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TOM TAT

Stent phu thudc khong polymer giam thiéu thai
gian dung khéng ngung tap tiéu cau kép ma van c6
kha ning chéng tai hep cao trong can thiép bénh
dong mach vanh.

Phuong phap nghién ctiu: phong thuc nghiém
trén 72 bénh nhén dugc dat stent pha thuéc khong
polymer BioFreedom tai Vién Tim mach Viét Nam
tir thing 9/201S dén 9/2017.

Két qua: Co tdng s6 101 stent dugc dat, ty 1é
stent/bénh nhén 1a 1.4/1. Ty 1¢ dau thit nguc 6n
dinh/dau nguc khong 6n dinh/nh6i mau co tim Ia
30.6%/33.3%/36.1%. Phén traim hep dong mach
vanh trung binh 1a 82.56 + 9.04%. Ty 1¢ thanh c6ng
vé mat ky thuat 1a 97.2%, vé tha thuat la 100%. Co6
4 bénh nhan (5,6%) gip bién cé tim mach chinh
trong thai gian theo déi trung binh 1a 550.5 + 89.3
ngdy, 21 bénh nhan (29.2%) dugc chup lai dong
mach vanh sau t6i thi€u 12 thang thi c6 1 truong
hop (4.8%) téi hep c6 y nghia trong stent.

Két lugn: Stent phu thudc khong polymer
BioFreedom an toan va hiéu qué trong can thiép
dong mach vanh.

Tirkhoa: Stent phu thudc khong polymer, dong

mach vanh, can thiép qua da.

Vién Tim mach Viét Nam - Bénh vién Bach Mai*

B6 mon Tim mach - Truong Dai hoc Y Ha Noi**

DAT VAN BE

Phuong phép can thiép dong mach vanh qua da
dangla bién phap diéu tri c6 hiéu qua bénh ly dong
mach vanh. Tt nong béng don thudn, stent kim loai
tran cho dén stent pht thudc c6 polymer la nhiing
cudc cach mang manh mé trong can thié¢p DMV
[1]. Tuy nhién, viéc dung khéng tip tiéu ciu kép
dén 12 thang theo Khuyén cdo ctia Hoi Tim mach
chau Au va trudng mén Tim mach Hoa Ky vi bién
chiing huyét khéi mudn trong stent thuong gip &
stent pha thudc c6 polymer, 1a moét nguyén nhén
chinh gy nhiing bién c6 chdy mdau ning, lam tang
ty 1é tu vong va tdi nhap vién sau can thiép [2],[3].
Cang c6 bang chiing cho rang chinh 16p polymer
cing la mot nguyén nhén gdy ra huyét khéi mudn
[4]. Chinh vi véy stent pht thuéc khong polymer
ra doi viia mang déc tinh chéng tai hep cua stent
phu thudc c6 polymer vita mang dic tinh cua
mot stent kim loai tran, gidm thiéu thoi gian dung
khang tap tiéu cau kép. Trong thé hé stent md&i nay
thi BioFreedom véi nhiing dic diém néi bat cta
stent phu thudc khong polymer da dem lai hiéu qua
trong diéu tri bénh dong mach vanh thong qua mét
loat nghién ctiu quéc té nhu FIM da c6 két qua S
nam theo d6i, LEADERS FREE tai cic nu6c ngoai
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Hoa Ky c6 két qua 2 nam theo doi, nghién ctu
LEADER FREE II dugc tién hanh tai Hoa Ky,
Canada va cdc nudc khéc da c6 két qua sau 1 nim
theo doi véi hiéu qua va an toan t6t hon so véi stent
kim loai tran [S],[6]. Tai Viét Nam, stent BioFreedom
cang da dugc stt dung tai Vién Tim mach Viét Nam
va mot s6 bénh vién khac. Tuy nhién chua c6 nghién
cliu nao vé stent nay. Vi vdy ching téi tién hanh
nghién ctiu nhim muc tiéu: Danh gid tinh an toan,
hiéu qua sém va trung han cta stent phu thudc
khong polymer Biofreedom trong can thiép dong

mach vanh qua da.

