MYOPIA CONTROL

Six months results with defocus spectacles
for myopia control in Argentina (MyoFix trial)
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PURPQOSE

Two spectacle designs first published for myopia control have an array of small a 1% MONTHE PROGRESSION SER (D AL A
lenslets with positive add surrounding a central distance area for clear vision. (D) (mm)

These designs were based on the fact that positive lenses in animal models

arrested experimental myopia. Our group designed a digital laboratory prototy- MEAN DIFFERENCE RIGHT EYES (ALL SUBJECTS) -0,032* 0,099
pe for myopia control presented at the IMC 2022, which showed positive results

concerning choroidal thickening after the use of such device for 40 minutes

while reading.(1) This work reports on a clinical trial with these spectacles. MEAN DIFFERENCE LEFT EVES (ALL SUBJECTS) 0,162 0,163
MEAN DIFFERENCE RIGHT EYES (BAD -0,022* 0,044*
OBJECTIVES
- COMPLIANCE AND OUTLIERS EXCLUDED)
To present baseline data from a clinical trial with special digitally carved defo-
cus spectacles tested In Argentina (*Muyofix, Novar). Additionally, 6 months
compllci)ance and eﬁec’rivenesgs "My ) J MEAN DIFFERENCE LEFT EYS (BAD -0,082* 0,081°
are reported. COMPLIANCE AND OUTLIERS EXCLUDED)
MEAN DIFFERENCE IN SER REPKA (RIGHT EYES) -0,279 0,142
METHODS k y
After ethical approval was searched during 2022 via the Ethics Committee of
the Argentine Society of Ophthalmology, in June 2023 we began a clinical trial .
enrolling myopic subjects age 8 to 14 that would use for one year their habitual p=<0.01

cycloplegic correction carved with a central 9mm zone for the distance correc- °p<0.05
tion and a plus 3.50 D add in the rest of the peripheral spectacle lens. As most
children in Argentina opt for myopia control tfreatments, a virtual control group
from an atropine study In USA (Repka) was considered for comparison.(2)

MEAN CHANGE IN SER IN SIX MONTHS (DIOPTERS)

Cycloplegic exams and biometry are being performed at baseline and repeated
at 6 months visits. Laser biometry was used in all cases for the axial length me-
asurement. Six month progression are compared by Student t test to six month
progression In the virtual control group for subjects who have completed 6
months follow up.

-04279 MEAN DIFFERENCE IN SER (REPKA CONTROLS)

LEFT EYES (BAD COMPLIANCE AND OUTLIERS
EXCLUDED)

RIGHT EYES (BAD COMPLIANCE AND OUTLIERS
EXCLUDED)

A total of 53 patients were enrolled from June 2023 to March 2024 with the
Novar Myofix spectacle lens. Their mean age was 10.72 +/- 2.48 years old and
23 of them were girls. Their mean spherical equivalent was -2.61 +/- 1.12 diop-
tres in the right eye and -2.37 +/- 1.12 diopftres in the left eye. The mean kerato-
metry was 43.52 +/-1.32 dioptres in the right eye and there wasnt any signifi-
cant difference with the left eye. The average axial length was 24.38 +/- 0.79
mm for the right eye and 24.34 +/- 0.79 mm for the left eye.

LEFT EYES (ALL SUBJECTS)

RIGHT EYES (ALL SUBJECTS)
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There were 8/48 cases of high myopic mother and 4/48 cases of father with
high myopia. In all, 28/48 children went to school only 4 hours a day, and
24/48 children lived in houses with gardens and 10/48 lived in an apartment.
The mean age of the first prescription of spectacles was 7.66 +/- 1.5 years old.
In all, 10/48 took tutorial extracurricular classes. MEAN CHANGE IN AXIAL LENGTH IN SIX MONTHS (mm)

Children spent about an hour and a half doing homewaork on weekdays or wee-
kends and an hour and a half outdoors on weekdays and three and a half
nours outdoors on the weekends. Finally, the children spent two and a half
nours with the tablet or mobile phone on weekdays and three and a half hours
on weekend days.

MEAN DIFFERENCE IN

0,142 | SER (REPKA CONTROLS)

LEFT EYES (BAD
0,081 COMPLIANCE AND
OUTLIERS EXCLUDED)

Considering follow up, up to August 2024, 27 out of 53 enrolled subjects had
returned to the six months follow up visit. Their mean change in spherical equi-
valent and mean change In axial length can be seen in the table compared to
Repka published data in the virtual control group. Four out of 27 who had retur-
ned had bad compliance, not having used the myopia control spectacles be-
cause they were low myopes with less than -1.00 D spherical equivalent.

RIGHT EYES (BAD
0,044 COMPLIANCE AND
OUTLIERS EXCLUDED)
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These bad compliance subjects who had -0.50 D progression In six months were
drawn out of the study and changed to diluted atropine drops treatment to avoid
progression, as was suggested by the ethics committee. The mean six years pro-
gression of the rest of the subjects 1s shown In the table. Four in 27 represents
14.8% of bad compliance to Myofix prescription, and was related to spectacle
non-dependence due to low prescriptions.

65
Discussion. The results of this stfudy show good promise for the Myofix spectacle in

arresting myopia progression. Myoftix design Is based on myopic defocus and re-
e BT presents the lens with the greatest defocussed area produced by the industry. This
o S GPERER " i i e trial shows good adaptation to this type of spectacle use.
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