctru ctia chung t6i. Két qua cho thay chi s6 AST va chi
s6 LDL-C trong mau giam theo thoi gian theo doi & thoi diém 6 thang va 12
thang so véi chi s6 luc nhap vién ban dau va su khac biét ndy co y nghia thong
ké v&i p < 0,05. Phan s6 tong mau thét trai (EF) duogc cai thién ting 1én sau can
thiép 1, 6, 12 thang trong d6 sau 1 thang tang trung binh 2,51% va sau 6 thang
tang trung binh 2,38% c6 y nghia thong ké voi p=0,012 va 0,017. Sau 12 thang
chi s6 EF ciing ting lén trung binh 1,28% tuy nhién chua c6 y nghia thong ké.
Cac chi s6 xét nghiém méu co ban khac thay doi khong c6 ¥ nghia thong ké.
3.3.3. Két qua theo déi diéu tri ndi khoa

Céc bénh nhan trong nghién clru cua chung t61 sau can thi¢p dat stent BFR
déu duoc sir dung thude theo ding khuyén céo bao gdm thudc KNTTC, statin,
thudc trc ché men chuyén hoac khang thu thé angiotensin II, thudc 1oi tiéu, chen
kénh Calci, chen beta giao cam, rc ché bom proton, va mot sé nhém thude tuy
theo timg c4 thé bénh nhan c6 cac bénh 1y phdi hop nhu thube chéng dong
duong udng, thudc diéu tri dai thio duong, thudc chdng viém phi steroid hodc
corticoid . . .

Piéu tri DAPT tdi thiéu 12 thang voi HCVC va t6i thiéu 6 thang voi
HCVM sau d6 chuyén sang dung 1 loai KNTTC, trir mdt s6 trudng hop dic
biét co nguy co xuat huyét cao hodc co bién cb chay mau c6 thé can nhic rat
ngan thoi gian DAPT hon nita 13 phac do diéu tri sau PCI theo cac khuyén céo
hién hanh va ciling dugc ap dung trong nghién ctru ctia chung to1 [49].

Diéu trj statin nham muc tiéu LDL-C < 1,8 mmol/L theo khuyén cao cua
ESC 2011 [54], ciing dugc ap dung trong nghién ctru, cac bénh nhan dugc lam
xét nghiém LDL-C va chinh liéu statin dé dat dich diéu trj tai cac thoi diém tai
khadm 1-3-6-12 thang.

DAPT va statin 1a diéu trj ndi khoa co ban nhat ciia cac bénh nhan sau
PCI, ciing nhu trong nghién ctru cia chung t6i. Két qua diéu tri duoc thé hién

& biéu dd dusi day
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294

RERVEN 1 thang 3 thang 6 thang 12 thang

Ty |é dung DAPT Ty |é dat muc tiéu LDL-C < 1,8mmol/L

Ra vién 1 thang 3 thang 6 thang 12 thang

n=131 n=131 n =130 n=128 n=127
DAPT, n (%) 128 (97,7) 119 (90,8) 117 (90,0) 112 (87,5) 101(79,5)
LDL-C trung binh 2,41 +0,98 1,85+0,73 1,77 £ 0,64 2,02+£0,73 1,93+0,75

(mmol/L)
Biéu d6 3.9. Két qua diéu tri ndi khoa theo thoi gian

Két qua tir biu d6 3.8 cho thay dén thang thtr 12 sau can thiép, con 127
bénh nhan dugc theo doi (96,95%) (do c6 4 bénh nhan tr vong trong 12 thang
theo di), va con 101 bénh nhan dung DAPT (79,5%). Tai thoi diém 1 thang,
chi con 119 bénh nhan st dung DAPT tiép tuc (90,8%). Nhu vay trong nghién
clru cua ching toi c6 dén 12 bénh nhan dung DAPT dén 1 thang (trong d6 ¢6 3
bénh nhan da dung DAPT ngay khi ra vién), sau do6 chi duy tri 1 loai KNTTC.

Ngay khi ra vién, chi sé LDL-C trung binh 1a 2,41 + 0,98 mmol/L, va chi
c6 29,7% bénh nhan dat muc tiéu LDL-C < 1,8mmol/L, cac ca chua dat muc
tiéu dugc diéu chinh liu statin phu hop, két qua dén 1an tai kham thang 1,3 két
qua muc tiéu LDL-C tuong ung la 52,1% va 57,4% véi mirc LDL-C trung binh
la 1,85 £ 0,73 mmol/L va 1,77 = 0,64 mmol/L. Ty I¢ bénh nhan dat muc tiéu
LDL-C tai thoi diém 1 thang sau can thi¢p duoc coi la ty 1¢ bénh nhan dat dich

diéu tri bang statin. Trong nghién ctru ctia chung t6i ty 18 nay 1a 52,1%.
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3.3.4. Két qua vé chup lai dong mach vanh theo thoi gian

Trong qua trinh theo doi, nghién ctru cua chung t61i c6 5 bénh nhan tir vong,

do vay con 126 bénh nhan chung t6i theo ddi va tién hanh chup lai DMV qua da

cho 63 bénh nhan (50%) sau t6i thiéu 12 thang theo ddi hodc néu c6 biéu hién

dau that nguc khong on dinh, NMCT, suy tim tién trién. Thoi gian chup lai trung

binh 1a 16,53 + 8.08 thang. Chung toi chia timg khoang thoi gian cho dén 24

thang sau can thiép DMV c6 két qua chup lai DMV nhu bang dudi day.

Bang 3.10. Két qua chup lai PMYV theo thoi gian

Chup lai 1-6thang | 6 - 12 thang | 12 - 24 thang | Pén 24 thang
bMV n=0 n=_8 n=47 n=>55
Theo chuong 0 (0,0) 5(62,5) 36 (76,6) 41 (74,55)
trinh, n (%)
Theo bién co,n| 0 (0,0) 3 (37,5) 11 (23,4) 14 (25,45)
(%)
PNKOD 1(33,33) 10 (90,91) 11 (78,57)
NMCT 1(33,33) 0 (0,0) 1(7,14)
Suy tim 1(33,33) 1 (9,09) 2 (14,29)
Tai hep >50%, | 0 (0,0) 1(12,5) 8 (17,02) 9 (16,36)
n(%)
TVR*, n(%) 0 (0,0) 1(12,5) 7 (14,89) 8 (14,55)

*: TVR - tai can thiép mach dich

Két qua bang trén cho thay trong 6 thang dau tién khéng c6 ca nao co bién

cd phai chup lai BPMV. Pén thang 12 sau can thié€p, c6 8 ca dugc chup lai DMV

trong d6 ¢6 5 ca chup lai theo chuong trinh va 3 ca chup lai vi ¢6 bién cd, chi

cO 1 ca tai hep c6 ¥ nghia va duogc tai can thi¢p mach dich.

Trong khodng thoi gian tir 12-24 thang sau can thiép, chiing t61 chup lai

dugc DMV thém cho 47 bénh nhan, trong d6 36 ca goi lai chup theo chuong
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trinh va c¢6 11 ca chup lai vi c6 bién ¢d. Cac bién cb dé bénh nhan phai chup lai
PMYV bao gém con dau thét nguc khong 6n dinh, chan doan NMCT méi hodc
tinh trang suy tim tién trién trén 1am sang.

Theo ddi dén 24 thang chung t6i chup lai DMV cho 55 bénh nhan
(43,65%), trong d6 c6 14 ca phai chup lai do c6 bién cb 1am sang (25,45%), tai
can thiép mach dich cho 8 ca (14,55%). Bién cb chu yéu dé bénh nhan phai
chup lai DMV 1a DPNKOD, chiém 78,57% sb6 ca chup lai khong theo chuong
trinh. Néu tinh ty 18 tai thong mach dich c6 triéu chimg 1am sang (CD-TVR) thi
tai thoi diém 12 thang, chi c6 1 ca trong tong s6 127 ca theo ddi, chiém ty 18
0,79%. Va tai thoi diém 24 thang c6 8 ca trong tong s6 126 ca theo ddi, chiém
ty 1€ 6,35%.
3.3.4.1. Két qua chup lai PMV cho dén 12 thing sau PCI

Bang 3.11. Két qua chup lai PMV dén 12 thang theo nguy co XH
. Nhom Nhom khong
Chup lai DMV Nhom_chung NCXHC NCXHC p
$=s (n=5) (n=3)

Tai hep = 50%,
n(%)
Mikrc do tai hep
trung binh (%)

TVR, n (%) 1(12,5) 1 (20,0) 0 (0,0)

1(12,5) 1(20,0) 0(0,0)

28,04 +13,28 | 37,22 +19,75 | 12,75+2,51 | 0,025

Bang 3.11 cho thay tai thoi diém 12 thang theo ddi c6 8 ca duoc chuyp lai
PMYV trong d6 c6 5 ca thugc nhom NCXHC va 3 ca nhom con lai. Chi c6 1 ca
tai hep co ¥ nghia va duogc tai théng mach dich (chiém ty 1& 12,5%) va thudc
nhém NCXHC. Mtc d¢ tai hep trong stent trung binh & nhom NCXHC 1a 37,22
+19,75% cao hon so vai nhom khong c6 NCXHC 142 12,75 £ 2,51% c6 y nghia
théng ké véi p < 0,05.
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3.3.4.2. Két qua chup lai PMV cho dén 24 thing sau PCI
Bang 3.12. Két qua chup lai PMV dén 24 thing theo nguy co XH

Nhom Nhom khong
Nhém chung
Chup lai PMV (n = 55) XNCXHC NCXHC p
n=
(n =20) (n = 35)
Tai hep = 50%,
9 (16,36) 4 (20,0) 5 (14,28) > 0,05
n(%)
Mirc do hep
. 25,71422,21 | 33,29 +24,43 | 21,38 +20,94 | 0,13

trung binh (%o)

TVR, n (%) 8 (14,54) 3 (15,0) 5 (14,28) > 0,05

Theo ddi dén 24 thang chung t6i chup lai DMV cho 55 ddi tuong nghién
ctru, trong d6 nhém NCXHC ¢6 20 ca va nhdm con lai ¢é 35 ca, ghi nhan ¢6 9
ca tai hep c6 y nghia va da tai thong mach dich cho 8 ca (chiém ty 1& 14,54%
sb ca chup lai PMV), ¢6 3 ca thugc nhom NCXHC va 5 ca thuéc nhom khong
c6 NCXHC.
3.3.4.3. Két qua chup lai PMV cho dén khi két thiic nghién ciru

Bang 3.13. Két qua chup lai PMV dén ltc két thiic nghién ctru

Chup laiDPMV N =88 Hep = 50% TVR
n=16 Céo Khong
Stent vi tri 1 63 8 (12,7%) 6 2
Stent vj tri 2 23 7 (30,43%) 7 0
Stent vi tri 3 2 1 (50%) 1 0
Tong so vi tri 88 16 (18,18%) 14 2
S6 bénh nhan 63 13 (20,63%)  11(17,46%) 2 (3,17%)

Két qua bang 3.13 cho thay 63 bénh nhan dugc chup lai PMV c6 88 vi
tri stent BFR dugc danh gia. Cac bénh nhan da duoc dat ti thiéu 1a 1 stent va

ti da 1a 3 stent. Theo thir ti dit stent trong qua trinh can thiép, ching t6i quy



79

udce la stent vi tri 1, 2, 3 tuong ung la cac stent dugc dat lan luot trudce - sau
trong moi ca can thiép. CO 16 stent tai hep > 50%, va ¢ 14 stent tai hep duoc
tai thong. Nhung tinh trén bénh nhan thi chi ¢6 13 bénh nhan tai hep c6 y nghia
(20,63%) va duogc tai thong mach dich ¢ 11 ca (17,46%). Nhitng ca tai hep nay
dugc chup lai DMV 6 thoi diém sém nhat 1a 8 thang cho dén thoi diém dai nhat
la 45 thang sau can thiép.

Chung t6i danh gia ton thuong tai hep stent BFR & 13 bénh nhan tai hep
¢ y nghia vé vi tri va hinh thai tai hep trén chup PMV qua da c6 két qua nhu
bang 3.14 dudi day

Bing 3.14. Pic diém ton thwong tai hep c6 ¥ nghia

Pic diém Vitristent1  Vitristent2 Vi tristent3
N =13 n=13 n=11 n=2
Nhanh can thiép, n(%)
LAD 7 (53,85) 4 (36,36) 2 (100,0)
Lcx 2 (15,38) 1(9,09) 0
RCA 4 (30,77) 5 (45,46) 0
Nhanh khac 0 1(9,09) 0
Phén loai ton thuong, n(%)
Type A 1 (7,69) 0 0
Type B1 5 (38,46) 5 (45,46) 0
Type B2 7 (53,85) 5 (45,46) 2 (100,0)
Type C 0 1 (9,08) 0
Vi tri tai hep, n(%)
Bo trude Stent 4 (30,77) 2 (18,18) 1 (50,0)
Trong Stent 7 (53,85) 9(81,82) 1 (50,0)
B0 sau Stent 2 (15,38) 0 0
Hinh thai tai hep, n(%)
Piém 7 (53,85) 7 (63,64) 2 (100,0)
Lan toa trong stent 1(7,69) 2 (18,18) 0
Lan toa tang sinh 4 (30,77) 1(9,09) 0

Téc hoan toan 1(7,69) 1 (9,09) 0
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Két qua bang 3.14 cho thiy stent BFR dit trén nhanh LAD c6 ty 18 tai hep
c¢6 ¥ nghia nhiéu nhét (chiém 50% sb vi tri tai hep & 13 bénh nhan), va ton
thuong tai hep phan 16n 1a cac ton thuong type B2 (chiém 50%). Vi tri tai hep
phﬁn 16n 1a ¢ trong stent (53,85% vi tri stent 1, 81,82% vi tri stent 2 va 50% vi
tri stent 3) va hinh thai tai hep da phan 1a tai hep diém (53,85% & vi tri stent 1,
63,64% 0O vi tri stent 2 va 100% & vi tri stent 3).

3.3.5. Két qua cac bién cb sau dit stent BioFreedom theo thoi gian

Nhom nghién ciru danh gia trén 131 bénh nhan vé cac bién ¢ tim mach
chinh (tr vong, t&i NMCT khong tr vong, TBMN hodc tai can thi€p mach dich
c6 triéu chimg 1am sang), huyét khéi (HK) trong stent va bién c6 chay méu theo
thang diém BARC theo thoi gian 1,3,6,12 sau PCI.

Bang 3.15. Két qua cac bién c6 tim mach va chiay mau dén 12 thing

6-12 0-12
0-1thang | 1-3 thang | 3-6 thang
thang thang
n=131 n =130 n=128
n =127 n=131
MACE,
1 (0,76) 1(0,77) 2 (1,56) 3(2,36) 6 (4,58)
n(%)
Huyét khoi
trong stent, 0 0 1(0,78) 2 (1,57) 3(2,29)
n(%)
Chay mau, | 5(3,81) 2 (1,54) 1(0,78) 0 8 (6,11)
n(%)
BARC1,2| 4(3,05) 2 (1,54) 1(0,78) 0 7 (5,34)
BARC =3 | 1(0,76) 0 0 0 1(0,77)

131 bénh nhan trong nghién ctru ctia chiing t6i theo ddi dén thoi diém 12
thang sau can thiép, ghi nhan c6 6 ca bién ¢ tim mach chinh chiém ty 1é 4,58%,

bao gdm 1 ca TBMN giai doan 0-1 thang va da tir vong vao thang thr 6; 2 ca
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tlr vong vao thang tht 3 va thang thtr 6 trong d6 1 ca do tu ngd va 1 ca trén nén
u phdi méi phat hién, theo ddi nguyén nhan tir vong c6 thé lién quan dén tim
mach; 1 ca NMCT mach dich khong tr vong da dugc tai thong mach dich vao
thang thir 8; 1 ca NMCT khong lién quan mach dich da tr vong vao thang thir
10 va cudi cung 1a 1 ca TBMN vao thang thir 12 sau can thiép.

Ty 18 huyét khéi trong stent ¢ 3 ca chiém 2,29% sau 12 thang theo déi,
khong c6 ca nao HK trong stent trong 3 thang dau sau can thiép.

