PAT VAN DE

Can thi la tat khic xa hay gip nhit, chiém 1/4 dan s6 trén thé
glol Can thi gém cén thi hoc duong va can thi tlen trién hay
can thi nang. Can thi nang chiém khOang 2,1% dan sb thé gisi va
la nguyén nhan thr 7 gay mu ¢ My] va nguy co tré thanh mot
trong nhirng nguyén nhan hang dau gay mu loa ¢ Trung quoc
Cén thi ndng lam gia tang nguy co cac van dé nghiém trong o
mat nhu bong vong mac, duc thé thay tinh, tang nhan ap, co
thé dan dén mat thi luc va mu. Vi vay diéu tri can thi nang la
mot trong nhung mdi quan tdm hang dau cua cac nha nhan khoa
trén thé gioi.

C6 rat nhiéu phuong phap diéu tri can thi nang, tu cac
phuong phap khong phiu thuat nhu deo kinh gong, kinh tiép
xUc... d&én cac phuong phéap phau thuat nhu tac dong 1én giac mac
(PRK LASIK, SMILE..), lén thé thuy tinh (Phaco Phakic...).
M01 phuong phap deu ¢6 uu nhuoc dlem rleng Vi vay dung trude
moi truong hop cu thé, nguoi thay thudc can cén nhic than trong
dé diéu tri thich hop.

Gan day céc tac gia trén thé gii da nghlen ctu mot phuong
phap tang cuong luc khic xa cho nhan cau, do la phau thuat dat
thé thay tinh nhéan tao (TTTNT) hau phong trén mat con thé thuy
tinh dé diéu tri can thi. Phuong phap nay xuat hién tir nam 1997
va di thyc hién duwoc hon 400000 ca trén thé gisi. Bén nay,
phuong phép nay to ra phu hop sinh ly hon cd. Ngoai viéc dit mot
TTTNT xen giita mit sau mong mat va mat trugc thé thUy tinh
thay cho mot kinh phan ky dung ngoai, phuong phap nay khéng
tac dong nang né dén bat ky thanh phan nao cia mat. Dong thoi,
theo nhiéu két qua nghlen ctru, day la phuong phap cho ket qua
cai thién thi luc cao va it bién chang.

O Viét nam, day 12 mot phiu thuat méi, chwa c6 nhiéu bao
cdo di sau nghién ctru toan di¢n va c6 h¢ thong cling nhu danh
gia két qua lau dai. Vi vay Chung to1 thuc hién nghién ciu
“Nghién ciru higu qud |au dai ciia phwong phdp dit thé thiiy
tinh nhén tgo trén mit con thé thiy tinh diéu tri cin thi
ndng” nham 2 myc tiéu sau:
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1. Ddnh gid hiéu qua ldu dai cua phu’o‘ng phap phéu thuat dat

TTTNT trén mat con TTT diéu tri cén thi ndng.

2. Phan tich mét so yéu té lién quan dén két qud ciia phdu
thudt.
Y nghia thue tién va déng gép moi cua ludn an:

Diy 1a nghién ctru mé ta tién ctru, khong c6 nhém chimg,
thyc hién lan dau cho phau thuat Phakic ICL dit TTTNT hau
phong diéu tri can thi ning.Nghién ctru theo déi két qua lau dai
trén 99 mat caa 54 bénh nhan, thoi gian theo ddi 1én téi 5 nam.

Cau truc cua luin an
Luin an day 124 trang, gom:

- Dit van dé: 2 trang
- Téng quan: 36 trang
- Péi tugng va phuong phap nghién ciru: 17 trang
- Két qua nghién curu: 37 trang
- Ban luan: 28 trang
- Két luan: 2 trang
- DPong gop mai cua luan an: 1 trang
- Hudng nghién ctru tiép ciia dé tai 1trang

- Luan an gém 44 bang, 22 biéu dd,15 hinh
- Luéan an str dung 82 tai liéu tham khao

Chuong 1
TONG QUAN

1.1. CAN THI NANG
1.1.1. Binh nghia cén thi ning:Can thi trén 6D goi 1a can thi nang
1.1.2. Cac nguy co' cia can thi ning

Thodi hoa dich kinh, teo hac mac,gian 16i cing mac,tan mach
dudi vong mac, thoai hoa hoang diem, 16 hoang diém, bong
vong mac. Cac thoai hoa day mét chu bién: c6 tir 5-7% bénh
nhan can thi co vét rach ¢ ving chu bién véng mac. Nhung thoai
hoa can diéu tri dy phong la thodi hoa rao, thoai hoa bot sén, vét
rach hoac 15 vong mac.Bong vong mac & mét can thi: can thi cang
cao cang dé bi bong vong mac, can thi trén -5D ¢6 nguy co bong
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vong mac la 2,4% cao hon 40 Ian S0 V&i nguoi co mat chinh thi
(0,06%), lam ting nguy co c6 vét rach 1én 90 lan, bong vong mac
hai bén tur 8 dén 32% o ngudi bi can thi cao.

1.2. CAC PHUONG PHAP PIEU TRI CAN THI NANG

1.2.1. Céc phwong phép diéu tri khong phau thuat

Chinh kinh gong, dat kinh tiép xuc
1.2.2. Cac phwong phap phau thuat
1.1.2.1. Tac dgng lén cing mac: nhidu bién chimg, hién nay
khong lam nira
1.2.2.2.Tac dong Ién giac mac: cic phau thuat gidc mac don gian,
nhanh, khéng xam 1an, pho bién, nhung khong thuc hién duogc
khi cén thi cao trén 10D, gidc mac mong, giac mac hinh chop, s¢o
gidc mac, kho mit...

- Rach gidc mac hinh nan hoa (Radial incisional surgery)

- Dat thdu kinh vao trong chiéu day giac mac

- Cat got giac mac dudi vat

- Phuong phdap PRK (Photo Refractive Keratectomy)

- Phuong phdp LASIK(Laser in Situ Keratomileusis)
1.2.2.3. Tac dgng Ién thé thay tinh (TTT)
* Phdu thudt |dy thé thiiy tinh, dat TTTNT

Gan day, do su tién bo vuot bac cua phau thuat phaco (tan

nhuyén thé thuy tinh bang siéu am), chat nhay va TTTNT,
phuong phap nay da duogc st dung rong rai trén thé gisi. Phau thUat
tuong doi an toan, hi¢u qua va thi luc thuong tang theo tién luong
truge mo. Tuy nhién, mat mat thé thuay tinh s& khong dleu tiét duoc.
C6 thé gap maot sb bién chung nhu duc, rach bao sau thé thiy tinh,
bong vong mac, giam thi lyc nhin gan...
* Phiu thudit dat TTTNT trén matcon TTT (Phaklc IOL hay PIOL):

Bio ton du’orc kha nang diéu tiét cua bénh nhan, dai diéu tri
rong, ca cén th, vién thi va loan thi. Blen chung nhur mot phau thuat
xam lan, duc TTT, tang nhan ap, mat te bao ndi md giac mac. CO 3
loai:Phakic IOL tién phong,cai mong mat, hau phong.

1.3. PHAU THUAT PHAKIC ICL HAU PHONG:

Thyc hi¢n tor ndm 1997, trén 400.000 ca trén thé gioi.
Nguyén 1yladatl TTTNT vio sau méng mat va mat trudc thé thiy
tinh, phu hgp sinh 1y hon ca



1.3.1.Chi dinh va chéng chi dinh ciia phiu thuat Phakic hu phong
Chi dmh phau thuat Phakic dugc chi dinh cho tat cd cac
truong h0’p can thi, ké ca cac truong hop cén thi cao trén 10D.
Chong chi dinh. tudi trén 45, duc the thuy tinh, c6 cac bénh
vé mit khéc, té bao ndi mo < 2000 té bao / mm3, d6 sau tién
phong < 2,8mm.
1.3.2.Bién chirng cia phau thuat Phakic ICL
Theo y vin, cac bién chung cua phau thuat gom bién ching
trugc mb nhu xuat huyét do laser méng mét, bién ching trong
mo nhu cham bao truéc TTT, xoay TTTNT va blen chung sau
mé nhu: ton thwong TTT, ting nhan &p, rd vét mo, mét té bao
ndi mo, bong vong mac, viém ndi nhan...
1.4. CAC YEU TO LIEN QUAN DPEN KET QUA PHAU THUAT
PHAKIC ICL
1.4.1. Mot so yéu to lién quan den khiic xa: cong suat giac
mac,do sau tlen phong, cong suat the thuy tinh, truc nhan cau
4.1.2. Céc yéu to lien quan dén két qua phau thuat:
Tudi, khic xa trude mo, thi lyc trude md

Chuong 2
POI TUQONG VA PHUONG PHAP NGHIEN CUU

2.1. POI TUQNG NGHIEN CUU

Bénh nhén cén thi ndng dugc dleu tri theo phuong phép
dat TTTNT hau phong trén mat con thé thuy tinh (Phakic ICL) tai
Bénh vién Mat Trung wong tr 05/2007 den 10/2012.

Tiéu chuin lya chon: tudi tir 18 dén 45, do cén thi trén 6D
hodc trén 3D nhung chidu day glac mac qua mong, 6n dinh khuc
xa trudc mo 6 thang, thi luc cai thién bang chinh kinh > 1 hang,
d6 sau tién phong > 2,8mm, s6 luong té bao ndi méd > 2000 té bao
/mm2

Tiéu chuan loai trur: mat doc nhat, bénh nhan c6 céc bénh
khéc vé mit, bénh cap hodc man tinh toan than: b¢nh h¢ thong,
dai thao duong, cao huyét ap, bénh ac tinh, phu nir c6 thai va cho
con bu
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2.2. PHUONG PHAP NGHIEN CUU
2.2.1.Thiét ké nghién ciru

Nghién ctru thir nghlem 1am sang, khéng c6 nhém dbi chimg.
2.2.2. C& miu nghién ciru

. Zf_a,z >; pxq _ 1,96><1,96><(3,70><0,30 8067
d 0,1

S rnat thuc hién trong nghién ctru : 99 mat, sau md 5 nim
con 48 mat
2.2.3. Phuwong phap thu thap so li€u

Mau bénh 4n nghién ctru (phan Phu luc).

Bénh nhan dugc kham va do dac trudc mo, sau mé 1 ngay, 1
tuan, 1 thang, 3 thang, 6 thang, Indm, 2 ndm, 5 nam.

2.3. PHUONG TIEN VA CACH THUC NGHIEN CUU

2.3.1. Phuong tién nghién ciru: 1a cac phuong tién san co tai BV
mat Trung Uong

2.3.2. Cach thirc nghién ciru

*Thu thdp thong tin trudc phéu thudt

Hoi bénh, khdm mit, do khuc xa, thi luc, nhén ap, cac yéu to
giai phau:

Do vault (khoang cach gilra mat sau gidc mac va mat trudce
ICL), d6 sau tién ph(‘)ng, khiic xa gidc mac, ban kinh cong gidc mac,
truc nhan cau do sau tién phong, duong kinh glac mac (white to
Whlte) chiéu day giac mac, dém té bao ndi md giac mac. Can 1am
sang: diéu am, di¢n vong mac, OCT ban phan trude.

