Nghién cifu tinh hiéu qué va an todn ciia bong phii thuéc...

NGHIEN CUU TiNH HIEU QUA VA AN TOAN CUA BONG PHU
THUOC PACLITAXEL PIEU TRI TON THUONG MACH MAU NHO
VA TAI HEP TRONG STENT MACH VANH

Huynh Van Thudng' & CS

TOM TAT

Dat van dé: Ngay ca trong ky nguyén stent phd thubc, viéc diéu tri tai hep trong stent va tén thuong
nhiing mach mau c6 duong kinh nhé la mot van dé. Bé déng gép mét phén trong viéc tim ra phuong phép diéu
tri tét cho nhiing bénh nhan nay ching toi tién hanh dé tai nham: “Nghién ctru tinh hiéu qua va an toan cua bong
pht thubc Paclitaxel diéu tri tén thuong mach méau nhd va tai hep trong stent mach vanh.”

Phwong phap va doi twong nghién ciru: Nghién ciru tién ciru 89 bénh nhan, duoc diéu trj véi béng
phéng thich thubc Paclitaxel thé hé méi (3microgam/m? dién tich bé mdt cda béng). Tét cd b/n déu duoc
nong bdng béng thuong, sau dé dugc nong bang bong phéng thich thubc Paclitaxel it nhét 60”. Piéu trj 2
loai thubc khéng ngung tap tiéu céu (Aspirin va Clop/dogrel) t6i thiéu 1 thang.

Két qua nghién ctru: Nghién ctru 89 bénh nhén co cac yéu tb nguy co nhw sau: b/n BTD chiém ty Ié 32,6%,
b/n THA chiém ty Ié 51,7%, b/ bj r6i loan Lipid mau chiém ty & 49,4%, b/n hat thuée Ia chiém ty 1é 51,7%. '

Qua 6 va 12 théng theo déi, két qua didu trj ciia béng phong thich thudc Paclitaxel dat két qua tét 89,9%
va 86%. Bénh nhan khéng bi DTD cé két qué tét hon bj BTD 98,3% so voi 72,4% (P<0,000), Bénh nhan
khoéng hat thuébe & c6 két qua tét hon hat thudce 14 94, 7% so v&i 81,3% (P =0,04), nhém bénh nhéan bj tén
thuong mach mau nhé c6 két qua tét hon nhém bénh nhan tai hep trong stent 93,2% so v6i 83,3% tuy
nhién sw khéc biét khéng co y nghia (P=0,11).

Két luan: Trong nghién ctru ctia ching toi, diéu tri tai hep trong stent va tén thuong mach mau nhé bdng
béng phéng thich thubc Paclitaxel, két qua tét 89,9% sau 6 thang theo dbi, két qua diéu tri & nhom bénh
nhén khéng hat thuée 14, khéng DTD tét hon, nhém bénh nhan tén thuong mach méau nhé té ra wu thé hon
nhém téi hep trong stent.

T khéa: Bong phd thube Paclitaxel, tai hep trong stent mach vanh.

ABSTRACT
RESEARCH ON THE EFFECTIVENESS AND SAFETY OF PACLITAXEL-ELUTED
BALLOON FOR THERAPY OF SMALL BLOOD VESSEL LESION
AND IN STENT RESTENOSIS
Huynh Van Thuong' et al

Introduction: Even in the drug-eluting stent (DES) era, the treatment of in-stent restenosis (ISR) and
small vessel lesion is still a relatively common problem. To contribute a part in finding better treatments
for these patients, the topic aims study: “The value of a Paclitaxel-coated drug-eluting balloon in coronary
intervention in patients with in stent restenosis and small blood vessel lesion”.
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Methods: Prospective study on 89 patients with In Stent restenosis and small vessel lesion were,
treated by a new Paclitaxel-eluting balloon (3.0 ug/m? balloon surface area). All lesions were predilated
using conventional balloon angioplasty, then the Paclitaxel-eluting balloon was inflated for a minimum of 60
seconds. Dual antiplatelet therapy (Aspirin and Clopidogrel) was recommended for at least 1 month.