C6 8 ca bién cb chay mau sau 12 thang theo ddi (6,11%) tuy nhién chi c6
1 ca chdy mau nang muc BARC 3a (0,77%), con lai 7 ca chay mau mirc do nhe
BARC 1,2. Ca 8 ca déu duoc diéu tri va diéu chinh thudc kip thoi, tinh trang
chay mau nhanh chéng dugc kiém soat.
3.3.5.1. Két qua bién cé tim mach va chdy mdu tai thoi diém 12 thdng theo
phdn nhom nguy co XH
Bang 3.16. Két qua bién c6 tim mach va chiay mau tai thoi diém 12 thang

theo phan nhom nguy co XH

Pic diém Nhom chung Nhom Nhom khong p
(n=131) NCXHC NCXHC

(n = 65) (n = 66)
MACE, n(%) 6 (4,58) 6 (9,23) 0(0,0) 0,012
Chay mau, n(%) | 8 (6,11) 6 (9,23) 2 (3,03) 0,138
HK trong stent, | 3 (2,29) 2 (3,08) 1(1,52) 0,55

n(%)

Tai thoi diém theo ddi sau 12 thang, ca 6 ca gap bién c6 tim mach chinh

trong nghién ctru ctia chiing to6i déu nim trong nhdom NCXHC, ty 1é gip cao
hon r6 rét so véi nhom khdng c6 NCXHC véi p = 0,012.
Ty 1€ chdy mau va HK trong stent khong c6 su khac biét gitra 2 nhom tai

thoi diém 12 thang sau can thiép.
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3.3.5.2. Huyét khoi trong stent
Bang 3.17. Phén loai huyét khoi trong stent

Pic diém N (N = 131) %
Xac dinh HK 5 3,82
C6 thé¢ HK 2 1,53

HK cap&ban cap 0 0
HK mudn 3 2,29
HK rat muon 4 3,05
Tong 7 5,34

Theo dinh nghia cia ARC-2 vé huyét khoi trong stent [133] chdng toi
6 5 ca xac dinh c6 HK trong stent trén két qua chup lai PMV qua da, c6 2
ca tu vong trén nén bénh PMV di dit stent, c6 THA, dai thao dudng, dung
thubc khong thuong xuyén (trong d6 c6 1 ca bi TBMN d4 ding thuéec KTTC
ngay tur khi méi ra vién va tir vong vao thang thir 6, con 1 ca bi TBMN vao
thang thtr 12 sau d6 diéu tri tai tuyén co s& khong tuan thu dung thuéec KTTC
va di tir vong vao thang 14) nén xép vao loai c6 kha ning HK trong stent.
Chia theo thoi gian chung toi khong ¢ ca nao ghi nhan trong 3 thang dau
tién, c6 3 ca ghi nhan duoc trong vong 12 thang dau chiém ty 1& 2,29% xép
loai HK mudn va 4 ca ghi nhan & cac thoi diém sau 12 thang nén dugc Xép
loai HK rat muon. Tong cong chung tdi c6 7 ca HK trong stent trong thoi
gian theo ddi chiém 5,34%.
3.4. MOT SO YEU TO ANH HUONG PEN KET QUA CAN THIEP
PONG MACH VANH BANG STENT BIOFREEDOM
Két qua can thiép DMV bang stent BioFreedom sau 12 thang theo ddi
dugc danh gia bang bién cb tim mach chinh (bao gdm tir vong, NMCT khong
tr vong, dot quy, tai thong mach dich cé triéu chimg) va bién cd tai hep ¢ ¥

nghia trong stent (tai hep = 50% trong stent)
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3.4.1. Két qua mét s6 yéu t6 anh hwéng dén bién cd tim mach chinh

Bién c6 tim mach chinh (MACE) theo thoi gian bao gdm tir vong, tai
NMCT khong tir vong, dot quy, tai can thi€p mach dich cé tri¢u chirng 1am sang.
3.4.1.1. Két qua yéu té anh hwéng dén MACE sau theo déi 12 thing

Qua thoi gian theo ddi 12 thang, nghién ctru ctia ching t6i1 c6 6 bénh nhan
c6 MACE bao gém 4 ca tir vong, 1 ca dot quy, 1 ca NMCT khong tir vong da
dugc tai thong mach dich.
Bang 3.18. Mdi lién quan don bién giira cic yéu té anh hwong dén MACE

tai thoi diém 12 thang sau can thiép (n = 131)

Sl A huéng Nguy ,co’ twong Khoang tin )
doi RR cay (95%CI)
Nguy co XH cao 2,12 1,76 - 2,55 0,01
HCVC 0,85 0,48 - 1,51 0,50
Pai thdo duong 2,08 1,12 - 3,88 0,08
Tang huyét ap 0,98 0,68 - 1,42 0,92
Hut thude 1a 1,53 1,03 - 2,27 0,16
C6 tién st bénh PMV 1,42 0,62 - 3,27 0,46
Khong dat dich LDL-C* 0,89 0,50 - 1,59 0,67
EF < 40% 3,47 0,49 - 24,45 0,21
PK stent < 2,5mm 2,31 0,35 - 15,42 0,39
Pit > 2 stent 0,79 0,25 - 2,48 0,66
Ton thuong 2 0,71 0,22 - 2,22 0,51
2 nhanh bMV

Can thiép > 2 nhanh PMV 1,16 0,18 - 7,28 0,88
Chiéu dai stent > 33mm 0,52 0,09 - 3,17 0,43
DAPT < 1 thang 4,17 1,16 - 14,96 0,035
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*: bénh nhan khong dat dich LDL-C la nhirng bénh nhan tai thoi

diém 1 thang sau can thiép c6 mirc LDL-C > 1,8 mmol/L

Két qua bang 3.18 cho thiy cac yéu tb nhu nguy co XH cao, dai thao
duong, hut thude 14, tién st bénh PMV, EF < 40%, Pk stent < 2,5mm, ding
DAPT < 1 thang déu 1am ting nguy co bién cb tim mach tai thoi diém 12 thang
sau can thiép. Trong d6 yéu t6 nguy co XH cao va ding DAPT < 1 thang thuc
su lam tang nguy co bién ¢ tim mach gap 2,12 va 4,17 lan, ¢6 y nghia théng
ké véip=0,01 vap =0,035.
Bang 3.19. M6 hinh hoi quy da bién tuyén tinh véi bién dau ra 1a MACE

tai thoi diém 12 thang sau can thiép (n = 131)

., ) Khoang tin cay
Yéu to anh hwéng | Odds Ratio (OR) p
(95%Cl)
Tudi > 75 1,29 0,26 - 7,34 0,78
MLCT < 30ml/ph 2,56 0,27 - 24,29 0,41
Hb < 11 g/l 4,31 0,72 - 25,85 0,11
HCVC 0,56 0,08 - 3,77 0,59
bai thao duong 6,79 0,83 -55,47 0,07
Tang huyét ap 0,53 0,04 - 7,09 0,63
EF <40% 3,05 0,21 - 44,87 0,42
bat > 2 stent 1,59 0,19 - 13,14 0,66
To6n thuong > 2
0,38 0,05-2,83 0,34
nhanh DMV
DAPT < 1 thang 5,75 0,96 - 35,35 0,049

Khi dua céc yéu to anh hudng vao mé hinh hoi quy da bién, chung toi
thu duogc két qua nhu bang 3.19, cho thady MLCT < 30ml/ph, Hb < 11 g/L, dai
thao duong, EF < 40%, dat > 2 stent va dung DAPT < I thang lam tang nguy
co MACE tuong tng 2,56 1an, 4,31 1an, 6,79 1an, 3,05 lan, 1,59 lan va 5,29 lan,
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tuy nhién chua c6 yéu t6 nao thuc sy anh hudng c6 ¥ nghia thong ké qua mo
hinh phan tich da bién. Chi c6 yéu t6 sir dung DAPT < 1 thang thuc su lam
ting nguy co 5,75 1an qua phén tich da bién véi bién dau ra 13 MACE sau 12
thang vé1 p = 0,049.
3.4.1.2. Két qua yéu té anh hwong dén MACE sau theo déi 24 thing

Qua theo doi 24 thang, nghién ctru chung t61 ghi nhan duoc 14 bénh nhan
6 bién ¢d tim mach chinh, trong do co 5 ca tr vong, 8 ca tai thong mach dich
va 1 ca NMCT khong tir vong.
Bang 3.20. Mdi lién quan don bién giira cac yéu té anh hwéng dén MACE

tai thoi diém 24 thang sau can thiép (n = 131)

Yéu t6 inh huéng Nguy ’co’ twong Khoang tin )
d6i RR ciy (95%CI)

Nguy co XH cao 1,17 0,72-192 0,55
HCVC 1,01 0,76-1,35 | 0,95
Pai thao dudng 1,58 0,88-2,85 | 0,17
Tang huyét ap 1,01 081-127 | 0091
Hut thude 1a 1,33 092-192 | 021
C6 tién str bénh DMV 1,22 0,64-2,35 | 0,56
Khong dat dich LDL-C” 1,07 0,79-1,43 0,68
EF < 40% 3,34 0,71-1564 | 0,12
PK stent < 2,5mm 2,09 0,49-8,88 | 0,32
bat > 2 stent 1,64 1,04 - 2,57 0,07
To6n thuong > 2 nhanh PMV 1,08 0,62-189 | 0,78
Can thi¢p = 2 nhanh bMV 1,57 0,52-4,71 0,43
Chiéu dai stent > 33mm 0,90 0,38-2,16 | 0,82
DAPT < 1 thang 1,67 0,41-6,87 | 048
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Két qua bang 3.20 cho thidy mot s6 yéu t6 lam ting nguy co MACE tai
thoi diém 24 thang sau can thiép bao gdm Dai thao dudng, EF < 40%, PK stent
< 2,5mm, dat > 2 stent, can thiép = 2 nhanh PMV va dung DAPT < 1 thang.
Nhung chua ¢ yéu t6 nao thuc su anh hudng dén MACE c6 ¥ nghia thong ké,
déu co p > 0,05.

Bang 3.21. M6 hinh hoi quy da bién tuyén tinh véi bién dau ra 1a MACE
tai thoi diém 24 thang sau can thiép (n = 131)

, Odds Ratio Khoang tin cay
Yeéu to anh huéng p
(OR) (95%Cl)
MLCT < 30ml/ph 2,46 0,38 - 15,84 0,34
bai thao duong 1,97 0,16 - 24,25 0,59
EF < 40% 2,26 0,34 - 14,83 0,38
Pat > 2 stent 4,26 1,08 - 16,84 0,039
Ton thuong > 2
0,63 0,17 - 2,34 0,49
nhanh bMV
DAPT < 1 thang 2,91 0,47 - 17,98 0,15

Khi dua cac yéu t6 anh hudng vao mé hinh héi quy da bién ¢ thoi diém
24 thang, chung t6i thu duoc két qua nhu bang 3.21, cho thdy MLCT < 30ml/ph,
dai thao duong, EF < 40%, dung DAPT < 1 thang lam tang nguy co MACE
tuong ng 2,46 lan, 1,97 lan, 2,26 lan, 2,91 lan, tuy nhién chua c6 yéu to nao
thuc sy anh huong co y nghia thong ké qua mo hinh phan tich da bién. Chi c6
yéu td dat > 2 stent thuc sy lam tang nguy co 4,26 lan qua phan tich da bién
v6i bién dau ra 1a MACE sau 24 thang véi p = 0,039.
3.4.2. Két qua mot s6 yéu t6 anh hwéng dén tii hep theo thoi gian
Trong qué trinh theo d5i 131 bénh nhan, chung t6i tién hanh chup lai DMV
cho 63 bénh nhan. Trong s6 63 bénh nhan dugc chup lai PMV sau khi can

thiép, c6 13 bénh nhan tai hep > 50%. Céac bénh nhan con lai c6 murc tai hep <
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50% déu duoc tinh 13 tai hep khong ¥ nghia hoic khong tai hep. Thoi gian chup
lai trung binh 1a 16,53 + 8.08 thang.
Bang 3.22. Moi lién quan don bién giira cac yéu t6 anh hwéng dén bién co

tai hep theo thoi gian (n = 63)

Yéu t6 dnh huong Ty s6 nguy | Khoang tin ciy )
co HR (95%Cl)
Nguy co XH cao 2,32 0,61 - 8,87 0,22
HCVC 1,17 0,34 - 3,99 0,79
Pai thao duong 1,04 0,32 - 3,44 0,94
Tang huyét ap 1,37 0,29 - 6,51 0,69
Hut thude 1a 2,23 0,59 - 8,42 0,23
C6 tién sir bénh DMV 1,01 0,33-3,11 0,98
Khéng dat dich LDL-C” 8,09 1,03 - 63,90 0,047
EF < 40% 0,86 0,18 - 4,22 0,85
PK stent < 2,5mm 6,80 1,34 - 34,41 0,02
Pit > 2 stent 7,07 1,55 - 32,19 0,011
Ton thuong = 2,19 0,56 - 8,49 0,26
2 nhanh bMV

Can thi€p = 2 nhanh BPMV 1,53 0,45-5,19 0,49
Chiéu dai stent > 33mm 1,12 0,29 - 4,28 0,17

*: bénh nhan khong dat dich LDL-C la nhirng bénh nhan tai thoi
diém 1 thang sau can thiép c6 mirc LDL-C > 1,8 mmol/L
Dung phan tich séng con Kaplan-Meier danh gia mot sd yéu td anh
hudng dén tai hep theo thoi gian, chung t6i c6 két qua trong Bang 3.21 cho thay
3 yéu t6 anh hudng thuc su dén nguy co tai hep theo thoi gian, d6 1a khong dat
dich LDL-C, BK stent < 2,5 mm va dung > 2 stent lam tdng nguy co tai hep

theo thoi gian 1én 8,09 lan, 6,8 1an va 7,07 lan, déu c6 ¥ nghia thong ké véi p =
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0,047, p=0,02 vap=0,011. Ngoai ra mot s6 yéu t6 khac nhu nguy co XH cao,
hut thude 14, t6n thuwong > 2 nhanh DMV ciing 1am ting nguy co tai hep 1én
2,32 1an, 2,23 1an va 2,19 lan, tuy nhién chua c6 y nghia théng ké véi p > 0,05.
Bang 3.23. M6 hinh hdi quy da bién tuyén tinh véi bién dau ra 1a bién c6

tai hep theo thoi gian (n = 63)

Ty $0 nguy | Khodng tin cay

Yéu t6 anh huéng p
co HR (95%CI)
Hb < 11 G/I 3,31 0,11 - 97,9 0,11
Dai thao duong 2,52 0,17-37.1 0,23
Pit > 2 stent 14,66 251 - 85,81 0,003
Ton thuong >
227 0,42 - 12,39 0,34
2 nhanh PMV
Can thiép > 2 nhanh PMV 0,25 0,05-1,23 0,09
Chiéu dai stent > 33mm 0,65 0,1-4.17 0,65

Khi dua cac yéu td anh huong vao mé hinh hdi quy da bién véi bién dau
ra 12 bién ¢ tai hep, chiing t6i thu dugc két qua nhu bang 3.23, cho thiy chi co
yéu t6 dat > 2 stent 1a yéu t6 duy nhat thuc sy 1am ting nguy co tai hep 14,66
1an véi p = 0,003.
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CHUONG 4
BAN LUAN

4.1. PAC PIEM CHUNG CUA POI TUQNG NGHIEN CUU
4.1.1. Pic diém veé tudi, gioi va cac yéu to nguy co
4.1.1.1. Pic diém vé tuéi, gidi

Nghién ctru ciia ching t6i bao gdm 131 bénh nhan bénh PMV c¢6 chi dinh
can thiép PMV qua da, bao gdm ca bénh nhan c6 NCXHC va khéng NCXHC,
ca bénh nhan chan doan HCVC va HCVM. Két qua nghién ctru ctia chung toi,
tudi trung binh cua bénh nhan 1a 68,95 £+ 10,01 tudi, bénh nhan cao tudi nhat 1a
95 tudi va it tudi nhat 1a 45 tudi, trong d6 sb d6i twong > 60 tudi chiém dén
83,21%, tudi > 70 chiém dén 44,27% (biéu d6 3.1). Két qua nay twong ty nhu
cac nghién ctru vé can thi¢p PMV trén moi dbi tuong co chi dinh nhu nghién
ctru vé can thiép than chung DMV trai cia Hoang Vian [141] (2016, n = 84) véi
d6 tudi trung binh 13 67,8 + 10 tudi (dao dong tir 38 dén 84 tudi), trong d6 > 60
tudi chiém 87,3%, tudi > 70 chiém 41,7% va nghién ctru trén bénh nhan dugc
can thiép PMV & Vién Tim mach Viét Nam ctia Nguyén Thi Thanh [142],
(2018, n = 500) v6i d6 tudi trung binh 14 66,7 + 10,85 tudi (tir 28 dén 90 tudi).
Do tudi ndy ciing trong déng voi nghién cru RUDI-FREE sir dung stent BFR
trén moi dbi twong bénh DMV [15] (2018, n = 1104) véi tudi trung binh 13 67,8
+11,2. C6 thé thay tudi > 70 ciing 1a mot trong nhitng yéu td nguy co ctia bénh
PMV [143]. V&i nhém bénh nhan ¢cd6 NCXHC, d6 tudi trung binh trong nghién
clru ctia chung toi 1 74,72 + 9,0 tudi, hoan toan tuong dong voi nghién ciru sir
dung stent BFR trén d6i tugng c6 NCXHC 1a nghién ciu LEADERS FREE
[14] (2015, n = 1221) ¢6 d tudi trung binh 13 75,7 + 9,4 tudi, hay nhom bénh
nhan c6 NCXHC trong nghién ctru RUDI-FREE [15] (2018, n =164) 1a 76,4 +
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10,4 tudi. Két qua nay cao hon rd rét so v6i nhom nguy co XH thép ciing nhu
nhém NC chung trén moi ddi tuong bénh nhan, nhu vay co thé théy tudi = 75
1a mot yéu td nguy co cao cua bién c¢d xuat huyét trén bénh nhan can thiép
bMV [65].

V& gi6i tinh, 64,12% trong nghién ctru ctia chung t6i 1a nam giéi, két qua
tuong tu v6i nghién ciru ciia Hoang Vian (nam gidi chiém 71,4%), cia Nguyén
Thi Thanh 1a 71,6%, nghién ctru vé hiéu qua stent polymer tr tiéu Absorb cta
Hoang Viét Anh [144] (2020, n = 80) c6 67,5% nam giodi, va cua mot s6 nghién
ctru khéc trén thé gii vé can thiép bénh nhan DMV [14], [15]. Cac nghién ctru
dich t& hoc vé bénh PMV cho théy nam gioi co ty 18 mic cao hon nit giol.
Nghién ciru Framingham theo ddi nhiéu nam céc ddi twong tir 35 dén 84 tudi
thay rang ty 1é mac bénh PMV ¢ nam gi6i gap 2 lan nit gidi [145].

Nhu vy két qua nghién ctru vé tudi, gidi cua chung t6i ciing twong tur
nhu mot s6 nghién ciru khac, thong nhat rang cac d6i tuong bénh PMV ¢6 chi
dinh can thiép DMV gip phan 16n ¢ d6 tudi > 60. Pic biét do tudi > 70 1a mot
yéu t6 nguy co cao ciia nhém ddi twong nay, va ty 1¢ gip ¢ nam nhiéu hon
khodng 2 lan so véi nit. Tudi > 75 1a mét yéu to6 nguy co giy xuat huyét ¢
cac bénh nhan trong nghién ctru ciia ching téi ciing nhw cac nghién ciru
khac trén thé giéi vé can thiép PMV.
4.1.1.2. Pic diém vé cdc yéu to nguy co

Ngoai cac yéu to khong thé thay d6i dugc nhu tudi cao va gidi nam, cac
yéu td nguy co bénh DMV c6 thé thay ddi dugce & cac bénh nhan trong nghién
ctru ctia ching toi 1a THA (84,7%), hut thube 1a (55,7%), dai thao duong
(33,6%), 16i loan lipid méau (17,6%), béo phi BMI > 25 (21,4%). Tién st bénh
PMV (bao gdom NMCT, stent cii DMV, CABG) ciing chiém ty 18 dén 35,88%

s6 bénh nhan nghién ctru (bang 3.2).
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Ty 1& THA trong nghién ctru ciia chung t6i cao nhét trong cac yéu té nguy
co, dén 84,7%, va khi phan nhoém nguy co XH cao, khéng cao, thi THA van
chiém ty I¢ twong tng 83,08% va 86,36%, khong c6 su khac biét gitra cac nhém
voip =0,601. Ty 1€ nay twong tu v&i nghién ctiru cia Hoang Van 1a 77,4%, cua
Bui Long 1a 79,29%, nghién cttu RUDI-FREE la 80,1%, nghién cuu
LEADERS FREE ¢ nhom dat BFR co ty 1¢ THA 1a 78,1% [14], [15], [141],
[146]. Tong hop nhiéu nghién ctru trén thé gii va Hoi Tim mach, THA chau
Au ciing théng nhét rang THA 1a yéu t6 nguy co quan trong nhat ctia bénh
DMV [147]. Theo bao cdo ndm 2016 cua Hoi THA Ao cho thay THA 1a yéu t6
nguy co manh nhat ciia bénh PMV ¢ nhitng nguoi trén 60 tudi [148].

