NGHIEN CUU LAM SANG
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TOM TAT

Muyc tiéu: Nghién cttu d6 an toan va hiéu
qud sém va trung han ctia nong béng phu
thuéc (BPT) trong diéu tri moét s6 bénh 1
dong mach vanh (BLDMV) nhu tén thuong
mach nho va tdi hep trong stent.

Phuong phap: C6 60 bénh nhin dugc
dua vao nghién cttu can thiép mét nhém cé so
sanh trudc - sau vé béng phu thudc paclitaxel
tai Vién Tim mach Viét Nam - Bénh vién Bach
Mai, trong d6 cé 30 bénh nhén tai hep trong
stent va 30 bénh nhéin cé tén thuong mach
nho, dugc theo doi két qua s6m va trung han
sau 12 thang. Ddnh gia sau can thiép & cic thoi
diém 3,6,12 thdng. Cic bénh nhan dugc do
dac cdc chi s6 trén chup mach vanh tiéu chudn
& cac thoi diém trudc, ngay sau can thiép va tu
sau 6 thdng theo doi. Tiéu chi ddnh gid chinh
la cdc bién c6 tim mach chu yéu.

Két qua: Thanh cong vé thu thuat dat 100%
cac bénh nhéan. Tudi trung binh la 64,1 + 9,09
nim, 71,7% c6 héi ching vanh cip (HCVc)
va 18,3% c6 bénh li 3 thin dong mach vanh
(PMV). Can thiép béng phu thuéc cho cic tén

thuong mach nho c6 50 % cic bénh nhan va 50%
cho nhém tai hep trong stent. C6 hai t6n thuong
sau can thiép can dat thém stent sau dé chiém
3,4%. Duong kinh béng phu thudc trung binh
142,76 £ 0,47 mm va chiéu dai trung binh la
25,9 = 4,27 mm. Mtic d6 hep lai caa long mach
sau can thiép(LLL) la 0,3840,7 mm. C6 3 bénh
nhan (chiém 5%) can phai tai can thiép lai
ton thuong dich trong qua trinh theo doij,
c6 hai bénh nhan cé chay mdu duong tiéu
hoa cao da dugc diéu tri Noi khoa 6n dinh,
khong con cdc bién ching tim mach chinh
nao dugc ghi nhén.

Két luan: Nong bong phu thudc cho céc ton
thuong tdi hep va mach nho la kha thi, an toan va
c6 hiéu qué cao qua theo doi véi ti1é tdi can thiép
lai t6n thuong dich 1a thdp (5%).

DAT VAN BE

Viéc ép dung thu thuat dit stent dong mach
vanh (PMV) da céi thién dang ké ky thuat can
thiép mach vanh qua dabéi hdu nhu loai bo hién
tuong co lai ngay sau nong mach vanh (recoil)
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va gidm c6 y nghia hién tuong tdi hep sau nong
bong thuong (BT)."” Tuy nhién hié¢u qua lau dai
sau dit stent kim loai trdn (SKL) bi han ché do
hién tugng tii hep trong stent (THS) chiém ti
1¢ khé cao tir 5%-35%.* Stent pha thuéc (SPT)
da lam giam déng ké ti 1¢ tai hep sau 6 thang.* Ti
1é c4c bién c6 tim mach chinh sau 2-3 nam la tit
7%-12%.55

Chién lugc diéu tri trong cic truong hop tai
hep trong stent (THS) van con gip nhiéu thich
thic. Cac Iya chon la nong bong thusng hay dat
thém stent hoic 1a stent kim loai trin (SKL) hay
1a stent phu thudc (SPT). Nong véi bong thudng
hodc dat stent kim loai tran c6 ti 1¢ tai hep rit cao
(39% va 38% tuong ting).” Trong khi d6 viéc s
dung stent pht thusc (SPT) trong diéu tri tai
hep sau dat stent kim loai trdn c6 ti 1¢ tai hep
thdp hon nhu véi stent phu thuéc Sirolimus
12 13-20% (stent Cypher, Cordis J& J) va tit 15-
22% cho stent phu thudc Paclitaxel (stent Taxus,
Boston Scientific). *1° Pigu tri tdi hep trong stent
pht thuéc bing mot stent khic da dugc chiing
minh lam ting ti 1¢ tdi hep sau can thiép va cic
bién chiing tim mach chinh (MACE ). e