*Chudn bi bénh nhan truéc mé

- Dleu tri du phong: trudc phau thuat 1 thang, chi dinh cho
nhu’ng mit c6 ton thuong thoai hda vdng mac chu bién nhu: thoai
hoa rao, thoai hoa dang bot sén.

- Trudc phiu thuat: 02 tudn cit mong mat chu bién bang laser
YAG
“Tién hanh phau thudt. phuong phap Phakic ICL
*Ghi nhdn cdac kho khan, bién chitng trong va sau phau thudt
2.3.3. Panh gia két qua lau dai sau phiu thuit:1 ngiy, 1 tuan,
1 thang, 3 thang, 6 thang, 1 ndm, 2 ndm, 5 nam..




Két qua chi quan (murc d6 hai long cua bénh nhan) va ket
qua khach quan: khiic xa (cAu, try, twong dwong cau sau rno ton
du khuc xa sau mo trong khoang +0.5D, +1.0D, £2D, >2D, ton du
khuc xa theo murc d6 tat khuc xa trudce mo) thi luc (CO klnh khong
kinh, nhom thi luc > 20/40, > 20/20, so hang th1 luc tang sau mo),
chi so hiéu qua (thi lyc khong kinh sau md/ thi lyc c6 kinh trude
mo) Blen chimg sau md, thay d6i vé nhan ap, giai phau sau mo do
su tién phong, t& bao ndi mod giac mac, Vault sau mo, chi so an
toan (thi luc co kinh sau md/ thi lue 6 kinh truge mo)

Cac yeu t6 lién quan: cac yéu to vé giai phau ( do sau tlen
phong, chleu day, ban kinh cong, duong kinh glac mac...), tu01
truc nhin cau, khuc xa trude md, thi luc trude md...1ién quan den
két qua sau phau thuat
2.2.4. Xir 1y s6 liéu: S6 liéu thu thap duoc xtr 1y bang phan mém
SPSS 16.0, test Khi binh phwong, T-test, ANOVA test, cac
phuong trinh hdi qui tuyén tinh...

) Chuong 3 ]
KET QUA NGHIEN CUU

3.1. PAC PIEM BENH NHAN

3.1.1. Pic diém chung:Thoi gian nghién ctu tir thang 05/2007
dén thang 10/2012, 54 b¢nh nhan, trong d6 c6 19 nam (35 2%) va
35 nir (64,8), 99 mat 9 bénh nhan dugc m6 1 mit va 45 bénh
nhan dugc mo 2 mat Tudi trung binh cta bénh nhén la 24,35 +
6,18, chi co 4 mat ctia 2 bénh nhan 41 va 45 tudi.

3.1.2. Pic diém vé chitc ning

Thi lyc khong kinh trude mo tir BBT 0,1m dén 0,08, thi luc
trung binh truéc md khoang 0.037. Thi lyc ¢6 kinh trudc md tir
0,04 dén 0,32.

Chtic nang vBng mac: 21/99 mit (21,2%) dién vong mac giam
stit trAm trong, 68/99 mit (68,7%) dién vong mac giam slt con mot
nira ngudng sinh ly, 10/99 mét (10,1%) & ngudng giéi han binh
thuong. 52/99 mit (52, 5%) thoai hoa vong mac chu bién 6 nguy co
cao nén phai laser rdo chan trudc md.
3.1.3.Két qua vé khic xa: Khiic xa cau trude liét diéu tiét 1



-14D (-3.5D dén -27.5D), khuc xa ciu sau liét diéu tiét 1
-13.23D (-3.5D dén -26.75D), khiic xa twong duong cau 1a
-14.54D (-4.25D dén -28.12D).

Bing 3.3: Mirc dé tit kh(c xg trwée mo

Loai khic xa Mirc do S6 | Tylé | Trungbinh
khiic xa mit | (%) (D)
, >5D 5 5,0
E[’)‘;C xatru 3D — 4.9D 17 | 17,2 -2.37
dudi 3D 77 | 77,8
> 19D 15 | 152
Khic xa cau 10D —189D | 54 | 545 | ..o
(D6 can -D) 6D — 9.9D 21 | 21,2 '
du6i 6D 9 9,1
KChi > 19D 25 | 253
duggg"ig‘mg 10D—189D | 51 | 515 | .,
(-D) 6D — 9.9D 17 | 17,2
dudi 6D 6 6,0
Léch khiic xa2|  c6 léch KX 73 | 737
mit lechKXtrén 3D | 14 | 141

3.2. KET QUA PHAU THUAT
*Khuc xa cau trude va sau mo theo thoi gian

-D
14
\ 13.23
o \\
8 \
a \\
\11 101
0.8
o
tredcmd  1ngay  1tudn  1thdng  3thang  6thang 1na 2 nam 5nam 'hoigian

Biéu do 3 1 Khuc xa cdu trwéc va sau mé theo thoi gian
Khiic xa cau giam tir -13.23D con -1.17D sau ngay md, xap
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xi & 1D, chénh I¢ch khuc xa 12D, su khac biét c6 y nghia théng
ké, véi P<0.05

*Khiic xa cau trudc va sau mo theo mirc d¢ khiic xa trué'c mo

KX truée mé KX du tinh ingdy  ltwan  ithéng  3thang  6thang  12thang  24théng  60thang

Biéu dé 3.2. Khiic xa cdu truwdc va sau mé theo mirc dg khiic xa
triede mo
Nhém can thi dudi 10D con ton du khuc xa sau md thép nhét,
khoang 0.5D, nhém 10D- 18.9D con khoang -1D, nhom >19D
con tur 2.35 - 3.5D
*KhUc xa cau sau mod theo nhom khic xa ton du sau mo
Bing 3.5. Khic xg cdu ton dw sau mé

KX ton dw 0.5D %10 2.0 >2.0
Thoi glc';m sc”z % Sé % sc;) % S(:) %
sau mo mat mat mat mat
1 ngay 59 | 59,6 73 73,7 | 83 | 838 | 16 | 16,2
1 tuan 63 | 63,6 73 73,7 | 83 | 838 | 16 | 16,2
1 thang 63 | 63,6 74 74,7 | 83 | 83,8 | 16 | 16,2
3 thang 64 | 66,0 74 76,3 | 81 | 835 | 16 | 16,5
6 thang 56 | 62,2 69 76,7 | 77 | 856 | 13 | 144
12 thang 56 | 71,7 62 79,4 | 68 | 87,1 | 10 | 12,9
24 thang 44 | 57,9 57 75,0 | 64 | 83,1 | 13 | 16,8
60 thang 32 | 69,6 39 848 | 45 | 93,7 | 3 6,3

Ngay ngay dau sau mo, cd 59,6% dat khlc xa trong khoang
+0.5D, dat cao nhat sau mo 1 nam (71.7%). Khuc xa ton du +1D




dat khoang 75%, cao nhét sau 5 nam 84,8%. Kh(c xa ton du trong
khoang +2D dat xap xi 84%, cao nhat ¢ thoi diém 5 nam 93,7%.
* Khdc xa tru trueée va sau mo theo thoi gian

-D

2.5

\2.37
2

N\

1

0.97

o.5

o

tredc md 1 ngay 1 tuan

1thang 3thang 6thang 1 nam 2 nam 5 nam

Theigian

Biéu dé 3.3. Khiic xa tru trwdc va sau mé theo thoi gian

Khic xa tru truée mo 1a -2.37+1.43D, ngay ngdy dau sau
mo, khic xa tru trung binh con -1.09D, va 6n dinh ¢ mtrc nho hon
-1D & cac thoi diém khacnhau véi P < 0,05. (Gidi han diéu tri
khuc xa tru cua ICL 1a -5D)
*Kh(c xa tru trueée va sau md theo mire @9 khic xa

D
7 -

6 - (&)

5 -

0
[ tney | 1w

1 théng

Whdidadidi

® duw6i 3D
W 3D +5D
25D

uTB

3 thang ‘ 6 thang ‘ 12 théng ‘ 24 thang ‘ 60 théng

Trwée md Thaigian

Biéu do 3.4. Khiic xa tru truwéc va sau mé theo mivc dp khuc xa
Nhém khic xa tru duéi 3D, khiic xa ton du sau mo la -0.65
dén -0.84D Nhém -3 dén -5D c6 mirc ton du sau mo xap xi -
1.5D, con nhém >-5D, khuc xa tru dao dong tir -1.33 dén -2.20D,
sau md 60 thang & mac -1.75D.
*Kh(c xa tru sau md theo nhom khuc xa ton duw
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Tyle %
120

100

80

60

6.6

a2

1ngay

1tuan

1thang

3thang

6thang

12 thang 24 thang

60 thang

Thorigian

Biéu dé 3.5. Khiic xa tru ton dw sau mé

C6 36,1% dén 48,9% dat khic xa tru trong khoang +0.5D,
khic xa t6n du +1D dat khoang 70%, cao nhat sau 60 thang
81,3%. Khic xa ton du trong khoang +2D dat xap xi 92%, cao
nhét & thoi diém 5 ndm 95,5%. Khdc xa tén du trén -2D thuong

roi vao nhom ¢ khic xa tru trudc mé trén 5D.

Két qua khiic xa trong duong cau cling tuong tu kxa cau, try

3.2.3. Két qua thi lyc sau mo

* Thi hre khong kinh (TLKK) sau mo so véi thi

kinh, thi lwc c6 kinh (TLCK) truwéc mo

Bing 3.6:Thj lwc khéng kinh sau mé so vdi thi lwc k
¢6 kinh triwée mé

Iwe khong

hong kinh,

Thi lwc khong Chénh

Sé kinh (TLKK) Chénh TLKKsau
Thoi gian mit Truéc | Sau | TLKKtrudr, mo va
mo mo sau mo TLCK

truéc md
1 ngay 99 | 0,0370 | 0,610 0,573 0,291
1 tuéin 99 | 0,0370 | 0,746 0,709 0,244
Sau | 1 théng 99 | 0,0370 | 0,688 0,651 0,369
mo | 3 thang 97 | 0,0304 | 0,708 0,678 0,390
6 thang 90 | 0,0317 | 0,742 0,710 0,409
12thang | 78 | 0,0288 | 0,735 0,706 0,410
24théng | 77 | 0,0323 | 0,721 0,689 0,381
60 thang | 48 | 0,0313 | 0,752 0,721 0,450
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TLKK sau md ting so v6i trude mo tir 0.573 dén 0.721. TLKK sau
md tang hon TLCK truge mo tir 0.291 dén 0.450.
*Thi luwc khong kinh sau mo theo mirc do thi lue

Tyle %

60 [

s0 17

a0 7
® <20/40
H 20/40-20/20
¥ >20/20

30 1

20 1

Thorigian

1ngay 1tuin 1thing 3thang 6thang 12 théng 24thang 60 thang

Biéu d6 3.9. Thi lwc khong kinh sau mé theo mirc dé thi luc
Thi lyc khong kinh trudce mé 13 0.37. Thi luc <20/40 dat
sau md 1 ngay, 6 thang, 5 nim giam dan 40.4%- 20%- 16.7%. Thi
luc 20/40- <20/20 dat cao nhat, xap xi 50%, thi luc >20/20 ting
dan tir 3% dén 32.2% sau 6 thang, 37,5% sau 1 nam.
*Thi lwe c6 kinh sau mo theo cac mire dd thi lwc