Hut thudc 14 chiém ty 1 kha cao trong nghién ctru ciia ching toi, dén
55,7%, déu 1a nam gidi, cao hon so véi nghién ctru cia Nguyén Thi Thanh
(38,4%, n = 500) va so véi ty 1& hut thudc 14 & Viét Nam theo nghién ciru diéu
tra cia Hoang Van Minh nam 2015 (22,5%) [149]. C6 1€ nghién ctru ctia chiing
to1 tap trung vao nhom ddi tuong da duoc chan doan xac dinh bénh PMV va
c& mau ciing khong 16n (n = 131). Cac nghién ctru cho thay hat thudc 14 1am
tang kha ning tao huyét khoi trén mang xo vita do kich hoat phoi bay yéu t6
mo 1am tiéu cau bi hoat hoa va ting fibrinogen [134].

Bénh d4i thdo dudng ngay cang gia ting va gan bo mat thiét véi bénh 1y tim
mach, lam tang ty I¢ tir vong & bénh nhan NMCT va lam xau di tién luong ¢ bénh
nhan bénh DMV [150]. Trong nghién clru cia chang t6i, ty 1€ BDTD 1a 33,6%,
tuong tu nhu két qua ¢ nghién ciru RUDI-FREE (30%), LEADERS FREE (34%)
nhung cao hon so véi nhitng nghién ctru trong nude ndm 2018 cua Hoang Van
(26,3%), Nguyén Thi Thanh (27,2%), Bui Long (26,87%) [146]. Diéu nay cho
théy thue té & Viét Nam ty 1¢ bénh DTD dang tang 1én theo thoi gian.

Co ché bénh sinh ctia bénh DMV xuit phat tr xo vira dong mach, ngué)n

gbc tir lipid mau, do vay rdi loan lipid mau( RLLM) 1a mét yéu t6 nguy co quan
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trong trong su phat trién bénh DMV [151]. Trong nghién ctru ctia chung toi ty
16 RLLM 1a 17,6%, thap hon so véi cac nghién ctu trén thé gidi tuong tng 1a
61,4%, 62% [14], [15]. Piéu nay c6 thé 1y giai do & nudc ta viéc tAm soat va
gido duc strc khoé ban dau, trinh do dan tri khong cao nén bénh nhan khong
dugc lam xét nghiém thuong xuyén, khong phét hién ra RLLM trudc do. Ciing
nhu vay, tién sir bénh DMV cila cac bénh nhan trong nghién ctru cia chung toi
bao gdm NMCT, CABG, stent cii DMV 1a 35,88%, ciing thip hon so véi cac
nghién ctru trén thé gidi tuong tng 1a 51,2% va 55,5% [14], [15].

Nghién ctru Framingham Heart Study va tong hop cac nghién ciru trong
khuyén céo ctia ESC cho thiy cac yéu td nguy co tim mach bao gdm THA, hut
thudc 14, DTD, RLLM, tién sit bénh DMV [147], [152]. D6 ciing 1 nhimg yéu
t6 nguy co gip vai ty 1& cao trong nghién ciru ciia chiing t6i. Cac yéu to nguy
co nay khi xét trén phan nhoém nguy co XH cao va thap thi khong c6 su khac
biét c6 y nghia thong ké.

Duya theo thang phan loai IDI& WPRO danh cho nguoi chau A thi BMI 1y
twong 13 tir 18,5-22,9 kg/m?, néu BMI > 25 dugc coi 1a béo phi [140]. Tuy
nhién nghién ciru ctia chung toi trén dbi tuong bénh nhan Viét Nam nén chi s6
BMI trung binh trong nghién ciru 1a 22,97 + 3,31 kg/m? trong d6 s6 ddi tuong
duoc coi 1 béo phi theo chuan chau A khi BMI > 25 ¢6 28 bénh nhéin chiém
21,4%, khong cé bénh nhan nao dat ngudng béo phi theo tiéu chuan quoc té 1a
BMI > 30. BMI trung binh cuia chung t6i thap hon nhiéu so véi nghién ctru
qudc té nhu LEADERS FREE véi chi sé6 BMI trén nhém BFR (n = 1221) 1a
27,5 + 4,8 va trén nhom chirng BMS (n = 1211) 1a 27,2 + 4,6. C&c nghién ctru
trén thé gidi déu ddng thuan rang thira can va béo phi 13 yéu td tién luong doc
lap cua nguy co bénh DMV [153]. Tuy nhién & nhitng bénh nhan béo phi phai
can thiép PMV qua da lai giam nguy co chay mau, két qua bang 3.2 cho thay
ty 1& bénh nhan béo phi & nhdém NCXHC 14 9,23%, thap hon han nhém khong
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¢ NCXHC véi 33,33% c6 y nghia thong ké p =0,001. Nghién ctru ciia Delhaye
va cong su theo ddi 16783 bénh nhan PCI tir nim 2000 dén 2009 cho thdy nguy
co chay mau tang & nhom c6 BMI qua thap (< 18,5) hodc qua cao (> 39.9), con
nhém bénh nhan binh thuong hodc thira can, béo phi do 1,2 thi khong lam anh
huong dén nguy co chay mau [154].
4.1.2. Pic diém 1am sang va cin lam sang
4.1.2.1. Ban lugn vé diic diém lam sang

Trong nghién ctru ctia chiing t6i, biéu dd 3.2 cho thay ty 168 HCVC chiém
dén 78%, trong d6 bénh nhan DPNKOD chiém ty 18 cao nhat (53%), tiép d6 1a
NMCT khong ST chénh 1én vdi 17% va NMCT c6 ST chénh 1én 1a 8%. Ty 1€
DTNOD hay HCVM ciia chiing t6i chi chiém 22% & nhém NC chung, 21,54%
va 22,73% & nhom NCXHC va khong NCXHC, thap hon so véi cac nghién
ctru khéc trén dbi tuong bénh DMV néi chung nhu ctia Nguyén Thi Thanh (40
%, n = 500), Hoang Viét Anh (40%, n = 80), va cac nghién ctru quc té nhu
RUDI-FREE (46,6%, n = 1104), LEADERS FREE v¢i ddi tuong nguy co XH
cao (58,5%, n = 1221) [14], [15], [142], [144]. S& di nhu vay c6 1€ do hién nay
cac bénh vién tuyén co s¢ di trang bi phong tim mach can thiép, da trién khai
chuong trinh quan 1y bénh nhan bénh man tinh, trong dé c6 bénh 1y PMV, céc
bénh nhan DPTNOD phﬁn 16n dugc theo doi va can thi€p tai cac bénh vién tuyén
co s6. Vién Tim mach Viét Nam noi tién hanh nghién clru cua chung t6i la
tuyén cudi, nén phan 16n bénh nhan dén kham va can thiép khi c6 con dau thit
nguc khong on dinh di diéu tri tai tuyén dudi khong d&. Muc d6 dau nguc lic
nhap vién duoc danh gia bang phan dé CCS ciing phan 4nh dung thyc té trong
nghién ctru cua chung t6i. Mtrc d6 dau nguc nhe CCS 1,2 chi chiém 29,77%
trong khi d6 muc d6 dau nguc vira - nhiéu CCS 3,4 chiém dén 70,23%.

Bénh DMV biéu hién trén 1am sang bdi con dau thét nguc la tri¢u chung

dién hinh nhat, ngoai ra thuong c6 triéu chimg kho thd do suy tim. Dé danh gia
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mirc d6 suy tim trén 1am sang, thang diém NYHA duoc sir dung phd bién nhit.
Nhitng bénh nhan c6 NYHA > 2 thuong c6 tién luong t6i hon vé gia tang ty 16
t{r vong va tan xudt nhap vién [155]. Trong nghién ctru ctia chung toi, cac bénh
nhan c6 mic 46 NYHA 3,4 chi c6 6,11% (bang 3.1). Piéu nay ciing twong tu
& cac nghién ctiru khac vé can thiép DMV trén moi d6i tuong nhu nghién ctru
RUDI-FREE (NYHA 3,4 = 4,7%), nhung thap hon so v&i nghién ctru trén d6i
tugng ton thuong than chung DMV trai cia Hoang Vian (NYHA 3,4 = 20,2%).
S¢ di nhu vay vi nghién ctru cua chung t61 da loai ra khéi nghién ctru nhitng
bénh nhan tinh trang 1am sang ning, tién luong tir vong cao, kha ning séng <
12 théng. Tuy nhién 6 nhom NCXHC, ty 1¢ gap bénh nhan suy tim trén 1am
sang voi NYHA > 2 14 52,31%, cao hon so vdi nhém khéng NCXHC (28,79%)
c6 ¥ nghia thong ké. Piéu nay c6 thé 1y gidi @ nhom NCXHC c6 ty 1¢ cao nhiing
bénh nhan rung nhi, bénh nhan cao tudi trén nén bénh PMV so v6i nhom con
lai, do d6 ty 1& suy tim trén 1am sang s& cao hon. Két qua tuong tu & nghién ciru
RUDI-FREE véi ty 1¢ NYHA 3,4 & nhém XH cao 1a 11% va nhom con lai 1a
3,6%, p < 0,001 [141], [15]. Tan sé tim trung binh cac bénh nhan trong nghién
ctru cua chung t6i 1a 82,13 + 13,42 chu ky/phut, twong tu véi nghién ctiru cua
Nguyén Thi Thanh (79,03 15,66), trong d6 chi c6 13 bénh nhan c6 tan sb tim
lac nhap vién > 100 (9,9%) chinh boi s6 luong bénh nhan suy tim vira - ning &
nghién ctru ctia chung toi khong nhiéu. Huyét ap tdm thu, tAm truong trung binh
cling tuong duong gitra cac nhom trong nghién ctru, khong c6 sy khac biét co
y nghia thong ké.
4.1.2.2. Ban ludn vé diic diém cén lim sang

* Két qua xét nghiém mdu

Céc chi s6 xét nghiém mau ctiia nhom nghién ctru phan 16n & trong giGi
han binh thuong. Chi sé6 CRPhs, ProBNP va Troponin T ¢ nhém chan doan
HCVC cao hon han nhém HCVM c6 ¥ nghia thong ké véi p < 0,05. Két qua
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cho thay méi trong quan giita mirc do ting ctia ba chi s nay v6i mirc do cap
tinh cua ton thuong DMV, dong thoi goi ¥ dén tién luong ning hon cia nhém
HCVC. Mot nghién ctru cua Oluleye va cong su trén 11193 bénh nhan theo doi
trong 9,9 nam cho thay ba yéu t6 trén c6 gia trj tién luong ddi voi nguy co tir
vong cua bénh nhan bénh DMV [156].

Churc nang than thé hién & két qua Creatinin mau va Muc loc cau than cho
thdy nhom nguy co XH cao c6 chirc ning than kém hon so vi nhom nguy co
XH thap, voi creatinin trung binh 1a 121,58 + 105,03 umol/L so vé&i 89,5 +
20,28 umol/L va MLCT trung binh la 42,37 + 14,99 ml/phtt so voi 64,66 +
16,48 ml/phut, c6 y nghia thong ké véi p < 0,05. Két qua cho thdy suy than 1a
mot yéu t6 1am ting nguy co chay méau ¢ nhitng bénh nhan sau PCI trong nghién
clru clia chung t6i. Mot nghién ctru cua Attallah va cong su con cho thay suy
than 1a yéu t6 tién luong cho ca nguy co chay mau va nguy co tai hep ¢ bénh
nhan PCI [157].

* Ban ludn vé két qua dién tam do va siéu am tim

Trong nghién ctru ctia ching t6i ¢6 du cac nhém bénh DMV bao gdm
NMCT c6 ST chénh 1én, khong chénh 1én, DNKOD va BPTNOD do vay chiing
t6i cling ghi nhan duoc day du cac dang bién ddi trén dién tim tir bién d6i ST
chénh 1&én hoac chénh xuéng, rung nhi, ngoai tam thu that, ngoai tam thu nhi,
bloc nhanh trai, nhanh phai. Pa s6 cac bénh nhan trong nghién ctru cé nhip
x0ang (82,44%), khong bién doi ST (66,41%). Ty 1é rung nhi chiém 9,16% va
déu & trong phan nhém NCXHC. C6 thé thay cac bénh nhan trong nghién ctu
sau PCI phai sir dung thudc khang tap tiéu cau, néu c6 rung nhi phai phdi hop
thém thudc chéng déng dudng udng, s& lam ting nguy co chay mau, anh huong
dén két qua can thiép DPMV.

Két qua siéu 4m tim & bang 3.5 cho thay phan s téng mau that trai EF

trung binh trong gidi han binh thuong & nhém chung. C6 thé 1y giai diéu nay
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vi trong nghién ctru cua chung t61 da loai trir nhitng bénh nhan suy tim nang,
phan 16n ddi twong nghién ciru 1a HCVM va HCVC khong ST chénh 1én, do
d6 EF con duge bao ton. O nhém NCXHC, chi sb EF ¢ thép hon so v6i nhom
khong NCXHC do c6 nhiéu bénh nhan cao tudi va cé rung nhi ¢ trong nhom
NCXHC. Ty 1¢ rung nhi ting 1én theo tudi va dong thoi 13 yéu t6 nguy co lam
tang ty 1¢ suy tim, dac bi€t & nhitng bénh nhan c6 bénh PMV can thiép qua da
con lién quan dén viée 1am ting nguy co XH, cang 1am cho tién luong ning né
hon va viéc diéu tri phirc tap hon [158].
4.2. BAN LUAN VE KET QUA CUA CAN THIEP SU DUNG STENT
BIOFREEDOM
4.2.1. Pic diém ton thwong PMV

* Vi tri ton thwong

Chung t61 tién hanh chup chon loc PMV qua da cho 131 bénh nhan bénh
DMV trong nghién ctru thu duoc két qua ¢ 256 ton thuong c6 ¥ nghia (hep >
70% duong kinh 10ng mach). Két qua bang 3.6 cho thdy phan 16n bénh nhan
(87,02%) c6 cac ton thuong xuat hién trén ca 3 nhanh DMV chinh 14 nhanh
LAD, Lcx, RCA, ¢ ca doan g?m, gitra, xa theo cach phan chia cia CASS. C0
12,98% bénh nhan c6 ton thuong ¥ nghia & cac nhanh khac nhu 1a nhanh
Diagonal 1, nhanh phan giac, nhanh Om1 . . . Ton thuong xuat hién nhiéu nhét
& nhanh LAD, dic biét doan gan va doan giita (twong tng 35,11% va 52,67%
tong sb ca). Ton thuong doan gan va doan giita déu chiém ty 1¢ cao ¢ ca 3 nhanh
DMV, trong khi t6n thuong doan xa chiém ty 18 rat thap. Két qua nay ciing
tuong ty nhu mot sé nghién ciru trong nudc nhu nghién ciru cia Nguyén Quang
Tuan, Nguyén Qudc Thai, Bui Long véi ty 1¢ ton thuong y nghia & LAD van
chiém phan 16n twong tng 1a 60,3%; 57% va 41,85% [132], [146], [159],
nghién ctru RUDI-FREE trén 1104 bénh nhan bénh DMV két qua chup ciing
cho thdy ton thuong mach dich LAD chiém ty 1¢ cao nhat 1a 42,3% [15]. Mot
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s6 nghién ctru vé giai phau bénh & bénh nhan NMCT ciing cho thiy vi tri ton
thuong hay gip nhat & doan gin (56%) va doan giita (32%), it nhat 1 doan xa
(12%), ton thuong hay gip nhat 13 & LAD (41%) [160].
* $6 lwong nhdnh ton thuwong

Trong nghién ctru ctia ching t0i, chu yéu gip cac bénh nhan co ton
thuong ¥ nghia trén 1 nhanh DMV (53%), tén thuong 2 nhanh DMV chiém
36% va chi c6 11% ton thuong ca 3 nhanh DMV, két qua thé hién & biéu d6
3.4. Két qua ctia ching t6i tuong tu v4i két qua cac nghién ctru sir dung stent
phu thudc c6 polymer nhu nghién ctru ctia Nguyén Quang Tudn véi ty 1€ ton
thuong 1 nhanh, 2 nhénh, 3 nhanh tuong Ung la 54,2%; 28,9%; 16,9% va
nghién ctu LEADERS véi s6 bénh nhan ton thuong 1 nhanh nhiéu nhat (63%)
va 2 nhanh 12 37% [159], [161]. Tuy nhién khac véi nghién ciru vé stent ty tiéu
Absorbs ciia Hoang Viét Anh v41 100% bénh nhén chi c6 1 ton thuong trén 1
nhanh DMV [144]. Nghién ctru cta Lekston va cong su di chi ra rang ton
thuong > 2 nhanh DMV chinh 13 yéu t6 doc 1ap tién lugng bién ¢6 tim mach
cao hon dua trén nghién ctru 1776 bénh nhan STEMI [162].

* Mirc d¢ phikc tap ciia ton thwong

Biéu d6 3.5 va 3.6 thé hién két qua danh gia hinh thai tén thuong bang
chup PMV qua da trong nghién ctru cua chung t61, phan loai theo ACC/AHA
ching t6i c6 két qua cac bénh nhéan cia chung t6i ¢ ton thuong tir don gian
dén phirc tap (type A dén C) tuy nhién phan 16n 13 ton thuong phirc tap (loai
B2 va C chiém dén 51,17 %). Nghién ctru cila chung toi gip nhiéu bénh nhan
ton thuong phirc tap c6 18 do dic diém Vién Tim mach 1a co sd diéu trj va can
thiép bénh DMV tuyén cudi, thuong gip nhiéu d6i tuong bénh nhan phdi hop
nhiéu bénh, hodc ton thuong phirc tap ma tuyén co s khong can thiép duoc
nén chuyén 1én. Tén thuong phirc tap s& kho khin hon trong qua trinh can thiép

dit stent, xuét hién bién c6 nhiéu hon va anh hudong lam tang ty 1€ tai hep.
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Kastrati va cong su nghién ctru trén 2944 bé€nh nhan bénh PMV va theo doi
sau 1 ndm chup mach lai cho thiy ty 1¢ tai hep 12 24,9% & nhom ton thwong
don gian so v6i 33,2% & nhom ton thuong phirc tap véi p < 0,001 [163].