DOI TUONG VA PHUONG PHAP NGHIEN CUU

Nghién ctiu dugc tién hanh tir thang 9/2015
dén thang 9/2017 tai Vién Tim mach Viét Nam —
Bénh vién Bach Mai.

Déi tugng nghién ciu

Bao gom 72 bénh nhén dugc dat Stent BioFreedom.
Tiéu chudn lya chon bénh nhdn

- Cac bénh nhén trén 18 tudi c6 tén thuong mai
dong mach vanh.

- Buong kinh tham chiéu dong mach vanh theo
QCA (lugng giéd dong mach vanh trén hinh nh
chup mach) 122.25 mm dén 4.0 mm.

- Tylé hep la >70% duongkinh tham chiéu dong
mach vanh.

-Déngy cam két can thiép dong mach vanh qua da.
Tiéu chudn logi triv

- Chong chi dinh véi heparin, aspirin, clopidogrel.

- Khong c6 cam két dong y thu thudt.

- Khong dong y chup lai dong mach vanh trong
thoi gian theo doi.

- Tinh trang bénh nhan qud ning khong thé can
thiép dugc.

Phuong phéap nghién ciu

Nghién ctiu phong thuc nghiém.

Céc bénh nhin nim diéu tri nodi try tai Vién
Tim mach Viét Nam du tiéu chudn dugc Iya chon

ngaunhién theo trinh tu thoi gian, dugc dit stent
BioFreedom néu t6n thuong dong mach vanh trén
chup mach phu hgp véi cic kich ¢6 stent hién co.

Cacbudc tién hanh nong bong va dat stent theo
quy trinh ctia Hoi Tim mach can thiép Hoa Ky c6
stia d6i dé phu hop véi diéu kién thuc té & Viét
Nam [7].

Thu thuat két thac néu mic d6 hep ton luu trén
phim chyp < 20%, dong chiy trong DMV tré lai
binh thuong, khong bi boc téch thanh mach hay c6
huyét khéi, thi tit ca cac dung cu dugc rat ra ngoai.

Dbanh gia mic do hep dong mach vanh theo
QCA, dinh gid dong chay theo thang diém TIMI,
danh gid tu6i mau mo co tim theo thang diém TMP
trudc va sau can thiép.

Dbanh gid lam sang, dién tdm do, siéu am tim, xét
nghiém méu sau méi 1-3-6-12 thang va méi khi c6
bién c6 xdy ra (t4i can thiép, tvong.....).

Chup dong mach vanh qua da sau t6i thiéu 12
thang hoic khi c6 bién c6 (dau nguc, nhéi méu co
tim... ), danh gid miic do t4i hep...

Phuong phap xii ly s6 liéu va dao diic nghién citu

Cac s6 liéu thu thap dugc ctia nghién ciu dugc
xt ly theo cdc thuit todn théng ké y hoc trén méy
vi tinh bang chuong trinh phan mém SPSS 20.0
dé tinh todn céc thong s6 thuc nghiém: trung binh
thuc nghiém, phuong sai, d6 1éch chudn.

Nghién ctu da dugc Hoi dong Pao dic
trong nghién cttu Y sinh hoc ctia Trudng Pai hoc
Y Ha Noi chdp thuin qua quyét dinh s6 187/
HDDDDHYHN ngay 20 thing 2 ndm 2016.

KET QUA
Cac thong so coban

Trong thdi gian tit 9/2015 dén 9/2017 tai Vién
Tim mach Bach Mai, chiing t6i thyc hién can thiép
72 bénh nhin véi tdng s6 101 stent BioFreedom. Ty
1é stent/bénh nh4n1a 1.4/1. Ty 1é nam/ntla 1.2/1.
Yéu t6 nguy co hay gip 1a ting huyét 4p (69.4%) va
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hut thuéc 14 (45.4%). Cé 22 bénh nhéan (30.6%)
dau thit nguc 6n dinh, 24 bénh nhén dau thit nguc
khong 6n dinh (33.3%) va 26 bénh nhin nhéi méu
co tim (36.1%).
Dac diém ton thuong dong mach vanh trén chyp
mach

