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TOM TAT
Dt vin dé: Hién nay, chua c6 cong ty Viét Nam nao san XUat dung cu Cay ghép cot song va ciing
chua co nghién cuu nao danh gla tinh an toan cua dung cu cay ghép cot song trén ngzml Vigét Nam.
Muc tiéu nghién ciru: danh gia hi¢u qua bucc dau cua dung cu cdy ghép cét song do cong ty 1Q-life
san XUat Déi twong va phwong phap nghién ciru: Day la nghién ciu md ta hang logt ca phau thugt
cot SOng c6 su dung dung cu cay ghép cét séng do cong ty 1Q-life san xudt, thuec hién tai Bénh vién
Nguyén Tri Phuong, Bénh vien Nhan Dan Gia binh, Bénh vién Thong Nhdt tir thing 12/2019 dén
thang 6/2020. Két qud: 15 trieong hop duroc phau thudt, gom: 10 treomg hop phau thudt cét song that
lung, 4 truong hop phdu thugt cét song 6 16i truedre, 1 trieong hop phdu thugt cét seng cé I6i sau. Ghi
nhdn 1 triong hop bién cé bat loi nghiém trong (6%) va 5 trirong hop bién cé bat loi (30%). Céc bién
Co nay khéng lién quan dén dung cu cdy ghép. Tai thoi diém 3 thang sau phdu thugt, 87% bénh nhan
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héi phuc rdt tét va 13% bénh nhan hoi phuc tot. Két lugn: Dung cu cdy ghép cét song do cong ty 1Q-
life san xuat an toan va dat hi¢u qua tot khi phau thudr trén nguoi Viéet Nam.

Tar khéa: Dung cu phau thudt, phau thudt cét song.
ABSTRACT

INITIAL EFFECTIVE EVALUATION OF SPINAL SURGICAL IMPLANTS
MANUFACTURED BY IQ-LIFE COMPANY

Pham Anh Tuan®?*, Duong Thanh Tung?, Le Xuan Long?,
Le Thai Binh Khang?, Le Duc Dinh Mien! Vo Thanh Nghia'?
1. Thong Nhat Hospital
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Background: There is no Vietnamese company that manufactures spinal surgical
implants; and no research on the safety of spinal surgical implants on Vietnamese.
Objective: To evaluate the effectiveness of spinal surgical implants manufactured by 1Q-
life company. Materials and method: This was a case series study of patients who had spinal
surgery using implants manufactured by 1Q-life company, at Nguyen Tri Phuong hospital,
Nhan Dan Gia Dinh hospital, Thong Nhat hospital from Dec-2019 to Jun-2020. Results: 15
cases were operated, include 10 lumbar fusion cases, 4 anterior cervical discectomy anf
fusion cases, 1 posterior cervical fusion case. There were a serious adverse event (6%) and
five adverse event (30%) in this study. 87% of cases had very good and 13% of cases had
good clinical appearance. Conclusion: Spinal surgical implants manufactured by 1Q-life

company are effective and safe for Viethamese.

Keywords: Medical instrument, spinal surgery.
I. DPAT VAN DE

Bénh ly cot song rat da dang, bao gém tir nhitng rdi loan nhe, cp, thoang qua, dén nhitng
bénh ly man tinh, kéo dai sudt cudc doi bénh nhan. Cac bénh ly nay co thé duoc diéu tri noi
khoa hoic can thiép phau thuat. Trong do, chi dinh phau thuat dugc dat ra khi bénh nhan dau
dai dang, khong dap wng véi didu tri ndi khoa, bién dang cot song vashoic ¢ triéu chirng chén
ép than kinh [5].

Hién nay, dung cu cay ghép cot sdng nhu nep, vit, 1ong xuong, dia dém nhan tao,... ngay
cang duoc sir dung rong réi trén nhirng bénh nhan cé ton thuong cot sdng nang véi muc dich cb
dinh dbt sdng hoac thay thé dia dém bénh ly.

