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NHAN XET 12 TRUO'NG HOP TAO HiNH KHUYET SO BANG MANH VA
HOP SO TUY CHiNH, CHE TAO BANG CONG NGHE 3D TU VAT LIEU
Y SINH PEEK TAI BENH VIEN DA KHOA TINH HAI DUONG

Vii Tri Hiéu*, Trinh Binh* *, Lé Thi Hong Nhung** *

TOMTAT

Muc tiéu: Nhan xét bha nang chinh xdc cia 12
manh PEEK tuy chinh trén 12 ton thuong Hhwuyét so va
l et cha thich cua 12 bénh nhan dudc tao hinh

tuyet so bang manh va so PEEK. D&ltuxmgvé
gurary ‘Tr nghign cliu mo ta cht ngang trén 12

énh nhan bilhuyet so do mat xuang, v xudng, tiéu
xuang, nhiém rung dudc tao hjnh bang 12 manh
PEEK tly chinh. Chan dodn, phau thuat dugc thuc
hién tai Bénh vién Dakhoa Hai Duong. Két qua: 90%
manh PEEX tly chinh vira bhit véi ton thuang, 11/12
bénh nhan &n dinh vét md, ra vién ngay tuan dau. 1
trudng hap dtch phal I lj ravien sau 10 ngay. Két
hsdn: Manh va hop, so PEEK tly chinh c6 do chiph xac
cao, thdi gian phau thuat nhanh, thao tag, dé. Gan
100% manh ghép PEEK dn dinh, lhong nhiem trung,

thal g Bénhnhan ra vien ngay tuan dau,
hefhoa tao hinh Hhuy&t so, PEEK, manh ghép
tly chinh

SUMMARY

ANALYSIS 12 CASES CRANIOPLASTIES
WITH IMPLANT CUSTOMIZED
MANUFACTURED BY 3D TECHNOLOGY
FROM PEEK BIOMARTERIAL AT HAI
DUONG GENERRAL HOSPITAL

Objectives: Analysis of accuracy of 12 customized
PEEK fragments on 12 cranial defect and
biocompatbility results of 12 patients who were
cranial —repar surgery with PEEK cranial. Subject
andMethods: A cross-sectionnal propecive study on
12 patients who were (cranial: bone loss,
fragmentation, bone resarption, nfection and other
causes, Diagnosis and surgery are performed at Hai

Generral Hospital, Results: 90% of customized
PEEK good fit for the calvarial defect. 11/12 patients
stabilized the incision, they remained hospital for 1
weel's before dlschardqsrga them. 1 case incison
swellng must be arged after 10 days.
Conclusion: customized PEEK shull fragments has
high accuracy, excellent cosmetic outcome, reduce
operatln? time. Cranioplasty with PEEK implant is
ion for patients, no infection and rejection.

The pabent discharged from hospital in the first weel.
Keywords: Cranioplasty, PEEK, custmized implant
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I. DAT VAN DE

Tao Hinh lai lhuyEt so 14 mét phau thudt bit
budc sau m& hdp so ddi &p. XuUong so 1 thin
Augc str dung phd bin Vi khéng lo thal ghép, chi
phi ft, phau thudt dé. Tuy nhién nhiéu trudhg
hap ménh xuehg va vun, mé’txuonq vadic biét
xuong sau lhl ghép lal bl Béu gy sap, in manh
chép Chrhvivév, trénmeqddécémleu
nghién cu dé tim ra _nhing vat léu phu ho'p
sinh hoc, ¢g, thocdechetaocac manh va hdp
50, trong @6 c¢b PEEK (Polyether Ether Ketone) -
mét loai nhua nhiét déo c¢é cac dic tinh ddng
rhu xuong tu nhién, Vai su két hap cdng nghé
in 3D va nhura PEEK, cho phép tao racac manh
va lhuyét so ¢b cac dic tinh sinh hoc, ¢d hoc
nong b xuong tu nhién vé ddc biét Hich thude,
Hnh dang phu hap, vdl t8n thuong clia tiing
bénh nhan (sén pham tly chinh — customized),
I€ ¢4 nhing t8n thiuong phdl hap, lhuyet 50
phUc tap. Tal VIEt Nam, n3m 2018 Vién nahién
ofu va phét trién vat Ileu y sinh thubc Céng ty B
phén v sinh Ngoc Bao da dugc UBND TP Ha Nai
giao deé téi “"Nghién cliu ché tao ménh va hép so
va Bi cdu xuoha ham dudl bang c¢bng nghé 3D
tr vt iéu y snh Polvether Ether Ketone -
PEEK". San pham manh va hop so sau khi ché
tao da duogc thlf nghi€ém danh gia an toan sinh
hoc theo ISC 10993, Trong bai bao nay, chiing
ol xin giél thigu 12 trubhqhdp str dung manh va
hopsoPEB\chetaoba‘\oconqnaheSDuJy
chinh cho tiing ncud {customized) cla Vién
Nghién cliu va Phat trién VAt Iéu Y sinh &€ tao
Hnh Khuyét so cho 12 trudhg hop, da phﬁn 14
rhihg trudhag hop dic biét Ikhéng thé st dung
manh xuoha so tur than tal bénh vién Pa lthoa
thh Hal Duohg, Muc téu

- Nhdn xét dé chinh xdc cda médnh PEEK tréhn
tén thuichg lhuyét so.