Phan 16n bénh nhan (84.7%) dugc thuc hién
can thiép theo dudng dong mach quay va khong cé
bién chiing hay kho khin trong viéc dua cic dung
cu va stent vao vi tri can thiép. T6én thuong chu yéu
14 1 thin dong mach vanh (63.9%). Cac trudng hop
can thiép c6 dudng kinh tham chiéu dong mach
vanh trung binh 13 2.67 £ 0.58 (mm) véi chiéu dai
trung binh ctia tén thuong 12 23.04 + 7.42 (mm).

Bdng 1. Ddc diém ton thuong dong mach vanh

Dic diém can thiép tén thuong dong mach vanh

C6 101 ton thuong dugc dat 101 stent BioFreedom,
trong d6 c6 90 tén thuong dugc nong bong trudckhi
dit stent (pre-dilated) (89.1%), nhiing t6n thuong
muic do hep khong khit, khong voi hod sé dugc dat
stent tryc ti€p (10.9%). Sau khi dit stent, c6 95 tén
thuong (94.1%) dugc nong béng lai (post-dilated)
dé dam bao stent né déu, dp sit vao thanh mach.
V& mit ky thudt, sau khi dit stent c6 2 bénh nhén
bi mét nhanh bén Diagonal 1 ctia dong mach lién
that trudc (2.8%), day 1 2 trudng hop tén thuong
chd chia doi, voi hod, typ B2, typ C da cé hep 16
vao Diagonal 1 tir trudc, sau can thiép bénh nhén c6
dau nguc tinglén nhung khong c6 triéu chiing nhoi
méu co tim mdi, theo déi sau 2 ngay bénh nhan 6n
dinh ra vién. Con vé mat tha thuét déu thanh cong,

Bdng2. Ddc diém can thiép ton thuong dong mach vanh

Thong sé N
S0 lugng dong mach vanh ton thuong
(%):
46 (63.9%
Mot dong mach vanh ( )
18 (25.0%)
Hai dong mach vanh
8(11.1%)
Ba dong mach vanh

Phdn logi ton thuong theo AHA/ACC
1988(%):
TipA

11(109%)

36(35.6%)
Tip Bl

39 (38.6%)
TipB2

15 (14.9%)
TipC
Dong chay dgng mach vanh (TIMI) 2.04+0.69
Tudi mdu dong mach vanh (TMP) 2.08+0.63
Ton thuong dong mach vanh this pham
dugc can thiép:
Duongkinh [ong mach tham chiéu (mm) | 2.67+0.58
Duong kinh [ong mach t6i thiéu (mm) 041 £0.31
Phan tram hep (%) 82.56 +9.04
Chiéu dai t6n thuong (mm) 23041742

Thong sé N
Nong bong trudc dit stent (pre-dilated) | 90 (89.1%)
Duong kinh bong (mm) 245+027
Chiéu dai béng (mm) 1871+ 1.96
Aplyclénbong (atm) 9.12+238
Dt stent BioFreedom

Puong kinh stent (mm) 298047
Chiéu dai stent (mm) 3043 £6.07
Ap luclén stent (atm) 878+294
Nong bong sau dit stent (post-dilated) | 95 (94.1%)
Duong kinh bong (mm) 306042
Chiéu dai béng (mm) 17.87 +2.94
Ap lucbéng (atm) 1625 £345
Duia stent dén diing vi tri 100%
TIMI 293+031
T™P 2.89+0.32
Ty I¢ hep sau ddt stent 345+292
Thanh cong cia ky thuagt 97.2%
Thanh cong cia thir thudgt 100%
Bién chiing ngay sau can thi¢p

Mat nhanh bén Diagl ctia LAD 2(2.8%)
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Két qua lam sang, cac bién c6 cong don (MACE)
sau can thiép

6
NYHA CCS

B Trudc can thiép

N W A N

—

TIMI TMP

o

Sau can thiép

Biéu d6 1. Két qua lam sang, chup mach truc va sau
can thi¢p DMV

Bién 6 chinh sau can thiép trong théi gian ndm
vién c6 2 bénh nhén dau ngyc tang 1én do mit
nhdnh bén Diagonal 1 ctia dong mach lién that
trudc (2.8%).