Trong mdt nghién ctru duoc cong b6 vao nam 2010 va ndm 2011, Campbell [3], [4] ghi
nhan cac loai bién chu:ng lién quan, dén phau thuat dat dung cu cay ghép cot sbng theo hai nhom:
nhém bién chitng nhé va nhdm bién chang 16n, vai tan suat 0,5%-13,4%.

Tuy nhién, cac nghién ctu chi duoc tién hanh ngoai Viét Nam va véi cac dung cu cay ghép
cot song khong do Viét Nam san xuét. Nhu cau tim hiéu vé tinh an toan khi st dung dung cu
cay ghép duoc san xuét tai Viét Nam trén bénh nhan 1a tién dé cho nghién ctu nay.

Muc tiéu

- Panh gi tinh hiéu qua budc dau cua hé théng dung cu lam cting cot séng lung-thit lung
va cot sdng ¢b 16i trude.

- Panh gia tinh hiéu qua budc dau cua hé thdng dung cu lam cing cot séng cham c¢b trén
bénh nhan c6 chi dinh Iam cing cot sdng bing dung cu.
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II. POI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1 Poi twong nghién ciu
- Poi twong: tit ca cac bénh nhan cd chi dinh phau thuat cot séng:
+ Triéu chirng cach hoi than Kinh tir trung binh dén nang
+ C4c triéu chiing gay anh huong xau dang ké dén chat luong cudc sdng
‘ +Co déq khiém khuyét than kinh dang ké (dau theo ré , yéu nhom co, teo co theo ré
than kinh chi phoi)
+ Hoi chirng chum dudi ngua
+ Diéu tri noi that bai
- Tiéu chuan chon mau:
+ Bénh nhan 6 bénh 1y thoai hoa dia dém, bénh nhan truot dét séng, gay cot Song do
chan thuong va can duoc phau thuat dat dung cu ciy ghép cot Song tai Bénh vién Nguyén Tri

Phuong, Benh vién Nhan dan Gia Dinh va Bénh vién Théng Nhét trong thoi gian tir thang
12/2019 den thang 06/2020.

+ Bénh nhan nam trong do tudi du 18 tudi dén 60 tudi.
+Pdng y tham gia nghién ciu
- Tiéu chuan loai trir trwéc phiu thuat:
+ Bénh nhan tir chdi tham gia nghién cuu.
_+ Céc truong hop roi loan tam than hozc réi loan than kinh co dan toi nhitng bién ching
sau phau thuat.
- C4c bénh Iy noi khoa anh hudng dén chi dinh mé hodc dén sur 1anh vét mo.
- Céc trudng hop viém tiém an trong hoic lién quan dén cot song.
- Béo phi (BMI > 30).
- Mai bi nhidm triing gan day, s6t hoic bi tang bach cau.
- Bat thuong V& xuwong 1am ngin can qua trinh két hop xuong ¢ dinh nep vit.
- Céc vét thuong hd anh huong truc tiép dén viéc phau thuat.
- Loang xuong nang (T-Score dudi <2,5 SD).
- Phu ntr c6 thai.
- Céc trwong hop phau thut hogc bénh khac ma c6 thé dan t6i that bai khi phau
thuat c6 dinh nep vit dia dém nhu sy c6 mat caa cac khoi u, su bat thuong bam sinh. ..
2.2. Phuwong phap nghién ciu
- Thiét ké nghién ciru: Day 1a nghién ctru md ta hang loat ca.
- C& mau: 15 bénh nhan
- Phuong phép chon miu
Lay mau theo phuong thirc thuan tién tai 3 bénh vign c6 chuyén khoa phau thuat cot song,
cu thé 1a bénh vién Nguyén Tri Phuong, bénh vién Nhan Dan Gia Binh, bénh vién Thong Nhat.
- N§i dung nghién ciu
Trugc mo : bénh nhan dénh gia mirc do dau theo thang diém VAS, sitc co, chup MRI
xac dinh vi tri can phau thuat va quyét dinh s6 lwgng dung cu can phau thuat.
Trong mo: ghi nhan thoi gian phau thuat, lwong mau mat, cac bién chirng va sb lugng
dung cu cdy ghép cot séng da st dung.
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‘ Sau mé: bénh nh?n dugc danh gia muc d§ dau theo thang diém VAS, suc co, mic do
hoi phuc theo thang diém Hirabayashi
JOA sau mé — JOA trwéc mé

