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Két qua sir dung “thoraflex™ Hybrid” diéu tri bénh 1y
dong mach chu ngwe phire tap tai Bénh vién Hiru nghi Viét Dirc

Phiing Duy Hong Son"?, Lé Hong Qudn®, Nguyén Hitu Udc®”

TOM TAT

Muc dich nghién ciru: Gioi thi€u va danh
gia két qua st dung mach nhan tao c6 gin dng
ghép n6i mach Thoraflex™ Hybrid diéu tri bénh
Iy dong mach chu nguc phuc tap tai bénh vién
Hiru nghi Viét Buec.

Déi twong va phwong phdp nghién ciru:
Nghién ctru mo ta hdi ctru nhoém bénh nhan duoc
phiu thudt sir dung mach nhin tao co gin 6ng
ghép ndi mach Thoraflex™ Hybrid tai Bénh vién
Hiru nghi Viét Duc tir thing 01/2021 dén thang
05/2023.

Két qud: Co 21 bénh nhan tham gia nghién
ctru, nam gidi: 85,7 %. Tudi trung binh 58.2+10
(40-73) tudi. Tién st sd bénh nhan c6 THA: 19
(90,5%), md lai sau md 16c DPMC type A: 02
(9,5%) bénh nhan. Theo nguyén nhdn s6 bénh
nhan phong dong mach chii nguc: 03 (14,3%), loc
DMC type A cép tinh: 16 (76,1%), loc DPMC type
B: 02 (9,5%). Trong d6 c6 16 trudng hop phai md
cap ctru chiém 76,1%. Tat ca bénh nhin duoc
phiu thuat theo mot quy trinh thong nhét: bao vé
nao bﬁng tudi mau ndo chon loc hai bén, ha nhiét
d6 vira 28°C, theo ddi bdo hoa oxi ndo bang may
MASIMO. Thoi gian tuan hoan ngoai co thé
137,5+22,9 phat; thoi gian cdp dong mach chu
86,3+17,6 phat; Thoi gian ngimg tudn hoan nira
dudi 25,248,9 phat; thoi gian phiu thuat
7,7£10,3 gio. Thoi gian rat ndi khi quan 7,2+9,7
ngay; thoi gian nam hoi suc 18,8+20,7 ngay;
thoi gian nim vién sau md 19,9 + 6,5 ngay. Co
01 bénh nhan phai dan lyu dich nio tuy sau md.

Khong bénh nhan nao tai bién chay mau, liét day
than kinh quat nguoc trai, md lai, tir vong sém
sau mo.

Két Iugn: Két qua bude dau cho thiy phau
thuat str dung mach nhan tao c6 gan dng ghép ndi
mach “Thoraflex™ Hybrid” tai bénh vién Hitu
nghi Viét Puac la kha thi, cho két qua tbt, an toan.

Tie khoa: Bénh dong mach chu nguc,
frozen elephant trunk, Thoraflex™ Hybrid, léc
déng mach chi, phong dong mach ch.

RESULTS OF USING THORAFLEX™
HYBRID PROTHESIS FOR THE
TREATMENT OF COMPLEX AORTIC
DISEASE AT VIET DUC UNIVERSITY
HOSPITAL

Background: The aim of this study was to
introduce and evaluate the early results after the
frozen elephant trunk (FET) procedure with
Thoraflex™ Hybrid prothesis for the treatment of
complex aortic disease at Viet Duc University
Hospital.

Methods: This is a retrospective descriptive
study of all acceptable patients after the frozen
elephant trunk (FET) procedure with Thoraflex™
Hybrid prothesis at Viet Duc University Hospital
from January 2021 to May 2023.
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Results: There were 21 patients with a male
rate of 85.7% and an average age 58.2+10 years
old (range 40-73). History of patients with
hypertension: 19 (90.5%); post-dissection aortic
aneurysm: 2 (9.5%) patients. By cause, the
number of patients with thoracic aortic aneurysm
was 03 (14.3%), acute aortic dissection type A
was 16 (76.1%), and aortic dissection type B was
02 (9.5%). In which there were 16 cases of
emergency surgery (76.1%). Replacement of the
aortic arch was performed under moderate
hypothermic (280 °C on average) circulatory
arrest and bilateral selective antegrade cerebral
perfusion with permanent monitoring of cerebral
tissue oxygenation by the MASIMO machine.
Average cardio-pulmonary bypass time, aortic
cross clamp time, distal hypothermic circulatory