Chung t6i gap kha nhiéu ton thwong chd chia doi (51,9%), voi hoa
(33,6%), két qua 16n hon nghién ctru RUDI FREE véi ty 1¢ tuong tmg 13 15,4%
va 10,6% [15], diéu nay ching toi di 1y giai & trén. Phan 16n ton thuong chia
d6i trong nghién ctru clia chiing t6i 14 ton thuong chia do6i don gian (khéng phai
phan loai Medina 1,1,1 va 0,1,1) nén ching t61 str dung k¥ thuat dat 1 stent phu
qua t6n thuong trén nhanh chinh (Provisional stenting) véi st dung 1 wire bao
v¢ 6 nhanh bén la chu yéu. K¥ thuat nay duoc chép thuan rong rai la chuan muc
trong can thiép chd chia d6i PMV [164]. Chi c6 4 bénh nhan trong nghién ctru
ctia chiing toi ¢6 tén thuong chd chia d6i va duoc sir dung k¥ thuat can thiép
ding 2 stent. Hién nay nhiéu k¥ thuat sir dung 2 stent trong can thiép chd chia
doi da dugc nghién ctru va nghién ctru DEFINITION trén 3660 bénh nhan cho
thay & nhom ton thuong chia d6i don gian thi khong c6 sy khac biét vé MACE
sau 1 ndm khi st dung k¥ thuat 1 stent hodc 2 stent. Con vdi nhdm ton thuong
chia doi phuc tap, ky thuat 2 stent lam giam ty I¢ tor vong tim mach so véi 1
stent (2,8% so v6i 5,3%, p = 0,047) nhung lai lam ting ty 1& huyét khoi trong
stent va TLR (1,0% va 5,6% so vai 0,2% va 3,2% voi p < 0,01) [165].

Nhw viy nghién ciru ciia ching t6i trén 131 bénh nhan c6 256 ton
thwong PMV c¢6 ¥ nghia (hep > 70% dwong kinh 1ong mach), ton thwong
bao gdm dii cac vi tri trén 3 nhanh PMYV trong d6 phén 16m & doan gin va
doan giita LAD. Céac bénh nhén cé thé ton thwong 1 hoic > 2 nhanh PMV,
va mirc dd phitc tap ciia ton thwong phin nhiéu & mirc B2 va C theo phan
loai CASS vé6i nhiéu ton thwong ¢ chd chia déi dwec can thiép bang ky

thuat dat 1 stent (Provisional Stent).
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4.2.2. Két qua sé'm ciia can thiép PMV qua da bing stent BFR
4.2.2.1. Két qud thanh céng vé mdt ky thudt diit stent BFR

131 bénh nhan véi 256 t6n thuong c6 ¥ nghia trén hinh anh chup DMV,
chung t6i tién hanh can thiép 160 tén thuong véi ty 16 1,22 ton thuong/1 bénh
nhan (cac vi tri ton thuong khac duoc xét can thiép thi hai sau), c6 112 bénh
nhan can thi€p 1 nhanh, 18 bénh nhan can thi¢p 2 nhanh va 1 bénh nhan can
thiép 3 nhanh. Ty 1¢ ton thuong can thiép trung binh cta ching t6i cao hon so
v6i nghién ctru trén d6i tuong NMCT cip ctia Nguyén Quang Tuén (can thiép
1,1 t6n thuong/bénh nhan) va ciia Nguyén Quéc Thai (1,1 ton thuong/ bénh
nhan) c¢6 1& vi nghién ctru ctia chung toi bao gdm ca nhitng ddi twong bénh
DMV khac nén ton thuong trén nhiéu nhanh hon va ching t6i can thiép toi da
nhitng ton thuong gay thiéu méu co tim chtr khéng chi ton thuong thi pham
trong NMCT cap [132], [159]. So vé6i nghién ctru SORT-OUT IX str dung BFR
trén d6i tuong bénh nhan PMYV thi ty 1é can thiép ton thuong/bénh nhén trung
binh Ia 1,3 twong tu chung t6i [16]. Ching t6i dat 192 stent BFR cho 131 bénh
nhan véi 160 ton thuong DMV, trong d6 o 6 ca dat 3 stent (4,58%), 49 ca dit
2 stent (37,4%) va 76 ca dat 1 stent (58,02%). Trung binh chung t61 dat 1,47
stent / 1 bénh nhan va 1,2 stent/1 ton thuong. S6 luong stent trung binh cia
chung t6i cao hon so véi nghién ciru trén d6i twong HCMVC cua Bli Long
(1,21 stent / 1 bénh nhan) nhung thap hon han so véi nghién cttu LEADER
FREE 1a 1,9 stent / 1 bénh nhan [14], [146]. Piéu nay c6 thé 1y giai do & nudc
ta nhimg han ché vé ché do bao hiém y té va diéu kién kinh té kho khan hon
nén ching toi c6 gang sir dung sb luong stent it nhat ma van dam bao yéu cau
chuyén moén. Puong kinh trung binh mach tham chiéu 13 2,82 + 0,5 mm, cua
stent 12 3,13 + 0,46 mm. Chiéu dai ton thuong trung binh 1a 17,83 + 5,34 mm,
cua stent 1a 28,11 = 5,26 mm. Nhu vay, stent c6 duong kinh va chiéu dai 16n
hon t6n thuong DMV, dam bao dé stent phil hét ton thuong va ap sat vao long

PMYV han ché nguy co tai hep, huyét khéi.
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Céc bénh nhan trong nghién ctru cua chiung té1 dugc chup va can thiép
PMV chit yéu qua dudng DM quay tay phai (93,89%), chi ¢6 5,34% qua dudng
PM dui phai va chi ¢6 1 ca lam qua DM quay trai khi khong thé 1am dugc qua
DM quay phai hoac BM dui. Ty 1€ can thiép qua PM quay cua ching t61 tuong
tu v6i nghién ctru gan day ctia Bui Long (90,98%) nhung cao hon so véi nghién
cru cach day gan 10 nam cia Nguyén Qudc Thai (62%) va nghién ciu
LEADERS FREE cong b nim 2015 véi nhom st dung BFR qua dudng mach
quay chiém 60,7% [14], [132], [146]. Két qua theo Campelo va cong su dua ra
nam 2018 trén 1107 bénh nhan tir nghién ciru CENTURY II cho thiy so véi
can thiép qua PM du, thi viéc can thi¢p DMV qua DM quay lam giam thoi
gian nam vién, giam bién ¢ chdy mau va bién c6 vé mach mau trong thoi gian
nam vién va 1 thdng sau khi ra vién, déng thoi vé 1au dai sau 3 nam theo ddi,
lam giam ty 1é tir vong chung va tir vong tim mach, tit ca déu c6 y nghia théng
ké voi p < 0,05 [166]. Nghién ctru ctia ching t6i cling khong c¢6 bién ¢ nio vé
chay mau hay bién c6 mach mau tai vi tri choc mach sau can thiép, dén luc ra
vién hay trong thoi gian theo doi.

Chi c6 15 bénh nhan dugc dit stent truc tiép ma khong nong bong trudc
(11,45%), ty 18 thap hon so v&i nghién ctru ctia Nguyén Quang Tun 13 20,5%
dugc dat stent tryuc tiép, co 18 do ddi twong cua nghién ciru nay 1a bénh nhan
NMCT cap nén ton thuong méi, mém, c6 huyét khoi va tinh chat cap tinh nén
str dung stent tryc tiép cling c6 thé ap sat vao thanh mach, ngan huyét khéi bi
v& ra thém néu nong bong trudc va rat ngan thoi gian thu thuat. Con nghién
ctru cua ching t61 ¢6 ca cac doi tuong bénh DMV khong 6n dinh, bénh PMV
man tinh nén cac ton thuong s€ phuc tap hon, voi hod hon va tinh chét 6n dinh
hon so v6i NMCT cép. Do d6 sy chuan bi k¥ ton thuong trude khi dat stent
BFR bang cach nong béng 14 can thiét. Ap luc stent toi da 13 9,22 + 2,33 atm,

ap luc tdi da cua bong nong sau la 17,78 + 2,86 atm véi duong kinh trung binh
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bong nong sau la 3,17 £ 0,51 mm 16n hon duong kinh trung binh cua stent 1a
3,13 + 0,46 mm, dam bao cho stent BFR ap sat toi da vao thanh mach & vi tr
ton thuong, vi nghién ctru cia chiing t6i ¢6 ton thuong DMV mirc d6 B2 va C
chiém phan 16n. Tuy nhiéu ton thuong phirc tap nhung nghién ctru cta chung
t61 cho thay 100% stent BFR déu duoc dua dén dang vi tri ton thuong va tién
hanh dit stent. S¢ di nhu vy c6 18 do & nhiing ca ton thuong voi hoa, phirc tap
d3 duoc chung toi tao thudn tdi da nhu dung béng nong ap lyc thudng roi dung
bong ap luc cao nong véi ap luc 16n, thém vao d6 BFR 1a mot stent thé hé moi,
k¥ thuat ché tao stent, chat lidu tién tién cling gop phan dua stent qua nhimng
chd hep phirc tap dé dang hon.

Bang 3.7 cho thay mirc 46 hep DMV trudc can thiép trong nghién ctru clia
chung t6i trung binh déu > 70%, & ca 3 nhém: nhém NC chung, nhém XH cao
va nhom XH thp. Tuong tng ty 18 hep trudc can thiép 12 79,27 + 9,74%, 79,69
+ 9,49%, 78,86 + 10,04% va sau can thiép mic do hep ton du tuong ung 1a
7,55+2,88%, 7,74 £ 2,70%, 7,37 + 3,06%. Muc d0 hep giam ro rét so vdi trudc
can thi¢p vo1 p < 0,001 va sau can thi€p mirc do hep tdn du trung binh déu <
20% & tt ca cac vi tri can thiép.

Trudc can thiép chi ¢6 48 bénh nhan c6 dong chay TIMI 3 (36,64%) va
54 bénh nhan c6 TMP 3 (41,22%). Va sau can thiép c¢6 130 bénh nhan dat dong
chay TIMI 3 (99,24%) va 131 bénh nhan dat mirc tudi mau TMP 3 (100%).
Chi con 1 bénh nhan c¢6 dong chay TIMI 2 (0,76%), d6 1a bénh nhan chan doan
HCVM, c6 t6n thuong ngay tir 16 vao cia hai nhanh LAD va Ramus kiéu
Medina 0,1,1, dong chay ban dau TIMI 2 & ca 2 nhanh, ching toi sir dung k¥
thuat V Stent dé can thiép ton thuong chd chia doi nay, sau can thiép vé mat
hinh anh thay stent n& tot, ap sat 1ong mach tuy nhién dong chay TIMI 2 sau
can thiép, co thé do bénh nhan HCMVM c¢6 dong chay cham man tinh, hé théng

vi mach tudi mau kém nén sau can thi¢p vi tri ton thuong cling chua cai thién



102

dugc dong chay ngay 1ap tirc. Bénh nhan nay chung t61i theo doi thuong xuyén
va khéng c6 triéu chimg dau ngyuc hay suy tim trén 1am sang cho dén thoi diém
hién tai. Su cai thién dong chay TIMI va d6 tudi mdu co tim TMP sau can thi¢p
rat rd rét so véi trude can thiép, co ¥ nghia thdng ké véi p < 0,001. Mtrc do cai
thién dong chay TIMI, dd tudi mau co tim TMP sau can thi€p trong nghién ctru
ctia chung t6i cao hon cac nghién ctru trén doi tuong NMCT cia Nguyén Quang
Tuén (sau can thiép TIMI 3 14 96,4%; TMP 3 1a 50,6%) va caa Nguyén Qudc
Thai (sau can thiép TIMI 3 1a 97%; TMP 3 1a 95%). Khoi phuc t6t dong chay
TIMI va muc do tudi mau TMP s& 1am cai thién 1d chiic ning that trai, giam
kich thudc 6 nhdi mau va giam ty 18 tir vong [167], [168].

Ngay sau can thi¢p, chung t61 ghi nhan duoc c6 1 ca dong chay TIMI 2 da
ban ludn & trén, c6 3 ca dugc chan doan HCVC c6 tén thuong chd chia d6i
duoc dit 1 stent kiéu Provisional va d3 mit nhanh bén sau khi dat stent (chiém
3% sb ton thuong chia d6i dugc dat stent), déu 13 nhanh Diagonal 1 cia LAD
vi tén thuong phtic tap type B2, C tai chd chia doi, ban than nhanh Diagonal 1
d3 c6 hep khit 16 vao nhung 1a nhanh nhé dudng kinh mach < 2mm nén ching
t6i chi dua wire vao bao vé chir khong can thiép. Khi phat hién tic nhanh bén
sau dit stent, chung t61 déu 14i duoc mot guidewire khac qua mit ludi stent vao
nhanh bén bi tac va nong bang béng nho, tai thong mdt phan dong chay cho
nhanh bén. 3 ca nay chi c6 biéu hién 1am sang la dau nguc sau can thiép, khong
c6 bién doi trén dién tdm do ciing nhu khong ting men tim, triéu chimg dau
nguc giam dan sau 2 ngay va déu duoc xuat vién, theo doi sat va cho dén lan
theo ddi gan nhit chiing toi cling chwra ghi nhan bién ¢ nao tir 3 bénh nhan nay.
Két qua tir nghién ctru COBIS II trén 2227 ton thuong chia doi c6 dén 8,4% bi
tac nhanh bén, chi ra rang yéu t6 tién luong tac nhanh bén gém c6 hep nhanh
bén, doan gﬁn nhanh chinh > 50%, bénh nhan HCVC, va k¥ thuat Jailed wire

(dua wire bao vé nhanh bén trong lic dat stent nhanh chinh) gép phan khoi
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phuc dong chay nhanh bén. Va tic nhanh bén lam ting ty 18 tir vong tim mach
gap 3,95 lan, huyét khoi trong stent gap 7,68 1an véi p < 0,01 [169].

Co6 1 bénh nhan trong nghién ctru cua ching t61 sau can thiép doan gitra
LAD d4 xuat hién l6c tach doan xa LAD, dong chay TIMI 1, chung toi da tién
hanh nong bang bong nho doan xa dé tai thong lai dong chay TIMI 2, sau d6
diéu tri ndi khoa tich cyc, sau 1 tuan chup lai DMV thay dong chay d tai thong
t6t hon TIMI 2-3, khong c6 1éc tach thém va stent thong tét, khong co huyét
khéi, do vay chiing t6i quyét dinh khong tai can thiép chd 16c tach (dat stent
hoic CABG) va diéu tri ndi khoa bao ton. Két qua 1an theo ddi gan nhat bénh
nhan van 6n dinh trén 1am sang. Mot nghién clru ciia Marysia va cdng su trén
189 bénh nhén 16c tich DMV sau PCI ciing cho thdy nhom tai can thiép va
nhom diéu tri bao ton ciing khong ¢ su khac biét vé bién cb sém hay sau 5
nam theo dai [170].

Nhu vay 131 bénh nhén sau can thi€p cua ching t61 ¢6 1 ca dong chay
TIMI 2, ¢6 3 ca tic nhanh bén, va 1 ca 16¢ tich DPMV. Ngoai ra 100% stent
BFR duogc dwa dén dung vi tri tén thuong va duoc dat vai ap luc bong tbi uu.
Thanh cong vé mat ky thuat dat stent BFR chiang t61 ¢6 126/131 bénh nhan dat
ty 16 96,2%. Két qua nay ciia chung t6i twong ty véi mot s6 nghién ciru can
thiép DMV sir dung stent phu thudc c6 polymer trong nuéc nhu ciia Nguyén
Quéc Thai (97%), Bui Long (95,9%), ciing nhu mot sé nghién ctru véi ¢d mau
|6m str dung stent BFR trén thé giéi nhu LEADERS FREE (97,7%) hodc SORT-
OUT IX (97,7%) [14], [16], [132], [146].
4.2.2.2. Két qud thanh cong vé thi thudt can thiép PMV qua da siv dung
stent BFR

Thanh cong vé thi thuat duoc dinh nghia bao gdm thanh cong vé ki thuat
va khong c6 cac bién ¢ tim mach trong thoi gian nam vién. Nhu vay chiing toi
c6 126 bénh nhan thanh cong vé mat k¥ thuat nhung trong d6 c6 1 bénh nhan

bi TBMN cép trong thoi gian nam vién sau can thi¢p, da duoc chup MSCT
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mach ndo cip chan doan tic DM ndo cip va di duoc can thiép hat huyét khdi
tai thong mach nao kip thoi, bénh nhan tinh tdo, va da dugc xuét vién sau 5
ngdy nam vién. Nghién ciru trén 20670 bénh nhan sau PCI cta Dukkipati va
cong su ¢6 0,3% b1 TBMN trong thoi gian nam vién, thuong gdp trén cac bénh
nhan c6 tién st nguy co tim mach cao (THA, dai thdo duong, RLLM . . .), chan
doan HCMVC, va TBMN c¢6 lién quan dén qua trinh thu thuat dua dung cu can
thiép c6 thé gay bong, nirt v& nhitng mang xo vita & phan quai DM cha va BPM
chu 1én, cling nhu viéc sur dung thude chéng dong, chéng KTTC, dua dung cu
can thiép vao trong 1ong DMV ciing c6 thé lam ly giai huyét khoi, ntt vo mang
x0 vita @ PMYV s¢€ tao thanh nhiing cuc huyét khdi, xo vita nho hon di theo hé
tuan hoan giy tic mach ndo. Va TBMN sau PCI lam ting nguy co tir vong ndi
vién cho bénh nhan DMV 1én rat nhiéu chua ké nhiing di chtmg do TBMN dé
lai néu bénh nhan may man séng sét [171].