Tylé %
90

80

o\
o\
\

515 515
A 515 /\ 487 487 50 <20/
50 444 'y i -
= 20/40-20/20
20 - —4>20/20
404 = - V 39.7 39.6
)(_ 374 . 371 397
30
23/ / \
20
/ \KA 111 111 113 10 13 15 104
/ B

Trwde md 1ngay 1tuan 1thang 3thang 6théng 12thang 24 thang 60 thang Thoigian

Biéu do 3.12. Két qui thi e cd kinh sau mé theo nhém thi lirc
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D thi cho thiy sy chuyén dich tir nhém thi luc thip c6 ty 18
giam dan, nhom thi luc cao co ty 1¢ tang dan theo thoi gian
* §6 hang thi luc ting sau mé:

Do muc d¢ tang thi lyc khéac nhau gitra cdc nhdm nghién ctru
(phé‘m 16n bénh nhan trong nghién ctru c6 do can thi, loan thi qua
cao, hodc I¢ch khuc xa qua 16n nén khong deo dugc kinh, hoac
nhuoc thi, ton hai vong mac... nén thi lyc tang it hon cac truong
hop tat khuc xa thong thudng), vi vy s6 hang thi luc ting 1én sau
mo so véi khong kinh va c¢é kinh truée md ¢é ¥ nghia hon nhiéu
so voi gia tri thi luc khong kinh va c¢6 kinh sau md cia bénh nhan
*S6 hang thi lwc khong kinh sau mo ting so véi truéc mo:

Thiluc

W TLKKSM-TLKKTM
W TLKKSM-TLCKTM

Biéu dé 3.13. Sé hang thi luwc khong kinh sau mé so véi thi lie
khong kinh va c6 kinh truéc mo

3.2.4. Tinh trang giai phiu sau phiu thuat
Té bao ndi mé gidc mac va dj sdu tién phong, dj vault

Té bao ndi md giac mac qua cac thoi diém theo ddi lan
luot 1a3059-3025-3019-3008-3008-2996- 2912- 2921.Trudc khi
phau thuat sé luong té bao ndi moé gidc mac/mm2 1a 3059 *
205, sau phiu thuat cho dén 3 thang, sd luong niy chua giam
nhiéu, cho tdi thoi diém 6 thang va 5 nim giam khoang 1,9 —
4,8%, su khac biét co ¥ nghia théng ké (P< 0,05).

Do sau tién phong (tinh tir mit sau t& bao ndi md gidc mac
dén mat trude thé thuy tinh ctia bénh nhan) trudc md 1a 3,17mm,
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giam dan sau md va dat 2,982mm sau 2 niam. Sy thay d6i nay ¢ y
nghia thong ké véi P<0,05

D6 Vault (khoang cach tir mat sau ICL dén mit trudc thé
thuy tinh ctia bénh nhan) twong ddi 6n dinh qua cac thoi diiém
theo doi, d vault trung binh theo thir tu 1 tudn, 6 thang, 2 ndm va
5 nam la 0,69-0,68-0,68-0,67. Khéng cO0 bénh nhan nao co6 do
vault qua thip hodc qua cao.

3.2.5. C4c bién chirng ciia phiu thuit

3.2.5.1. Bién chirng truwéc va trong mé: ching toi khong gip mot
bién chimg nao trudc md lién quan dén vét ddt laser mong mat
chu bién ciing nhu cac bién ching trong md nhu: ton thuong
mdng mét, rach bao thé thuy tinh, xep tién phong...

3.2.5.2. Bién chirng sau mé

C6 4 mit (4%) 6 3 bénh nhan c6 hién tugng 16a, 3 bénh nhan
(4 mat) c6 nhtrc dau, nhirc mat sau mo tir 3 ngay dén 1 tuan (do
nhin 4p ting), 2 mét chi dung thudc ha nhin ap, 1 mat phai ban
laser mong mit b sung, 1 mat phai phau thuét cit be. 10% bénh
nhan c6 cam giac com vudng sau phau thuat, cam giac nay mat di
sau khi cit bé miii chi giac mac cho bénh nhén sau md 2 tuan. CH
1mat (1%) léch TTTNT sau mot ngdy phat hién ra, da dugc xoay
ICL, nhung bénh nhan nay bi viém mang bd dao & thoi diém 1
ngdy sau m6 xoay ICL, 1 mit (1%) duc bao trudc thé thuy tinh,
tuy nhién & mtrc do nhe, thi lyc con tuong ddi so véi trude md
nén ciing chua can thi¢p gi. Chlng t6i chua gip bién ching viém
ndi nhan, bong vong mac...

Nh&n &p trung binh trudc mo 1a 18,12 + 1,26. Tai cac thoi
diém theo doi, nhan ap lan luot 1a18,12-18,22-18,04-17,95-17,71-
17,86-17,70-17,83. Su khac biét vé nhan ap khong c6 y nghia
thdng ké (P > 0,05) ¢ cac thoi diém sau md.

3.2.6. Chi s6 an toan va chi sé hiéu qua:
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Chi s6 an toan = thi lyc chinh kinh tot nhat sau md/ thi lyc
chinh kinh t6t nhat trudec mo.Chi sb hiéu qua = thi luc khong kinh
saumd/ thi luc chinh kinh tdt nhét trudc mo.

Bing 3.15: Chi s6 an todn va chi so hi¢u qud theo thoi gian

Thoi gian 1 1 1 3 6 12 24 60
S6 ngdy | tudn | thang | thang |thang| thang | thang | thang

Chi sbantoan | 2,406 |2,563| 2,563 | 2,563 | 2,868 | 2,625 | 2,656 | 2,750
Chi séhiéuqua |1.912(2.338|2.156 | 2,226 | 2,228 | 2,262 | 2,121 | 2,490

Céc chi s6 nay déu dat muc do dat yéu cau, noi 1én tinh an
toan va hi€u qua cua phau thuat.

3.2.8. Panh gia chung két qua phiu thuit theo cic mirc d)

Bing 3.16: DPdnh gid chung két qud phdu thudt theo cdc mirc dp

hoi gian| 1 ngay | 1thang | 3thang | 6 thang | 12 thang | 24 thang | 60 thang
Miic do ) | ) | () | (%) | () (%0) (%0)
Tot 73,7 74,7 76,3 76,7 79,4 75 84,4
Khé 10,1 91 6,9 8,9 7,7 81 8,9
Trung binh 142 142 14,8 12,4 10,9 14,8 4,7
Kém 2 2 2 2 2 2 2

Két qua t6t dat trén 73% (tir 73,7 — 84,4%), két qua kha dat tir
6,9 dén 10,1%, két qua trung binh tir 4,7 — 14,8%, chi c6 2 mat
(2%) dat két qua kém.
3.3. CAC YEU TO LIEN QUAN PEN KET QUA PHAU THUAT

Dung phan mém SPSS 16.0 dé kiém dinh cac méi lién quan ta
thdy: tudi cua bénh nhan phau thuat, khic xa giac mac, ban kinh
cong giac mac, do day giac mac... khdng c6 méi lién quan vai nhan ap,
thi luc khdng kinh, ¢ kinh sau mé, khic xa ton du sau mé, do su tién
phong, d6 vault va té bao noi md sau mé (P > 0,05).

Do sau tién phong va do vault khdng c6 méi lién quan (P>
0,05), duong kinh gidc mac (white to white) va do vault c6 mbi
lién quan long léo vai P<0,05, r=0,25
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3.3.1. Truc nhén ciu

Truc nhan cau co lién quan dén thi luc khong kinh, thi luc c6
kinh, khic xa ton du sau md, c6 lién quan léng 1éo véi vault sau
md, khdng c6 lién quan véi do sau tién phong va mat té bao noi
md sau phau thuat.

Truc nhin cau va khic xa cau truéc md ¢6 mbi twong quan
chat ché, P< 0,001, r2 = 0,690, phwong trinh dudng thiang tuyén
tinh y=-2.112x+47,06

Truc nhin cau va khlc xa ciu sau md ¢6 mdi lién quan
twong dbi chat ché, P< 0,001, r2 =0,442, phuong trinh dudng
thang tuyén tinh y = -0,327x + 8,332
3.3.2. Khiic xa truéc md

Khuc xa trudc mo c6 lién quan dén thi luc khong kinh, thi luc
c6 kinh sau mé véi P < 0,001, r 1an luot 14 0,67 va 0,687.

Bing 3.17. Khiic xa cdu ton dw theo nhém mirc dp khiic xa
truwéc mé

Nhom khuc
xa S6 | duéi |6D dén 10D dén
(D) | ms¢| 6o | 99D | 189D | =P |KXTB(D)
Thoi gian
sau mé

S6 mat 99 9 21 54 15

KX trudc md 442 | 793 | -14.34 |-21.97| -13.23
KXdutinh | 99 | -003 | -012 | 043 | -350 | -0.80
1 ngay 99 |-025] -039 | -100 |-300| -117
| tudn 99 | 019 | 037 | -096 | -3.00| -1.05
1 thang 99 | -014 | 031 | 094 | 283 | -1.00
3 thang 97 | -017 | -031 | 094 | -273| -101
6 thang 9 | 017 | 041 | -088 | -267 | -0.98
12 thang 78 | -018 | -026 | 073 | -250 | -0.81
24 thang 77 | -029 | -031 | -1.00 | -254 | -1.04
60 thang 48 | -050 | 052 | -069 | -235| -0.78
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Véi khiic xa trudc mo duéi 6D, 6D dén 9.9D, 10D dén
18.9D, trén 19D khuc xa ton du sau md lan lugt 1a <0.5D, Xap xi
0.5D, < 1D, tir 2.35 dén 3D. Nhu vay, khic xa trudc md cang
thap thi khiic xa ton du sau md cang thép

Tuong ty, khic xa tuong duong cau trude mo cang cao thi
khuc xa ton du sau mo cang cao, Khuc xa try truéc mocao thi
khtic xa ton du sau mo ciingcao.

*Thj lirc khéng kinh sau mé theo nhém khiic xa cau

Biéu d6 3.10. Thi luwc khéng kinh sau mé
theo mirc dj khiic xa cdu trwée mo
Khic xa cau trudc mo ty 18 nghich véi thi lyc khong kinh sau
mé, khiic xa cau trudc mod cang cao thi thi luc khong kinh sau md
cang thap.
*Thi lyc khong kinh sau mé theo mirc d9 khiic xa tru truéc mé
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Bi éu do 3 11. Thi lyc khong kinh sau mo

theo mikc dp khiic xa tru trwée mé

Khtc xa tru trude mo cang cao thi thi lyc khong kinh sau md
cang thap.