arrest time, and operating time were 137,5+22.,9
minutes; 86,3+17,6 minutes; 25,2+8,9 minutes;
and 7,7£10,3 hours. The average ventilation time,
length of intensive care unit stay, and hospital
stay were 7,2+9,7 days, 18,8+20,7 days, and 19,9
+ 6,5 days. There was one patient with post-
operative cerebrospinal fluid drainage. No patient
had bleeding complications, recurrent nerve

palsy, reoperation, or in-hospital mortality.

Conclusion: The initial results after the
frozen elephant trunk procedure with Thoraflex™
Hybrid prothesis for the treatment of complex
aortic disease at Viet Duc University Hospital
were safe, good, and feasible.

Keywords: thoracic aortic disease, frozen
elephant  trunk, Thoraflex™ Hybrid,
dissection, aortic aneurysm.

aortic

PAT VAN DE

Bénh 1y quai dong mach chu (PMC) hi¢én
tai c6 nhiéu phuwong 4n diéu tri trong d6 k¥ thuat
“vii voi dong lanh” (FET - Frozen elephant trunk)
d dugc phat trién trong khoang hai thap ky gan
day, cho dén nay né d trd phuong phap chinh cho
diéu tri bénh Iy ny'>. Vi su ra doi va phat trién
cua can thi¢p ndi mach, st dung stent graft dong
mach cha d khéc phuc dugc nhiéu nhuoc diém
ctia k¥ thuat FET kinh dién*. Trn thi truong hién
nay co nhiéu loai vat liéu mach nhéan tao ¢ gén
6ng ghép ndi mach nhu Thoraflex™ Hybrid
(Terumo), E-Vita™ Open (Jotec), Cronus™
(MicroPort  Medical),
Lifeline). Thoraflex™ Hybrid dugc bdo céo su

Frozenix™  (Japan
dung lan dau tién vao niam 2010° cho dén nay d ci
khoang hon 13.000 thiét bi duoc ban thwong mai

trén toan the giéi’, nhiéu nghin ctru cho thay sir

dung Thoraflex™ Hybrid dé diéu tri bénh ly
DPMC nguc phirc tap mang lai nhiéu lgi diém, cho
két qua tdt, an toan®™*. Tai bénh vién Viét Duc,
Thoraflex™ Hybrid dugc sir dung tir nam 2021,
trong nghién ciru nay ching t6i mudn giGi thiéu
va danh gia két qua budc dau viéc ung dung vat
liéu nay trén lam sang.

POI TUQONG VA PHUONG PHAP
NGHIEN CUU

1. P6i twong va phwong phap nghién ctru:

Nghién ctru mé ta hdi ctiru nhom bénh nhin
duoc phau thuat st dung mach nhan tao co ga‘in
ong ghép ndi mach “Thoraflex™ Hybrid” tai
bénh vién Hitu nghi Viét Puc tur thang 01/2021
dén thang 05/2023.

DPao dirc nghién ciru: Nghién cuou duogc
thong qua va tién hanh duéi sy chdp thuan cia
Ho6i déng dao dtrc bénh vién Hiru nghi Viét Buec.
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KET QUA
Co6 21 bénh nhan du ti€u chi nghién ctru, cac dac diém 1am sang va can lam sang dugc mo ta
trong bang 1.

Bang 1: Pic diém Iim sang va cin lAm sang ciia bénh nhan nghién ciru (N=21)