Do d6 chung t6i co 125 bénh nhan thanh cong vé mat thi thuat (khong
gip bién ¢ ndo ngay sau can thiép lién quan dén k¥ thuat va bién cd tim mach
trong thoi gian ndm vién), dat ty 18 95,4%. Két qua nay cia chung toi tuong tur
v6i mot sd nghién ciru can thiép PMV sir dung stent phu thude ¢6 polymer
trong nudc nhu ciia Nguyén Qubc Thai (96%), Bui Long (95,1%), nghién ctru
cua Natsuaki va cong sy trén 1617 bénh nhan stir dung stent polymer tu ti€u phu
Biolimus A9 c6 ty I¢ thanh cong thu thuat 14 96,8% va 1618 bénh nhan sir dung
stent polymer bén viing pht Everolimus c6 ty 1¢ thanh cong tha thuat 14 96,7%,
cling nhu trong nghién ctru LEADERS FREE trén 1221 bénh nhan dat stent
BRF c6 ty 1¢ thanh cong thu thuat 1a 94,4% [14], [132], [146], [172].

4.3. BAN LUAN VE KET QUA CAN THIEP THEO THOI GIAN
4.3.1. Cai thién triéu chirng 1am sang va mdt so chi s6 cin 1am sang
* Triéu chirng lam sang
Két qua & biéu do 3.7 va 3.8 cho thiy rd su thay ddi triéu chimg 14m sang

& cac bénh nhan trong nghién ctru ctuia chiing t61 theo chiéu hudng tot 1€n, voi
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2 chi s6 danh gia chinh 1a mac do dau nguc theo thang diém CCS, mic do suy
tim trén 1am sang theo thang diém NYHA. Tinh trang dau nguc nhiéu ctia cac
bénh nhan luc nhdp vi¢n tinh theo thang diém CCS tuong tng d6 3 va 4 1a
70,23%, ngay sau ra vién da giam con 0,76%, theo doi tai thoi diém 1, 3, 6
thang khong c6 ca nao dau nguc murc do CCS 3,4 va sau 12 thang la 4,17%,
qué trinh giam mac d§ dau nguc ro rét vol p < 0,001. Mirc do suy tim vura -
nhiéu twong tng tinh theo NYHA 13 d6 3-4 sau chiém mot ty 1 rat thap 1a
6,11% trudc can thiép va theo ddi cho dén 12 thang khong c6 ca ndo ghi nhan
mirc 46 NYHA 3,4. Piéu nay ching t6 mic do suy tim nhe NYHA 1-2 trong
nghién ctru cua chung t6i chiém phan 16n & cac d6i tuong nghién ctru. C6 18
nghién ctru cua ching t61 bao gém ca bénh nhan bénh mach vanh 6n dinh, va
HCVC khong c6 ST chénh Ién 1a phan 16n nén triéu ching NYHA luc nhap
vién khong ram ré6 ma chi yéu 13 dau thit nguc, diéu nay da dugc ching minh
& mitc 46 CCS 3-4 chiém dén 70,23% sd ca nhap vién. Nhu vdy c6 thé thy
viéc can thiép DMV bang stent BFR d gitip cho viéc tudi mau co tim phuc hoi
dﬁy du, cai thién tri¢u ching lam sang cho bénh nhan, dic biét 1a mac do dau
nguc giam ro rét sau can thi¢p va hiéu qua lau dai, cting nhu mtc do kho thd
tinh theo thang diém NYHA sau khi dat stent khong tang thém ma giir vig on
dinh phr:in l6n & muac nhe do 1-2. Theo Fox va cong sy (2001) ghi nhan trén
292000 bénh nhan suy tim tai Anh cho thdy bénh DMV 13 nguyén nhéan gay ra
dén 52% sb ca suy tim < 75 tudi, co ché do t6n thuong PMV lam giam cung
cap oxy va dinh dudng cho co tim, din dén tai cdu triic co tim va cudi cing dan
dén suy tim. Do d6 viéc can thiép tai tudi mau co tim 13 bién phap diéu tri can
thiét dé cai thién triéu chimg dau ngyc va suy tim [173].
* Mt 56 chi sé cin lam sang
Céac bénh nhan trong nghién ctru cua ching t6i duoc kiém tra cac xét

nghiém can 1am sang trude khi ra vién, sau 1,3,6,12 thang. Bang 3.9 cho thay
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cac chi s6 xét nghiém mau thay ddi khong c6 ¥ nghia thong ké, chi ¢ chi sd
AST va chi s6 LDL-C giam di theo thoi gian theo ddi va & mdc 6 thang, 12
thang giam di c6 ¥ nghia so véi khi ra vién. Co ché bénh sinh ctia bénh PMV
cho thdy vai tro quan trong ctia LDL-C, chinh vi viy myc tiéu ha LDL-C cang
som, cang nhiéu cang tot trong diéu tri bénh PMV, 1am giam ty 1¢ tir vong, bién
cd tim mach ciing nhu thodi trién mang xo vita [50], [51]. Nhiéu nghién ciru
cling da chtrng minh vai tro ctia AST nhu 13 mét chi diém sinh hoc, ting 18n co
gia tri chan doan trong NMCT, tuy nhién d0 dic hi¢u khong cao. Theo nghién
ctru cua Sameer Arora va cong su dugc dang tai trén tap chi Circulation 2018
trén 984 bénh nhan NSTEMI con cho thiy vai trd cia AST trong tién luong tir
vong ngan han sau PCI, cy thé nhoém ting AST so véi nhom AST binh thuong
lam ting ty 1¢ tr vong trong vién gap 8 1an (OR 7.9; 95% CI: 2.0-31.2) va ting
ty 1& tr vong trong 30 ngay gap 3 lan (OR=3.1; 95% Cl: 1.2-8.5), tham chi con
co gia tri tién lugng tir vong ndi vién cao hon Troponin [174].

Khi khao sat phan sb tdng méau that trai EF cua cac ddi tuong nghién ciru,
chung t6i thiy EF dugc cai thién ting 1én sau can thiép 1, 6, 12 thang trong do
sau 1 thang ting 2,51% va sau 6 thang ting 2,38% c6 y nghia théng ké vdi p =
0,012 va 0,017. Sau 12 thang chi sb EF ciing ting 1én 1,28% tuy nhién chua c
y nghia thong ké. Nhiéu nghién ciru da chimg minh 14 can thiép DMV 1am tang
chtrc ning that trai, giam ty 18 tir vong ciing nhu bién cb tim mach khac dic biét
& nhitng bénh nhan c6 chirc niang that trai giam hodc ¢ nhimg bénh nhan
HCMVM, suy tim do bénh Iy DMV [175], [176]. Momtahen va cOng su da dat
stent cho 110 bénh nhan c6 chirc ning that trai giam do bénh Iy DMV va sau 6
thang theo ddi thdy EF tang rd rét tir 40,7 + 4,52% lén 50,9 + 8,5% véi p <
0,001 [177].

Tom lai, két qua nghién ctru cta chung toi cho thay can thiép PMV qua

da bang stent BFR lam giam rd rét triéu chimg dau nguc ciing nhu kho tha, suy



107

tim trén 1&m sang sau can thi€p va sau theo doi 12 thang, twong Gmg vdi phan
s6 tong mau that trai EF tang theo thoi gian theo ddi. Va trén can 1am sang chi
s6 AST, LDL-C c6 giam theo thdi gian ching to bénh nhan dugc theo ddi, kiém
soat diéu tri noi khoa chit chg, theo ding khuyén cao.

4.3.2. Ban luin vé diéu tri ndi khoa sau can thiép

Cac bénh nhan trong nghién ctru déu duoc diéu tri ndi khoa sau can thi¢p
theo dung khuyén céo. Dic biét viéc diéu tri DAPT va statin dugc theo ddi sat,
diéu chinh qua nhing 1an tai kham dé dat dich diéu tri.

Sau PCI véi viée dat stent, DAPT da trd thanh diéu tri chuan. Viéc st
dung DAPT phdi hop gitra Aspirin véi loai khang thu thé P2Y12 nao, va thoi
gian trong bao 1au phy thudc vao bénh nhan PCI duoc chian doan 1a HCVM hay
HCVC, va st dung loai stent nao: BMS, DES, nong bong phu thudc hay stent
tu tiéu [49]. Trong nghién ctru caa ching toi, ddi tuong nghién ctru bao gém ca
HCVC va HCVM, ¢6 ca d6i twong nguy co XH cao va khong cao, va déu sir
dung stent phu thudc khong polymer BioFreedom, nén viéc st dung DAPT
tuan theo khuyén cao cua Ho1 tim mach hoc Viét Nam 2008 va ESC 2017 nhu
so do 2.1 [49], [134]. Biéu d6 3.9 cho thay ty 1¢ sir dung DAPT trong nghién
ctru ciia chung t6i duoc didu chinh theo thoi gian, hodc tam ngimg do cac bién
cb chay mau bénh nhan gip phai hodc do bénh nhan nguy co chay mau qua
cao. Khi ra vién, c6 3 bénh nhan phai tam dimg DAPT chuyén sang sir dung 1
loai KNTTC do nguy co chay mau qua cao. Sau 1 thang, tiép tuc c6 9 bénh
nhan tam dimg DAPT do gap nhiing bién cb chay méau hodc do bénh nhan co6
dung ca thudc chéng dong dudng udng nén sau 1 thang st dung song song véi
DAPT, chung toi da can nhic nguy co chdy mau va tac mach dé tam dung 1
thudc KNTTC, bénh nhan chi con dung tiép tuc 1 thubc KNTTC va 1 thude
chéng dong duong udng theo khuyén cao ESC [49]. Két qua cua chung toi co
12 bénh nhan chi sit dung DAPT < 1 thang. Trong nghién clru chiing t61 str
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dung stent BioFreedom 1a loai stent phu thudc khong polymer, c6 kha ning
phong thich thudc nhanh, tdc d6 ndi mac hoa stent 1én dén 85,8% trong vong 1
thang theo nghién ciru EGO BIOFREEDOM [122], va da dugc thtr nghiém
dung DAPT trong 1 thang trén cic bénh nhan sau PCI qua cac nghién ctru
RUDI-FREE, SORT-OUT IX [15], [16] nén nhém 12 bénh nhan st dung
DAPT < 1 thang tiép tuc duogc stir dung 1 loai KNTTC va theo doi cho dén tbi
thiéu 12 thang.

Viéc sir dung statin dé diéu tri rdi loan lipid mau, dac bi¢t lam gidm LDL-
C da duoc ching minh mang lai nhiéu loi ich trén bénh nhan sau can thi¢p
DMV théng qua cac co ché nhu 1am thoai trién va 6n dinh méang xo vita, chéng
viém, hoi phuc chirc nang ndi mac, giam ty 1€ 161 loan nhip that, va dich diéu
tri LDL-C < 1,8 mmol/L d3 dugc dua vao khuyén cdo ctia ESC dé giam t6i da
bién ¢ tim mach trén bénh nhan sau can thiép DMV [54]. Trong nghién ctru
cua chung t61 ty I¢ bénh nhan dat dich diéu tri LDL-C tang Ién rd rét ¢ thang
thir 1 va thang thir 3 sau khi ra vién (52,1% va 57,4% so vé1 29,7%), tuy nhién
ty 1¢ nay giam di khi bénh nhan quay lai tai khdm vao thang 6 va thang 12
(43,6% va 42,2%) theo két qua & biéu d6 3.9. Piéu nay khong nhu mong doi
cua nhém nghién ctru, mac du da chinh thudc statin sat sao dé c6 thé dat lidu
diéu tri nhung mot sd bénh nhan van tu ¥ dung thudc theo don bao hiém y té &
tuyén co s ma khong tuan tha theo ding don thudc da hiéu chinh cia ching
t6i. Nhitng bénh nhan c6 mic LDL-C < 1,8 mmol/L sau 1 thang ké tir ngay ra
vién dugc coi 1a dat dich diéu tri bang statin. Nghién ciru ctia chiing toi ty 18
nay la 52,1%.
4.3.3. Két qua cac bién cd sau diit stent BFR trong théi gian theo déi

Chung t6i theo d5i 131 bénh nhan sau khi dugc can thiép DMV bang stent
BFR véi thoi gian theo ddi tdi thiéu 13 12 thang sau can thiép, két thiic theo di
trude 12 thang néu bénh nhan tir vong hodc khong lién lac dugc. Nhitng bénh
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nhan d3 qua mdc 12 thang van duoc chung t6i theo ddi vé cac bién c¢b tim mach
chinh cho dén thoi diém thu nhan bénh nhan cudi cing vio nghién ciru thang
5/2019. Thoi gian theo doi trung binh 1a 20,54 + 11,72 thang.
4.3.3.1. Bién co tim mach chinh (tir vong, NMCT khéng tir vong, TBMN, tai
can thiép mach dich cé triéu chirng lam sang) dén 12 thdng

131 bénh nhan trong nghién ctru ctia chung t6i theo doi dén thoi diém 12
thang sau can thiép, két qua bang 3.15 ghi nhan c6 6 ca bién ¢ tim mach chinh
chiém ty 1¢ 4,58%, bao gom 1 ca TBMN giai doan 0-1 thang va da tir vong vao
thang thir 6; 2 ca tor vong vao thang thir 3 va thang thir 6 trong d6 1 ca do tu
nga va 1 ca trén nén u phoi mai phat hién, theo doi nguyén nhan tir vong c6 thé
lién quan dén tim mach; 1 ca NMCT mach dich khong tir vong di duogc tai
thong mach dich vao thang thu 8; 1 ca NMCT khong lién quan mach dich da
tlr vong vao thang thir 10 va cudi ciing 1 1 ca TBMN vao thang thtr 12 sau can
thiép. Nhu vay MACE trong 12 thang dau chiém ty 18 4,58%, trong d6 tir vong
c6 4 ca chiém ty 1¢ 1a 3,05%.

Mot s6 nghién ciru trong nudc sir dung stent phit thude co polymer trén dbi
tuong nhiéu nguy co hon nghién ctru ctia chung t6i d6 1a ddi twong NMCT cap
ctia Nguyén Qudc Thai cho thiy ty 16 tir vong sau 12 thang 13 5,3%, TVR 13 7,4%,
tai NMCT 1a 3,2%:; doi tuong can thi¢p than chung DMV trai cua Hoang Van cho
thay ty 1& tir vong sau 12 thang 1a 3,75% va TVR 1a 8,75%; déu cao hon nghién
ctru cua chung t6i [132], [141]. M6t nghién ctru mo ta trén 500 bénh nhan bénh
DMV dugc dat stent phu thude cac loai (trr paclitaxel) tai vién tim mach Viét
Nam ciia Nguyén Thi Thanh sau 1 nam cho thay ty 18 tir vong chung 1a 5,29% va
tai NMCT 12 2,76% [142]. Két qua ciia nghién ciru nay cao hon so véi cua chiing
t61 mac du doi tuong bénh nhan dau vao tinh chit tuong tu nhau, c6 1€ do $6 luong
bénh nhan cao hon, st dung nhiéu loai stent khac nhau, nhiéu kip can thi¢p khac

nhau nén két qua khong twong dng véi nghién ctru ctia ching toi.
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Ciing voi ddi tuong bénh nhan bénh DMV bao gé)m ca HCVC va HCVM,
Danzi va cong su da tién hanh nghién ctru NOBORI 2 trén 3000 bénh nhén str
dung stent phu thudc Biolimus A9 twong ty nhu stent ctia ching ti, nhung ¢
16p polymer tu tiéu, cho két qua ty 16 MACE sau 12 thang 13 3,9% va tai can
thiép ton thuong dich 1a 1,4% [178], thap hon nghién ciru cta ching toi (twong
g 13 4,58% va 0,79%) tuy nhién c6 thé do sb luong bénh nhéan trong nghién
ctru NOBORI gap dén 23 1an nghién ctru ctia chung t6i. Mot nghién ctru khac
st dung BFR cho 1104 bénh nhan bénh PMYV la nghién ctru RUDI FREE cho
két qua sau 12 thang twong tu ching t6i, ¢ ty 1é tir vong tim mach 13 2,4%, tai
NMCT la 1% va TVR la 1,8% [15]. Trong nghién ctru SORT-OUT IX so sanh
d6i dau gitta BFR va Orsiro 1a mot stent pha thudc Sirolimus c6 polymer tu
tiéu v6i khung Cobalt Chromium moéng nhét trong phan khiic stent hién tai (60
um) cho thay sau 12 thang ty 18 tir vong tim mach twong tmg 1a 1,0% va 1,8%;
TVR la 4,8% va 3,5% [16].

Khi phan nhom theo nguy co XH, ty 1¢ MACE & nhém XH cao 1a 9,23%
(bang 3.16), cao hon c6 y nghia véi nhom con lai. Két qua nay twong tu voi
nghién ctru nén tang ctia BFR 13 nghién ctru LEADERS FREE trén 1221 bénh
nhan sir dung BFR va 1211 bénh nhén c6 nguy co xuat huyét cao stir dung BMS
str dung DAPT trong 1 thang dau sau d6 duy tri SAPT thi két qua sau 1 nim
theo ddi cho thay tir vong tim mach tuong ung 1a 4,2% va 5,3%; CD-TVR la
5,7% va 10,5% [14]. Nghién ctru RUDI-FREE c6 két qua bién c¢6 tim mach
chinh trén phan nhdm NCXHC (n = 164) sau 12 thang theo doi 1a 9,1%, ¢6 hon
c6 y nghia so voi nhom con lai (3,2%) voi p < 0,001 [15]. Diéu nay cho thiy
NCXHC & bénh nhan sau PCI 12 mot yéu t6 c6 anh hudng xdu téi tién luong
ctia bénh nhan. Nghién ctru méi dugce cong bd nim 2020 cua Sorrentino va
cong su qua theo doi 10502 bénh nhan sau can thi¢p dat DES thé hé maoi phu

Everolimus qua 4 nam theo ddi cho thdy c6 33% bénh nhan duoc phan loai
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nguy co XH cao va co ty 1é tir vong cao gip 4,38 lan, ty 18 bién cb tic mach
cao gip 5,02 1an va ty 1& chay mau ning cao gap 4.92 1an so voi nhom khong
cd nguy co XH cao [179].