3.3.3. Thi luc truée mo:
*Thj lwc khéng kinh sau mé theo Cac mirc dj thi luc trwée mo

Bing 3.18. Két qua thi lyc khéng kinh sau mé theo nhém thi
lwe truwée mo
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TLtrwéc | Ty 1é |TLsau|ltuan| 1 3 6 12 24 60
mo % |1 ngay thang | thang | th&ng | thang | thang | thang
0.01 20,2 | 043 10,54 | 0,54 | 0,56 | 0,57 | 0,56 | 0,59 | 04
0.02 47,51 0,60 | 0,83 | 0,67 | 0,68 | 0,71 | 0,7 | 0,66 | 0,71
0.03-0.05 182 ] 065 | 06 | 0,65]068 | 0,71 | 0,9 0,8 0,9
0.06-1.00 [ 141 ] 08 | 09 | 09 097 | 097 | 1,11 | 0,98 | 0,86

Bang trén cho thdy, muc do thi luc khong kinh trudéc mo anh
hudng dén thi lyc sau mo. Thi lyc trudc mo cao thi thi luc khdng
kinh sau mo cling cao.

Chuong 4
BAN LUAN

4.1. PAC PIEM BENH NHAN

S6 bénh nhan duoc phiu thuat la 54 bénh nhan, trong do co6
19 nam (35 2%) va 35 nir (64,8%), tong sb mat dugce phau thuat
la 99 mat, trong d6 c6 9 bénh nhan dugc mo 1 mat va 45 bénh
nhan dugc mo 2 mit.

Tudi trung binh ctia bénh nhén la 24,35 £ 6,18, tudi thap nhat
la 18, cao nhat 1a 45, chu yéu tap trung & lira tudi 18-24 (63,3%).
bay la do tudi co do khuc xa on dinh va dang trong do tudi lao
dong v6i cudng do cao nén rat c6 nhu ciu cai thién thi lyc, nhat la
v6o1 bénh nhan can thi ndng. V61 nhitng bénh nhan trén 45 tuo1
ching toi Cung loai trir ra khoi nghién ciru do nguy co duc thé
thuy tinh va lao thi cao..

Khic xa cau trude liét dleu tlet trung binh la -14 + 5.98D
(tr -3.5D dén -27D), sau liét diéu tiét 1a -13.23D =+ 5.56D (tu -35D
dén -26.75 D). Kh(ic xa tru trung binh 1a -2.37D + 1.44D c4 biét c6
1 bénh nhan khic xa tru 1én téi -7D. Khilc xa tuong duong cau
truéc mo trung binh 1a -14.54D + 5.61D (tr -4.25 D dén -28.12
D) trong do chi c6 3 mit (3%) 1a can thi don thuan. Chuc nang
vOng mac: 21/99 mit (21.2%) dién ving mac giam sut tram trong,
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68/99 mit (68,7%) di¢n vong mac giam s(t con mot nira ngudng
sinh 1y, con lai 10 mat (10, 1%) O ngudng gidi han binh thuong,
52/99 mat (52, 5%) thoai hoa vOng mac chu bién c0 nguy co cao nén
phai laser rao chin vOng mac trudc md
4.2. KET QUA PHAU THUAT
4.2.1. Két qua vé triéu chirng chii quan
Trong nghién ctru cua chling t6i, ¢ 90,1% bénh nhan rat hai long va

7.9% bénh nhan thiy hai long, 2% bénh nhan khong hai long, ciing
tuwong tu nhu céc tac gia khéac trén thé gii..
4.2.2. Két qua lau dai cia khic xa sau mé

Bing 4.2: Két qud |au dai khic xg ton dw sau mé theo mét sé

tac gia
£ . Thoi SE Khacxa | Kh.xa
Tac gia msg ) auﬂuccgi ‘(“S"E')‘(gD) gian | saumé | <x05D | <x1D
8 (thang| (D) (%) | (%)
FDA 2004 526 (-3dén-20) 36 67,5 88,8
-9.36+2.66
FDA 2005 210 | gén105) 12 | 005046 | 769 973
-10.05
FDA 2003 523 (3 dén 20) 12 61,6 84,7
-1454+361 -0.1 (cau)
John'SC 2007 | 61 (7 dén 24.5) B | ooz | 720 88
Vincenzo -153+3.1
1996 151 (1038 dén -24) o -2xle 8l 44
Roberto  Z -13.38+£2.23
1008 124 (8 d6n 19) 11 |-075+087| 44 69
q -13.63+5.76
NTThiy 2008 | 60 | o%c ™yg | 12 |-092%021| 4827 | 7586
NTThiy, 2015 | 99 -14.54+561 60 |-131+117] 696 84,8

Nhu vay khic xa ton du sau mo cta chlng t6i tuong duong voi
két qua ctia 3 nghién ctru cia FDA, méc du day 1a 3 nghlen clru trén
céc nhom can thi tir rat nhe (-2D -3D) dén -20D. So véi John SC,
Roberto Z, Vincenzo cing tién hanh trén nhém can thi nang thi két
qua cta chang tdi cao hon mdt cht.
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Bing 4.4: Két qui khiic xa tru ton dw sau mé theo mgt sé tdc gid

S6 | Khic xa tru Th0’1 Khucxa | Khicxa | Khxa
Tac gia mit | true m‘(;) (Ij) gian |trusaumd| <+0,5D | <*1D
(thang) | (D) (%) | (%)
Sander RD, 2007 | 210 | 1.94+0.84 12 0.51 62,9 89,2
Arturo GB,2014 | 349 | -2.63+1.44 12 -0.97 42,67 71
Kazutaka K ,2013 | 50 | -2.23+1.09 36 -0.49 82 98
NTThuy, 2008 60 | -239+0.21 12 -0.95 48.27 | 75.86
NTThuy, 2015 99 | -2.37+1.43 60 0.85 45,8 81,3

Khic xa tru truéc mo cua ching t6i ¢6 tri sO trung binh
twong ty nhu céc tac gia khac, ching t6i ¢6 t6i 5 mat c6 khuc xa
try trén 5D, 1 mat 7D. Khuc xa tru sau mo cta ching t6i ¢6 két
qua tuong tu Arturo GB, 2014 , nhung thap hon ctia Sander RD 2007
va Kazutaka K, 2013.

4.2.3. Két qua l1au dai vé thi lwc sau md

Bing 4.5: Két qua thi lve sau mé

. Tgian Thi luc Thi luc
ricos | S8 |NUCXRIOME |y | cokinh | khong kinh
g mit (Dg) u d6i | trwécmo (%) | sau mo (%)
(thang) [ 2020 | 20/40 | 220120 [20140
Robertoz,1998 | 124 | %_B'gf %125)23 11 | 5 | 8 | 2 | 68
FDA 2004 | 526 | (3+-20) | 36 59.35 | 94,7
T9.36 £ 2.66
FOA 2005 | 210 | 0000 | 12 | ag 376 | 968
-10.46
FoA200s | 523 | (| 12 601 | 925
1454361
somnsc 2007 | 61 | " A0 1s | s 75 | 100
v ~1363£5.76
NTThiy, 2008 | 60 | (o pvey | 12 | 34 | 241 | 362 | 845
, 1145435 61
NTThiy, 2015 | 98 | o000 60 | 3 | 232 | 282 | 83

Trong nghién ctru cua ching t6i, thi luc ¢ kinh trudc mo
>20/20 chi dat 3%, 25,2% bénh nhan cO khdc xa trén -19D va
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52,5% (52/99) bénh nhén c6 thoai hoa vong mac chu bién phal
lam laser rao chin Vong mac truée mo. Thi luc ¢6 kinh trude mo
> 20/40 trong nghlen ctru cua ching toi cling chi dat 23,2% thap
hon nhiéu so véi Roberto Z, 1998 [35]. Tuy nhién sau md, 83,4%
bénh nhan dat thi luc > 20/40 . Thi luc > 20/20 tir 3% €0 chlnh kinh
trede mo 1én t6i 37, S % ,sau 5 nam ty 1€ nay 14 29,2%. Két qua nay
ctia chling toi hoi thap hon so véi cc tac gia khac vi cing 1y do néu
trén.
Bing 4.6: S6 hang thi luc sau méo véi thir kinh tét nhit truée

mo (BSCVA)
, . Mt thi lye so v6i | Ting thi lwe so véi
| s |Khucxatuwong [ THGN | poy s e mb| BSCVA true mb
Tac gia ‘ duong cau theoddi 8 : N ‘
mat (SE) (D) (rérg >2hang | 1hang | 1 hang | >2 hang
(%) (%) (%) (%)
Roberto -13.38+2.23
71998 124 (-8+-19) 11 0,8 36
FDA, 2004 .
526 (-3+-20) 36 0,8 10,8
FDA, 2005 -9.36+2.66
210 (-2+-195) 12 1,6 7,5 76,4 18,9
FDA, 2003 | 523 (-3+-20) 12 0,2 3,3 9,6
John -1454 £ 361
SC,2007 61 (- 7+-245) 13 0 33 70.5
NT Thuy, -13.63+5.76
2008 60 (4.25:-275) 12 1,72 0 70,7 12,07
NT Thuy, -14.5445.61
2015 99 (-350+-275) 24 1 0 97,4 92,2

Trong nghién ctru nay, 1 mat thi luc mét 2 hang so voi chinh
kinh tot nhat truéc mo, 4 mét co thi lyc tang 1 hang, 71 mit
(72%) c0 thi luc khong kinh sau mo tang trén 2 hang so vdi thi
luc chinh kinh t6t nhat trude mo. Ket qua nay cao hon céc tac gia
khac, c6 thé do thi lyc chinh kinh t6t nhat truéc mo cua ching t6i
thap hon ctia ho rat nhidu, do bénh nhan deo khong dung sO tur
nhé hodc khong deo kinh nén thi lyc chinh kinh truéc mo cling
khéng cao.
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4.2.4. Cac bién chirng sau mo

Bing 4.7: Cdc bién chirng ciia phdu thudt

Tac gia Britgit L Risto JU ITM group NTThuy
2004 2002 2001 2015
KXTDC tr mb -14.50D -15D -3+-20 D -14.54 D
Bién chitng Somat | % | Somit | % | SOmat | % | Somat | %
76 38 523 99

Puc bao trudc 11 14,5 11 2,1 1 1
TTT
Puc TTT 1 2,7 0 0
BVM 1 0 0
Mat BSCVA 3 3,9 2 5,3 0 1 1
Léch ICL 2 53 0 0
Tang nhan ap 3 7,9 0 4 5

Ty 1€ dyc bao trudc cua ching toi cho t6i thoi diém hién tai la
1 mét (1%), duc nhe va chua thanh dyc tién trién ciing nhu chua
anh huong dén két qua thi lyc. Két qua nay tu’ong tu cac tac gia
khac va thap hon nhiéu so véi Britgit L. Theo cac tac gia, ty 1€
dyc bao trude thé thuy tinh li€n quan den chan thuong trong phau
thuat, mat co dyc thé thuy tinh bit dau truée khi mo, tudi bénh
nhén (trén 50 tudi), TTTINT thé hé cii V1, V2, V3, chan thuong
vao thé thuy tinh, giam té bao ndi mo sau mo... Py vault khong
lién quan dén duc thé thuy tinh.

