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Table 1 Baseline demographics data (mean+SD) of all subjects (n=221) in the DISC and the SV groups

All Completed Dropout

DISC (n=111) SV (n=110) DISC (n=65) SV (n=63) DISC (n=46) SV (n=47)
Age (years) 11.01+1.48 10.85+1.62 11.06+1.55 10.87+1.67 11.05+1.49 10.84+1.60
Gender (female: male) 72:39 64:46 4421 39:24 28:18 25:22
Cycloplegic autorefraction in SER (D) —2.86+1.02 —2.79+1.06 —2.90+1.05 —2.80+1.03 —2.85+1.12 —2.80+1.07
Axial length (mm) 24.70+0.74 24.65+0.78 24.69+0.74 24.62+0.79 24.70+0.75 24.65+0.74
Corneal power for steep meridian (D) 44.28+1.34 44.14+1.37 44.32+1.25 44.30+1.22 44.24+1.25 44.12+1.36
Corneal power for flat meridian (D) 43.16+1.25 43.02+1.38 43.22+1.23 43.14+1.27 43.12+1.44 43.07+1.36
Distance VA with contact lenses (logMAR) —0.07+0.06 —0.08+0.06 —0.06+0.06 —0.08+0.06 —0.06+0.07 —0.08+0.06
Near VA with contact lenses (logMAR) —0.09+0.01 —0.09+0.03 —0.09+0.02 —0.09+0.03 —0.09+0.02 —0.09+0.03

DISC, Defocus Incorporated Soft Contact; SER, spherical equivalent refraction; SV, single vision.

groups over 2 years are shown in figure 2A and refractive sta-
tuses are provided in table 2. The multiple linear regression ana-
lysis indicated lens wearing time (p=0.02) was found to be a
statistically significant effect on the change of SER in the DISC
group and the coefficient of covariates was 0.06.

Change in AXL

A highly significant correlation was found between changes in
SER and changes in AXL in DISC (r=-0.70, p<0.0001) and
SV (r=-0.68, p<0.0001) groups. The total increase in AXL
was 0.25+0.23 mm in the DISC group and 0.37+0.24 mm in

the SV group. The AXL changes were consistent with the
refractive findings, there was statistically significant difference
between the two groups (mean difference=0.11 mm, p=0.009).
The mean AXL change in the two groups is shown in figure 2B
and further details of AXL are listed in table 2.

Accommodation and pupil sizes

The mean amplitudes of accommodation were 12.37+2.46 D
and 12.07+1.87 D for DISC and SV lenses, respectively. The
amplitudes of accommodation with DISC lenses was not signifi-
cantly different (p=0.875) from spectacles (12.30+2.16 D).

Figure 1  Flow diagram of progress
through the study. DISC, Defocus
Incorporated Soft Contact; SV, single
vision.
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Figure 2 (A) Mean and SEM of myopia progression (spherical
equivalent refractions) and (B) mean and SEM of axial length
elongation for the subjects who completed the study. DISC, Defocus
Incorporated Soft Contact; SV, single vision.

Children wearing DISC lenses could accommodate normally to
near objects, and were less likely to use the defocusing zones for
viewing during near tasks.

There was no statistically significant difference of pupil sizes
between two groups under photopic (p=0.078) and mesopic
(p=0.087) conditions. The mean pupil sizes of the children
wearing DISC lenses were 5.07+0.80 mm and 6.79+0.70 mm
under photopic and mesopic conditions, respectively. Pupil size
was found to adequately cover correcting and defocusing zones.

Table 2 Changes (mean=SD) in cycloplegic autorefraction (SER)
and axial length in subjects who completed the 2-year study at
each visit

DISC (n=65) SV (n=63)
Cycloplegic autorefraction (D)
Baseline —2.90+1.05 —2.80+1.03
6 months —3.11+1.09 —3.06+1.22
12 months —3.26+1.08 —3.28+1.14
18 months —3.40+1.14 —3.51+1.20
24 months —3.49+1.17 —3.60+1.29
Axial length (mm)
Baseline 24.69+0.74 24.62+0.79
6 months 24.76+0.74 24.73+0.82
12 months 24.82+0.74 24.83+0.84
18 months 24.89+0.74 24.91+0.87
24 months 24.94+0.75 24.98+0.88

DISC, Defocus Incorporated Soft Contact; SER, spherical equivalent refraction;
SV, single vision.

