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[Abstract] Objective To evaluate the effectiveness and safety of Proming®Toric intraocular lens
(IOL) in adults with cataract combined with corneal regular astigmatism. Methods  Multicentre,
randomized, open and positive parallel controlled clinical study. A total of 121 patients (121 eyes) who had
cataract combined with corneal regular astigmatism and met the inclusion criteria were enrolled in

9 hospitals from May 2014 to May 2016. There were 45 males and 76 females and the median age was
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71 (42-88) years old. A total of 121 patients (121 eyes) were randomly assigned to the study group and the
control group through the Central Randomization System. Sixty patients (60 eyes) of the study group were
implanted with Proming®Toric TOL (Model: ATIBH-AT6BH) from Eyebright Medical Technology (Beijing)
Co., Ltd., and 61 patients (61 eyes) of the control group were implanted with AcrySof ®1Q Toric 10L (Model:
SNO6AT2-SN6AT7) from Alcon Laboratories, Inc. The visual acuity, IOL axial position, slit lamp
examination, residual astigmatism and contrast sensitivity were recorded at 1 day, 1 week, 1 month,
3 months, 6 months and 1 year postoperatively. Statistical analysis was performed using x* test, independent
sample ¢ test, Mann-Whitney U test, Friedman repeated measured ANOVA on ranks and non-parametric
2-factor variance analysis. Results A total of 118 patients completed 6 months of follow-up, including
59 from the study group and 59 from the control group. The difference between the two groups in terms of the
percentage of best corrected distance visual acuity (BCDVA) reaching 20/40 was 1.69%[100% (59/59 ) vs.
98.31% (58/59)], and the lower limit of the 95% CI (- 1.60%) was greater than —10.00%. A total of 90
patients were followed up for 1 year, including 43 patients from study group and 47 patients from control
group. At 1 year after operation, the percentages of the BCDVA up to 20/40 were 97.67%(42/43) in the study
group and 97.87% (46/47) in the control group, and there was no significant difference between the two
groups (x’=0.00, P=0.95);the percentages of the uncorrected distance visual acuity (UCDVA) up to 20/40
were 81.40%(35/43) in the study group and 82.98%(39/47) in the control group, and there was no significant
difference between the two groups (x’=0.04, P=0.84). At 1 year follow-up, the difference of contrast
sensitivity at 18.0 ¢/d under the bright light, dark light, bright glare and dark glare between the two groups
was not statistically significant (U=468.50, P=0.17;U=528.00, P=0.28;U=465.50, P=0.19;U=629.00, P=
0.39);the difference of residual astigmatism between the two groups was not statistically significant (U=
798.50, P=0.08);the difference of IOL rotation degree between the two groups was not statistically significant
(U=869.00, P=0.25). There were no severe inflammatory responses nor other complications associated with
IOL in both groups at each follow-up point. Conclusion The visual quality, astigmatism correction effect,
rotation stability and safety of Proming®Toric 10L for the treatment of cataract combined with corneal regular
astigmatism is equivalent to AcrySof® 1Q Toric 10L. (Chin J Ophthalmol ,2018,54 : 349-356)
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- - ANIR)AS (AT B BH ST HLBUaR e

1.5¢/d 3.0 c/d 6.0 c/d 12.0 ¢/d 18.0 ¢/d
R4 43 1.33(0.00~1.82) 1.49(0.00~2.01) 1.55(0.00~2.03) 1.00(0.00~1.48) 0.47(0.00~1.33)
X HRAL 47 1.33(0.00~2.00) 1.47(0.36~2.20) 1.52(0.00~2.19) 1.02(0.00~1.92) 0.33(0.00~1.51)
UfE 635.50 806.00 766.50 784.50 468.50
PH 0.54 0.65 0.54 0.30 0.17
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1.5¢/d 3.0 c/d 6.0 c/d 12.0 ¢/d 18.0 ¢/d
2 e 43 1.11(0.00~1.93) 1.30(0.00~2.01) 1.20(0.00~1.84) 0.45(0.00~1.47) 0.00(0.00~1.11)
Xof HE 2] 47 1.24(0.00~2.00) 1.33(0.00~2.06) 1.21(0.00~2.19) 0.46(0.00~1.62) 0.00(0.00~1.40)
UfH 788.00 836.50 826.00 632.00 528.00
PE 0.32 0.56 0.50 0.48 0.28
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1.5 ¢/d 3.0 ¢/d 6.0 c/d 12.0 ¢/d 18.0 ¢/d
Rl 43 1.26(0.00~1.97) 1.46(0.00~2.08) 1.44(0.00~1.95) 0.97(0.00~1.54) 0.27(0.00~1.11)
popilcE| 47 1.35(0.00~2.00) 1.46(0.20~2.06) 1.52(0.00~2.22) 1.04(0.00~1.78) 0.11(0.00~1.41)
Ui 653.00 872.50 794.00 782.50 465.50
PH 0.67 0.96 0.88 0.96 0.19
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1.5c/d 3.0 c/d 6.0 c/d 12.0 ¢/d 18.0 ¢/d
g4 43 1.03(0.00~1.93) 1.17(0.00~1.73) 0.61(0.00~1.84) 0.27(0.00~1.54) 0.00(0.00~1.25)
X HE 2 47 1.11(0.00~2.00) 1.24(0.00~2.06) 0.91(0.00~2.16) 0.09(0.00~1.62) 0.00(0.00~1.25)
UfH 642.00 793.50 619.50 595.00 629.00
P1H 0.92 0.34 0.65 0.24 0.39