Pic diém N %

Tudi 58.24+10 (40-73)
Gibi Nam 18 85,7
Nir 3 14,3

Tién str Tang huyét ap 19 90,5
Pai thio duong 1 4,8

Tai bién mach mau ndo cii 1 4.8

M5 lai sau md 16c DMC type A 2 9,5

Lam sang Liét day quat nguoc trai 1 20
Dau nguc 15 76,1

Loc DMC type A cép tinh 16 76,1

Loc DMC type B 2 9,5

Bénh chinh Phong DPMC nguc 3 14,3
Mb cép ctru 15 71,4

Thaidoxuwtri | Vg ¢6 tri hoan 6 28,6

Tudi trung binh 58.2410 (40-73) tudi, nam gidi chiém da s6 85,7%. Tién sir s6 bénh nhan co
THA: 19 (90,5%), mé lai sau md 16c DMC type A: 02 (9,5%) bénh nhin. Theo nguyén nhin s6 bénh
nhan phong dong mach chi nguc: 03 (14,3%); 16c DMC type A cép tinh: 16 (76,1%), 16c DPMC type
B: 02 (9,5%). Trong d6 c6 16 truong hop phai md cdp ctru chiém 76,1%. Cac dic diém trong phau
thuat duoc trinh bay bang 2 va bang 3.
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Bang 2: Céc dic diém trong mé ciia bé¢nh nhan nghién ciru (N=21)

Pic diém N Ti § %
Dong mach than canh tay dau 12 57,1
Vi tri canule Dong mach nach phai 7 33,3
Dbong mach dui 2 9,5
Phau thuat kém theo Stra van hai la 2 9,5
Thoi gian chay may (phut) 137,5
Thoi gian (Trung binh) 1229
Thoi gian cap DPMC (phut) 86,3 +17.,6
Thoi gian nging tudn hoan nira dudi (phut) 252 +89
Thoi gian mé (gid) 7,7+ 10,3
Ha nhiét d 28°C 100
Loai Thoraflex™ Hybrid Plexus 100
Ante — Flo 0
Vi tri miéng ndi dau xa tai vung Zone 11 100
Vi tri che phu cta stentgraft Tir @6t sdng T8 tro 1én 90,5
Duéi d6t séng T8 9,5
Bang 3: Dic diém kich thwéc Thoraflex theo tirng bénh ly
Dwong kinh Stentgraft
Bénh N | machnhan tao mp o ik | Chidu dai | Oversizing
' (mm) (mm) (mm) (%)
Loc DMC type A | 16 26,8+1,6 29+2,0 140,6+20,1 4,3+2.9
cap tinh
LocDPMCtype B | 2 26 28 150 2,8x1,3
Phéng PMC nguc | 3 28435 31,345,0 150 + 0,0 8,810,4

Thiét 1ap tudn hoan ngoai co thé da phan qua dat canuyn dong mach than canh tay dau (57,1%).
Hau hét cac bénh nhan dung mdt canuyn tinh mach vao nhi phai, c6 2 truong hop phai canule vao tinh
mach chu trén va tinh mach chi dudi do cAn stra van hai 14 kém theo, ha nhiét do 28°C, tudi mau nio
chon loc hai bén cho tat ca cac truong hop, theo doi do bdo hoa oxi ndo biang miay MASIMO. Thoi
gian tuan hoan ngoai co thé 137,5+22,9 phut; thoi gian cap DMC 86,3+17,6 phat; Thoi gian nglmg
tuan hoan nira duégi 25,2+8,9 phut; thoi gian phau thuat 7,7+10,3 gio. O céac bénh nhan 16c PMC type
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A cap tinh chung t6i str dung céc vat liéu Thoraflex ¢é kich thudc nhd hon cac bénh nhan phong hay
16¢ man tinh. C6 2 bénh nhan phai stra van hai la kém theo.

Céc bien s0 thoi gian trong va sau mo dugc trinh bay ¢ bang 3.

Bang 4: Cic chi s6 sau phiu thuit va bién chimg

Pic diém Trung binh
Thoi gian rat NKQ (ngay) 7,2+9,7
Thoi gian nam hoi stre (ngay) 18,8+20,7
Thoi gian ndm vién sau mo (ngdy) 19,9 £ 6,5
. Loc méu tam thoi sau md 1
So bénh nhan .
Dan luu dich nao tuy 1

Thoi gian rat NKQ 7,2+9,7 ngdy; thoi gian ndm hoi sirc 18,8+20,7 ngay; thoi gian nam vién
sau mb 19,9 + 6,5 ngay. C6 01 bénh nhan suy than can loc mau tam thoi, 01 bénh nhan phai dan luu
dich ndo tuy sau mo. Khong bénh nhan nio tai bién chay mau, liét day than kinh quit nguoc trai, md
lai, tr vong trong vién sau md. Sau md bénh nhan duoc theo ddi dinh ky. Két qua chup cit 16p vi tinh
trong qua trinh theo ddi trinh bay & bang 5.