- Panh gid bude déu lhd ndng tuohg thich
cta manh vd hdp so PEEK trén 12 bénh nhdn
duot tao hinh & Bénh vién da lhea Ha Duchg
6 thdng déw nam 2017,

I1.DOI TUONG VA PHUONG PHAP NGHIEN CrU

1. B6i tuong nghién ciru: 12 bénh nhan bi
khuyét xiuong so do mat xuong, va xuonag, tiéu
xuang.
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2. Vat liéu nghién ciru: marh va hép so
PEEK cla Cty CP v sinh Ngoc Bao dugc che tao
san cho tling bénh nhan.

3. Phuong phap tién hanh:

Cdc budc tién hanh:

- Khdm ldm sang lua chon bénhnhin

-Chp im CT, fle d¥ Bu CICoM, tao mah
dhép phit hep cho ting bérh nhén rén may v thh,

-In 3D manh va hép so bang vat liéu PEEK
(loai PSI - Patient Special Implant PEEK),

-Lam sach, dérg gdi, tét rlng bang ta gamma.

Hﬁ&mwhhlnwétsobéumkhvé
PEEX do ting bérh rhdn theo gl thh thdrg
thjtm QuA irh phiu thust, nhén xét mikc dd chih
¥ac, pmhcpmahvacﬁvdmtrmm:

- Danh ga két qua bénh nhan sau ghép bang
tham kham ldm sang, ¥.quang

4. Chi tiéu nghién caru:

I11. KET QUANGHIEN cJ'u

-Mlc @6 chinh x&c clia manh qhep PEEK cho
ting khuyét so: manh ahép wira khit val tén
thirohag hodc phél chinh sira

-Bénh nhan sau ghép manh PEEK: tal chb:
manh d'\ép chac chén, dung nap t8t)chdna ¢ tu
dich, Ihdna nhiém trung. X.quang: manh ghép
khéng di Ech, xuong quanh méanh ghép khéng
blen 6& bt muem

Hinh 1. Manh ghép PEEK sau khi thiét ké
dugtc in bang mdy in 3D

2.1, Nguyén nhan stf dung, vi tri, kich thudc ving khuyét so

21 1 Nguyénnhénwch,ngménh PEEK

/\:gl;rymm.an sur dung manh va bang vét liéu sinh hoc
Nguven

Mat xuong Tiéu xuong Vo nhieu manh Tong
SO BN 1 3 8 12
Tyle (99) 8.4% 25% 66.69% 100%
Tat ca cac ruong hop co chi dinh su dung manh PEEK deu I'hdng cd Tha nang sU dung lai manh

xuong so cla chinh minh, Dic biét ba trudng hap da sUf dung nhiung bi tiéu xuohg.

2.1.2 Kich thudc vimg khuyét so
Bang 2. Kich thude vang khuyét

Kich thuoc <70 cm? 70-100 cm? > 100 cm? Tong
SO BN 1 5 [ 12
TYIE (%) 8.4% 41.6% 50% 1009%
Hau het benh nhan ded cd vuna Ihuy tso dén tch 16h, rén 100 cm 2 NéU Theng tao hinh s€ 3nh
hudha nahiém trong déh chifc ndng va tham my.
2.1.3 Vitri vung khuyét
Bang 3. Vi tri ving khuyét so
Vi tri Tran Tran — Thal duong Phoi hop Tong
S6 BN 3 4 S 12
TVIE (%) 25% 33% 42% 100%
Ba phan ton thuchgnam & vung tran, tran — thai duchg.Bac Bt nhiew ton thuchg pha hap, phii tap.

2.2 Két qua phau thuat

2.2.1 B chinh xac dia manh w)?:hkha nang phai chinh sira
n

Bang 4. Mrc dé chinh xac cua PEEK so voi vung khuyét so
S6 manh ghép Vira khit Phal chinh stranhiéu | Chinh stra it Tong
SO BN 10 0 2 12
Tyle (%) 83% 0% 17% 100%
Trén 809% cac manh ghép vira lht véi ving lhuyet so, 179% phai chinh stfa rthiung mdc dd chinh

stfa l:hong rhigu,

2.2.2 Két qua theo dbi sau md
Bang 6. Két qua som sau mé sau 3-5 ngay -—
Kho, sach Tu Nhiém trc ar
Két qua o o o o N “;% Tong
Manh PEEK 12 T00% 0% 0% 0% 0% 12
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Sau 3 dén 5 ngdy, tit ca cic vét méd khd, sach, khdng tu dich, khdng nhiém tring.