Bién c6 chinh trong thoi gian theo doi sau khi
xudt vién bao gom: 1 bénh nhan tai nhdp vién do
suy tim NYHA III sau 4 thing, Sal 8 thidng c6 1
bénh nhén tdi nhap vién do nhéi mau co tim, c6 tai
hep trong stent. Ciing sau 8 thdng c6 1 bénh nhéan
nhap vién vi dau nguc, chup lai DMV stent cai thong
t6t, khong c6 tén thuong mach vanh c6 y nghia &
cdc nhanh khic. Cé 1 bénh nhin ti vong & thai
diém sau 11 thdng, nguyén nhéan chinh la rung that
do NMCT cép, trong bénh canh tén thuong 3 than
DMV méi dit stent dugc 1 nhénh, suy thin man
dang chay thén nhén tao chu ky 3 1an/tuan.

D4u hiéu lam sang chinh dugc cai thién sau can
thiép la con dau thit nguc theo CCS va mic d6 kho
thd theo NYHA. Trudc can thiép, CCS trung binh
la 2.84 £ 0.8, NYHA trung binh la 1.41 + 0.62, va
sau can thiép, CCS trung binh1a 1.68 £ 0.52, NYHA
trung binh la 1.23 + 0.46. Két qua can thiép dong
mach vanh dugc danh gia dya trén ty 1¢ phan trim
hep sau dit stent 13 3.45 + 2.92 (%) so véi trudc dit
stent 13 82.56 + 9.04 (%). Dong chay TIMI sau can
thiép 122.93 £ 0.31 so vdi trudc can thiép [a 2.04 +

0.69, va tuéi mau TMP sau can thiép 1a 2.89 + 0.32
so véi trudc can thiép 1 2.08 + 0.63. Céc chi s6 nay
so sanh trudc va sau can thiép déu co y nghia théng
ké véi p < 0.0S.

Chung t6i cang da tién hanh chyp PMV kiém
tra theo chuong trinh sau t6i thiéu 12 thang cho
20 bénh nhén, két qua c6 1 bénh nhén tii hep 90%
trong stent ca LAD & thoi diém sau can thiép 20
thdng, chiém ty 1¢ 5%, con lai stent BioFreedom
thong t6t, mic do tai hep trong stent trung binh la
8.66+3.73%

Bdng 3. Cdc bién cd cong don sau can thiép trong thoi

gian theo doi
Thong sé N
Trong bénh vién:
Thai gian ndm vién sau can thiép (ngiiy) 38+£2S5
Dau nguic tinglén do mat nhanh bén
Diagonal 1 cualién thit truge 2(2.8%)
Sau thoi gian theo doi
Thei gian theo déi trung binh (ngay) 550.5+89.3
Tong s6 bién c6 tim mach chinh (MACE) | 4 (5.6%)
Tti vong (do tim mach) 1(1.4%)
Téi nhp vién do Pau nguc / Nhéi mau
cotim 2(2.8%)
Téi can thiép do hep trong stent 1 (1.4%)
Téi nhap vién do suy tim 1(1.4%)
BAN LUAN

Vé cac thong s6 co ban trude can thiép, nghién
ctiu ctia ching t6i cling tuong tu cic nghién ctiu
ctia cic tac gia khic vé can thiép dong mach vanh
qua da, c6 ty 1é nam 54.2%, dac biét tudi trung binh
bénh nhan nghién cttu1263.8 + 14.2 (ndm), c nhiéu
bénh nhin cao tudi hon va diém CRUSADE (thang
diém danh gid nguy co xuit huyét & bénh nhéin
mach vanh) trung binh khé cao 42.6 * 14.5 vi cic
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bénh nhan cao tudi, nguy co xudt huyét cao thuong
dugc can nhic dit stent BioFreedom dé giam thoi
gian stt dung khang tap ti€u cau kép. Tang huyét 4p,
hut thudc 14 va dai thao dudng van la nhiing yéu té
nguy co chinh caa cic bénh nhén trong nghién ctiu
voitylé lan luotla 69.4%, 45.4% va 33.3%. Cac bénh
nhan trong nghién ctiu ctia ching t6i bao gom ci
bénh nhén dau thit nguc 6n dinh, dau nguc khong
6n dinh va nh6i mau co tim, c6 chi dinh chup va can
thiép dong mach vanh qua da theo khuyén cdo ctia
Hoi Tim mach Viét Nam.