Nhu vay c6 thé thdy bién cb tim mach & nghién ctru ctia ching t6i trong
12 thang dau so sanh vdi cac nghién ciru khac trong nudce va qudc té trén dbi
tuong bénh nhan tuong tu, st dung BFR hodc mot sb stent phu thubc co
polymer thé hé méi thong dung hién hanh, thi c6 két qua twong tu. Con véi
nghién ctru trén dbi twong bénh nhin nguy co tim mach cao (NMCT cép,
HCVC) thi két qua bién cd cua chiing toi thap hon.
4.3.3.2. Bién cé chdy mdu

Trong 12 thang theo ddi két qua duoc ghi nhan trong bang 3.15 cho thay
xuat huyét tiéu hoa co 8 ca (6,11%) nhung chi ¢6 1 ca bién cb xuat huyét tiéu
hoa ning (muc d6 3a theo BARC) chiém 0,76% sau 12 thang, con lai 13 xuét
huyét mirc do nhe - vira (BARC d6 1,2). Cac bénh nhan khi c6 triéu ching déu
duoc chung t6i tham kham k¥, chan doan diéu tri, diéu chinh thudc chéng dong
hodc KNTTC kip thoi nén khong cé ca nio tir vong va ciing khong c6 dién bién
nang 1én, tat ca bénh nhan déu 6n dinh tinh trang xuat huyét ti€u hoa sau khi
duoc diéu tri. Két qua vé bién cd chay mau cta chung t6i thap hon so voi nghién
ctru LEADERS FREE sir dung DAPT 1 thang dau tién sau d6 duy tri SAPT ¢6
ty 1¢ BARC 1,2 1a 31,9% v6&i nhom dung BFR va 34,1% v61 nhém dung BMS,
ty 18 xuat huyét ning BARC 3 twong tng 1 7% va 7,4% [14]. Nghién ctru RUDI
FREE str dung DAPT linh hoat twong tw nhu nghién ctru ciia chiing toi cho két
qua bién ¢6 BARC > 3 sau 1 nim theo ddi chiém 1,2% cao hon nhiéu so véi
nghién ctru ciia ching t6i 1a 0,76% [15]. C6 1& do s lugng bénh nhéan trong
nghién ctru ctia chung t6i thap hon nhiéu so véi cac nghién ctru quéc té, va cac
bénh nhan cua chung t6i khi ¢6 bién cb déu dugc kham va diéu trj kip thoi, diéu

chinh thudc chdng dong, KNTTC dé murc do xuét huyét khong tang 1én thém.
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4.3.3.3. Huyét khoi trong stent

Huyét khi trong Stent 1a mot trong nhiing tiéu chi an toan chinh ctia can
thiép PMV co dit Stent trong thuc hanh 1am sang. Nhu ching ta d biét chinh
16p polymer ¢ nhitng thé hé DES mang polymer bén vitng hoic DES mang
polymer ty tiéu (thoi gian dé 16p polymer tu tiéu hét cing tir 2 nam trd 1én) 1a
nguyén nhan dan dén bién cb huyét khéi mudn, rat mudn trong stent [90]. Theo
cac bao cao tong hop cia cic tac gia Kastrati, Stone, Mauri cho thay ty 16 HK
rat muon trong stent ctia nhom stent phu thudce c6 polymer (ca nhom phu thube
Sirolimus va Paclitacxel) cao hon c6 y nghia so vdi nhém BMS khong co
polymer mic du ty 18 chung vé HK trong stent (ca HK sém, mudn, rit mudn)
thi khong c6 sy khac biét rd [73], [74], [180]. Mot s6 nghién ctru véi s6 luong
bénh nhan tuong ddi 16m sir dung DES nhu nghién ctru ciia Daemen va cdng su
trén 8146 bénh nhan, nghién cttu SCAAR (Swedish Angiogrphy and
Angioplasty Registry, n=21.717) déu chi ra rang nhiing bénh nhén st dung
stent phu thude co polymer déu c6 ty 16 HK trong stent ting 0,4-0,6% mdi ndm
va c6 thé kéo dai dén 4 nam hodc hon nita vi qué trinh ndi mac hoa chd ton
thuong DMV dugc dat DES s€ khong hoan thanh chinh béi 16p polymer lam
giai phong thude chdng ndi mac hoa c6 thé kéo dai dén 4 nam hodc hon nira
[181], [182].

Trong nghién ctru ctia chung t61 st dung stent BFR véi déac tinh khong
co 16p polymer - mdt trong nhitng nguyén nhan chinh giy ra HK trong stent
mudn va rat mudn. Két qua theo ddi & bang 3.15 va bang 3.17 cho thay khong
c6 HK cép, ban cap (ngay sau can thiép va trong vong 30 ngay), ¢6 3 bénh nhan
(2,29%) HK trong 12 thang dau (HK mudn) va 4 bénh nhan (3,05%) HK rat
mudn (sau 12 thang), tong cong c6 7 bénh nhan (5,34%) HK trong stent trong
sudt thoi gian nghién ctru ctia chtng t6i trén 131 bénh nhan sir dung BFR. Trong

do6 co:
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+ 2 bénh nhan c6 bién ¢ TBMN sau d6 diéu tri tai tuyén co s& cho dung
thudc KTTC tdi thiéu 3 thang trudc khi 2 bénh nhan tir vong, chiing toi xép vao
loai c6 thé HK trong stent. 1 bénh nhan tdii NMCT vao thang thi 8 sau can
thi¢p, chup lai BPMV c6 hinh anh HK trong stent. Bénh nhan nay luc dat stent
BFR thi dau trong bénh canh NMCT cép, c6 ton thuong than chung nén da dat
stent LAD va Lcx kiéu V- Stent. Trong 12 thang dau theo ddi ¢6 3 ca ghi nhan
c6 HK trong stent.

+ Co6 2 bénh nhan sau 12 thang 6n dinh d3 diéu trj theo don cua tuyén co
so dirng 1 loai KTTC, sau d6 van thay 6n dinh nén bénh nhén ty y khong ding
thuéc KTTC nao, sau khoang 3 thang xuat hién triéu ching dau nguc khong
6n dinh nén chup lai DMV vao thang thtr 22 va thang thtr 33 ¢6 hinh anh HK
trong stent.

+ C6 1 bénh nhan chup lai vao thang thir 16 c6 HK trong stent RCA, vi
tri & gitta 2 stent gdi nhau véi tong chiéu dai khoang 70 mm.,

+ Con 1 bénh nhan chuyp lai vao thang thtr 13 vi dau nguc, c6 hinh anh HK
trong stent & vi tri stent dit & chd gap goc RCA doan gan - giira, c6 thé do vi
tri gap goc nén lyc xé manh, stent ngan, gap goc theo nén c6 kha nang chua ap
sat dugc vao thanh mach.

So sanh v&i nghién ctru trén ddi tuong NMCT cap sir dung stent phu
thudc c6 polymer (n = 100) va str dung stent BMS (n = 116) ctia Nguyén Quéc
Thai cho thiy tong ty 16 HK trong stent twong tng 13 6,4% va 8,4%, cao hon
két qua cua ching t6i (5,35%) [132]. Nghién ctru LEADERS FREE sau 1 nim
cho thdy nhom st dung BFR (n = 1221) ¢6 ty 1& HK trong stent 12 3,5% va sau
2 nam 1a 4,6%, két qua twong tu voi nhdom BMS (n = 1211) véi ty 18 1a 3,6%
va 4,5% [117]. Nghién ctru SORT-OUT IX sau 1 nam két qua HK trong stent
1a 1,9% ¢ nhém BFR (n = 1572) va 2,6% & nhom Orsiro - stent phii thude
Sirolimus c6 polymer tu tiéu (n = 1579) [15]. Park DW va cong su da thuc hién
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nghién ctu trén 1911 bénh nhan duoc can thiép bang Stent phu thudc
(Sirolimus: 1545 bénh nhan, Paclitaxel: 366 bénh nhan) voi thoi gian theo doi
trung binh 13 19,4 thang. Két qua nghién ctru cho thiy yéu t6 tién luong doc 1ap
d6i v6i HK trong stent 1 nging thude chéng ngung tap tiéu cau (HR: 19,21;
95%Cl: 5,63-65,52; p<0,001); dat Stent thi ddu & NMCT cap (HR: 12,24;
95%Cl: 1,67-89,76; p=0,014) va tong chiéu dai Stent (HR: 1,02; 95%CI: 1,001 -
1,04; p=0,037) [183].

C6 thé thay két qua HK trong stent & nghién ctru ctia chung ti thip hon
nghién ctru trén d6i twong NMCT cép, trong déng voi mot s nghién ciru quoc
té trén ddi twong bénh nhan DMV sir dung stent polymer bén viing, polymer tu
tiéu, BMS hoic dung chinh BFR giong véi nghién ctru ciia chiing toi. Va nhiing
bénh nhan c6 bién c6 HK trong stent ctia chiing t6i ciing c6 nhiing yéu to nguy
co tién luong giéng véi két qua nghién ctru trén thé gidi.
4.3.3.4. Tai hep trong stent sau can thiép PMV

* Ban ludn vé ty I¢ tdi hep trong stent theo thoi gian

Trong qué trinh theo doi, nghién ctru cuia chung t61 ¢6 5 bénh nhén tu
vong, do vy con 126 bénh nhan chung t6i theo doi va tién hanh chup lai DMV
qua da cho 63 bénh nhéan (50%) sau tdi thiéu 12 thang theo di hoic néu c6
biéu hién dau thét nguc khong 6n dinh, NMCT, suy tim tién trién. Thoi gian
chup lai trung binh 1a 16,53 + 8.08 thang. Nhiing bénh nhan tai hep > 50%
dugc tinh 12 tai hep c6 y nghia va c6 13 ca trong s6 bénh nhan duoc chup lai
DMV cua chung t61. Co6 2 ca tai hep > 50% nhung chiing t61 khong tai thong
mach dich vi khong co tri€u chung 1am sang, bénh nhan dugc hen chup lai
theo chuong trinh, ton thuong tai hep & trong stent ¢6 dudng kinh nho (mét
ca stent 2,75mm va 1 ca stent 2,5mm), mang xo vira 6n dinh, dong chdy sau
hep TIMI III, vi tri tdn thuong 1 ca tai LAD doan gifia, 1 ca tai Lcx doan gitra,

nhung ca 2 ca déu da dit stent can thiép ton thuong chia doi tai than chung -
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LAD - Lcx, nén kha nang tai can thiép doi héi k¥ thuat cao, nguy co cao, ti€n
lugng tai hep cao.

Két qua bang 3.10 cho thiy trong 6 thang dau tién khong c6 ca ndo co bién
cd phai chup lai BPMV. Pén thang 12 sau can thi¢p, c6 8 ca duoc chup lai PMV
trong do6 c6 5 ca chuyp lai theo chuong trinh va 3 ca chup lai vi c6 bién cb, chi
c6 1 ca tai hep co ¥ nghia va dugc tai can thiép mach dich. Theo ddi dén 24
thang chung t61 chup lai BPMV cho 55 bénh nhan (43,65%), trong d6 c6 14 ca
phai chup lai do c6 bién cb 1am sang (25,45%), co 9 ca tai hep c6 ¥ nghia
(16,36%), tai can thiép mach dich cho 8 ca (14,55%). Bién c6 1am sang d¢é chi
dinh chup lai DMV cho bénh nhan trong nghién ctru cua ching t6i gdm co
DNKOD, NMCT va suy tim tién trién. Ty 1é bénh nhan sau can thiép gip con
dau that nguc c6 tinh chat khong on dinh chiém ty 18 cao nhat trong s6 nhiing
ca chyp lai DMV do bién cb 1am sang, chiém 78,57%, va trén téng s6 d6i tuong
nghién ctru, chiém 8,4% sau 24 thang theo ddi. Nghién ctru ctia Crea va cong
su cho théy c6 dén 20-40% bénh nhéan sau can thi¢p PMV co thé co nhirng con
dau thit nguc dai dang hodc tai phat, nguyén nhan co thé do tai hep hodc huyét
khéi trong stent, hoic do co that DMV, hoic do tudi mau vi mach kém [184].

Ty 18 tai hep > 50% cua chiing toi tai thoi diém 12 thang cao hon so véi
cac nghién ctru khac nhu ctia B.Long (5,71% v&i stent polymer ty ti€u va 8,83%
v6i stent polymer bén ving) c6 1& do ty 1& chup lai DMV ctia chiing t6i trong
12 thang dau 1a 8/131 bénh nhan (6,1%) thip hon nhiéu so véi ty 1¢ 88,5%
(201/207 bénh nhan) trong nghién ciru B.Long, tuy nhién thap hon so v&i
nghién ctru trén dbi tuong NMCT cip ctiia N.Q.Thai ty 18 tai hep sau 12 thang
1a 16,7% v61 nhém DES va 44,2% vé1 nhdém BMS vi nghién ctru cia chiing t61
bao gom ca cac bénh nhan khong phai NMCT cap nén ty 1¢ tai hep s& thap hon,
[132], [146]. Cac nghién ctru qudc té thudng str dung chi sb tai can thiép mach
dich (TVR) dé danh gia lai két qua chup PMV.
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Bang 4.1. So sanh ty 18 TVR véi cac nghién ctru quoc té sir dung BFR

12 thang (%o) 24 thang (%)

Chdng toi 0,79 6,35
LEADERS FREE 51 6,8
RUDI-FREE 1,4
ONYX ONE

BFR 4,0

Resolute 2,8
SORT-OUT IX

BFR 3,5

Orsiro 1,3

C6 thé thay ty 1é TVR tai thoi diém 12 thang cua ching toi thap hon han
cac nghién ctru qudc té cung st dung BFR [14], [15], [16], [179], c6 thé vi ¢&
mau cua chung to6i nho hon, doéng thoi dic diém cac bénh nhan Viét Nam
thuong khong tu giac quay lai tai kham theo hen hodc néu c6 triéu chimg 1am
sang thuong khi ndo dau nhiéu méi dong ¥ chup lai DMV va tai thong mach
dich, do vy dy ciing 1a mot han ché trong nghién ciru ctia chung toi.

* Vi tri va hinh thdi tdi hep

Két qua bang 3.14 cho thay stent BFR dit trén nhanh LAD c6 ty 18 tai
hep c6 ¥ nghia nhiéu nhat (chiém 50% sb vi tri tai hep ¢ 13 bénh nhén), va ton
thuong tai hep phan 16n 1a cac ton thuong type B2 (chiém 50%). Vi tri tai hep
ph?m 16m 1a & trong stent (53,85% vi tri stent 1, 81,82% vi tri stent 2 va 50% vi
tri stent 3) va hinh thai tai hep da phan 1a tai hep diém (53,85% vi tri stent 1,
63,64% vi tri stent 2 va 100% vi trf stent 3). Két qua ciia chiing ti twong tu véi
mot sd nghién ctru trong nudc nhu nghién ctru cia Nguyén Qudc Thai va Bui
Long déu cho két qua vi tri tai hep phan 1én 14 & trong stent va hinh théi da s6

1a tai hep diém, hai nghién ctru st dung stent phu thude cé polymer ty tiéu phi
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Sirolimus va Biolimus A9 [132], [146]. Nghién ctru ngau nhién mu ddi cua
Moses JW va cong sy trén 1058 bénh nhan & 53 trung tim tai Hoa Ky cho thay
nhom DES ¢6 87% tai hep diém, trong khi d6 nhém BMS ¢ 50% tai hep lan
toa tang sinh, su khac biét hinh thai c6 ¥ nghia thdng ké voi p < 0,001 [8].
Nhu vay c6 thé thay rang stent BFR phi thudc Biolimus A9 nhung thudc

duoc giai phong vao thanh mach dén 98% sau 4 tuan, chi con khung kim loai
tuong ty nhitng BMS. Tuy nhién dic diém vé vi tri va hinh thai tai hep lai twong
ddng voi cac stent phu thude co polymer bén vimg hodc polymer tu tiéu, khac
biét c6 ¥ nghia véi dic diém tai hep cua BMS.
4.4.MQT SO YEU TO ANH HUONG PEN KET QUA CAN THIEP PMV
QUA DA SU DUNG STENT BIOFREEDOM
4.4.1. Nguy co xuat huyét cao

Nghién ctru cta chung t6i st dung tiéu chudn mdi nhat caa Hiép hoi
nghién ctru han 14m (Academic Research Consortium) vé nguy co chay mau
cao ARC-HBR dé phan nhom nguy co XH cao [65]. C6 65 bénh nhan duoc
phan loai nguy co XH cao (chiém ty 1& 49,6%). Tiéu chuan ARC-HBR di duoc
kiém nghiém trén nghién ctru trong thé gidi thuc trén 9623 bénh nhan dugc can
thiép DMV qua da, trong d6 c6 4278 bénh nhan thoa mén tiéu chuan (44,4%).
Két qua cho thdy nhém nguy co XH cao gip ty 1¢ chady mau sau 1 nim dén
9,1% so v&i nhom con lai 1a 3,2% voi p < 0,001. Bén canh dé nghién ctru cling
cho thay ty 18 tir vong va ty 16 NMCT & nhém nguy co XH cao ciing vuot troi
so v6i nhom con lai, véi ty sé nguy co HR (95% CI) twong ung 13 7,57 (4,9 -
11,68) va 2,03 (1,48 - 2,78) voi p < 0,001 [66].