Trong nghién ctu cia chang t6i, c6 3 bénh nhan (4. mat —
4%) nhén ap tang, 2 mat chi dung thudc ha nhén ap, 1 mat phai
ban laser méng mat bd sung 1 mit phai phau thuat cat be. Ty 1¢
nay ciing tuong duong véi Risto JU, 2002, 7,9% (3/38) FDA,
2003 cling gap 4% (21/523), thap hon nhleu so voi John SC,
2007, 26,2% (16/61) tang nhan ap sau mo. Bién ching ting nhin
ap theo Risto JU, 2002 gdp 7,9% (3/38). John SC, 2007 [36]
trong mot nghién cru ¢ bénh nhan chéu A, ciing gip 26,2%
(16/61) tang nhan ap sau mo FDA , 2003 gap 4% (21/523) bénh
nhan ting nhin ap sau mo. Cac blen chting khéac nhu viém noi
nhan, bong vong mac ... chua gip trong nghién ctru.
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4.3. CAC YEU TO LIEN QUAN PEN KET QUA PHAU THUAT
4.3.1. Tudi ciia bénh nhan khi phiu thuit

Tudi cta bénh nhan phiu thuat khong c¢6 mbi lién quan voi
thi luc va khac xa sau md (P>0,05).

4.3.2. Tinh trang bénh nhan trwéc phiu thuit

Truc nhén cau c6 lién quan dén thi luc khong kinh, thi lyc co
kinh, khic xa t6n du sau mo, ¢ lién quan long 1éo v6i vault sau
md, khong c6 lién quan véi do sau tién phong va mét té bao nodi
mo sau phau thuat. Két qua nay ciing phi hop véi cac nghién ctru
cua cdc tac gia khac

Khuc xa trude mo c6 lién quan dén thi lyc khong kinh, thi luc
c6 kinh sau m6 véi P < 0,001, r 1an luot 14 0,67 va 0,687. Mirc do
nang cta khic xa cau, tru ¢ lién quan dén két qua phiu thuat.
Nhom khuc xa twong duong cau trén 19D két qua con han ché do
TTTNT khong khir hét dugc khic xa ctia bénh nhan. Két qua cia
chung toi ciing twong dong voi két qua ciia cac tac gia

Khic xa trude md co lién quan dén thi luc khong kinh, thi luc
¢6 kinh sau mé véi P < 0,001, r 1an luot 1a 0,67 va 0,687. Mic do
ning cta khuc xa cau, tru c6 lién quan dén két qua phiu thuat.khic
xa trude md cao thi khiic xa ton du sau mo cling cao. Nhom khuc xa
tuong duong cau trén 19D, khic xa tru > 5D, két qua con han ché do
TTTNT khong khtr hét duoc khuce xa cia bénh nhan.

Cac nghién cru ciia FDA, 2007 [6], khuc xa trude mo tir -2D
dén - 19.5D (trung binh 1a -9.36 + 2.66D) thi c¢6 khiic xa ton du sau
mo trong khoang + 0.5D va £1D 1a 76,9% va 97,3%, trong khi
cac nghién ctru ¢6 khic xa trude mo cao hon nhur Roberto, 1998 ¢6
khtic xa trude md tir -8D dén -19D (trung binh 12 -13.88 + 2.23D) thi
¢6 khuc xa ton du sau md trong khoang £ 0.5D va +1D thap hon
han 1a 44% va 69%, Vincenzo 1996 ¢6 khic xa trude md tir -10.8D
dén — 24D (trung binh 13 -13.88 + 2.23D) thi c¢6 khuc xa ton du sau
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mo trong khoang + 0.5D va £1D 1a 31% va 44%. Khic xa cau
trén 19D, khuc xa try trén 5D, vuot qua gidi han diéu tri ctia ICL
cling 12 mot trong nhitng yéu t6 han ché két qua phiu thuat. Piéu
nay cling trong ty nhu nhan xét ciia chung toi.

Thi luc trudec md cling lién quan dén thi luc sau mo. Thj luc
trude mod thép hodc do khong deo dugc hodc do 1éch khuc xa giy
nhuoc thi . Thi luc trudec md thép s¢ gdy anh huong dén thi luc
sau mo.

KET LUAN

Trong thoi gian nghién ctu tir thang 05/2007 dén thang
10/2012, tai bénh vién Mt Trung Uong ching t6i da kham, phau
thuat va theo ddi 54 bénh nhan, 19 nam va 35 nit, v&i 99 mit,
trong d6 c6 9 bénh nhan dugc md 1 mit va 45 bénh nhan dugc
md 2 mit, ca thoi diém theo ddi 1a srat ra mot s6 két luan nhu sau:
1. Panh gia tinh hiéu qua cia phiu thuit:

Két qua chung: - Két qua tot dat tir 73.7 — 84.4%, két qua
kha dat tir 7,7 — 10,1%, két qua trung binh dat tir 4,7 — 14,8%, két
qua kém 2%

Vé khac xa:

Khuc xa cau, try, twong duong cau trung binh sau mo giam
lan lugt tir - 11D dén -12.22 D, tir -1.28D dén -1.65 D,tir -12.7 D
dén -13.03D. Khic xa 6n dinh sau 1 dén 3 thang sau phau thuat.

Vé thi lwe:

- Thi luc khong kinh ting tir DPNT 2m truéc mé 1én 0,61 dén
0,75 sau mo. Thi luc khong kinh sau md ting tir ting tir 5,9 dén
7,21 hang so voi thi luc khong kinh truée md, ting tir 3,46 dén
4,7 hang so véi thi luc chinh kinh tot nht trude m.

- Thi luc chinh kinh sau md tang tur 4,5 dén 5,6 hang so véi
thi lyc chinh kinh t6t nhét trudc mo.

- Hiéu qua diéu trj cao nhat & nhém khic xa duéi 10D, sau d6
dén nhém 10D -19D, giam dan & nhém can thi rat nang trén 19D.
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- Chi sb hiéu qua dat 1,875 dén 2,350

Mikc d§ hai 1ong ciia bénh nhan:98% bénh nhan thiy hai
long va rat hai long, 2% khéng hai long

Bién chirng ciia phiu thuit:

- 4% bénh nhan thay l6a sau phiu thuat, 4% c6 ting nhan
ap, ¢ 1 truong hop duc bao trude TTT, ¢6 1 truong hop viém
mang bd dao, khong ca nao bong vdng mac, viém ndi nhan...

- S6 luong té bao ndi md gidc mac giam & mirc 2,1- 4,8%
sau 5 nam. Khong co truong hgp nao phu, loan dudng giac mac
sau 5 nam. Chi s6 an toan dat 2,406 dén 2,750
2. Mt s6 yéu t6 lien quan dén két qua phiu thuat:

- Truc nhan cau ¢6 lién quan dén thi lyc khong Kinh, thi luc
¢6 kinh, khic xa ton du sau md, ¢6 lién quan léng 1éo véi vault
sau md, khéng co lién quan véi do sdu tién phong va mat té bao
ndi mo6 sau phau thuat.

- Khic xa truéc mo ¢6 lién quan dén thi luc khong kinh, thi
luc ¢6 kinh sau mé véi P < 0,001, r 1an luot 1a 0,67 va 0,687. Muc
dd nang cua khuc xa cau, tru co lién quan dén két qua phau thuat.
Nhom khiic xa tuong duong cau trén 19D, khiic xa tru trén 5D két
qua cOn han ché do TTTNT khong khtr hét dugc khic xa cua
bénh nhan.

- Tudi ciia bénh nhan phiu thuat khéng c6 méi lién quan véi
thi lyc va khuc xa sau mé (P > 0.05).

- D6 sau tién phong va do vault (khoang cach giira mit
sau ICL va mit trudc TTT) khong c6 mbi lién quan (P> 0.05).
Puong kinh gidc mac (white to white) va d6 vault c6 mdi lién
quan long 1éo.

Tom lai, day l1a mot phuong phap phau thuat méi trén thé
gl(n cling nhu ¢ Vi€t nam. V6i uu diém 1a c6 kha ning diéu tri
céc truong hgp can thi rat cao, loan thi kha cao, gidc mac mong,

bao ton dugc kha nang dleu tlet it bién chung, phuong phap nay
ngay cang duoc ap dung phd bién va rong rii.
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INTRODUCE

Myopia is the most common refractive errors, accounting for
1/4 of the world population. Myopia including school myopia and
myopic progression or high myopia. High myopia accounted for
2.1% of the world population and is the seventh leading cause of
blindness in the US and in danger of becoming one of the leading
causes of blindness in China. High myopia increased risk of serious
problems in the eye such as retinal detachment, cataract, and
glaucoma, which can lead to vision loss and blindness. So treat high
myopia is one of the top concerns of ophthalmologists worldwide.

There are many methods of treatment for high myopia, from
the non-surgical methods like wearing glasses, contact lenses ... to
surgical methods such as effects on the cornea (PRK, LASIK,
SMILE ..), artificial lens (Phaco. Phakic ...). Each method has
advantages and disadvantages. So with each specific case, the doctor
should consider prudently for choose the treatment.

Recently the authors in the world have studied a method for
enhancing ocular refractive power, which is surgery to put artificial
lens (IOL) posterior chamber on the eye can also to treat myopia.
This method appeared since 1997 and has made more than 400.000
cases worldwide. To date, this approach proved more physiologically
appropriate. In addition to placing an interlayer IOL backside iris and
front lens can replace a diverging lens for external use. This method
did not impact heavily to any component of the eye. Also, according
to the research results, this method results in improved vision and
low complications.

In Vietnam, this is a new procedure, with not much more
depth research report comprehensively and systematically and
evaluates long-term results. So we conducted the study "Research
long-term effectiveness of methods phakic posterior chamber
intraocular lens to treat high myopia™ to two objectives:

1. Assessment of the long term effects of phakic surgical
procedures on the eye to treatment high myopia.

2. Analysis of some factors related to the outcome of the
surgery.
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Practical significance and contributions of the thesis:

This is a prospective descriptive study, no control group;
perform for the first time for surgery Phakic ICL to treat high myopia
in Viet Nam. High myopia treatment at long-term follow-up results
on 99 eyes of 54 patients, the follow-up time up to 5 years.

The structure of the thesis
Thesis includes 124 pages, including:

- Background: 2 pages
- Overview: 36 pages
- Subjects and research methods: 17 pages
- Research results: 37 pages
- Comment: 28 pages
- Conclusion: 2 pages
- New contribution of thesis 1 page

- The further study of thesis 1 page

- The thesis includes 45 tables. 22 charts, 15 pictures
- Thesis using 82 references
Chapter 1
OVERVIEW

1.1. HIGH MYOPIA
1.1.1. Definition of high myopia: Myopia 6D or more.
1.1.2. The risk of high myopia

Vitreous degeneration, choroid atrophy, sclera ecstasy, below
retinal neovascularization, macular degeneration, macular hole,
retinal detachment. The peripheral retinal degeneration: 5-7% of
patients with myopia have a tear in the peripheral retina. The
degenerative need preventive treatment is degraded barrier, retinal
tear or hole in the retina. High myopic eye: higher myopia
susceptible retinal detachment, myopic more than 5D have the risk of
retinal detachment was 2.4% higher than 40 times the market whose
main eye (0.06%), which increases the risk to 90 times the tear,
retinal detachment two sides 8-32% of people with high myopia.
1.2. THE METHODS OF TREATMENT HIGH MYOPIA
1.2.1. The method of non-surgical treatment

Correction glasses, contact lens set: simple and cheap, but
some people cannot wear the glasses or contact lens: too high
myopia, too different refraction between 2 eyes.