Céc bénh nhan dugc chon vao nghién ctiu theo
trinh ty thoi gian, c6 t6n thuong pht hop kich ¢
stent Biofreedom sin cé tai Vién Tim mach Viét
Nam, nén t6n thuong mach vanh trén chup mach
6 ca tén thuong 1, 2 hoac 3 than dong mach vanh,
c6 ci tén thuong don gian dén phictap (Typ A, B,
B2, C theo phan loai cia AHA/ACC 1988). Cac
t6n thuong dong mach vanh dugc nong béong trude
(pre-dilated) trong 89.1% trudng hop. Nong béng
sau dit stent (post-dilated) dugc thyc hién trong
94.1% céc trudng hgp ma stent chua nd tdi uu hay
nghi ngg stent chua dp sat thanh mach.

Téng s6 101 stent BioFreedom dugc dat trén 72
bénh nhan. Ty 1¢ stent/bénh nhén 1a 1.4/1. Pudng
kinh stent trung binh 13 2.98 + 0.47 (mm) va chiéu
dai trung binh 14 25.7 + 4.3 (mm). Ty 1¢ thanh cong
dua stent dén vi tri tén thuong la 100% chu yéu
do céc ton thuong tip A, B1, B2 thuén lgi cho can
thiép, c6 1S truong hop tén thuong tip C phuic tap
nhung nhd nong bong trude tao thuin ky cang va
stent BioFreedom la mot stent thé hé mdi, ngoai
viéc la mot stent phu thudc khong polymer, thi ky
thuat ché tao stent, chat liéu tién tién cting gitap cho
viéc dua stent dén choé ton thuong thuan lgi. C6 2
truong hop bi méit nhanh bén Diagonal 1 cta lién
that trudc sau dat stent vi tén thuong phic tap tip
C tai chd chia nhanh (bifurcation) va véi hoa nhiéu,
ban than nhanh Diagl da c6 hep khit16 vao nhung

vi nhanh Diag1 1a nhanh nhé, duong kinh mach <2
mm nén khong c6 chi dinh can thiép nhdnh Diagonal
1, ma tdp trung gidi quyét chod hep tic nhanh chinh
lién thét trudc, bénh nhén 6n dinh, khong c6 triéu
chiing nh6i mdu co tim méi va da dugc xudt vién
sau 2 ngay. Nhu'vdy, ty 1é thanh cong vé mat ky thuat
14 97.2%. Sau can thiép chup kiém tra lai thdy dong
chay va tuéi mau dong mach vanh (TIMI va TMP)
déu cai thién 10 rét so véi trudc can thiép, ty 1é hep
sau can thiép la 3.45 +2.92 %, khong c6 bién chiing
boc tach, vé mach vanh nén ty 1¢ thanh cong vé mat
thu thuat [a 100%.