Bang 7. Két qua kham lai sau 1 thang

K&t qud Kho, sach Long manh ghep Tudich Tong |
qu N % N % N % )
Manh PEEK 11 51.6% 0% 0% 1 8.4% 12

”~

N

e

Hinh 2. Hinh anh hop so bénh nhan trud’ctrong va gf manh PEEK

IV. BAN LUAN

Trong 12 trudng hop st dung manh PEEK
tao hinh khuyét so, hau hét déu la nhiing trudng
hap khéng thé sir dung méanh ghép tr than do
xUiong va, mat xucna dic biét tiéu xuong. Nhiéu
nghién cliu cho thay sUf dung manh xuongso tu
than sau mét thdi gian thudng bi sap, Iin do
XUong bi tiéu, Kich thude ving lkhuyétkha Ién, vi
trf hau hét & ving trén, thél duong — trdn, nal
rat,can phdl tao hinh d€ dam bdo chifc ndng va
tham m¥. Nhiéu ving khuyét phic tap, phdi hop,
rat khd tao hinh nél khdng str dung |7 thuét ché
tao manh ghép iy chinh bina in 3D.

Két qud nahién cliu sau Ih I3p méanh ghép
PEEK cho 12 ving lkhuyét so cho théy da sb céc
méanh ghép déu viralhit vél ving lthuyét (83%),
hal trudng hap phal chinh st 1d hal manh gh
cho hal ving lkhuyét Bn quan d&én trdn héc mat.
Piéu nay chiing td Ikha nang thiét 1€ manh (.hép
tf file df liéu cla bénh nhan kha chinh xac. Thal
alan phau thuét so vl phau thuét tao hinh bang
chinh manh xuohg ctia bénh nhin tuchg duoha
nhau, hoang 2 qio.

Vé bénh nhidn, K&t qué theo déi clia ching
tdi sau 1 thdng rén 1dm sang va X.quang cho
thdy 90% cdc manh chic chan, 6n dnh, dung
nap t&t. Bénh nhan hai lbng. Truéhg hop mot
bénh nhan (8,4%) sau ghép 1 thang bi tu dich,
nhiém tng, sau khi ding lkhdng sinh thi 1hdi,
khdng phé thdo manh ghép. Két qua nghién cliu
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KEt qua [hamlal sau 1 thang cho thay tat ca cac manh ghép chac chan, 1hdng ¢d trudng hq; Nnao
I6na, d Ech. Tuy nhién cé 1 bénh nhan vét mo tu dich, chi€m tv € 8,4%.

.

cla ching ti it hon mot s tic qgid nhu
Rosenthal G (2014), bdo cdo két qua nghién cliu
trén 65 bénh nhin ghép manh vé so PEEX bing
¢dng nahé N 3D trén bénh nhan da ghép xuong
ns than bl nhiém tring, téu xuong, mat xuong
va cac trudng hop khéc, cd ty 1€ nhiém tring
119% phung clng héng phd thio bd manh
dhép. Theo Goh RC (2012) tao Hinh huyét so
7én 31 bénh nhin bang méanh v4 PMMA ty |&
rhieém tring sau ahép 1a 12.19%. Tac qid Wiagins
A (2013) tao hinh Ihuyét so trén 127 bénh nhan
bing U titan ty 1€ nhiém tring 13 169%. Naay
ca ghép xuong so t than theo tic gld Cheng JK
(2010) nghién clu trén 84 trudng hap, ty 1€
rhiém tringla 10.7%. )

Vé |§ thudt sir dung manh PEEK dé tao hinh
lhuyét so tsona tu sif dung manh xucng so b
than va cling ddng cac tac aa khac.

0‘(7

A B
Hinh 3. Manh PEEK sur’ au%;al BV Hai

Duong 2019 (A) (Vi Tri Hiéu)va (B) manh
ghép sur dung tai Singapore 2014
(Rosenthal G 2014)
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V. KET LUAN

Két qua nchen cliu trén 12 bénh nhin tao
hinh lhuyét so bang manh va so PEEK tuy chinh
(customnzed), ché tao bing ¢ong nghé 3D cla
Vlen Nghién cliu va phat trién vat u v sinh -
ConqtyCPYsrthocBaochomay

1.G3n 909% manh PEEK wfa Lhit vdi th
thuong, mét s6 chinh stfa rhd, That gian phau
thudt tohg duchg phau thudt dit lal manh
Xuong so S than, khoang 2 go,

2. Theo ddi sdm cho thay |t qua ot dat 91,
6%, MBt trudng hop tu dich phal ding Ihéng
sinh. Khéng ¢é trudng hop ndo phil thio bé.

Minh PEEK ché’taonenqchotm'\qnq.rd
(customized) ¢b thé 4p dung cho cée truding hap
d3 s dung manh xuong so t than nhuhg bl
téu xuohg, cdc tTudhng h?ﬁ xuong bi v3 nhiéu
méanh, céc trubhq hap b nhu ciu tham m§ cao.
Thol gian phau thuat nhanh. Mmh d’)ép chic
chdn, 6n dnh. Cal thién déng 1€ mét s6 tiéu
chiing thén lanh.,
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