Dbékhiac phuc nhiing han ché vé cdu tric cta
stent phu thudc, mot tién bo vé cong nghé gan
day da cho ra doi bong pha thudc (BPT) c6 kha
nang phéan b6 thudc 1én bé mit mach mau déng
déu hon stent phu thuéc. Mot s6 cdc nghién ctiu
quy mo nho da bdo cdo két qua sém va ngin han
rdt tot sau khi st dung BPT so vé6i bong khong
phu thudc trong diéu tri cdc tén thuong méi va
tai hep sau dit stent. 1o Mot nghién cttu 16n so
sanh BPT véi stent pht thusc (SPT) trong diéu
tri tai hep trong stent la nghién cu PEPCAD II-
ISR, nghién cttu bao cédo két qua sau 1 nam theo
doi cho thdy chi c6 6,3% s6 bénh nhén cin tii can
thiép ton thuong dich (TTD) trong nhém BPT
khi so sanh véi 16,7 % s6 bénh nhan trong nhém
tai can thiép ton thuong dich véi SPT."

O Viét Nam, tii nam 2002 da 4p dung tim
mach can thiép trong diéu tri nhéi mau co tim.

Dic biét trong vai ndm tr6 lai day, moét s6 trung
tdim Tim mach trong nuéc da budc dau ap dung
bong phu thudc trong diéu tri tai hep trong stent,
mot s6 t6n thuong mach vanh khac va buéc dau
thu dugc két qua dang khich 1. Trong bai bdo nay,
chung t6i bdo cao két qua s6m va trung han trong
nghién ctu dp dung bong phu thudc tai Vién

Tim mach - Bénh vién Bach Mai.

1] TUONG VA PHUONG PHAP NGHIEN CUU
Phuong phap nghién ciu
Chung t6i tién hanh nghién ctu can thiép

mot nhém c¢b so sanh trudc — sau cho tit ca cac
bénh nhén da can thiép dong mach vanh qua da
dugc stt dung bong phu thudc paclitaxel tai Vién
Tim mach Viét Nam - Bénh vién Bach Mai.

Doi tugng nghién ciiu

Tong cong 60 bénh nhan tham gia nghién

ctiu nay. Chi c6 nhiing bénh nhan dugc theo doi
lam sang sau 12 thang méi dugc dua vao nghién
ctiu nay. CS mau nghién ctiu gébm 30 bénh nhan
dugc tién hanh nong BPT cho cic t6n thuong
mach vanh nhé (< 2,5mm) va dugc dinh nghia
1a hep 70% hodc hon duong kinh long mach cta
dong mach vanh va 30 bénh nhén tdi hep lai trong
stent cti dugc dinh nghia la hep lai 50% hodc nhiéu
hon duong kinh long mach trudc d6. Pac diém
lam sang ban d4u dugc thu thip theo mau nghién
ctu. Tat cd cdc tién trinh can thiép dugc thuc
hién thong qua cach tiép cén st dung 6ng thong
qua duong dong mach quay hoic dong mach
dui. T4t ca bénh nhin nhan dugc liéu tin cong
300mg hodc 600 mg cua Clopidogrel va 300 mg
Aspirin trudc can thiép va sau d6 duy tri Aspirin
100 mg / ngay vo6 thoi han va Clopidogrel 75 mg
moi ngay trong vong sau thang. Stt dung heparin
khong phin doan véi liéu nap 70-100 don vi / kg
theo dudng tinh mach (TM). Céc mo ta chi tiét
céc tién trinh can thiép dugc ghi lai trén cdc bénh
én nghién cttu. Bong pht thudc Paclitaxel (Bong
Sequent Please, B-Braun, Malsungen AG Duc
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va béng Dior, Eurocor), v6i dudng kinh béng tir
2,0 mm-4,0 mm va chiéu dai béng tir 10 mm dén
30 mm, dugc st dung véi ty 1é 1,1:1 dudng kinh
bong vé6i dudng kinh mach can thiép. Béng duoc
phu 3 micrograms / mm? Paclitaxel v6i chdt mang
c6 hoat tinh sinh hoc ¢ thé gin két vao thanh
mach va phong thich thuéc. Bong dugc bom lén it
nhdt 30 gidy theo khuyén cdo ctia nha san xuit. Ton
thuong dong mach vanh dugc phan loai theo tiéu
chudn phan loai cia ACC / AHA theo phuong
phép chup dong mach vanh (QCA). Chuing toi
dinh nghia cac t6n thuong ché phin nhanh mach
vanh theo phén loai ctia Medina."® Cic két qua
sém va ngin han va céc bién ching nhé (khéng
can truyén méu) hoic 16n (doi héi phai truyén

mau) chiy mdu, téch thanh, tic nghén dot ngot,
can phai dit thém stent ...dugc ghi lai. Bénh nhan
dugc theo doi lam sang sau 3, 6 va 12 thdng, Két
qua chinh da dugc xéc dinh 1a bao gém cdc bién
¢ tim mach chinh (MACE) dugc dinh nghia
nhu nhéi mau co tim (NMCT), tdi tudi méu tén
thuong dich (TT'D) va t& vong. Phan tich thong
ké dugc thuc hién bing cich st dung phdn mém
SPSS phién ban 19.0