1.2.2. The surgical approach
1.1.2.1. Impact on the sclera: many complications, do not present
anymore
1.2.2.2. Impact on the cornea: corneal surgery is simple, rapid, non-
invasive but failed when high myopia more than 10D, thin cornea,
keratoconus, corneal scarring, dry eyes...

- Radial incision surgery

- Put the lens in the corneal thickness

- Methods PRK (Photo Refractive Keratectomy)

- Methods LASIK (Laser in situ Keratomileusis)
1.2.2.3. Impact on lenticular
* Surgery of Phaco IOL

Recently, due to the tremendous progress of phaco surgery
(lenticular softened by ultrasound), viscoat and artificial lens (IOL),
this method has been widely used around the world. The surgery is
relatively safe, effective and generally increases visual acuity before
surgery prognosis. However, eyes without lens can loss
accommodation, has some complications such as lens capsular tear,
retinal detachment, decreased near visual acuity....
* Surgery Phakic ICL:

The ability of accommodation of the patient was conservated,
treating a wide range of myopia, hypemetropia and astigmatism.
Complications are such an invasive surgery, cataract, glaucoma, loss
of corneal endothelial cells. There are 3 types of Phakic: 10L angle-
supported phakic, iris-fixed phakic, posterior chamber phakic
(PIOLs).

1.3. POSTERIOR CHAMBER PHAKIC ICL

Implementation since 1997, over 400.000 cases worldwide.
Originally put an ICL behind the iris and in front lenticular eyes,
suited more physiologic.
1.3.1. Indications and contraindications of Posterior chamber
Phakic surgery:

Indications Phakic surgery is indicated for all cases of myopia.
including the cases of high myopia on 10D

Contraindications: age over 45, cataract, have other eye
diseases, < 2000 endothelial cells / mm3, the anterior chamber depth
<2.8 mm.
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1.3.2. Complications of surgery Phakic ICL

According to the literature, surgical complications including
pre-operative complications such as bleeding from the iris laser,
complications during surgery as lens touch, rotate ICL and
postoperative complications such as lens injury, glaucoma, incision
leakage, loss of endothelial cells, retinal detachment, intraocular
inflammation...
1.4. FACTORS RELATED TO THE RESULTS OF SURGICAL
PHAKIC ICL
1.4.1. Several factors related to the refractive capacity of the
cornea, the anterior chamber depth, can power glass ocular axis
4.1.2. Factors related to the surgical results: age, pre operative
refraction, visual acuity before surgery.

Chapter 2
SUBJECTS AND METHODS

2.1. RESEARCH SUBJECTS

High myopia patients were treated according to the method
implant ICL posterior chamber (Phakic ICL) at the Viet nam
National Institute of Ophthalmology from 05/2007 to 10/2012.

Selection criteria: aged patients 18 to 45. the myopia equal or
more than 6D or 3D but the thickness of the cornea is too thin, stable
preoperative refraction 6 months, visual acuity improved by
correction glasses > 1 line. anterior chamber depth > 2.8 mm,
endothelial cell count > 2000 cells / mm2

Exclusion criteria: unique eye, patients with other eye diseases,
chronic or systemic diseases: system diseases, diabetes, hypertension,
malignant diseases, pregnant women and nursing mothers.
2.2. RESEARCH METHODS
2.2.1. Design research: Research clinical trials, without control
group.
2.2.2. Sample size

_Z2,,%Ppxq 196x196x0,70x0,30

= = 80.67
d? 0.1?

Number eye study performed in 99 eyes, post operative 5 years
follow- up was 48 eyes
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2.2.3. Methods of data collection

The document sample (Appendix).

Patients were examined and measured pre operative and post
operative 1 day. 1 week. 1 month. 3 month. 6 month. 1 year, 2 years
and 5 years.

2.3. FACILITY AND METHOD OF RESEARCH

2.3.1. Equipments: as the facilities available at Vietnam National
Institute of Ophthalmology

2.3.2. Research Method

* Gather information before surgery

Ask patients about the disease, eye exams: refract meters,
visual acuity, intraocular pressure, anatomical elements: vault
(distance between the back of the cornea and the front ICL), corneal
refractive, corneal curvature radius, ocular axis, anterior chamber
depth, corneal diameter (white to white), corneal thickness,
endothelial cornea cell, subclinical: ultra sound, ERG and anterior
segment OCT
* Prepare the patient before surgery

- Prophylaxis: indicated for eye damage peripheral retinal
degeneration
- Before surgery 02 weeks: peripheral iris YAG laser
* Conducting surgery: methods Phakic ICL
* Noting the difficulties, complications during and after surgery
2.3.3. Evaluate long-term results after surgery: 1 day, 1 week, 1
month, 3 months, 6 months, 1 year, 2 years, 5 years....

Result subjective (level of patient satisfaction) and objective
results: refraction (sphere, cylinder and SE requirements, residual
post operative refraction within + 0.5D, +1.0D, £ 2D and > 2D,
residual refraction on the degree of refractive) ; visual acuity (with
glasses, no glasses, vision group < 20/40, 20/40-<20/20 and > 20/20
; the increase of post operative visual acuity lines), performance
indicators ( pre and post operative visual acuity, post operative
complications, changes in eye pressure, anterior chamber depth,
corneal endothelial cells, Vault post operatively; safety indicators
(UCVA post — op /BCVA pre — op). efficacy index (BCVA post —
op/ BCVA pre - op)
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The relevant factors: anatomical factors (anterior chamber depth,
thickness, cornea radius, corneal diameter ...). age, ocular axis,
preoperative refraction, visual acuity before surgery ... related
outcomes after surgery
2.2.4. Data processing: Data collected is processed using SPSS 16.0
software, test when squared, T-test, ANOVA test, the linear
regression equation...

Chapter 3

RESULTS

3.1. PATIENT CHARACTERISTICS

3.1.1. General characteristics: Time study from 05/2007 to
10/2012. 54 patients including 19 male (35.2%) and 35 female (64.8).
99 eyes. 9 patients were operated 1 eye surgery and 45 patients were
operated 2 eyes. Age average of 24.35 £ 6.18 patients, only 4 eyes of
2 patients 41 and 45 years old.

3.1.2. Characteristics of function

Preoperative vision from Count Finger 0.1m. the average
visual acuity before surgery about 0.037. Pre operative vision glasses
from 0.04 to 0.32.

Retinal function: 21/99 eyes (21.2%) electronic retinal serious
decline. 68/99 eyes (68.7%), electricity reduction in half of
physiological threshold, 10/99 eyes (10.1%) in normal threshold.
52/99 eyes (52.5%) had peripheral retinal degeneration at high risk
should be retinal fenced laser before surgery.

3.1.3. Refractive outcomes: pre - op refraction is -14D (-3.5D to
-27.5D), with accommaodation paralysis is -13.23D (-3.5D to
-26.75D), sphere equivalent refraction was -14.54D (-4.25D to
-28.12D)



7

Bang 3.3: The results of refractive degree

Refraction | refractive degree | Number | Rate (%) Average
of eyes refractive (D)
Cylinder 25D 5 50
(-D) 3D — 4.9D 17 17.2 -2.37
<3D 77 77.8
> 19D 15 15.2
Sphere 10D —18.9D 54 54.5 13.23
(-D) 6D — 9.9D 21 21.2 '
<6D 9 9.1
> 19D 25 25.3
SE 10D —18.9D 51 51.5 1454
(-D) 6D — 9.9D 17 17.2 '
<6D 6 6.0
Refractive | Number of deviation 73 73.7
deviation |deviation >3D 14 14.1

3.2. RERULTS OF SURGERY
* Refractive sphere pre and post operation months

Figure 3.1: Sphere pre and post operation
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Sphere pre and post operation changes from-13.23D to -
1.17D after 1 day post operation about 1D. the difference 12D
(P<0.05)

* Refractive sphere pre and post operation by refractive
sphere degree pre-op

ererererer

Pre- op lday 1week 1month 3 moths 6 months 12 month
24months 60 months
Figure 3.2.Refractive sphere pre and post operation by sphere
refractive degree pre-operative
Group of refractive sphere < 10D.mean manifest

refractive sphere are lowest. about 0.5D. Group of refractive
sphere 10D- 18.9D mean manifest refractive sphere about -1D.
Group of refractive sphere >19D mean manifest refractive
sphere are highest. about 2.35 — 3.5D
* Refractive sphere by sphere by group of refractive degree
post-operative
Table 3.5. Mean manifest refractive sphere post-operative

Refraction +0.5D +1.0 +2.0 >+2.0
Time after 0 % 0 % N % n %
surgery

1 day 59 59.6 73 73.7 83 83.8 | 16 | 16.2
1 week 63 63.6 73 73.7 83 838 | 16 | 16.2
1 month 63 63.6 74 74.7 83 83.8 | 16 | 16.2
3 months 64 66.0 74 76.3 | 81 835 | 16 16.5
6 months 56 62.2 69 76.7 | 77 85.6 | 13 14.4
12 months 56 71.7 62 79.4 | 68 87.1 | 10 12.9
24 months 44 57.9 57 75.0 | 64 83.1 13 16.8
60 months 32 69.6 39 848 | 45 93.7 |3 6.3




9

On the 1 post- operative day 59.6% mean manifest
refractive sphere is £0.5D at a post-operative year is 71.7%.
Mean manifest refractive sphere +1D gains about 75%. after 5
years are 84.8%. Mean manifest refractive sphere £2D about
84%, after 5 years is 93.7%.

* Refractive cylinder pre and post operation

-0

£
Time

Figure 3.3. Refractive cylinder pre and post operation
Refractive cylinder pre operation is-2.37+1.43D, just 1 day
after surgery. Mean refractive cylinder post operation is -1.09D.
stable < -1D (P < 0.05). (Limit of treatment refractive cylinder
of ICL is5D)

* Refractive cylinder pre and post operation by refractive
cylinder degree pre-operative

db db db b s b Jb 2

Pre- op 1 day 1week 1month 3 moths 6 monis 22 months 24months 60 months

Figure 3.4. Refractive cylinder pre and post operation by
refractive cylinder degree
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Group refractive cylinder < 3D. mean manifest refractive
cylinder from-0.65D to -0.84D group of refractive cylinder -3
to -5D mean manifest refractive cylinder -1.5D, group of
refractive >-5D. mean manifest refractive cylinder is from1.33
to -2.20D, after 5 years is -1.75D.