Ti 1é hoi phuc(%) = 17 —JOA trude md x 100

Tat ca cac bénh nhan trong nghién ctiu s& dugc theo doi danh gia trong thoi gian 03
thang véi mdc thoi gian danh gia nhu sau: 03 ngay trude phau thuat, 01 tuan sau phau thuat
(truwéc l0c xuat vién), 01 thang sau phau thuat (tai kham l1an 01) va 03 thang sau phau thuat
(tai kham lan 02).

- Phwong phap thu thap va xir ly s6 liéu

Bénh nhan duoc danh gia tinh trang trudc va sau phau thuat boi bac si chuyén khoa
than kinh. Sé liéu dugc thu thap dua trén bang thu thap duoc thiét ké san. Sé liéu duoc quan
ly va xur ly bang phan mém SPSS 16.0

-'Y duc

Nghién ctru dugc théng qua bai Hoi dong Y dirc bénh vién Nguyén Tri Phuong theo
quyét dinh s6 16/CN-K2PT
I1l. KET QUA NGHIEN CUU
3.1. Pic diém chung ciia mau nghién ciu

Tir thang 12/2019 dén thang 06/2020, chung t6i da tién hanh phiu thuat 15 truong
hop, gdm 12 truong hop tai Bénh vién Nguyén Tri Phuong, 02 truong hop tai Bénh vién
Théng Nhat va 01 truong hop tai Bénh vién Nhan Dan Gia Dinh.

Trong d6, c6 04 truong hop phau thuat cot séng co 161 trudc, 01 trudng hop phau thuat
cot séng ¢o 16i sau, 10 truong hop phau thuat cot sdng that lung. St dung sé Iugng dung cu
nhu sau:

- 44 vit quéng cung da truc 6,5 x 45 mm

- 6 vit cuong cung don truc 6,5 x 45 mm

- 20 thanh doc 5,5mm

- 4 thanh ndi ngang kich thudc trung binh

-16 dia dém nhan tao kydney

- 4 dia dém auto block

-1dia dém ’dual 6 mm

- 1 nep ¢6 161 trude 5 mm

- 4 vit nep ¢d trude 3,5 x 15 mm

- 8 vit auto block 4,0 x 15 mm

- 9 vit POCE da truc 3,5 x 16 mm

- 3 vit POCE da truc 3,5 x 24 mm

- 2 thanh doc 3,5 x 200 mm
Céc bién c6 bat lgi trong nghién ciu

Chung toi ghl nhan 1 truong hop blen cb bat loi nghiém trong (6%) 1a dot quy néo va
5 truong hop (30%) c6 bién cb bat loi, gom:

- Mat mau nhiéu trong md

- R01 loan duong huyet sau md

- Réi loan dién giai sau mo

- S6t sau phau thuat
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Truong hop bién ¢ bt lgi nghiém trong: bénh nhan dwoc phau thuat 1am ctng cot
sbng thét lung, str dung 4 vit cudng cung, 2 thanh doc va 1 manh ghép nhan tao c6 nhoi
xwong ty than. Ngay sau phau thuat, ghi nhan bénh nhan yéu % nguoi bén tréi, liét mat bén
tréi kiéu trung wong, noi do.

Bénh nhan duoc hoi chan chuyén khoa than kinh, chup CTA, MRI so ndo khdng ghi
nhan bat thudong. Theo ddi, diéu tri ndi khoa va triéu ching hoi phuc hoan toan khi xuat vién
tai thoi diém sau mo 12 ngay.