KET QUA

Bang 1. Cho théy cac dic diém lam sang ban
dau ctia mau nghién ctiu. Tudi trung binh la 64,1
+ 9,09 nim, nam gi6i chiém da s6 (85%). Day
13 mot quan thé c6 nguy co véi mot ty 1¢ mic

Bang 1.
$6 lugng (N) (%)

Co mau:60
Tuéi trung binh 64,1 +£9,09
Nam giéi S1 85,0
N gidi 09 150
Chiéu cao (cm) 161,7+537
Can nang (kg) 59,6 £ 6,39
BMI (kg/m?) 22,8+ 194
Dii duong 13 22,0
Tang huyét ap 44 73,0
Hut thusc I 48 80,0
Lipid méau (trung binh) mmol/1:
Cholesterol 422+1,18
Tri-Glycerides 227+126
High Density Lipoprotein 1,06+0,27
Low Density Lipoprotein 221+£098
Chén doédn lam sang:
Dau nguc 6n dinh 17 28,3
Dau nguic khong 6n dinh 33 55,0
NMCT 10 16,7
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bénh tiéu dudng va cao huyét ap twong tng
14 21,7% va 73,3%. Hon hai phan ba sb bénh
nhan (70%) c6 trén hai yéu t6 nguy co. Ting
LDL khéng phd bién trong nhom nghién ctru
nay co6 thé do cac bénh nhan dang dugc diéu
tri tot v6i cac thude kiém soat lipit mau. Hon
mot nira (71,7%) bénh nhan nhép vién vai hoi
chimg mach vanh cép (ACS) bao gom dau that
nguc khong 6n dinh (UA),nhdi méu co tim
(NMCT).

Bang 2. Cho thdy hon mét phdn ba s6 bénh
nhan (38,3%) c6 bénh 1i 2 hoic 3 thin dong
mach vanh (PMV). DMLIIr (LAD) va DMV
phai (RCA) 1a c4c vi tri hay gdp t6n thuong nhat
(tuong ting 50,0% va 30,0% ). Mdc d6 hep trung
binh cia DM mi (LCX) 1a 77,5%; DMLIIr
(LAD) 14 79,6% va DMV phai (RCA) c6 ti 1 hep
trung binh cao nhit la 79,9%. Miic d6 (%) long
mach hep dugc mé rong sau nong béng phu thudce
trung binh 1a 54,8% (95%CI tir 51,1- 58,6) véi
p< 0,001. Kich thuéc (mm) long mach téi thiéu
ting lén sau can thiép [a 1,43mm (95%CI tui 1,31-

Bdng 2. Ddc diém trén chup mach vanh.

1,55) véi p<0,001. Ba muoi bénh nhan (50,0%)
c6 nong béng phu thudc cho cic tén thuong
mach nhoé va c¢6 30 bénh nhan c6 tdi hep trong
stent (50,0%). Ddi véi cac vi tri ton thuong, c6
14 bénh nhan (23,3%) 1a tén thuong chd phin
nhanh dugc nong béng phu thudc, trong d6 cé
t6i 71,4% ton thuong phan nhanh cé tén thuong
phtic tap. Nong trudc v6i bong thuong dugc
tién hanh & 54 bénh nhan (90%). Nhém bénh
nhan c6 tén thuong mach nho dugc diéu tri véi
bong phu thudc, tuy nhién c¢6 2 trudng hop phai
dat thém stent sau d6 do con hep nhiéu sau nong
béng. Trong 30 bénh nhéin c6 tdi hep trong
stent dugc nong bong phu thudc, c6 12 bénh
nhéin tdi hep trong stent thudng va 18 bénh
nhén tai hep trong stent phu thudc, nhung tét
ca cac bénh nhan nay khong can dat thém stent
sau nong bong phu thudc. Trong qua trinh theo
déi c6 1 bénh nhén cé bién chiing xuit huyét tiéu
hoa cao nhung kiém soat dugc bang diéu tri Noi
khoa tich cyc. Khong c6 bénh nhan ¢6 cac bién
chiing ning khic nhu tic mach cdp hoiac “do”
dong mach vanh can phai phau thuit cip ctiu.