Myopic progression versus wearing time

There was no significant difference in wearing time between the
DISC (6.46*2.16 h/day) and the SV groups (6.30+1.65 h/day)
(p=0.644). The correlation of myopia progression and lens
wearing time is shown in figure 3. Myopia progression in the
DISC group was inversely proportion to wearing time
(r=0.342, p=0.005) whereas no such effect was found in the
SV group. Table 3 shows the differences of myopia progression
between two groups from different cut-off of lens wearing time.
The effect of slowing myopia progression became obvious when
there was a minimum of §h/day with DISC lenses, and
increased with daily wearing hours.

DISCUSSION

The present study showed children wearing DISC lenses had
25% less myopia progression and 31% less axial elongation
than those wearing SV lenses over 2 years. The rate of myopia
progression was quite linear and no plateau effect was observed
(figure 2A). Those results support our past animal and human
studies in adopting myopic defocus as a means of interfering
with ocular growth.'” ' The regression analysis showed
wearing time was a contribution factor to retardation effect of
myopia progression with DISC lenses. A better effect was
showed when daily wearing hours increased (figure 3, table 3).
A similar temporal dose-response relationship has been reported
in animals which found the effect of defocus related to exposure
time.”® A certain effect of myopia control (46%) could be
achieved by wearing DISC lens for at least 5 h/day. The effect
further increased to 58% when children had worn DISC lenses
for 7 h/day or more. The marginal benefit from increased
wearing was smaller when wearing time reached 8 h. There was
inadequate information about how much wearing time is
needed until effect level-off. The oxygen transmissibility level
(Dk) of lens material limited daily wearing time to 10 h in our
study. Therefore, 7-8 h/day might be an optimal wearing time
for the DISC lens to function.

Table 4 summarises recent clinical trials of myopia control
using optical methods. DISC lens (0.11 D/year) showed similar
retardation effect on myopia progression as compared with
PALs (0.07-0.18 D/year).>'" A study using a combination of
bifocal and base-in prism showed promising treatment effect
(559%) over 2 years in a preselected group with fast progressing
myopia.'* Sankaridurg et a/*' have demonstrated myopia pro-
gression was slowed by 349% in 1 year using a multifocal soft
contact lens which was designed for reducing relative peripheral
hyperopia. Anstice and Phillips demonstrated a better slowing
effect (37%) using a concentric bifocal soft contact lens having
2 D myopic defocus in the cross-over study.*? Their results were
consistent with the notion that myopic progression could be
slowed by manipulating myopic defocus simultaneously. The
present study proved myopic defocus could slow myopia pro-
gression in binocular viewing condition.

Variations in retardation effects of DISC lenses may be due to
different retinal profile or peripheral refraction. It was a limita-
tion of the study that the retinal curvature profile was not mea-
sured, and we assumed the myopic defocus induced was
sufficient to cover most part of the retina. Hence if the retinal
profile is very prolate (steepening toward the periphery), the
source of myopic defocus at the periphery will be less and may
end up as hyperopic defocus. As reported in the literature, a
highly prolate shape is not common among myopic eyes.”>
Certain amount of myopic defocus might still be imposed on
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Figure 3  Correlation between
myopia progression (spherical
equivalent refractions) and contact lens
daily wearing time. DISC, Defocus
Incorporated Soft Contact; SV, single

vision.
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Table 3 The retardation effect of myopia progression from different cut-offs of lens wearing time