Results: Study in 89 patients with risk factors as follows: 32.6% were diabetic, 51.7% were hypertensive,
49.4% were dyslipidemias and smoking is 51.7%.

Afterr 6 and 12 month follow-up, a new Paclitaxel-eluting balloon group had a good result with 89.9%
and 86%. Patients without diabetes had better results than diabetes group (98.3% vs 72.4%) (P < 0.000),

_ patients without smoking had better results than smoking (94.7% vs 81.3%) (P = 0.04), group of patients

" with small blood vessel lesion better results than in-stent restenosis (93.2% vs 83.3%), however, the

difference was not significant (P = 0.11).

Conclusion: In our study, treatment of in-stent restenosis and small vessel lesion with new Paclitaxel-
eluting balloon, had good result with 89.9% and 86% after 6 and 12 months of follow- up, treatment results
in patients withthout smoking and diabetes were better small blood vessel lesion appear more dominant
in-stent restenosis. ¢

Key words: Paclitaxel-coated balloon, coronary in stent restenosis.

I. PAT VAN PE
Trong thoi gian gan ddy vé6i sw phat trién rét
manh cla nganh tim mach can thiép trong toan
quéc, rat nhidu bénh nhan bj bénh Iy mach vanh da
duoc ctru séng va diéu tri khoi nho vao ky thuét
nong béng va dit stent dé diéu trj nhitng mach mau
- bi hep hoic bit tic hoan toan. Tuy nhién huyét khéi
sém hay mudn trong stent [5], [6], bi tai hep trong
stent sau mot thoi gian diéu tri, dac biét 1a nhiing
bénh nhén bj tdn thu‘cmg nhiing mach mau cé dudng
kinh nho ciing twong ddi thudng gip, viéc diéu tri
n6 nhu thé nao 13 t&i wu 1a mét van dé duoc cic nha
tim mach hoc trong va ngoai nudc quan tim. Dé
dong g6ép mot phan nho trong viée tim ra phuong
. phép diéu tri t6t cho nhiing bénh nhan niy ching
t6i tién hanh nghién ctru d& tai ndy nhim muyc tiéu:
1. Xdc dinh hiéu qua ciia béng phi thudc
PACLITAXEL diéu tri tén thuong mach mau nho va
1di hep trong stent mach vanh.
2. Xdc dinh tinh an toan sau 6 thdng cua béng
phu thuéc PACLITAXEL diéu tri ton thuong mach
mau nho va tdi hep trong stent mach vanh.

II. POI TUQNG VA PHUONG PHAP
NGHIEN CUU

2.1. P6i twgng nghién ciru:

Péi twong nghién cu bao gdm tat ca nhiing
bénh nhan dugc chin do4n x4c dinh tai hep trong
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stent hodc tén thwong mach mau nho theo tiéu
chuén chin do4n cia Hoi tim mach can thiép thé
gi6i, nhdp vién diéu tri tai BV da khoa tinh Khanh
Hoa tir 06/2013 dén 06/2015.

2.2. Phwong phap nghién ciru:

Tiéu chuén chon bénh[2]

- Tai hep trong stent >50% duong kinh long
mach.

- Tén thwong mach vanh c¢6 dudng kinh nho
(d <2,5mm).

- Tén thuong phan nhénh (béng phu thudce dung
nhanh bén).

- Tén thuong 15 phén nhénh kiéu (001).

- Bénh nhan khong thé dung kéo dai (> 6 thang)
2 thudc khang ngung tap tiéu ciu cing luc.

Tiéu chuén loai trur:

- Nhéi mau co tim cép ST chénh 1én <24g va
choang tim.

- Ton thuong canxi héa nang, mach mau xoin.

- Tén thuong dai >30mm. ‘

- Huyét khéi trong tdn thwong dich.