R4 FHANESIFAEHIEOE R Toric AT AR RAAHAARARTTFAR )G A R B 15 5 ] 1)
BRATHOCREELEL D, O B GEED |

2151 A ARfE14H AJ5 34 H R 64H AJE 14
IR ZH 1.75(0.00~7.50) 0.75(0.00~3.00) 1.00(0.00~2.75) 0.75(0.00~3.00) 0.75(0.00~3.25)
X HE 2 1.50(0.00~7.50) 0.75(0.00~1.75) 0.75(0.00~1.87) 0.63(0.00~1.50) 0.75(0.00~2.50)
UfH 1218.50 1504.00 1320.00 1517.00 798.50
PAH 0.48 0.40 0.08 0.22 0.08

L ARRARSE 1A 3AH 64 H VAR R TR BG4 5518 60 .60 .57 .59 .43, X HRZH 4351k 61 .58 .57 .59 .47

RS PIHANRESHAEAINEOLEHE Toric N T RAAEAAA S AR Rl 5 I 18] AR SR UL [0, rh A8 (EFD]

215 ENERVL RJE11H ARfGE34H AJG 64~ H ARJF14E
R 1.0(0.0~6.0) 1.0(0.0~10.0) 2.0(0.0~10.0) 1.0(0.0~8.0) 2.0(0.0~7.3)
payiicEs| 1.0(0.0~10.0) 2.0(0.0~12.0) 2.0(0.0~15.0) 2.0(0.0~15.0) 2.0(0.0~16.0)
UfH 1 560.50 1522.00 1510.00 1 566.00 869.00
PIH 0.71 0.79 0.99 0.74 0.25

e FE R VARG 1 d 09T RS R ST R RS 1R LA A 34 H 64 H AR A 3k bt 15 HR B0 5645 431 4 60 .60 .57
59,43, XFHRZH 43900 61 .58 .57 .59 .47
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T A TR I A AR Ll AU 1 44 R AR T SRR AR TR A AT A R A BB 43S SCA G T MRS TR S
AT TR SO E SO A T LR A SCHR BB A TR 2 FR . RAA WA ARIEE T8 R L5 b SCefR 7E 4G
S INE AN SCER ARG, 40 AR PR SE R T (tumour necrosis factor, TNF)

VU555 PR RS TE I 28R G REITFHET ) o AS UL 2018 4EFF I A T

AMD (A8 AH DM B AR PE )

bFGF (it T 44 f K T)
BUT (T RS 24 B ) )
C/DCRAMM AL AR L)

CNV (Jk&48 FEB A 148 )
DAB( 2 BN

EDTRS W1 2= ¥ PRI 0 I RS 28 1R T s 40 ) 3%)
ELISA (R S sie W )

FFA (G2 IR A 5 )

HE 44, IR A a1 e a)

TCGA (W51 75 £ Fik 246 5% 1 A5 5 5% )
ILCE AN 2)

TOLCA T Atk eA)

LASIK (53 F- OB IR EE AR )
LEC (SRR = Rz 4i i)

MMP (B )5t 45 25 11 il )
MTT(WEME )
OCT(HTHLEHTHUEA)

PBS (W IRERLZE iR )
PACG (JFU& PR f 75 YGHR )
PCR (R A HEHE )
PD(MLELEAR)
POAG(JF & METF M AV OEIR)
PRK(MESFIHOEAIEDIHIA)
RGC (WL BE A 25705 £ )
RGPCLRE M P i)
RPE(HEMIE (.2 )% )
RR X &R )
RT-PCR (i % si R G W S5 N7 )
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TCF A A K F)
TUNEL(RZ T PR A i e B B A2 1) dUTP Skt L i)
UBM GHE 7= A ) 1 flede)
VEGF (IfiL & N 2 A= K )
VEP (#5175 & HL 7 )
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