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Efficacy of a next-generation design of ophthalmic lenses for myopia control: Six-month results of the CEME Study (133 - A0433 )
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Purpose Results The adjusted change in SE from baseline to 6 months was -0.24+0.02D
Myopia and high myopia rates are increasing worldwide.! There have been Table 1 shows the baseline characteristics of the children. There were no and -0.09£0.02D with SVL and Myocare respectively (p <0.001). The
numerous studies on the effectiveness of myopia control treatments in the differences between the groups for baseline parameters mean adjusted difference was -0.15D, with 62.5% slower progression with
Asian population, but so far, studies on Caucasians have been limited.2 MyoCare than SVL. Similarly, the adjusted change in AL from baseline to

0 I — I — I _
We aim to assess the efficacy of a new spectacle lens for myopia control 38% I"fttgethChgdre” fg ??fftW;a”ggt SVthh?”d " t”‘i W'Lh MyoCare) had 6 months was 0.10£0.03mm and 0.02+0.03mm with SVL and MyoCare
in a European population. compieted the 5-month VISILTO the date ot this abstract submission. respectively (p<0.001). The mean adjusted difference was 0.07mm, with

76.9% slower progression with MyoCare than the SVL SPL group.

Methods: Table 1. Baseline characteristics of the sample.

In an ongoing 2-year, prospective, multicenter, stratified randomized . "y _ _ _ 0501 _w

clinical trial (NCT05919654), 304 Caucasian children aged between 6 and Baseline Characteristics Total {n = 304) MyoCare (n=152) SVL (n=152) . e S
13 were enrolled. All children were myopic with a spherical equivalent Age (Mean + SD) 9.99+1.96 10.08 £ 2.08 9.99+1.85 0ss  _° N R
ref_ractlve er_ror (SE) between -0.75D and -5.00Q, astigmatism <1.50D, Females (n, %) 174 (57.24) 87 (57.24) 87 (57.24) o - ; ZE:
anisometropia =1.00D, and past annual progression of at least -0.50D. 0.20- =

Initial cycloplegic refraction (Mean £ SD) -2.1911.05 -2.22 £ 1.05 =217 £1.05

0.15

-0.4 1

Children in the treatment group (n=152) were assigned spectacle lenses

Absolute change in Axial Length (right eye) at 6 months (mm)

0.10- SVL MyoCare %
incorporating cylinder annular refractive elements (MyoCare, ZEISS), and Initial axial length (Mean + SD) 24.22 +0.74 24.26 +0.75 2418 +0.73 005 ] g 00
. . . . Z -0.81 1
those in the control group (n=152) wore single-vision lenses (SVL). Axial 0001 N
. . -0.05 g
Length (AL) and cycloplegic SE were measured at baseline and after 6 Figure 2 shows a detailed flowchart with the schedule of each visit. o0 s
months of wear (figure 1). Generalized linear models were constructed to 0.15- .

. . . : -0.20 ———— g -1.61
estimate the changes in SE and AL, adjusted for lens type, age, and rei’fu?g;";m) . 2 e
baseline SE or AL. The efficacy of MyoCare lenses was calculated by 1 0.30- ) 207
dividing the difference in adjusted SE or AL change between groups by the Does the child Screening ; -

_ 9 J 9 _ 9 ps Dy oot the oriteria? (1=320) Figure 3. Absolute changes in AL an SE after 6 months of use.
adjusted SE or AL change in the control group, then multiplying the result NO
by 100%.3 0.12

>€cluded (n=@ > Enrollment and =
ZEISS MyoCare randomization (n=304) S 0.10
(n = 152) %
[9~‘ ﬁ ﬁ CARE group (n=152) |« »  Control group (n=152) o 0.08
lﬂ]\ m lﬂ]\ ¢ ¢ c:§° 0.06
Spectacle delivery (n=152) t=0 Spectacle delivery (N=152) g
Blinded ¢ ¢ o 0.04
randomization l l . _ Visit 1 : : Visit 1 : : _CC%
(n = 304) Spherical Equivalent / Isit 1 - q_uestlonnalre t = 1 week Isit 1 - q_uestlonnalre O 0.02 ‘/
o o . (n=152) (n=152)
Refractive Error + +
h_l h_l  ArAneite f—E i Visit 2 Axial Lenght and t = 3 Months Visit 2 Axial Lenght and 000 0 3 6
o) o) 6 months . Dropouts n=5 i : _ > _ _ >
[{l\? @ (Iosttofollowup) Visual acuity (n=150) Visual acuity (n=150) —i:,z - 222 z.zz 2. ;2
] Visit 3 - Axial Length, Visit 3 - Axial Length, Time (Months)
_ Cyclopegic Refraction and t = 6 Months Cyclopegic Refraction and
hVVhe” Lefri‘cct)'%r(‘m Visual Acuity (n=130) Visual Acuity (n=138)
changes -U. . . .
—’ Chan%e ofyspectacle, v v Figure 4. Changes in AL over the time
Axial Length Visit 4, 5 and 6 ongoing t=12, 18 and Visit 4, 5 and 6 ongoing
. 24 Months Conclusions

The interim analysis demonstrated that Zeiss MyoCare has been efficient
after 6 months of wear. Children will continue to be monitored after 1 and 2

Figure 1. Overview of a randomized controlled clinical trial (RCT) to assess the yegrs of lens wear for a more Compr.ehensn./e evaluation Of_ the Iong-te.rm
safety and effectiveness of CARE lenses to manage myopia progression. Figure 2. Flowchart with the schedule of assessments and examination items efficacy of the MyoCare spectacle lens in slowing the progression of myopia.
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