Vé lam sang, triéu chiing dau nguc va kho thé
tinh theo CCS va NYHA dudgc cai thién ro rét so
v6i trudc can thiép véi p < 0,0S. Sau thoi gian theo
doi trung binh 1a 550.5 + 89.3 (ngiy) c6 4 ca gip
bién ¢6 tim mach chinh bao gom 1 ca NMCT sau
8 théng, chup lai c6 tic lai stent BioFreedom, da téi
can thiép lai, bénh nhan 6n dinh. Payla truong hop
bénh nhan tén thuong 3 than DMV, BTD typ 2,
mach vanh t6n thuong typ C nén kha nang tdi hep
cao. C6 1 bénh nhén dau thit nguc, cang dugc chup
lai DMV & thoi diém 8 thiang theo doi, két qua stent
BioFreedom thong t6t, bénh nhan dugc diéu tri ndi
khoa cing 6n dinh, xuit vién sau 2 ngay. Mot ca
bénh khac tai nhép vién do suy tim sau 4 thdng theo
doi, dugc diéu tri ndi khoa cing 6n dinh xudt vién
sau 7 ngay. Mot truong hop ti vong tai thoi diém 11
thdng theo d6i do NMCT cép, trén nén bénh nhén
bénh 3 thin DMV - suy th4n man — chay thian nhan
tao chu ky 3 lan/tuin, mdi can thiép dit stent dugc
2 nhanh DMV, con 1 nhdnh tén thuong nang nhung
diéu kién stic khoé, kinh t& chua cho phép can thiép.
Nhu védy sau khoang 12 thang, bién ¢6 tim mach
chinh (MACE) c6ng dén 1a 5.6%, ciing tuong tu
nhu nghién cttu vé stent phu thudc c6 polymer thé
hé thit hai dang dugc stt dung rong rai trén thé gidi
[8]. Chuing t6i ciing tién hanh chup lai DMV qua da
theo chuong trinh dugc cho 21 bénh nhén sau t6i
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thiéu 12 théng, két qua c6 1 bénh nhén (4.8%) c6
tdi hep trong stent BioFreedom cén tdi can thiép. Ty
1é ti hep sau can thiép 1 nim d6i v6i DES trén thé
gidi ciing vao khoang 5-10% [9]. Hién tai chuing toi
van tiép tuc goi lai chup kiém tra DMV cho nhiing
bénh nhén khéc trong nghién ctiu, tuy nhién cing
con gdp nhiéu khé khin trong qud trinh nay.

KET LUAN
Stent phu thuéc khong polymer BioFreedom an

toan va hiéu qua trong diéu trji cic bénh nhéan hep

dong mach vanh:

- Ty1é thanh cong cta ky thuat1a 97.2%, cta thu
thuat1a 100%.

- Lam sang sau can thi¢p (NYHA, CCS) dugc
cai thién r rét (p<0.0S).

- Tylé bién c6 tim mach chinh cdng don sau thoi
gian theo doi trung binh 550 + 89.3 ngay la 5.6%,
trong d6 c6 1 ca tii vong do NMCT (1.4%).

- Chup lai DMV cho 21 bénh nhén sau t6i thiéu
12 thdng c6 1 bénh nhén (4.8%) tai hep trong stent

cdn can thiép dit lai stent khac.

SUMMARY

EVALUATE THE EFFECTIVENESS OF PERCUTANEOUS CORONARY INTERVENTION BY
NON-POLYMER DRUG-COATED STENT

Non-polymer drug-coated stent reduce the time of using dual antiplatelet therapy while remaining the
high ability to prevent restenosis after a coronary artery disease intervention.

Methods: This non-experimental research is done on 72 patients with BioFreedom non-polymer DCS
at Vietnam National Heart Institue from 9-2015 to 9-2017.

Results: Among the 101 installed stent, the ratio of stents to patients is 1.4/1. The respective
percentage of stable angina/unstable angina/myocardial infartion is 30.6%/33.3%/36.1%. The average
stenosis-percentage is 82.56 £ 9.04%. In relation to the lesion locations, there are 51 lesions (50.4%) at left
anterior descending artery, 22 lesions (21.2%) at left circumflex coronary artery and 38 lesions (28.4%) at
right coronary artery. The success rate on the technical side is 97.2%, and the success rate of the procedure
as awhole is 100%. There are 4 patients (5.6%) get major adverse cardiac events (MACE) after follow time
550.5 + 89.3 days. 21 patients get coronary angiography after at least 12 months and 1 patient (4.8%) get
restennosis.

Conclusion: The intermediate results show that Biofreedom (non-polymer drug-coated stent) is safe
and effective in percutanous coronary intervention.

Keywords: non-polymer drug-coated stent, coronary artery, percutanous coronary intervention.
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