Bang 5: Két qua chup cit 16p vi tinh sau mo

Cic chi s6 nghién ctru N=21 Ti 18 (%)
Endoleak loai I 0 0
Huyét khdi long gia 21 100
Dat thém stentgraft PMC nguc 2 9,5
Survival Function ) .

‘__g s

€

E .

Biéu d6 1: Ti 1é séng - chét trong tong sé bénh nhan theo Kaplan - Meier
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Biéu do 2: Ti Ié séng - chét trong tirng nhém bénh theo Kaplan - Meier

BAN LUAN

Nghién ctru ndy nhim gi6i thidu va danh
gia két qua budc dau phau thuat sir dung mach
nhén tao c6 gan 6ng ghép ndi mach “Thoraflex™
Hybrid” diéu tri bénh ly dong mach chi nguc
phuc tap tai bénh vién Hiru nghi Viét Puc tu
thang 01/2021 dén thang 05/2023.

Dic diém thiét ké doc ddo cua Thoraflex™
Hybrid dong mot vai tro quan trong dén kha
ndng st dung hi¢u qua cua nd. Thong thuong
cac loai stentgraft dung dé can thi¢p ndi mach
dong mach chu nguc khong dugc thiét ké dé dua
ngugc vao PMC xudng tir quai PMC do d6 né
dé bj di chuyén va endoleak. Véi Thoraflex™
Hybrid (4nh 1) thi miéng ndi dau xa s& cb dinh
stentgraft vao quai PMC dé tranh di dong, hon

-
_ —_— ;' _.\'_‘.__\1 .

<A
3

nita sy on dinh cia stent duoc ting cudng boi
vong nitinol - cdu hinh gitp cho stent phu hop
v6i hinh dang cua quai DPMC va doan dau cia
PMC xudng. Bén canh d6 véi Thoraflex™
Hybrid Plexus (4nh 1) thi quai PMC va cac
nhanh duoc tai tao nho ba nhanh mach nhan tao
polyester dét Gelweave c6 tim gelatine giup han
ché ro ri mau, nhanh mach thr tv duge thiét ké
san cho phép tudi mau nira dudi co thé ngay sau
khi miéng ndi dau xa dugc hoan thanh giup giam
dang ké thoi gian thiéu mau cuc bd tai cac co
quan ndi tang, tuy séng va hai chan. Bén canh d6
su da dang vé kich thuéc cua mach nhan tao va
stentgraft tao diéu kién cho chung ta co nhiéu

lya chon phu hop cho cac bénh nhan?3’

Anh 1: Céc logi Thoraflex™ Hybrid’
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Vé ddc diém 1am sang, do tudi trung binh
cua nghién ctu ching t6i la 58.2+10 (40-73)
tudi, nam gii chiém da s 85,7% so v&i mot s6
tac gia khac trén thé gidi c6 doi chut thip hon
nhu Tan? 63+13 tudi, nam: 58,6%; Konrad
Wisniewski® 60.4 + 10.3 tudi, nam: 65,3%;
Malakh Shrestha® 60 + 14 tudi, nam 73,5% boi 1&
day 1a mot ki thuat méi dugce thyc hién tai trung
tam tir ndm 2021 vi vay chiing t6i cling lua chon
nhiing bénh nhan do tudi tré chua qué cao, bénh li
nén it chu yéu la tang huyét ap chiém 90,5%. Loc
DMC type A cap tinh van chiém mét ti 1¢ dang ké
s6 bénh nhan duwoc diéu tri bang FET-
Thoraflex™ Hybrid trong nghién ctu nay
(76,1%) va trén thé gigi'™.