*Refractive cylinder by group of cylinder refractive degree
post-operative

Figure 3.5. Refractive cylinder by group of cylinder refractive
degree post-operative

From 36.1% to 48.9% gains means manifest refractive cylinder
+0.5D, 70% gains +1D, 81.3% gains *1D, after 5 years, 92%
gains mean manifest refractive cylinder + 2D, after 5 years is
95.5%. Mean manifest refractive cylinder >2D often in group
of refractive cylinder pre operative more than 5D



3.2.3. Visual acuity outcomes
* Uncorrected visual acuity (UCVA2) post operative anh

UCVALl. BCVALl (Best corrected visual acuity) pre
operative
Table 3.6: UCVA post operative anh UCVA. BCVA pre
operative
UCVA The The
Time N pre Post . different different
operative operative UCVA2 - UCVA2 -
UCVAL1 BCVA1l
post 1 day 99 0.0370 0.610 0.573 0.291
operative | 1 week 99 0.0370 0.746 0.709 0.244
1month | 99 0.0370 0.688 0.651 0.369
3months | 97 0.0304 0.708 0.678 0.390
6 months | 90 0.0317 0.742 0.710 0.409
12 months | 78 0.0288 0.735 0.706 0.410
24 months | 77 0.0323 0.721 0.689 0.381
60 months | 48 0.0313 0.752 0.721 0.450

*UCVAZ2 post operative by group of visual acuity degree

Figure 3.9 UCVA2 post operative by group of visual acuity degree

UCVAL pre operative is 0.37. UCVA2 <20/40 after
surgery 1 day, 6 month, 5 years reduces from 40.4% to 20%
and 16.7%. UCVA2 from 20/40 to <20/20 more popular about
50%. UCVAZ2 increases from 3% pre operative to 32.2% after 6
months, 37.5% after lyear.

*BCVAZ2 post operative by group of visual acuity degree
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Figure 3.12. *\UCVAZ2 post operative by group of visual acuity
degree

The figure shows the shift from low vision group have a
decreasing rate. high vision group have an increasing rate day
after day.

*The number of lines increased postoperative visual acuity:

Due to increased acuity levels differ between the study
groups (the majority of patients in the study had high myopia
with high astigmatism, or refraction deviation is too large to be
wearing glasses, or amblyopia, or retinal damage ... should
acuity increased less than the refractive case usual). thus
increasing the number of lines of vision after surgery had more
the value of evaluates
* The number of rows of glass not postoperative visual acuity
increased compared with before surgery:
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' 1 mon 5 mon anthe

Figure 3.13. The number of lines increased postoperative of visual
acuity

3.2.4. Anatomy outcomes after surgery

Corneal endothelial cells, the anterior chamber depth, the

vault

Corneal endothelial cells through the time: 1 week, 1
month, 3 months, 6months, 12 months, 24 months and 60
months were 3059-3025-3019-3008-3008-2996-2912-2921. Pre
operative, number of corneal endothelial (cells / mm2) was
3059 + 205, after surgery for up to 3 months, the number has
not decreased much until the time of 6 months and fell by about
19 to 48% at 5 year, the differences were statistically
significant (P <0.05).

Anterior chamber depth (from the back corneal endothelial
cells to the front of lens) before surgery was 3.17mm,
decreasing post operative and reach 2.982mm after 2 years.
This change has significant at P <0.05

Vault (distance from the back of ICL to the front of
lenticular patients) relatively stable over the period time, the
average vault 1 week, 6 months, 2 years and 5 years 0.69-0.68-
0.68-0.67. None of the patients had levels too low or too high
vault.



14

3.2.5. Complications of surgery
3.2.5.1. Complications before and during surgery:

We do not meet a pre-operative complications related to
laser peripheral iris and intraoperative complications such as
iris lesions, ICL rotation...
3.2.5.2. Postoperative Complications

4 eyes (4%) in 3 patients have phenomenon glare. 3
patients (4 eyes) have headache, eye pain after surgery from 3
days to 1 week (due to increased eye pressure). 2 eyes only
used lowering IOP drugs, 1 eye needed iris additional laser
shot, 1 eye used surgery. 10% of patients feel after surgery
critical problems. The feeling lost after removal of corneal
sutures postoperative patients at 2 weeks. There leye (1%) after
a day found was rotating ICL, but patients with uveitis in 1 day
post operative time rotate ICL. 1 eye (1%) prior to opacity
capsular of lens, however at mild degree. The vision still better
than before surgery should also not interfere with anything. We
have not encountered complications intraocular inflammation.
retinal detachment...

The average preoperative IOP was 18.12 + 1.26. At the
time of follow-up, IOP were 18.12-18.22-18.04-17.95-17.71-
17.86-17.70-17.83 respectively. The differences in intraocular
pressure have no statistical significance (P > 0.05) in the
postoperative time.

3.2.6. Safety index and efficacy index

Safety Index =  Best corrected visual acuity post operation = BCVA2
Best corrected visual acuity pre operation BCVALl

Efficacy Index = Uncorrected visual acuity post operation = UCVA2
Best corrected visual acuity pre operation BCVALl
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Table 3.15: Safety index and efficacy index

6 12 24 60

Time 1day | 1week | 1 month | 3 months months | months| months | months

Safety Index 2406 [2.563 |2.563 2.563 2.868 2.625 |2.656 2.750

Efficacy Index [1.912 2338 |2.156 2.226 2.228 2262 2121 2.490

These indicators have reached satisfactory levels, shows the
safety and effectiveness of surgery.
3.2.8. Overall assessment results according to the degree of

surgery
Table 3:16: Overall assessment results according to the extent
of surgery
Time| 1day 1 3 6 months | 12 months | 24 months 60
(%) | month | months (%) (%) (%) months
Results (%) (%) (%)
Good 737 | 747 76.3 76.7 794 75 84.4
Miderate | 101 | 9.1 6.9 8.9 7.7 8.1 8.9
Everage 14.2 142 14.8 124 10.9 148 4.7
Poor 2 2 2 2 2 2 2

Good results achieved in 73% (from 73.7 to 84.4%), the
moderate results were achieved from 6.9 to 10.1%, resulting in
an average of 4.7 to 14.8%. and only 2 eyes (2%) achieved poor
results.

3.3. FACTORS RELATED TO THE RESULTS OF
SURGERY

SPSS 16.0 software used to test the correlation seen: age
of surgical patients, corneal refractive, corneal curvature radius,
corneal thickness ... no relation with 10P, UCVA and BCVA
after surgery, manifest refraction, anterior chamber depth, the
vault and postoperative endothelial cells (P> 0.05).

The anterior chamber depth and the vault room had no
correlation (P> 0.05),the corneal diameter (white to white) and
the vault are connected loosely with P <0.05, r = 0.25.

3.3.1. Ocular axis




16

Ocular axis related with UCVA, BCVA after surgery,
manifest refraction, anterior chamber depth, loosely associated
with postoperative vault the vault and not related to the anterior
chamber depth and endothelial cell loss after surgery.

Ocular axis and preoperative refractive sphere had closely
correlated, P <0.001, r2 = 0.690, linear equation y = -2.112x +
47.06

Ocular axis and postoperative refraction is linked fairly
closely, P <0.001, r2 = 0.442, linear equation y = -0.327x +
8.332
3.3.2. Preoperative refraction

Preoperative refraction related UCVA, BCVA with P
<0.001, r 0.67 and 0.687 respectively.

Table 3.17. The residual refractive sphere by group pre- op
refraction degree

Group (-D)

Timepost | | <60 | D 108 |iop |SEOSpher

operative ' '
Number of eyes | 99 9 21 54 15
SE pre operation -4.42 | -7.93 | -14.34 |-21.97 -13.23
SE predictable 99 | -0.03 | -0.12 | -0.43 | -3.50 -0.80
1 day 99 | -0.25| -0.39 | -1.00 | -3.00 -1.17
1 week 99 | -0.19| -0.37 | -0.96 | -3.00 -1.05
1 month 99 | -0.14 | -031 | -094 | -2.83 -1.00
3 months 97| -017| -031 | -094 | -2.73 -1.01
6 months 90 | -0.17 | -0.41 | -0.88 | -2.67 -0.98
12 months 78 | -0.18 | -0.26 | -0.73 | -2.50 -0.81
24 months 771 -029 | -031 | -1.00 | -2.54 -1.04
60 months 48 | -0.50 | -0.52 | -0.69 | -2.35 -0.78

With preoperative

refraction under 6D, from 6D to
9.9D, 10D to 18.9D and > 19D residual postoperative refraction
respectively < 0.5D, approximately 0.5D,

< 1D and from
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2.35D to 3D. Thus, if the preoperative refraction is lower, the
residual postoperative refraction is lower.

Similarly, if the equivalent refraction preoperative is
higher, the postoperative refraction is higher residues.
Refractive cylinder pre operative is higher and the residual
postoperative is higher.

* Postoperative UCVAZ2 by refractive sphere group months

Figure 3:10. Postoperative UCVA2 by preoperative refractive
sphere group

Preoperative refractive sphere is inversely proportional
to the UCVAZ2 postoperative visual acuity. If the refraction
preoperative is higher, the postoperative UCVA2 is lower.
* Postoperative UCVAZ2 by refractive cylinder group

[T

P e =
y Vs
F /i

W

F 5

Figure 3:11. Postoperative UCVAZ2 by preoperative refractive
cylinder group

If the preoperative refractive cylinder is higher. the
postoperative UCVAZ2 is lower.
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3.3.3. Visual acuity before surgery:
Table 3.18. Post operative UCVA2 according to preoperative
visual acuity level

Preoperative | Rate | 1day |1 week 1 3 6 12 24 60
UCVA1 % months | months | months | months | months | months
0.01 20.2 0.43 |0.54 0.54 |056 |0.57 |056 |059 |04
0.02 47.5 0.60 |0.83 0.67 |0.68 |0.71 |0.7 0.66 |0.71
0.03-0.05 18.2 0.65 |0.6 0.65 |0.68 |0.71 |0.9 0.8 0.9
0.06-1 14.1 0.8 0.9 0.9 097 097 |1.11 |098 |0.86

The table above shows the level of pre-operative UCVAL
affects postoperative visual acuity. Preoperative UCVAL is
higher. Post operative UCVAZ2 is higher.

Chapter 4
DISCUSS

4.1. PATIENT CHARACTERISTICS

The number of surgical patients 54 patients, including 19
male (35.2%) and 35 female (64.8%), a total of 99 eye surgery,
while 9 patients were operated leye and 45 patients were
operated 2eyes

The average age of 24.35 + 6.18 patients, the lowest age
of 18, the highest of 45, mainly concentrated in the 18-24 age
group (63.3%). This is the age with stable refraction and is in
working age with high intensity so it needs to improve vision
especially for patients with severe myopia. For patients over 45,
we also excluded from the study due to the high risk of cataract
and presbyopia.