12
10
8 B S6t sau phau thuat
6 S R&i loan dién giai
e £ . £
ﬁ @ ROi loan dwdong huyét
4 \ . '
3 E Mat mau trong mo
2 &
R !
. %,
Khéng bién c6 SAE AE

Biéu d6 1: Cac bién cd bat loi trong nghién ciu
Nhan xét: Co 6 truong hop bién cé nghiém trong va 1 truong hop bién cé rat
nghiém trong trong nghién cttu. Tuy nhién, khdng ghi nhan truong hop tir vong nao.

Panh gia sau phiu thuat

Mtic d6 dau dugc danh gia theo thang diém VAS tai cac thoi diém sau phau thuat giam
S0 V6i trude phau thuat va su khéc biét nay co ¥ nghia thong ké (p=0,00).

Ty 1é hdi phuc dugc danh gia theo thang diém Hirabayashi tai thoi diém 1 thang sau
phau thuat cho thiy 46% bénh nhan hdi phuc rat tt, 47% bénh nhan hdi phuc tét, 7% bénh
nhan héi phuc trung binh. Tai thoi diém 3 thang sau phau thuat, 87% bénh nhan hdi phuc
rat tét va 13% bénh nhan hdi phuc tét.

7%

O R4t tot
O THt
B Trung binh

Biéu db 2: Panh gia mirc do hdi phuc theo thang diém Hirabayashi tai thoi diém 1 thang sau
phau thuat
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Nhan xét: Hau hét cac truong hop trong nghlen cuu (93%) co két qua theo dbi tai
thoi diém 1 thang sau phau thuat cho két qua tot va rat tot.

Tt ca cac trudng hop chup phim kiém tra sau phau thuat 3 thang ghi nhan:

- Tét ca dung cung dang vi tri.

- Khong ¢o truong hop di Iéch dung cu hay gay dung cu.

- Nhiing truong hop cd sir dung dung cu han xuong lién thdn dbt cho thay hinh anh cau
xuong giita cac than song.

Ngoai ra, tai thoi diem 3 thang sau phu thudt, chung t6i cling khong ghi nhan truong
hop nhiém trung vét mo nao.

Hinh 1: Phim chup kiém tra sau phau thuat

IV. BAN LUAN

Thir nghiém ban dau trén 15 bénh nhan vé co ban cho két qua tét. Cu thé:

V& lam sang: sau mo, triéu ching 1am sang cai thién rd rét. Tai tho diém 3 thang sau
phau thuat, 87% bénh nhan hdi phuc rat tét va 13% bénh nhan hdi phuc tot.

V& can 1am sang: hinh anh chup X quang sau mé chi thiy dung cu dang vi tri, khong di
Iéch, khdng gdy dung cu.

Quaé trinh phau thuat dién ra thuan lgi, khéng c6 tai bién trong qua trinh phau thuat,
khong c6 nhitng bién cb lién quan dén dung cu trong ldc phau thuat. Khi so sanh méi lién
quan giita tinh trang cai thién 1am sang tai thoi diém 3 thang sau phau thuat va cac bién cb
bt lgi, chiing tdi ghi nhan khong c6 méi lién quan giita cac bién cb bat loi dén viéc cai thién
tinh trang 1am sang sau phau thuat (p = 0,57).

Bang 1: Tinh trang 1am sang sau phau thuat va cac bién cé bét loi

C6 bién c6 bat | Khéng bién co Tong
loi bat lgi
Phuyc hoi tét 1 1 2
Phuc hoi rat tot 4 9 13
Téng 5 10 15

Do voi truong hop bién ¢6 bat lgi nghiém trong dot qui ndo, day 1a bién ¢6 c6 thé xay
ra ¢ bat cur cudc phau thuat nao chir khdng riéng gi phau thuat cay ghép dung cu cot song.
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Nghién cuu cta Luca Proietti[7] va cong su nam 2013 cho thay ty 1€ nay la 0,29%, hay
Michael[6] va cong cu nghién ctru nam 2017 1a 0,6%.