Bénh dong mach vanh ( n = 60) $6 lugng (N) Phan trim (%)
Bénh 1 than 37 61,7
Bénh 2 than 12 20,0
Bénh 3 than 11 18,3
Tén thuong mach nho 30 50,0
Téi hep trong stent 30 50,0
Huyét khoi 0

Vi tri

LAD 30 50,0
LCX 12 20,0
RCA 18 30,0
Poan mach can thiép

Doan gan 13 21,7
Doan gitia 14 233
DPoanxa 17 28,3
Nhénh Digl 12 20,0
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(Tiép bang2)
Nhanh OM1 3 50
Nhanh PDA 1 1,7
Tén thuong ché phan nhanh 14 23,3
Kiéu t6n thuong phan nhanh
0.0.1 2 33
1.0.1 1 1,7
1.1.0 1 1,7
1.1.1 10 16,7
Kiéu ton thuong tai hep
IC 11 18,4
I 19 31,7
Téng s6 Béng phu thudc (n = 64)
DPudng kinh trung binh (mm) 2,76+0,47
Chiéu dai trung binh (mm) 25,914,27
Ap Iyc trung binh (atm) 9,62+2,95
DS,% (trudc-sau) 54,8(51,1-58,6]
MLD,mm (truéc-sau) -1,43[-1,55-1,31]
LLL,mm 0,38+0,7
Tilé thanh cong vé thu thuat 60 100
Tilé thanh cong vé ky thuit S8 96,7
Tai can thiép t6n thuong dich 3 S
XHTH cao 2 33

LAD: DMLTIr, LCX: DM mii, RCA: DM vanh phdi; Digl: nhdnh chéo 1; OM1: nhdnh by 1; PDA:
nhdnh lién thét sau; DS(%): miic do hep(% ); MLD (mm): dudng kinh long mach nhé nhdt(mm);
LLL(mm): miic hep lai long mach theo thoi gian(mm,).

Trong 3 thing theo d6i sau can thiép, c6 2 bénh
nhén trong nhém t6n thuong mach nho can dit
stent sau 3 thang. Va c6 thém 1 bénh nhan cin
dat thém stent sau 12 thang.

BAN LUAN

Hai thép ky qua da c6 nhiing tién bo quan
trong trong diéu tri bénh 1i dong mach vanh. Tuy
nhién, tii hep trong stent van ludn la mot thach
thic. Khi BPT dugc dp dung, chung da giam
dang ké tilé tdi hep d6i vdi cac tén thuong méi,

nhiing chua r6 rang trong trudng hop tai hep lai
trong stent, dic biét trong nhom stent phua thudc.
Téi hep trong stent phu thuéc la mét thach thic
trong tim mach can thiép. Két qua ban dau véi
viéc stt dung bong thudng hodc khoan phd mang
x0 vita c6 két qua rat han ché véi tilé téi hep sau 6
théng rat cao (51% t6i 65% tuong ting).'** Ky
thuat xa tri trong mach vanh c6 két qua ban dau
rt t6t, nhiing lai c6 qua nhiéu bién chiing nhu gay
hep hai d4u stent do hiéu ting goc ‘edge effect’.”
Trong tai hep trong stent thuong dugc diéu tri véi
két qua t6t khi stt dung stent phu thudc, tii hep
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trong stent phu thudc, thim chi néu dugc diéu
tri v6i mot stent phu thudc loai khéc, tilé tai hep
van rdt cao."” Viéc ton tai nhiéu 16p stent chong
lén nhau cang nhu thanh phan polyme - noi cit
tri va phong thich thuéc chong phan bao cang
lam ting nguy co bién ching huyét khéi mudn va
tdi hep, cang nhulam ting nhu cau diéu tri lau dai
v6i nghiém phap tiéu cau kép (DAPT).

Trén co s6 nhiing bang chiing nay, sé cing c6
su phét trién cac thé hé bong phti thuéc méi trong
diéu tri tai hep trong stent. Cong nghé bong phu
thudc cho nhiing loi thé vé kha nang phu thudc
doéng déu trén thanh mach khi so sdnh véi stent
phu thudc, ma véi cdu tric cta stent ma thudc chi
tdp trung tai cac thanh chong stent dé lai khoang
trong khong c6 thudc chong phin bao va gy ra
hién tugng tai hep trong stent. Ngoai ra, bong phu
thudc lai c6 thém lgi diém khi khong can thém
mot 16p kim loai va 16p polyme. T nhiing két qua
day hita hen trén mo6 hinh nghién ctiu 6 dong vat,
BPT da duogc st dung trong mot vai thit nghiém
lam sang véi két qua rat tot sau su thang véi tilé
tai hep 1a 5,5% trong cic tén thuong mach nho
va 6,3% & cic tén thuong tai hep trong stent."”
Nghién ctiu nay cing cho thdy ti 1¢ huyét khoi
mudn la 0%, ma diy van la mai nguy co quan
trong & bénh nhéan dit stent pha thudc do tai
hep trong stent thuong va stent phu thudc. Viéc
stt dung BPT cting da loai bé nhu cdu can dung
liéu phap kép tiéu cau kéo dai hon mot nam va
giam thiéu nguy co bién chiing chay mau.