Wearing time (hours/day) Mean SER differences between two groups p Value % retardation of myopia progression 95% Cl
All 0.21 0.031 25 —0.39 to —0.02
4 or more 0.23 0.019 28 —0.42 to —0.04
5 or more 0.39 0.001 46 —0.59 to —-0.17
6 or more 0.44 0.001 50 —0.69 to —0.20
7 or more 0.54 0.001 58 —0.85 to —0.24
8 or more 0.53 0.014 60 —0.94 to —0.12
SER, Spherical equivalent refraction.
Table 4 Clinical studies of myopia control in the past
Treatment effect in retarding
myopia progression
Period Age (years old),  Criteria of Interventions and Study period Per year
Authors (years) (months) Design ethnicity Rx (D) sample size (n) in D (%) in D
Present study 24 Randomised, masked 8-13, Chinese —-1to-5. SVCL n=47 0.21 (25%) 0.1
DISC, n=49
Edward et al (2002)° 24 Randomised, double masked 7-10.5, Chinese —1.25t0 —4.5 SVL, n=132 0.14 (11%) 0.07
PAL (1.5 D Add), n=121
Gwiazda et al (2003) 36 Randomised, masked 6-11, diverse —1.25to —4.5 SVL, n=233; 0.20 (14%) 0.07
ethnicity PAL (2 D Add), n=229
Hasebe et al (2008)% 18 Randomised, masked, cross-over 6-12, Japanese —1.25to0 —6 SVL, n=44; 1st period: 0.31 1st period:
PAL(1.5 D Add), n=42 (18%) 0.2
2nd period: 0.02  2nd period:
(2%) 0.01
Yang et al (2009)° 24 Randomised, masked 7-13, Chinese —0.5to0 -3 SVL, n=75 0.26 (17%) 0.13
PAL(1.5 D Add), n=74
COMET2 and PEDIG 36 Randomised, masked, multicenter 8-12 —0.75 to —2.50 SV, n=58 0.28 (24%) 0.09
(2011)" PALQ2 D Add), n=52
Berntsen et al (2012)"" 12 Randomised, masked, all worn SV in 6-11 —0.75 to —4.50 SV, n=42 0.18 (35%) 0.18
2nd year PAL(2 D Add), n=41
Cheng et al (2010)"? 24 Randomised, masked 8-13, Chinese —1to =5.5 SVL n=41; BF: 0.59 (38%) BF: 0.3
BF (1.5 D Add), n=48;  PBF: 0.85 (55%) PBF: 0.43
PBF (1.5 D Add, 3ABlI),
n=46
Anstice and Phillips 10 Randomised, paired-eye control, 11-14, diverse —1.25t0 —4.5 SV CL, n=40 1st period: 0.25  1st period:
(2011)%2 cross-over ethnicity DF (2 D MD), n=40 (37%) 03
2nd period: 0.2 2nd period:
(54%) 0.24
Sankaridurg et al 12 Randomised 7-14, Chinese —0.75 to —=3.5 SVL, n=40 0.29 (34%) 0.29
(2011)* novel CL, n=45

BF, bifocal spectacle lens; COMET2 and PEDIG, Correction of Myopia Evaluation Trial 2 Study Group and the Pediatric Eye Disease Investigator Group; DF, dual focus contact lens;
DISC, Defocus Incorporated Soft Contact; MD, myopic defocus; PAL, progressive addition lens; PBF, prismatic bifocal lens; SV CL, single vision contact lens; SVL, single vision spectacle lens.
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peripheral retina with the use of 2.5 D defocus, slowing myopia
progression.

The other limitation was a high dropout rate (~42%).
Three-fourths of the dropout occurred in the 1st year. The main
reason for both groups was lack of motivation in contact wear.
Most of them wanted to wear contact lenses at the beginning in
an attempt to slow myopia progression. They were unwilling to
wear lenses every day afterwards because they were too busy with
school curriculum and homework, and too rushed to wear lens
in early morning. Some children quit because they refused to
return for eye examination, especially with cycloplegia. A few
children were excluded because of moderate papillae and recur-
rent corneal staining. Those children usually showed poor com-
pliance, such as overworn lenses and improper lens care
procedures. A small portion of the subjects were excluded due to
allergic rhinitis. Most of the withdrawals were not willing to con-
tinue the follow-up. Complete data was not available for all ran-
domised subjects. Statistical analysis on the completed cases and
on a subgroup of children with longer wearing time introduces
bias. Although the dropout rate was high, some children could
successfully wear contact lenses, and adverse reactions were low.

In conclusion, myopia progression and axial elongation were
slowed by wearing DISC lenses compared with SV lenses,
reaching nearly 50% for those maintaining wearing time over
5 h/day. This prophylactic intervention is less invasive than
those by pharmacological treatments, and has great potential for
slowing myopia progression in children. Enhanced patient edu-
cation may improve patient motivation, compliance and possibly
treatment effect. The optimum amount of myopic defocus to
arrive at stopping myopia progression is yet to be worked out;
further investigation and lens customisation are needed.
Improved contact lens material could further prolong safe
wearing time, which may provide more flexibility to wearers
and potentially increase exposure to defocus.
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