Chiing t6i thuong lwa chon canule tryc tiép
vao dong mach nach phai hoac dong mach than
canh tay dau (19/21 bénh nhan). Nhiéu nghién
ctru cho thidy phwong phap nay dam bao tudi
mau cho cac mach ndo tdt, don gidan hod viéc
tudi mau ndo chon loc, giup tao phau trudng
rong rii va rit ngin thoi gian phau thuat hon®’.
Can thiép canule qua dong mach nach phai van
12 mot phuong phép dé 4p dung, hiéu qua trong
tudi mau ndo chon lgc, nhung nd cling céd thé
lam ton thwong dam rdi canh tay phai, cic
khuyén céo ciing cho thiy khong nén dat truc
tiép hé théng tudi mau nio truc tiép vao dong
mach canh dé tranh tic mach do huyét khdi hodc
do khi ddc biét la trong cac truong hop l6c PMC
cép tinh®. Trong ki thuat tuwdi mau nio chon loc,
viéc lya chon tudi mau ndo mot bén hay hai bén
hién nay van con dang duoc thao luin, mot sb
bdo céo da di dua ra két qua viéc tudi mau nio
chon loc hai bén cho phép ngimg tuan hoan lau
hon'®. Vi vy viéc lya chon vi tri canule DPMC
phu thudc vao nhiéu yéu té nhu tinh trang huyét

Phiing Duy Hong Son, Lé Hong Qudn, Nguyén Hitu Udc

dong, dic diém giai phiu-bénh 1y ctia bénh nhan,
kinh nghi¢m cta béc si.

Trong nghién ctru nay chung t6i st dung ki
thuat ghép tung nhanh Thoraflex™ Hybrid
Plexus v&i cac nhanh ciia quai PMC cho tét ca
cac truong hop. D6i voi viée cdy ghép lai cac
nhanh cta quai PMC hién tai c6 hai ki thuat
thuong dugce dung la ghép ca cum cac nhanh hodc
la ghép tung nhanh. Theo tac gia Di Eusanio va
cong su'! d4 chi ra rang ki thuat ghép timg nhanh
c¢6 nhiéu loi diém hon nhu (1): Vi tri gdc tach ra
cac nhanh cua quai thudong coé xo vira va voi hoa
va viéc cit bo toan bo viing quai bénh 1y chira cac
nhanh gitip giam nguy co tic mach ndo thap; (2):
Thoi gian thiéu mau nira dudi co thé va tay trai
giam do miéng nbi dau xa duoc thuc hién & vung
Zone II va sau khi lam miéng ndi dau xa xong
chiing ta c6 thé cho tudi mau lai nira dudi co thé
qua nhanh mach thit tu ctia Thoraflex™ Hybrid;
(3): Thoi gian chay méy tudn hoan ngoai thé va
thoi gian thiéu mau co tim ngin hon do khi hoan
thanh miéng nbi dau xa sau d6 lam miéng ndi dau
gan va cac nhanh cta quai duoc ndi trong khi tim
dap; (4): Vi tri miéng ndi cua ki thuat ndi ca cum
nhanh nam sau dong mach dudi don trai nén kha
sau, khé thyc hién va dé chay mau®. Miéng nbi
dau xa cua chiing toi tai vi tri ving II giup d&
thyc hién va giam thoi gian nging tuan hoan nira
dudi ciing nhu nguy co chin thuong diy thin
kinh thanh quan quat ngugc bén trai

Viéc lua chon lwa chon kich thude va chiéu
dai cta stent-Thoraflex™ Hybrid dugc xic dinh
trude phau thuat dya theo timg bénh ly. Chiing toi
lya chon oversizing stent-Thoraflex™ Hybrid cta
cac trudng hop phong PMC nguc 14 16n hon so
véi cac truong hop l6c DPMC, dac biét cac trudong
hop 16c BMC cép tinh; két qua nay ciing twong
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Két qua sir dung “Thoraflex