Day la 1an dau tién tai Viét nam, chung toi
bdo cdo két qua sém va ngin han trong nghién
ctiu can thiép tién ctu vé BPT. Nhu trong phan
bdo cdo két qua, mau nghién ctiu nay thuéc nhom
nguy co cao, ca trén 1am sang ciing nhu ton thuong
gidi phau. Chi s6 mat1ong mach mudn (LLL,mm)

tic 1a mic do hep lai cta long mach theo thoi
gian trong nghién ctiu nay la 0,38+ 0,7 mm, tdc
la gan tuong duong véi bé day caa mot 16p stent.
Céc két qua nay cho thdy tiém nang tich cyc cho
viéc stt dung BPT cho ca ton thuong méi ciing
nhu tén thuong tai hep trong stent, mic du s6 ca
bénh nghién ctiu con nho. Stent phu thudc dugc
st dyng tai Viét nam tir ndm 2002, va nhu véy c6
kha nang ching ta sé gip rit nhiéu ca tdi hep trong
nhiing ndm téi. Cong nghé BPT cung cip thém
mot Iya chon kha thi khi so sanh véi phau thudt
caundichuvanh (CABG) cho nhiing tén thuong
phtic tap. Mot vai chi tiét ki thuat can luu y khi
st dung BPT. Nong trudc v6i bong sé gitp lam
mo rong long mach theo chu vi nho lyc ép, tach
16p ndi mac va dan ra ctia stent trudc d9, tao thuan
cho thudc chéng phan bao phian b déu hon lén
thanh mach. Mot trong nhiing luu y quan trong
ntta la chiéu dai ctia BPT phai pht hop véi chiéu
dai cta ton thuong méi. Viéc st dung thém mot
stent thuong dai hon BPT dugc st dung trudc dé
c6 nguy co 16n dé lai moét viing mach méu khong
dugc phu thuéc chong phan bao, lam han ché hiéu
qué diéu tri cia BPT. Chuing t6i c6 ké hoach tiép
tuc dua cic bénh nhéan nay vao mét qua trinh theo
d6i lau dai hon. Hon nita, can thém céc nghién
ctru quy md 16n dé c6 thé danh gia tot hon y
nghia va hiéu qua cta BPT so sanh voi stent
phu thude.

KET LUAN

Can thiép DMV bing béng phu thuoc
Paclitaxel trong diéu tri tai hep lai trong stent va
t6n thuong mach nho la phuong phép diéu tri rat
htia hen 6 ty 1¢ thanh cong cao, an toan va hiéu
qua phong chéng tai hep trong stent tot.
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ABSTRACT

Objectives: To study the safety and efficacy of paclitaxel-eluting balloon (PEB) in the treatment of small
de-novo and in-stent restenotic coronary artery disease (CAD).

Methods:

This was one - group intervented pre and post study. There were 60 patients using a Paclitaxel- eluting
balloon(PEB) at Vietnam Heart Institute. All patients with symptomatic coronary artery disease including
30 small vessel diseases and 30 in-stent restenosis (ISR) requiring percutaneous intervention (PCI) with a
PEB were studied for short and intermediate term. Clinical follow-up was conducted at 3, 6 and 12 months.
Serial angiographic measurement was performed before and after the procedure, as well as at 6-month
follow-up. Primary outcome was a composite of major adverse cardiac events (MACE).

Results: Procedural success was achieved in all (100%) patients. Mean age was 64,1 £ 9,09 years, 71,7
% presented with acute coronary syndrome (ACS) and 18,3 % had triple vessel CAD. PEB intervention
for small CAD was done in SO % patients and SO % for ISR. However, bailout stent occurred in 2 PEB
patients (3,4%). Mean PEB diameter was 2,76 + 0,47 mm and mean length was 25,9 £ 4,27 mm. Late
lumen loss was 0,38+0,7mm. Target lesion revascularization (TLR) occurred in 3 patients(5%) which
were successfully treated with additional stents; upper gastrointestinal bleeding in presented 2 patient
which was successfully treated with medical therapy, no MACE was observed in other patient.

Conclusion: The PEB intervention for ISR and small CAD is feasibility, safety, impressive
results with S % target lesion revascularization (TLR) for both small and ISR lesions.
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