Trong nghién ctru ciia chung t6i, tai thoi diém 12 thang, nguy co XH cao
lam tang nguy co bién cb tim mach chinh 18n 2,12 1an, 95%CI (1,76 - 2,55)
thue sy ¢6 ¥ nghia thong ké voi p = 0,01 (bang 3.18). Khi dua nhitng cau phan
riéng 1é phan loai nguy co XH cao nhu tudi > 75, MLCT < 30ml/ph, Hb < 11g/I
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vao mo hinh hdi quy da bién véi bién dau ra 1a MACE tai thoi diém 12 thang
(bang 3.19) thi thdy két qua c6 1am tang nguy co MACE tuy nhién chua thuc
su ¢o ¥ nghia. Va bang 3.22 ciing cho thdy nguy co XH cao lam tang bién cd
tai hep theo thoi gian 1én 2,32 lan, 95%CI (0,61 - 8,87) tuy nhién chwa c6 ¥
nghia théng ké vai p = 0,22.
4.4.2. Cac yéu t6 nguy co bénh PMV

Bang 3.22 cho thay trong nghién ctru cia ching t6i mot sb yéu td nguy co
ctia bénh DMV kinh dién nhu dai thao duong, THA, hit thude 14, RLLM, tién
st PMV khong anh hudng c6 y nghia dén tai hep. Két qua nay tuong tu véi
nghién ctru cua Bui Long trén bénh nhan st dung stent pha Biolimus A9 co
polymer tu ti€u, cling nhu nghién ctru cua Kastrati va cong su trén bénh nhan
sir dung stent phil thudc c¢6 polymer [146], [185]. Tuy nhién trong nghién ciru
thuan tap ngau nhién, da trung tim ctia Mercado N va cong sy trén 8156 bénh
nhan v4i 9120 ton thuong duge can thiép PMV bang bong hodc dat BMS. Chyp
lai DMV sau 6 thang ty 1é tai hep nhom nong bang bong 1a 35%, nhom stent la
19%. Khi phan tich da bién thi dai thiao duong 1a mot trong nhitng yéu to tién
lugng ddc 1ap tai hep BPMV voi OR: 1,33; 95%CI: 1,16-1,54; p<0,001 [186].
Co ché cua dai thao duong ting nguy co tai hep do rdi loan chirc ning ndi mac,
san sinh bat thuong cac yéu t6 tang trudng, ting kha ning ngung két tiéu cau
va huyét khéi. Ciing c6 bang ching vé insulin va tinh trang khang insulin trong
sinh bénh hoc cua tai hep PMV & nhitng bénh nhan dai thao duong. C6 su khac
biét vé két qua giita cac nghién ciru can thiép phai ching do sir dung stent phu
thudc 1am giam dap tng tai hep & nhitng bénh nhan dai thao duong. THA gay
roi loan chirc ning ndi mac, mat can bang giita hé thong co va gidn mach dan
dén ting tinh trang mach bi xo vita va sy giai phong qua mirc cac yéu td ting
truong din dén ting sinh té bao co tron 1a co ché chinh cua long DMV hep lai

sau khi dit stent, nghién ctru cia Nguyén Qudc Thai cho thay nhitng bénh nhan
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c6 tién sit THA thi c6 nguy co tai hep cao hon 2,64 1an so véi cac BN khong bi
THA (OR: 2,64; 95%CI: 1,06-6,55; p=0,049), Cutlip DE va cong su da phan
tich tong hop dya trén dir liéu ctia 6 nghién ciru 1am sang gdm 6186 bénh nhan
(6219 ton thuong). Tir két qua chup DMV phan tich cho thiy THA 1a yéu td
tién luong doc 1ap ctia nguy co tai thong ton thuwong dich (OR: 1,27; 95%Cl:
1,01-1,61) [132], [187].

Riéng yéu td hut thude 14 mic du khong anh huong dén bién cb tai hep
theo thoi gian c6 y nghia théng ké (p = 0,23) nhung khi phan tich sdng con theo
thoi gian, cho thay ciing 1am ting nguy co tai hep 1én 2,23 1an véi 95%CI (0,59
- 8,42). Cac nghién ctru cho thay hit thudc 14 1am tang kha nang tao huyét khbi
trén mang xo vita do kich hoat phoi bay yéu t6 mo 1am tiéu cau bi hoat hoa va
tang fibrinogen [134].

Trong nghién ctru cta ching toi yéu td dai thao duong, hut thude 14, tién
st PMV déu lam ting nguy co bién cb tim mach tai thoi diém 12 thang tuong
tmg 2,08; 1,53 va 1,42 lan (bang 3.18) tuy nhién khong c6 ¥ nghia thong ké
v6i p > 0,05. Pai thao dudng duge ching minh 13 yéu t6 tién luong cho nguy
co TVR, nguy co bién c¢d tim mach qua nhiing nghién ctru 16n trén thé gidi
[188]. Két qua ctia chung t6i cling tuong tu nhu két qua trong nghién ctru cua
Hoang Vin, cho thay khuynh huéng gia ting bién cb tim mach khi can thiép
DMV qua da cho nhitng bénh nhan bi dai thio duong, cé hit thudc 14, co tién
stt bénh DMV [141]. Khi dua vao phén tich mé hinh hdi quy da bién véi bién
dau ra 1a MACE tai thoi diém 12 thang (bang 3.19) cho thay dai thao duong
ndi troi 1a yéu t6 lam ting nguy co bién c¢b tim mach dén 6,79 1an v6i 95%CI
(0,83 - 55,47), tuy nhién p = 0,07 chua thyuc su c6 y nghia thong ké.

Khi danh gia tai thoi diém 24 thang sau can thiép, dai thao duong van la
yéu t6 anh hudng 1am ting nguy co bién ¢ tim mach 1én 1,58 1an (bang 3.20)

tuy nhién p = 0,17 chua c6 ¥ nghia thong ké.
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4.4.3. Phan s6 tong mau thit trai EF (Ejection fraction)

Chtic niang tam thu that trai giam duoc nhiéu nghién ctru chtimg minh 1a
yéu td tién luong nguy co bién c¢d tim mach & bénh nhén can thiép PMV.
Nghién ctru ctia Alidoosti va cong su cong bd nam 2008 theo ddi tién luong
ngan va dai han ctia 2030 bénh nhan PCI ¢6 EF chia 3 murc thp (< 40%), trung
binh (40-50%) va cao (> 50%) cho thAy MACE tuong tng cta 3 nhom 1a 5,8%;
2,2%; 3,3% (p = 0,04) va tir vong tim mach tuong tng 1a 2%; 0,4%; 0,3% (p =
0,02). Két qua cho thy EF thip lam ting nguy co bién ¢ tim mach, tir vong
tim mach [189]. Trong nghién ctru cta ching t6i, danh gia tai thoi diém 12
thang va 24 thang déu cho thiy EF < 40% lam ting nguy co bién cb tim mach
1én 3,47 1an, 95%CI (0,49 - 24,45) va 3,34 1an, (95%CI (0,71 - 15,64), tuy nhién
chua c6 ¥ nghia thong ké vai p > 0,05 (bang 3.18 va 3.20).

4.4.4. Dung DAPT < 1 thang

Viéc dung DAPT sém trude 12 thang da dugc Palmerini va cong su
trong béo cao tong hop mot sé nghién ciu chi ra rang 1am ting nguy co tai hep,
huyét khéi trong stent 18n 2,5 1an (95%Cl: 1,7-4,0) va nguy co NMCT ting 1,6
lan (95%Cl: 1,4-2,1), va Giustino ciing cho két qua twong tu quan thong ké mot
s6 nghién ctu ngau nhién c6 nhém chang 1 viéc ding DAPT sém lam ting
nguy co huyét khéi 1én 1,71 lan va NMCT tang 1,39 1an véi p < 0,001 [190],
[191]. Tuy nhién cac nghién ctru trén déu sir dung stent pha thude thé hé 1,2 1a
nhitng stent ¢ polymer 1am giai phong thuc cham vao thanh mach, 1am cham
qua trinh ndi mac hoa nén viéc sir dung DAPT dé ngan ngira hinh thanh huyét
khdi. Con trong nghién ctu chiing toi st dung stent BFR khodng ¢ polymer nén
viéc noi mac hoa ton thuong dién ra nhanh hon, twong tu BMS, dong thoi sau
khi ndi mac ho& hoan thanh thi thudc chéng noi mac hoa da tham thau gan hét
vao thanh mach nén ngan viéc ndi mac hoa tién trién nhanh gay tai hep som
nhu BMS, nén viéc dirng DAPT sém theo ly thuyét s& it anh huong dén bién
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cb tai hep ciing nhu huyét khdi trong stent. Tham chi céc nghién cau trén thé
gidi st dung stent BioFreedom con c6 thé sa dung DAPT trong vong 1 thang
sau d6 chuyén sang SAPT vé&i nhém bénh nhan nguy co XH cao nhu 1 nghién
cttu LEADERS FREE, ONYX ONE va két qua cho thiy khong 1am ting nguy
co bién ¢6 tim mach ciing nhu tai hep so v&i DES thé hé méi, va con 1am giam
ty 1 nguy co so véi nhdm stent kim loai tran [14], [123]. T4t ca 12 bénh nhan
trong nghién ctru ciia ching toi phai ding DAPT sém déu c6 nguyén nhan xuat
phét tir nguy co XH cao - rat cao hoac c6 bién cb XH tai thoi diém 1 thang sau
PCI. Thuc té két qua trong nghién cau cho thdy nhom sir dung DAPT < 1 thang
lam ting nguy co bién c6 tim mach tai thoi diém 12 thang 1én 4,17 1an so véi
nhém st dung DAPT theo khuyén céo véi p = 0,035 (bang 3.18) va ciing 1am
tang nguy co bién cb tim mach tai thoi diém 24 thang 1én 1,67 lan tuy nhién
chua c6 ¥ nghia théng ké véi p = 0,48. Khi dua yéu té st dung DAPT < 1 thang
vao mo hinh hdi quy da bién tuyén tinh véi bién dau ra 13 MACE tai thoi diém
12 thang sau can thiép (bang 3.19) ching toi c6 két qua day thuc su la yéu té
duy nhét c6 ¥ nghia 1am ting nguy co 1én 5,75 lan véi p = 0,049.

Nhu vay c6 thé thdy du st dung loai stent c¢d thé rat ngan thoi gian sir
dung DAPT cua bénh nhan nhung néu bénh nhan c¢6 nguy co XH cao, bat budc
phai sir dung DAPT thoi gian téi thiéu < 1 thang thi van phai chip nhan nguy
co bién ¢ tim mach sé ting 1én theo thoi gian dé d6i lai c6 thé han ché duoc
nguy co chay mau.

4.4.5. Khong dat dich diéu tri LDL-C

Viéc str dung statin dé diéu tri rdi loan lipid mau, dac biét lam gidm LDL-
C da dugc chung minh mang lai nhiéu loi ich trén bénh nhan sau can thiép
PMYV thong qua cac co ché nhu 1am thoai trién va on dinh mang xo vira, chong
viém, hoi phuc chirc nang ndi mac, giam ty 1€ roi loan nhip that, va dich diéu
tri LDL-C < 1,8 mmol/L di dugc dua vao khuyén co ciia ESC dé giam téi da

bién ¢ tim mach trén bénh nhan sau can thiép DMV [54].
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Trong nghién cuu cua ching t61 ¢6 52,1% bénh nhan c6 LDL-C < 1,8
mmol/L & thang tht 1 sau can thiép, déng nghia vdi viée c6 47,9% bénh nhan
khong dat dich diéu tri LDL-C. Xép nhoém dbi tugng nay thanh mot yéu td co
thé gy anh huong dén két qua can thiép, chung toi c6 két qua ¢ bang 3.18 va
3.20 cho thay khong dat dich LDL-C khong lam anh huéng dén bién cb tim
mach tai thoi diém 12 va 24 thang. Tuy nhién khi xem xét mtrc d6 anh huong
dén bién cb tai hep theo thoi gian, ching t6i c6 két qua & bang 3.22 cho thay
khong dat dich LDL-C lam ting nguy co tai hep 1én 8,09 lan, 95%CI (1,03 -
63.9) c6 ¥ nghia thong ké véi p = 0,047. Nghién ctru tong hop trén hon 170.000
bénh nhan ciing cho thay LDL-C 1a yéu té doc lap anh huong dén két qua bién
¢ bénh tim mach, va khi diéu trj statin dé LDL-C dat mrc < 1,8 mmol/L hodc
giam > 50% so véi mirc ban dau s& lam giam nguy co tim mach t6t nhat [51].
4.4.6. Pic diém chup va can thiép PMV

Mikhail GW va cong su da theo doi trén 486 bénh nhan véi 1027 ton
thuong duoc can thiép bang DES (19,1% BN ton thuong 1 mach; 33,8% ton
thuong hai mach; 47,1% ton thuong ba mach). Qua 6 thang, ty 1& tai thong
mach dich 13 13,2% nhém ton thuong nhiéu mach so véi 4,5% nhém ton
thuong mot mach (p<0,05) [192]. Tan KH va cong su phan tich trén 569 bénh
nhan dugc tai can thiép PMV do tai phat dau nguc nhan thiy sb luong mach
vanh t6n thuong c6 lién quan mat thiét dén tai can thiép (p<0,001) [193]. Bing
phén tich da bién, Salvatore Cassese va cdng su da chi ra cac yéu t6 tién lugng
ddc 1dp cho tai hep 1a chiéu dai stent va duong kinh long mach tham khao qua
nghién ctru chyp lai 10004 bénh nhan sau can PCI. Theo d6 ting mdi 10mm
chiéu dai stent lam tang nguy co tai hep 1,27 lan (OR:1,27; 95%CI:1,21-1,33).
Giam mdi 0,5mm duong kinh long mach 1am ting 1,59 1an nguy co tai hep

(OR:1,59; 95%CI: 1,52-1,68) [194]. Trong nghién ctru cua chung t6i duong
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kinh stent < 2,5mm lam tang nguy co tai hep theo thdi gian dén 6,8 1an, 95%CI
(1,34 - 34,41) c6 y nghia thong ké v6i p = 0,02 (bang 3.22). Pong thoi PK stent
<2,5mm ciing lam ting nguy co bién cb tim mach & thoi diém 12 va 24 thang
1én 2,31 1an va 2,09 1an, tuy nhién chua c6 y nghia théng ké véi p > 0,05 (bang
3.18, 3.20, 3.21). Chiéu dai stent khong anh huong dén bién co tim mach ciing
nhu nguy co tai hep trong nghién ciru ctia ching toi. Bang 3.22 cho thay chiéu
dai stent > 33 mm chi lam ting nguy co tai hep theo thoi gian 1én 1,12 lan
nhung khong c¢6 ¥ nghia thong ké véi p = 0,17 (Stent BioFreedom trong nghién
ctru ciia chung t6i chi c6 chiéu dai nhét 1a 36 mm)

S6 nhanh ton thuong > 2 nhanh va s nhanh can thiép > 2 nhanh déu
lam ting nguy co tai hep theo thoi gian 1én 2,19 1an va 1,53 1an trong nghién
ctru ctia chung t6i (bang 3.22) tuy nhién khong cé ¥ nghia thong ké véi p >
0,05. S6 vi tri can thiép (hay s6 luong stent sir dung can thiép) tir 2 stent trd 1én
trong nghién ctru cta chiing toi lam ting bién ¢ tai hep theo thoi gian 1én 7,07
lan va c6 y nghia thong ké véi p = 0,011 (bang 3.22). Pong thoi dat > 2 stent
cling 1am ting nguy co bién cb tim mach 1én 1,59 1an tai thoi diém 12 thang va
1,64 1an tai thoi diém 24 thang sau can thiép trong nghién ctru cta chung t6i
(bang 3.19 va 3.20) tuy nhién chua c6 y nghia thong ké véi p > 0,05.

Khi dwa vao md hinh héi quy da bién tuyén tinh v6i dau ra 1a MACE tai
thoi diém 24 thang két qua cho thay viéc dit 2 stent BioFreedom trd 1€n 1am
tang nguy co MACE 1én 4,26 1an c6 ¥ nghia voi p = 0,039 (bang 3.21) va véi
mo hinh hdi quy da bién v&i bién dau ra 14 bién cd tai hep theo thoi gian, viéc
dat 2 stent trd 1én cling thuc sy lam tang nguy co tai hep 1€n 14,66 lan so véi
viéc dit 1 stent BioFreedom, rat c6 y nghia thong ké véi p = 0,003 (bang 3.23).

Mot nghién ctru ciia Qiao Shu Bin va cdng su trén 2371 bénh nhan bénh

PMV dugc can thiép bang stent, chia 1am 2 nhém: nhém sir dung 1 stent (n =
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1233) va nhém duoc dat tir 2 stent tré 1én (n = 1138) theo dbi sau 1 nim thay
MACE (bao gdm tir vong, NMCT cép, TVR) ctia nhém nhiéu stent 1a 7,7% 16n
hon nhém 1 stent 13 5,4% véi p = 0,02 [195]. Ty 1é tai thong mach dich bang
can thiép qua da & nhom dit nhiéu stent 13 4,3% cao hon so v&i nhoém dat 1
stent 13 3,7%, c6 ¥ nghia thong ké véi p = 0,009. C6 thé thay dat nhiéu stent
cling 1a mot yéu td anh hudng xiu t6i tién luong nguy co tai hep va nguy co

bién cb tim mach & bénh nhan PCI.
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KET LUAN

Tu két qua nghién ctru trén 131 bénh nhan tai Vién tim mach Viét Nam tur
9/2015 - 5/2019, chung t6i c6 mot s6 két luan nhu sau

1. Can thiép PMYV bing Stent phii thudc khong Polymer BioFreedom
trong diéu tri bénh PMYV 1a phwong phap diéu tri ¢é két qua kha quan

- Két qua sém va trung han (sau can thiép cho dén 12 théing):

* Ty 16 thanh cong cao: thanh cong vé mat ki thuat 14 96,2% va thanh
cong vé tha thuat 1a 95,4%.

* Cai thién r0 rét triu chung lam sang 1a muc do dau nguc theo thang
diém CCS va muc do suy tim theo thang diém NYHA.

Hai nhém nguy co XH cao va khéng cao déu cé ty 1é thanh céng va cdi
thién triéu chung lam sang twong tu nhau.

* Bién cd xuit huyét nhe - vira BARC 1,2 14 5,34% va xuit huyét nang
BARC 3ala 0,77%.

* Khong c6 huyét khdi trong stent cip va ban cap. C6 2,29% huyét khi
muon trong stent.

* Ty 16 MACE (bao gom tr vong, NMCT khong tir vong, TBMN, tai
thong mach dich co triéu chimg 1am sang) la 4,58%.

Nhom nguy co XH cao co6 ty 1¢ MACE, huyét khoi trong stent, Xuét huyét,
miurc do tai hep trung binh cao hon so v&i nhom con lai.

- Két qua dén 24 thdng theo doi:

* Ty 1€ MACE la 10,69%.

* Huyét khdi rat muon trong stent chiém ty 18 3,05%.

* Ty 1€ tai thong mach dich c6 triéu chirng 1am sang la 6,35%.

2. Cac yéu t6 anh huéng dén két qua diéu tri bang stent phii thude

khong polymer BioFreedom ¢ ddi twong nghién ctru
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* Anh hwong dén MACE tai thoi diém 12 thing:

+ Nguy co xuét huyét cao theo tiéu chuan ARC-HBR lam ting MACE
gap 2,12 lan: RR=2,12; 95%CI (1,76 - 2,55), p = 0,01.

+ DUng DAPT < 1 thang lam ting MACE gap 4,17 lan: RR = 4,17;
95%CI (1,16 - 14,96), p = 0,035.

+ Phan tich mo hinh hoi quy da bién tuyén tinh cho két qua yéu té ding
DAPT < 1 thang 1a yéu t6 doc 1ap 1am ting MACE gap 5,75 lan: OR = 5,75;
95%CI (0,96 - 35,35), p = 0,049.