Pinh gia két qua[l]

- Tai hep trong stent (in-stent), hodc tai hep
trong doan (trudc va sau stent Smm) (in-segment).
(Téi hep khi hep >50% duong kinh long mach sau »
6 thang).

- T4i thong tdn thuong dich.

- Nhdi méu co tim.
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- T vong do tim.

- Bién ¢b tim mach chinh

Xir Iy s6 liéu:

Duing phin mém SPSS 15.0 for window dé xir Iy
cac s6 liéu, ding thuét toan khi binh phuong X2 dé
so sanh 2 bién dinh tinh, dung thuat toan t-student
dé so sanh 2 bién dinh lugng, P<0,05 duoc xem nhu
¢ y nghia théng ké.

IIL. KET QUA NGHIEN CUU VA BAN LUAN

3.1. Pic diém chung

Tudi: Tudi nhod nhét 40, tudi 16n nhét 89, tudi
trung binh 67,2 + 11,89

Gibi: nam 64(71,9%), nit 25 (28,1%).

Bang 3.1. Logi tén thwong

Loai ton thwong N(%)
Tai hep trong 30(33,7) | 25(83,3%) BMS
stent

5(16,7%) DES
Mach mau nho 59(66,3)
Tong cong 89(100)

Ty 1é tai hep trong stent c6 30 cas, phin 16n
1a sau dit stent thudong 25(83,3%), didu nay ciing
tuong tu cac nghién ciru trong va ngoai nude do
qué trinh ndi mac héa va ting sinh té bao nhanh
hon [7][8].

Bdng 3.2. Kich thuéc bong dung trong nghién ciru

Pic diém thi thuat Lén nhit Nhé nhit Trung binh
Chiéu dai béng thudong (mm) 30 10 16,03 + 3,99
Puong kinh bong thuong (mm) 3,5 1,25 2,14+ 0,36
Chiéu dai béng thubc (mm) 30 15 21,80+ 5,13
Dudng kinh bong thude (mm) 3,5 . 2 2,38+ 0,39
“Thai gian nong béng thuée (gidy) 90 30 65,50
Ap luc nong béng thudc (bar) 20 6 11,06

Boéng thudng nho nhit 1,25, 16n nhit 3,5, trung
binh 2,14 + 0,36

Bong phit thudc nhé nhét 2.0, 16n nhit 3.5, trung
binh 2,38 + 0,39

Trong nghién ctiu cia chiing t6i 66,3% la tén
thuong mach mau nho, do d6 bong st dung c6 dudng
kinh nhé hon nghién ciru The Valentines Trial cia
Pieter (2,38 + 0,39 so v6i 3,0+0,41 ) [1] [3].

Béng thudng ngan nhét 10, dai nhit 30, trung
binh 16,03 + 3,99.

Boéng phii thubc ngén nhét 15, dai nhat 30, chidu

3.2. Két qua 6 thang sau can thiép

dai trung binh trong nghién ciu ching tdi twong
duong v6i nghién ciru The Valentines Trial cia
Pieter (21,80 + 5,13 so v&i 2449.1) [3]

Bang 3.3. Két qud ngay sau can thiép

Két qua ngay sau can thi€p N(%)
Tot 88(98,9)
XAu 1(1,1)
Tdng cong 89(100)

Ty 1€ thanh cong kha cao sau khi nong béng, chi
¢ 1 cas bi bée tach phai dit stent ngay sau d6 (két
qua tai thong mach vanh tbt).