Bién ¢ nay cd anh huong rat 1on dén tinh hiéu qua cua dung cu ciy ghép vi triéu ching
co ning va thuc thé cua dot quy ndo lai anh huéng truc tiép dén triéu ching bénh cua doi
tuwong tham gia. Tuy nhién, triéu chirng yéu liét caa bénh nhan phuc hdi hoan toan luc xuat
vién, tai thoi diém sau phau thuat 12 ngay.

Bang 2: Ty Ié cac bién chang trong nghién ctiu caa céc tac gia khac

Loai bién chirng Luca | Giovanni | Michael | Shah Alam | Siemionow

[7] [2] [6] [1] [8]

Yéu liét TK thoang qua 1,48 3,2 2,2

Dot quy ndo 0,29 0,6

Ré&ch mang cirng 4,73 4,5

Pau ré do dung cu di léch 1,78 4.4 0,5 2,8 3,2

Nhiém tring vét thuong néng | 2,07 1,2

Nhiém tring vét thuong sdu | 1,18 0,7 0,7

TAc ruot 0,29

Mau tu 0,29 1,1

Xuat huyét 0,7

D6i vé6i truong hop phai truyén mau trong phau thuat: day 1a 1 bién cb thudng xay ra ¢ tat
ca cac truong hop phau thuat noi chung; khi thoi gian phau thuat kéo dai, ving can thiép phau
thuat c6 hé théng mach mau chi phdi 16n hodc tinh trang rdi loan dong cAm mau [y dbi tuong
tham gia nghién ctru. Cac dbi tuong tham gia nghién ctru c6 bién cb nay duogc truyen 01 don vi
hong cau ling ciing nhém méu va bién c¢b hoan toan hoi phuc trong ngay sau 1 lan truyen mau.

S6t phan g sau phau thuat: day 13 bién cb thuong xay ra ¢ tat ca cac loai phau thuat
khi mot lugng 16n mo bi tan pha trong qua trinh phau thuat giai phong mot luong 16n cac
hoa chét trung gian gdy viém tao phai mg viém cp lam thay d6i thdn nhiét ctia bénh nhan.
Thuong thay khi tién hanh cac cudc dai phiu kéo dai. Truong hop trong nghién ctru nay
nam trong bénh canh ving phau thuat 16n thudc nhom phau thuat dai phau kéo dai. Doi
tuong tham gia nghién ciru c6 bién cb nay dugc diéu tri ha sbt va hoan toan het sau 02 ngay.

R6i loan duong huyét: bay la bién cb thuong gép trén bénh nhan co tién st dai thao
duong d on dinh hodc dang diéu tri. Mot s6 truong hop xay ra khi ¢6 sy chdm soc qua mirc
ctiia ngudinha sau phau thuat lam 16i loan duong huyet tam thoi; Bién ¢ nay s€ dugc nhanh
chong phuc hdi sau khi diéu chinh ché do an va thudc diéu tri. Dbi tuong cé bién cb nay
duoc diéu trj va 6n dinh sau 09 ngay.

Réi loan dién giai: Réi loan dién giaila bién c6 thinh thoadng xay ra sau phau thuat, dugc
diéu tri 6n dinh sau 3 ngay.

V& y dic: thiét ké nghién ctru dugc xem xét boi Hoi dong Pao dic cuia mdi bénh vién dé thoa
mén tiéu chuan Thuc hanh Lam sang Tét danh cho cac nghién cau 1am sang. Bénh nhan hoan
toan ty nguyén khi tham gia nghién ciru va c6 thé ngimg tham gia nghién ctiu bét ci ltc ndo.

V. KET LUAN

_Két qua budc dau nghién cau cho thay dung cu cay ghép cot séng do cong ty 1Q-life san
suat cd hiéu qua tot va an toan khi phau thuat trén nguoi Viét Nam.
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Tir nghién ctru ndy c6 thé mo rong nghién ctru danh gia trén phiéu d6i tugng, nhiéu loai
dung cu va keéo dai thoi gian nghién ciru d€ danh gié toan di¢n ve hi¢u qua, tinh an toan cua
dung cu cay ghép cot song do cong ty 1Q-life san xuat.
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