* Anh hwong dén MACE tai thoi diém 24 théing:

+ Phan tich mé hinh hoi quy da bién tuyén tinh cho két qua yéu té dat >
2 stent 1a yéu t6 doc 1ap lam ting nguy co MACE gép 4,26 lan: OR = 4,26;
95%CI (1,08 - 16,84), p = 0,039.

* Anh hwéng dén bién cé tdi hep theo thoi gian:

+ Khoéng dat dich LDL-C < 1,8 mmol/L tai thoi diém 1 thang sau can thiép
lam tang nguy co tai hep 8,09 lan: HR = 8,09; 95%CI (1,03 - 63,9), p =0,047.

+ Puodng kinh stent < 2,5 mm lam ting nguy co tai hep 6,8 1an: HR = 6,8;
95%CI (1,34 - 34,41); p=0,02

+ Pat > 2 stent lam tang nguy co tai hep 7,07 lan: HR = 7,07; 95%CI
(1,55 -32,19); p = 0,011.

+ Phan tich mo hinh héi quy da bién tuyén tinh cho két qua yéu to dat >
2 stent 1a yéu t6 doc 1ap 1am ting nguy co tai hep theo thoi gian gap 14,66 lan:
HR = 14,66; 95%CI (2,51 - 85,81), p = 0,003.
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HAN CHE CUA NGHIEN CUU

Khéch quan:

- C& mau khong 1én (n = 131; chia 2 nhém nl = 65, n2 = 66 ) do:

+ S bénh nhan pht hop tiéu chudn lia chon va phit hop véi kich ¢& stent
BioFreedom c6 san 1a khong nhiéu. Chi dinh dit stent BioFreedom cta cac bac
si cho bénh nhan con dé dit do 1a stent loai mdi tai thoi diém nghién ctru, ngoai
ra stent co do day hon so voi mot s loai stent phu thude khac dang thong dung.

+ Kich thudc cua stent ciing khong da dang nhu cac loai stent khac, s6
luong du tru stent khong nhiéu.

- Khong tién hanh siéu am trong long DMV (IVUS) do tai thoi diém
nghién ctru, IVUS khong dugc bao hiém y té, chi phi bénh nhan phai tu chi tra
tuong d6i 16n nén khong thuc hién thuong quy IVUS dé hudng dan va danh gia
két qua can thiép.

Chu quan:

- Khong c6 nhom chimg dat DES dé so sanh két qua can thiép.

- Nhom bénh nhan khong thuan vé 1am sang, c6 ca HCVC va HCVM,
nhom NCXHC va khong ¢c6 NCXHC, 1a hai nhém c6 phuong an diéu tri (can
thiép, DAPT . . .) khac nhau va két qua co thé khac nhau.

- S6 luong bénh nhan tai kham thuong xuyén va dong y chup kiém tra
lai DMV sau t6i thiéu 12 thang con it. Thoi gian chup lai DMV rai rac do kho
khan trong viéc goi lai bénh nhan chup lai PMV theo chuong trinh, nén ching
t6i bat budc phai kéo dai thoi gian goi lai bénh nhan dé chup lai PMV. Chi ¢6
8 bénh nhan chup lai trong khoang 12 thang, 55 bénh nhan trong 24 thang va
toan thoi gian theo ddi c6 63 bénh nhan chup lai DMV (50%), c6 thé anh hudng
dén két qua danh gia bién cb tai hep theo thoi gian. Do vay chiing toi phai chia

ra thanh cac mdc thoi gian sau 12 thang, 24 thang dé xir 1y s6 liéu thu duoc.
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KIEN NGHI

1. C6 thé st dung stent phu thue khong polymer - BioFreedom trong can
thiép bénh nhan déng mach vanh, bao gdm ca nhitng bénh nhan c6 nguy co
chay mau cao, c6 thé rat ngin thoi gian sit dung DAPT theo khuyén cdo nhung
can luu ¥ 6 thé ting ty 1& bién ¢ tim mach chinh néu dung DAPT thoi gian
t6i thiéu < 1 thang.

2. Nén than trong trong mot s6 truong hop phai dat > 2 stent, dudng kinh
stent < 2,5 mm c6 thé 1am tang nguy co tai hep theo thoi gian va bién c6 tim
mach chinh. Can diéu tri statin liéu cao tich cuc dé dat dich diéu tri LDL-C <

1,8 mmol/L tai thoi diém 1 thang sau can thiép nham dat két qua tbi uu.
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95 | Triéu Tién Q. 1948 | Nam 29/3/2018 18-00-11798
96 | Nguyén Vin Th. 1957 | Nam 23/4/2018 18-16-01150
97 |P&ThiN. 1952 | Ni 24/4/2018 18-02-10567
98 Nguyén Ngoc Th. 1961 | Nam 13/5/2018 18-02-15938
99 | Pham Vin Ph. 1945 | Nam 23/5/2018 18-00-19360
100 | Hoang Duy H. 1959 | Nam 26/5/2018 18-02-14951
101 | S Van H. 1964 | Nam 30/5/2018 18-00-20306
102 | Hoang Vian H. 1966 | Nam 18/6/2018 18-02-23049
103 | Lé Khic K. 1951 | Nam 21/6/2018 18-16-01886
104 | Nguyén Hitu M. 1942 | Nam 28/6/2018 18-00-24644
105 | Vi Hitu H. 1949 | Nam 07/3/2018 18-00-08393
106 | Lé Van Q. 1944 | Nam 24/7/2018 18-02-34630
107 | Dwong Thi Th. 1933 | Nir 13/8/2018 18-00-31716
108 | Nguyén Xuéan M. 1945 | Nam 24/8/2018 18-00-28742
109 | Nguyén Thi Té H. 1949 | Nir 9/3/2018 18-00-08805
110 | Pang Tran H. 1946 | Nam 17/9/2018 18-16-02939




STT HOQ VA TEN SN | GIOI NGAYA VAO | MABENH AN
VIEN
111 | Phan Thi D. 1947 | Ni 19/9/2018 18-02-47599
112 | Nguyén Thi Minh Th. | 1950 | Nix 10/9/2018 18-00-35830
113 | Nguyén Thi Th. 1956 | Nix 10/11/2018 18-16-03344
114 | Pham Thj Ch. 1949 | N 11/4/2018 18-02-17776
115 | Nguyén Hiwu Tr. 1952 | Nam | 13/11/2018 18-00-44703
116 | Vil Hitu Kh. 1948 | Nam | 24/11/2018 18-00-46241
117 | Liéu Ly X. 1960 | Nam | 20/12/2018 18-02-53471
118 | Vi Trung D. 1932 | Nam | 24/12/2018 18-00-49845
119 | Nguyén Danh D. 1932 | Nam 16/1/2019 19-16-00295
120 | Han Van Kh, 1940 | Nam 18/1/2019 19-00-03085
121 | Ha Xuan P. 1948 | Nam 18/1/2019 19-02-02066
122 | V@i ThiS. 1940 | N 23/1/2019 19-16-00307
123 | Vii Thi Ch. 1949 | Nir 30/1/2019 19-02-03283
124 | Hoang Vin Nh. 1929 | Nam 3/4/2019 19-00-12864
125 | Hoang Pic b. 1938 | Nam 19/3/2019 19-02-07301
126 | Nguyén Thi Q. 1951 | Nir 29/3/2019 19-02-10363
127 | Tran Puc T. 1966 | Nam 5/5/2019 19-02-14875
128 | Nguyén Ngoc Th. 1961 | Nam 8/5/2019 19-00-18163
129 | Pham Thi Thuy L. 1945 | Ni 11/3/2019 19-00-09054
130 | BuUi Thi Th. 1959 | Nir 12/2/2019 19-02-08368
131 | BUi Thi Q. 1945 | N 12/5/2019 19-02-15479

Xac nhan cia thay hwéng dan

GS.TS Nguyén Quang Tuén

Ha Ngi, ngay 04 thang 08 nam 2020

Xac nhan caa Vién Tim mach Viét Nam

PGS.TS Pham Manh Hung




PHU LUC 1

] , BENH AN NGHIEN CUU ] '
DPANH GIA HIEU QUA CAN THIEP BANG STENT PHU THUOC
KHONG POLYMER O BENH NHAN PONG MACH VANH

Ho va tén bénh nhan: ... Ma bénh an: ....................

D 1T o] 1| LR P RRRPPP

Nam sinh : ..o, Gioi: 0 (1-nam, 2- 7t ) SODTrueieeeeeeeeeeeeeeeeeeen.

Ngay vao Vin:......cccceeeveennnnnne Ngay PCI: . ................ Ngay ra vi€ni......cccvennnnne.

PAC PIEM LAM SANG

Chiéu cao: ............ cm Can nang: ............. kg

Tan s tim (ck/ph): ......... Huyét ap tam thu ................ mmHg
Huyét 4p tdm truong .........

bo NYHA: ........ KILLIP: v CCS....vne.

Chén doén: 1 - PTNOD 2 - DNKOD 3- STEMI 4 - NSTEMI

CAC YEU TO NGUY CO, TIEN SU
1. HUt thude la: ........ 1-Khéng 2- Co
2. Tang HA: ...... ( 1-Khong , 2-C0 ) Thoi gian phat hién........ nam (< 6 thang= 0,5 nam)
Diéu trj (I (1- déu,2- Khéng déu,3- Khong diéu tri)
3. Pai thao dwong:( 1-Khbng , 2-C6 )Thoi gian phat hién ....... nam (< 6 thang=0,5 nam)
Diéu tri [ (1- déu 2- Khéng déu, 3- Khéng diéu tri)
4. RLMM: [( 1-Khéng , 2-C06) Thoi gian phat hién...... nam (< 6 thang= 0,5 nam )
Diéu tri (] (1- déu 2- Khéng déu, 3- Khong diéu tri)
5. Tai bién mach nio: 1- C6 2 — Khoéng
6. Tién sir bénh PMV phii can thiép: 1—CO 2 — Khoéng

Néu chon 1 (C6): 1- NMCT 2- Stent cil 3- CABG
7. C6 bién ¢ xuat huyét truweée day phai can thiép: 1- C6  2- Khdng
8. CO thiéu mau phai truyén mau: 1- C6 2 — Khong
9. Cé chi dinh diung thudc chong dong dwong udng sau PCI: 1 - C6. 2 —Khdng
10. Co chi dinh dung CVPS hoic Steroid sau PCI 30 ngay: 1-C6  2-Khong
11. Chin doin Ung thw hoiic dang diéu tri Ung thu trong 3 niim gan day:

1- Co 2 — Khbng

12. Bénh gan man tinh: 1- Co. 2 — Khéng

13. C6 ké hoach phiu thuét 16n trong 1 nim sau PCI: 1-C6. 2 —Khdng

CAN LAM SANG

1. Sinh hoa:

-Ure ... (mmol/L) - Creatinin ......... (umol/L)

- Glucose. ....... (mmol/L) - Acid uric ......... (mmol/L)

-HbAle  ....... (%) - Troponin T luc nhap vién ....... (ng/L)
- Troponin T ltc xuét vién ....... (ng/L)

- Cholesterol ........ (mmol/L) - Triglycerid ........ (mmol/L)

-HDL-C. ........ (mmol/L) -LDL-C. ....... (mmol/L)

-AST ... (U/L) -ALT ... (U/L)

-CK (U/L) -CK-MB. ........ (U/L)

-CRPhs. ........ (mg/dL) - NT-ProBNP ........ (pmol/L)



2. Cong thirc mau:

-HC: (T/L) -Hb: (G/L)

“TC e (G/L) “BC: oo, (G/L)

3. CrCl (mfc loc chu than — ml/ph): ..........

4. PRECISE DAPT score (diém): ............

5. Dién tim lac nhip vién: o
Nhip: 1- Xoang 2 - Roi loan nhip:......ccociiis (Ghi chu cu thé néu co)
Tan so that: ........ccceeeeee. (ck/ph)

BIOC: .., (nhanh phai, tréi, AV d¢ 1, 2, 3)

Bién doi ST:  1-CO0 (ST chénh Ién - ST chénh xudng) 2 - Khéng

Chuyén dao c6 bién d6i ST-T: 1-DI,avL  2- DI, lll, avF 3-V1-V6
* Pién tim sau can thiép:

Nhip: 1- X0ang 2 - ROi 10an nhip:........coovvvvvveeeeeeereeiisssssseeeeeeeee (Ghi chii cu thé néu co)
Tan so that: ........ccceeveeee. (ck/ph)
BIOC: ..o (nhanh phai, trai, AV d¢ 1, 2, 3)

ST L] (0-kh6ng d6i/dd chénh 1én < 30%, 1- & chénh 1én 30-70%, 2- tré vé binh thuong/dd
chénh Ién >70%, 3-khdng danh gia duoc)

NRAN XL KNAC: ..o e e aaae e
6. Siéu Am tim trong thoi gian nam vién:

Dd: ..... (mm) Ds: ...... (mm) EF: ....... (%) EF (Simpson): ....... (%)
Nhan X€t KNAC: ... o

KET QUA CHUP PMV
Ngay chup BMV: ...,
Puong vao (1-BM dui; 2- quay) Vitri (1-phai, 2- trai)
Hé PMV (1-Cdn bang; 2-wu nang P;3-uu nang T)
S6 nhanh bj ton thwong > 70%: ... Vi tri theo CASS ..o,
Tén thuong phan loai theo CASS: tip A -tip B1-TipB2-Tip C:
Vi tri dat Stent cii (néu o) .......... tai hep > 50%: ......... (1-C6; 0-Khéng)




KET QUA CAN THIEP TON THUONG PONG MACH VANH

S6 nhanh can thiép : L[] Vi tri theo CASS: #1: ............. H2: o, #30 .
Pic diém cac ton thwong can thiép
Pjc |Tai |Tac |Tai |Gap |Léch |Voi | Huyet | PK DK | Chiéu | Mircdd
diém |16 man | cho |géc |tam | hoa |khoi | mach |mach |dai ton | hep DS
tinh | chia toi tham | thwong | =
doi thieu chiéu (RVD-
MLD)/
(MLD- | (RVD RVD
Vi tri mm) -mm) | (mm) (%)
1- Co 0 - Khéng
#1
#2
#3
Pic diém thi thuat
Nong bong trudc (Pre-dilated) va dat stent
Vitri | DK bong/ | ap lyc | DK stent/ | ap lyc | Dat stent truc | Tai hep trong
chiéu dai | bom bong | chiéu dai | stent max | tiep stent cii
bdng max stent
(mm) (atm) (mm) (atm)
1-C6 0 - Khong
#1
#2
#3
Nong béong sau dit stent (Post-dilated)
Vi |DK . Ap  lwe | Kissing PK mach | PK mach | Miac d§ hep
tri | béng/Chiéu | bom bong | balloon/ | toi  thieu | tham chi€u | sau can thiép
dai bong max ap luc sau post sau post DS post =
(MLD post | (RVD post | (RVD — MLD
(mm) (atm) - mm) —mm) post)/RVD
(atm) (%)
#1
#2
#3




Panh gia két qua can thiép

Vi % DK hep TIMI (1-3) TMP (1-3) Bién chirng Ghi chu
tri (1-C6 0-Khéng)
Trude | Sau Trudce Sau Trudce Sau

#1
#2
#3

BIEN CHUNG ,

VobMV Tac nhanh bén Boc tach thanh BPMV

Suy thén cap Khéng c6 dong chay Tac cap do huyet khoi

CABG cap Tac mach doan xa Tu mau tai cho choc

Chay mau TBMN cap Ttr vong

Lm
\) e - LAD (prox) Lm
>, . \\/l " o ("":)’l‘:“
RCA Cm1 LAD(Md)  poa &
Lox P Cm1 LAD(md)
‘ Lox Sp
Om
‘ Diag 2 ‘ Oma2
Diag 2
\ \
LAD(dist) LAD(dist)
PDA _ PDA
Két qua chup PMV Két qua can thiép DMV
THEO DOI LAM SANG VA BIEN CO SAU CAN THIEP
Thang M.0 M.1 M.3 M.6 M.12

Pau ngue (CCS 1-4)

Tan sb tim (ck/ph)

HA tdm thu (mmHg)

HA tim trwong (mmHg)

Kho thé (NYHA 1-4)

Suy tim 1am sang (KILLIP 1-4)




Théang M.0 M.1 M.3 M.6 M.12
Xuit huyét BARC (type
0,1,2,3a,3b,3c,4,5)
Viém loét da day tién trién
s
NMCT
S
Téai thong mach dich (TVR)
TBMN
CABG o
Tai nhap vién do suy tim §
g>
T& vong «
THEO DOI CAN LAM SANG SAU CAN THIEP
Thang M.0 M.1 M.3 M.6 M.12
Dd/Ds (mm)
Vd/Vs (mm)
EF (%)

EF (Simpson) (%)

Ure (mmol/L)

Creatinin (umol/L)

AST/ALT (U/L)

Cholesterol
(mmol/L)

LDL-C (mmol/L)

Hf‘mg cau (T/L)

Hb (G/L)

Tiéu cau (G/L)

ECG (1- Nhip
xoang; 2- RL nhip)

Ghi chii RL nhip




THEO DOI PIEU TRI THUOC

Thuéc

M.0

M.1

M.3

M.6 M.12

Aspirin

Clopidogrel/
Ticagrelor

Chong )
dwong uong

dong

ACEI/ARB

Beta blocker

Chen kénh Calci

Nitrates

Loi tiéu

Statin

Corticoid
CVPS

hoiac

Ly do dung
KTTC (néu o)

Ngay chup DPMV: ..,
Nguyén nhan tai nhap vién: 1- Theo chuong trinh

(1- C6 dung

0- Khdng dung)

KET QUA CHUP PMV THEO DOI SAU 12 THANG

Ghi chl bién ¢ (néu ¢6): ....coooveeennn.....

2- Bién co

Vi tri stent | Mirc d6 tai hep | Vi tri tai hep | Hinh thai tai | Tai can thiép ton thuong
cii t6i da (%) t6i da* hep** (1-C6.  0-—Khodng)
#1
#2
#3

*: V1 tri tai hep chon: 1 — Bo trudc stent.

**: Hinh thai tai hep chon: 1- Tai hep diém

. 3- Téi hep lan toa tang sinh

2 — Trong stent.

3 — B0 sau stent

2- Téi hep lan toa trong stent

4- Tai hep tac hoan toan