Bang 3.4. Két qua 6 thing sau can thiép véi cdc nhém cé yéu té nguy co

Céc yéu td nguy co I,(a qua diéu tri sau 6 thang . P

Tot Xau -

C6 RL Lipid 38(86,4%) 6(13.6%) 0,31
Khéng RL Lipid 42(93.3%) 3(6.7%)

Co6 THA 42(91.3%) 4(8.7%) 0,73
Khéng THA 38(88.4%) 5(11.,6%)

Co bTh 21(72.,4%) 8(27.6%) 0,000
Khéng DTD 59(98.3%) 1(1.7%)

C6 thude 14 26(81,2%) 6(18.8%) 0,041
Khéng thudc la 54(94,7%) 3(5.3%)
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Két qua diéu tri cia nhém khong DTD t6t hon so véi nhém cé DTD (98,3% so véi 72,4%), p = 0,000,

OR =22,4(2,6-190,5)

Két qua diéu trj ciia nhém khéng hit thude 14 tt hon so véi nhom c6 hit thude 14, (94,7% so voi 81,2%),

p=0,041, OR=4,15(0,96-17,93).

Khéng ¢6 su khéc biét vé két qua diéu tri cia nhém khong THA, va khong réi loan lipid méu

Béng 3.5. Két qua 6 thang sau can thiép véi chiéu dai bong phi thuéc

Két qua diéu tri sau 6 thang P
Tét Xau
Béng phii thubc <15mm 30(100%) 0(0%) 0,026
Béng phit thude >15mm 50(84,7%) 9(15,3%)

Két qua diéu tri cia nhém ¢ chiéu dai béng phi thude >15 kém hon (84,7% so v6i 100%) (p = 0,026)

Bang 3.6. Két qua 6 thang sau can thiép v6i nhém tdi hep trong stent va tén thuong mach méu nhd

Két qua diéu tri sau 6 thang - P
Tét Xéu
Téi hep trong stent 25(83,3%) 5(16,7%) 0,158
Mach méu nhd 55(93,2%) 4(6,8%)

Két qua diéu tri cia nhém tén thuong mach mau nhé tuong dbi t6t hon so véi nhém tai hep trong stent
(93,2% so v6i 83,3%) tuy nhién sy khac biét khong y nghia (p>0,05).

Bang 3.7. Két qua va cdc bién ¢6 tim mach chinh 6 thang sau can thiép

Chiing t6i Scheller Scheller Bong thwong
Béng thudc N=89(%) Béng thude N=38(%)
N=72(%)
T4i thong tén thuong dich 6(6,7) 11(15,3) 14(36,8)
NMCT 2(2,3) 1(2,6)
Ti vong do tim 1(1,2) 1(1,4) 4(10,5)
Bién c6 tim mach chinh 9(10,1) 12(16,7) 19(50)

Céac bién ¢ tim mach chinh cta nghién ctru
ching t6i thip hon ctia Scheller (10,1% so v&i
16,7%) va thip hon nhiéu so véi nghién ctu
dung béng thuong cua Scheller (10,1% so véi
- 50%) [8], [9]. :

Qua 6 thang theo dbi, két qua diéu trj cia
. béng phong thich thudc Paclitaxel dat két qua tot
89,9%. Bénh nhan khong bi DTD c6 két qua tét
hon bi DTP 95% so vai 43,8%( P<0,001), Bénh
" nhan khéng hut thubc 14 ¢6 két qua tét hon hat
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thudc 14 84% so véi 45,5% (P =0,017), nhom
bénh nhén bi tén thuong mach mau nhd cé két
qua tt hon nhém bénh nhén tai hep trong stent.
80,8% so v6i 50% (tuy nhién su khic biét khong
cO y nghia, P =0,065).

IV. KET LUAN -

- Béng phu thudc duoc xir dung dé didu trj tai
hep trong stent va tdn thuong mach vanh mach mau
nho an toan va hiéu qua sau 6 thang theo dodi.
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- Két qua diéu trj & nhém bénh nhan khong DTD

t6t hon.

- Két qua didu trj & nhém bénh nhan khéng hat

thudc 14 va khong c6 r6i loan lipid mau uu thé hon
nhém hit thudce 14 va ¢6 rdi loan lipid mau.

_ restenosis

74

- Két qua diéu trj cia nhém st dung béng phu
thudc c6 chidu dai nho t6t hon.
- Két qua diéu tri & nhém bénh nhan tén

thuong mach mau nhé wu thé hon nhém tai hep

trong stent.
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