Refraction before accommodative paralysis are -14 *
5.98D (from -3.5D to -27D). Refraction after accommodative
paralysis are -13.23D = 5.56D (from -3.5 D to -26.75 D).
Cylindrical refraction -2.37D £ 1.44D average, individual 1
patient amounted to -7D cylindrical refraction. Equivalent
refraction preoperative average is -14.54D % 5.61D (from -4.25
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D to -28.12 D), of which only 3 eyes (3%) is simply myopic.
Retinal function: 21/99 eyes (21.2%) electronic retinal serious
decline, 68/99 eyes (68.7%) electricity reduction retina in half
physiological threshold, the remaining 10 eyes (10. 1%) in the
normal threshold. 52/99 eyes (52.5%), peripheral retinal
degeneration at high risk should have retinal laser barrier before
surgery
4.2. RESULTS OF SURGERY
4.2.1. Results of subjective symptoms

In our study, 90.1% of patients have very satisfied and
7.9% of patients are satisfied, 2% of patients are not satisfied.
4.2.2. Long-term outcomes of postoperative refraction

Such residual postoperative refraction our  sphere
equivalent is higher than of 3 study results of the FDA, though
this is on the 3 study groups from very mild myopia (-2D. -3D)
to -20D. Compared with John SC, Roberto Z, Vincenzo and
conducted on the group high myopia, our results a little higher.
Table 4.2: Results of long-term postoperative residual refractive

Time Post- op Refraction Refractio
Authors N (SEXD) (months) | SE (D) <2050 %) | %150
FDA 2004 526 (-3t0-20) 36 675 83.8
-9.36 +2.66
FDA 2005 210 (210.195) 12 005+046 |769 973
-10.05
FDA 2003 523 (310.20) 12 616 84.7
) - 0.1 (sphere)
JohnSC 2007 |61 14542361 |4 - 097|725 83
(-710-24.5) .
(cylinder)
. -153+31
Vincenzo 1996 |15 (10810 -24) 7 -2+16 31 44
Roberto 1998 | 124 ~1338+223 14y -075+087 |44 69
(-810-19)
] -1363%5.76
NTThiy 2008 |60 CaT50.275) 12 -092+021 |4827 75.86
NTThay. 2015 |99 -1454+561 |60 131+117 |696 848




20

Table 4.4: Results of residual refractive cylinder after surgery

Pre-op . . .
. Time Post- op Refraction | Refraction
Authors N Ref'c(g;”der (months)| Ref cylinder (D | <*0.5D(%) | <+1D(%)
Sander RD. 2007 210 1.94+0.84 12 051+ 048 62.9 89.2
Arturo GB.2014 349 | -263+1.44 12 -0.97 +0.89 42.67 71
Kazutaka K .2013 50 -2.23+1.09 36 -0.49+0.31 82 98
NTThy. 2008 60 -2.39+0.21 12 -0.95 48.27 75.86
NTThiy. 2015 99 -2.37+1.43 60 -0.85 45.8 81.3
Preoperative cylindrical refraction of us have the same average
value as other authors, we have up to 5 cylindrical refraction
eye on 5D, 7D 1 eye. Postoperative refraction our offices have
similar results Arturo GB. 2014, but lower than Sander
RD,2007 and Kazutaka Sander RD, 2013.
4.2.3. Long term outcomes of postoperative vision
Table 4.5: Results of vision after surgery
Time Pre—op Post—op
Tac gia N SE (D) (months) BCVAL (%) | UCVA2 (%)
>20/20 |>20/40 |>20/20 | >20/40
Robertoz.1098 | 124 | ~SPCT | a5 | 80 | 2 | 68
FDA .2004 526 (-3+-20) 36 59.35 | 94.7
-9.36 +2.66
FDA .2005 210 (- 2:-19.5) 12 4.8 376 | 96.8
-10.46
FDA.2003 523 (-3 -20) 12 60.1 | 925
-14.54 +3.61
John SC .2007 61 (- 7:-24.5) 13 52.5 75 100
. -13.63+5.76
NTThiy. .2008 | 60 (4.25-275) 12 34 | 241 | 362 | 845
, -14.54+5.61
NTThiy. 2015 | 99 (-3.50 +-27.5) 60 3 232 | 29.2 | 834

In our study, preoperative visual acuity > 20/20 with glasses
only 3%, 25.2% of patients on -19D refraction and 52.5%
(52/99) of patients with retinal degeneration must to do laser
peripheral retinal barrier before surgery. Preoperative BCVAL
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> 20/40 in our study reached only 23.2%, lower than Roberto
Z,1998 [35]. But after surgery, 83.4% of our patients achieved
>20/40, 3% with preoperative BCVA1 > 20/20up to 37.5%,
after 5 years the rate is 29.2%. The results of our slightly lower
than with other authors for the same reasons mentioned above.

Table 4.6: Number of lines post — op UCVA2 increased
compare to pre —op BCVAl

Lines lost Li .
x | e,
Tacgia | >0 | (SB)OD) (T"E BSCVA pre- op
; >2lines | 1line | 1line(%) | >2 line
(%) (%) (%)
Roberto Z2.1998 -13.38+£223
124 | " 755119 11 0.8 36
FDA. 2004 .
g | (3720 36 0.8 10.8
FDA. 2005 -9.36 £2.66
210 (-2+-195) 12 1.6 7.5 76.4 18.9
FDA. 2003 523 (-3+-20) 12 0.2 3.3 9.6
John SC.2007 -1454+£361
61 | " 75 13 0 33 | 705
NT Thuay. 2008 -13.63£5.76
60 (4.25-275) 12 1.72 0 70.7 12.07
NT Thuay. 2015 -14.54+5.61
9 | 350-075) 24 1 0 97.4 92.2

In this study, one eye lost 2 lines of vision compared with
BCVAL1 before surgery, 4 eyes gained 1 line of vision and 71
eyes (72%) had postoperative vision increase of 2 lines
compared with BCVA before surgery. This result is higher than
other authors, can be caused of their pre operation BCVA lower
than of us and so patients do not wear the correct glasses to
adjust windshield surgery is not high.
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4.2.4. Post operative complication
Table 4.7. Post operative complication

Authors . : IT™ )

Brigit 2004 | Riots JU2002 group2001 NTThay2015
Pre —op SE (D) -14.50D -15D -3+-20D -1454 D
Complication

N=76 | % N=38 | % [N=523| % | N=99 | %
Opacity anterior capsular 11 14.5 11 2.1 1 1
Cataract 1 2.7 0 0
Retinal detachment 1 0 0
Lost of BSCVA 3 3.9 2 5.3 0 1 1
Unstable ICL 2 5.3 0 0
IOP 3 7.9 0 4 5

Rate our previous lens capsular opacity until the present time is
one eye (1%), slightly opaque and opaque juvenile progression no
affect visual results, similar other authors and less than Britgit L.
According to the authors, previous rate lenticular opaque capsular-
related injury during surgery, cataract eye had started before surgery,
age patients (over 50 years), older generation ICL V1. V2. V3,
possible injury to the lens, reducing endothelial cells after surgery ...
The vault is not related to cataract.

In our study, 3 patients (4 eyes - 4%) increased intraocular
pressure eye, 2 eye pressure lowering medication only, 1 to shoot
laser eye iris additional 1 eye must surgery. This rate is equivalent to
Risto JU, 2002, 7.9% (3/38 patients), FDA, 2003 also meets 4%
(21/523), much lower than John SC, 2007, 26.2 % (16/61) after
glaucoma surgery. Glaucoma complications follow Risto JU, 2002
meeting 7.9% (3/38). John SC, 2007 [36] in a study in Asian patients,
also met 26.2% (16/61) after glaucoma surgery, the FDA, in 2003 to
meet 4% (21/523) of patients glaucoma postoperative.

4.3. FACTORS RELATED TO THE RESULTS OF SURGERY
4.3.1. The age of patients when surgery

Age of surgical patients had no association with acuity and
refraction after surgery (P> 0.05).

4.3.2. The patient's condition before surgery

Ocular axis related UCVA, BCVA, residual postoperative
refraction, loosely associated with postoperative vault, not related to
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the anterior chamber depth and endothelial cell loss after surgery.
This result is consistent with studies of other authors.

Preoperative refraction related UCVA. BCVA with P <0.001. r
= 0.67 and 0.687 respectively. The severity of refraction sphere
elated to surgical results. Equivalent refractive sphere group> 19D on
the results is limited by power of ICL not get rid of the patient's
refraction. Our results are similar to the results of the author.

The study by the FDA, in 2007, preoperative refraction from
-2D to - 19.5D (-9.36 £ 2.66D average) then residual postoperative
refraction within + 0.5D and 1D + were 76.9% and 97.3%, while the
study had higher preoperative refraction as Roberto,1998,
preoperative refraction from -8D to -19D (-13.88 + 2.23D average)
is then refracted the residual postoperative within + 0.5D and + 1D
were 44% and 69%. Vincenzo,1996, preoperative refraction from
-10.8D to - 24D (-13.88 £ 2.23D average) then refracted the residual
postoperative within £ 0.5D and £ 1D were 31% and 44%. 19D
refraction is the limit of ICL treatment is also a limiting factor in the
surgical result. This is similar to our comments.

Visual acuity before surgery also involves postoperative visual
acuity. Low preoperative vision because of inability wearable glasses
or refraction deviation caused by amblyopia. Low visual acuity
before surgery will affect postoperative visual acuity.

CONCLUDE

During the study period from 05/2007 to 10/2012, at Viet nam
National Institute of Ophthalmology, we have examined, surgery and
follow-up 54 patients, 19 male and 35 female, with 99 eyes, while 9
patients were operated 1 eye and 45 patients were operated 2 eyes,
and we get some conclusions as follows:
1. Assess the effectiveness of the surgery:
The final result: Good results achieved from 73.7 - 84.4%, the
moderate results were achieved from 7.7 to 10.1%, resulting in an
average of from 4.7 to 14.8%. poor result were 2%
* Refraction outcomes:
Refractive sphere, cylinder or sphere equivalent postoperative
decreased respectively from - 11D to -12.22 D, from -1.28D to -1.65
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D, from -12.7 D to -13.03D. Stable refraction after 1 to 3 months
after surgery.
* Visual acuity outcomes:

- Visual acuity increased from count finger 2m before surgery
to from 0.61 to 0.75 postoperatively. Postoperative UCVA increased
from 5.9 to 7.21 lines versus preoperative UCVA. increasing from
3.46 to 4.7 lines compared to BCV A before surgery.

- BCVA after surgery increased from 4.5 to 5.6 lines compared
to BCVA before surgery.

- The effectiveness of treatment was highest among the lower
refractive 10D, 10D -19D group decreasing in very severe myopia
group >19D.

- Efficacy index were from 1.875 to 2.350
* The degree of patient satisfaction:

98% of patients are satisfied and very satisfied, 2% dissatisfied
* Complications of surgery:

- 4% of patients seen glare after surgery, 4% had glaucoma,
there is one case anterior capsular lens opacity, with 1 case of uveitis.
no case of retinal detachment or intraocular inflammation ...

- The number of corneal endothelial cells decreased at 2.1- 4.8%
after 5 years. No cases of edema. corneal dystrophy after 5 years.

- The safety index reached 2.406 to 2.750.

2. The factors related to surgical results:

- Ocular axis related UCVA, BCVA, residual postoperative
refraction, loosely associated with postoperative vault not related to
the anterior chamber depth and endothelial cell loss after surgery.

- Refraction before surgery related postoperative UCVA, BCVA,
with P <0.001, r = 0.67 and 0.687 respectively. The severity of refractive
sphere related to surgical results. Equivalent sphere refraction of group >
19D had limited results because of ICL limited power.

- The age of surgical patients without association with acuity
and refraction after surgery (P> 0.05).

- Anterior chamber depth and the vault (distance between the
back of ICL and front of lens) had no correlation (P> 0.05). Corneal
diameter (white to white) and the vault are connected loosely.
Anterior chamber depth and corneal diameter has important
implications to the size of ICL