duong v6i nhiéu nghién ctru cho thiy viéc lya
chon kich thuéc oversizing cta stent-Thoraflex™
Hybrid thudong khong qua 15% dbi voi bénh nhan
bi phong PMC va khoang 5-10% déi voi bénh
nhan 16c DPMC>%!2, T4t ca cac bénh nhan duogc
chup cat 16p vi tinh sau md 3-6 thang déu cho
thdy c6 huyét khdi trong long gia dén vi tri 1/3
dudi DPMC nguc; két qua nay 1a twong dbi tot boi
18 muc tiéu diéu trj cua nhiing bénh nhan sau md
16c DMC cép tinh 1a tao huyét khdi long gia va
nd c6 thé tir 3 thang dén 1 ndm mdi hinh thanh
dugc, tuy nhién diéu d6 khong phai lac nao ciing
mong mudn & nhitng bénh nhan sau mb 16c PMC
man tinh vi cdc nhanh DPMC quan trong doi khi
duogc cung cip boi long gia*. Trong nhom nghién
ciru nay chung t6i c6 2 bénh nhan vi tri che phu
cua stentgraft qua d6t séng T8, sau md c6 1 bénh
nhan biéu hién yéu 2 chan, duogc dan luu dich ndo
tuy sau d6 phuc héi dan; trén bénh nhan nay dong
mach dbt séng trai kich thudc 16n, tach truc tiép
tir quai PMC va kip md da bac cau tai tudi mau
lai dong mach nay. Bién chirng than kinh 1a mot
bién ching khong phai hiém gip, co ché bénh
sinh ¢o thé do thoi gian nging tudn hoan nira
dudi, kich thudc cta stent-Thoraflex™ Hybrid, ki
thudt tudi mau ndo chon lgc, thoi gian chay may
tuan hoan ngoai co thé hodc do huyét khdi long
gid hinh thanh qua nhanh ¢ nhiing bénh nhan 1oc
DMC man tinh c¢6 nhanh cdp mau cho tuy song

Trudc phau thuat

Sau md 1 thang

Hybrid” diéu tri bénh Iy dong mach chii ngue phirc tap ... 29

xuét phat tir long gia’. Dé giam thiéu bién ching
ndy, mot sd tac gia di dé xuit s dung stent-
Thoraflex™ Hybrid ngan hon hoic dwa miéng
nbi dau xa vé vung zone 0-1, vi tri dau ngoai vi
stent khong qua T7-T8, hodc dan luu dich ndo tuy
thuong quy**.

Céac dic diém trong mo vé thoi gian md,
thoi gian cip PMC - nging tuin hoan nira dudi -
chay mdy tuan hoan ngoai co thé, thoi gian rat
thd may, ndm hoi sic trong nghién ciru nay la
tuong duong hoic ngan hon so véi nhiéu tac gia
trén thé gi¢i>*>°. Vi vay mic du ti 1¢ tr vong ciia
phau thuat FET-Thoraflex™ Hybrid van con
tuong d6i cao boi dic diém quai DPMC phirc tap
vé giai phau, bénh 1y, phau thuat, gy mé hoi stc,
trong nghién ctru cua chung t6i khong cé bénh
nhdn nao tr vong sdm trong 30 ngay; ti 1& song
sOt sau 6 thang, 12 thang va 24 thang lan luot 1a
95%, 85% va 73%.(Biéu do 1). So v6i mot sb tac
gia khac thi ti I¢ to vong som trong 30 ngay cua
ho trong khoang 1,8-17,2%, ti 1¢ séng sot chung
sau 1 ndm la khoang 88-95%, sau 2 nam la
khoang 90%. O timg nhom bénh, s bénh nhén tir
vong do 16¢c DMC type A cép tinh van chiém da
sO so véi nhom phong DMC trong nghién ciru
ndy (Biéu do 2) va trong nhiéu nghién ciu
khac®®. Cac bénh nhan déu duoc theo ddi dinh ki
sau md vao cac khoang thoi gian 1-3-6-12-18-24

thang. ..

Sau mé 9 thang

Anh 2: Hinh dnh cit I6p vi tinh ciia bénh nhén truwéc va sau mo
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Han ché ciia nghién ctru ching t6i 1a nghién
ctru don trung tam, so lugng bénh nhdn nghién
ciru it va thoi gian theo ddi con ngan. Trong
tuong lai tdc gia s€ c6 nhiing so li€u 16n hon va
thoi gian theo doi dai hon, chinh xac hon.

KET LUAN

Két qua budc dau cho thiy phiu thuat su
dung mach nhén tao cé gan ong ghép ndi mach
“Thoraflex™ Hybrid” tai bénh vién Hitu nghi
Viét Btre 1a kha thi, cho két qua tot va an toan.
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