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« Atopic dermatitis (AD) is associated with altered levels and
composition of ceramides which are insfrumental in maintaining
skin barrier function (SBF), hence ftheir resultant skin barrier

dysfunction.’

« Ceramide-containing moisturiser (CCM) was formulated as @

multivesicular emulsion (MVE),

which is a novel technology

consisting of vesicles of oil-in-water emulsion held within another
vesicle, ensuring gradual release of active ingredients over time,
as vesicles open sequentially (Fig. 1).2

* In this study, we evaluated:

= |Improvement in patient’'s quality

of life
= Reduction in severity of AD
= Restoration of SBF

 |In 120 Indian patients with mild fo ngredients held
moderate AD, when they used a

Time controlled

within vesicles @

CCM (formulated as an MVE) QS Fg. 1: Multivesicular emulsion (MVE)

monotherapy for 4 weeks.

ensures gradual release of active
ingredients over time, as vesicles open
sequentially.

3. RESULTS AND DISCUSSION
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CCM twice daily over
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» Corneometer
CM 825®

e Tewameter®™
Hex Probe

Full body application
twice daily 8-12
hours apart
after a shower

120 Indian patients of skin
phototype llI-V with mild to
moderate AD
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NnO  moisturizer  was
Fig. 2: Study flow applied (Fig. 2).

« Dermatology Life Quality Index (DLQI)*°> was assessed at D-0 (baseline), D-14
& D-28 (tfreatment phase), while SCORAD®, overall dryness score (ODS),
scaling, roughness, redness & cracks (SRRC) grading, numerical rating scale
(NRS) for average itch, tfransepidermal water loss (TEWL), skin hydration &
adverse effects were assessed at D-0 (baseline), D-14 & D-28 (treatment
phase), & also on D-31 & D-35 (freatment-free phase), Additionally ODS,
SRRC, TEWL & skin hydration were assessed 15 minutes after 1st application of
CCM.

A questionnaire to assess patient satisfaction with CCM on 19 parameters
was administered to patients at end of treatment.
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Fig. 3: (A) DLQI, (B) SCORAD, (C)ODS, (D) Pruritus, (E)Tewameter and (F) corneometer measurements between
DO & D35 ** p-value <0.01 & *** p-value <0.001.

« Of 120 enrolled participants, 117 completed the study.
« A statistically significant improvement in mean of % change in scores

fromm D-0 was noted:

= On D-14 & D-28, in DLQI: -72.6 & -91.2% respectively using Wilcoxon test

(Fig. 3A).

= On D-14, D-28, D-31 & D-35 in SCORAD: -34.5, -66.5, -51.1 & -43.5%
respectively (p< 0.001, using paired f-test; Fig. 3B).

= On D-14, D-28, D-31 & D-35 in ODS: -31.8, -48.9, -40.2 & -33.1%
respectively (p< 0.001, using Wilcoxon test; Fig. 3C).

= On D-14, D-28, D-31 & D-35 in SRRC: -37.4, -61.7, -51.0 & -42.5%
respectively (p< 0.001, using Wilcoxon test).

= On D-14, D-28, D-31 & D-35in NRS for average itch: -33.9, -61.4, -56.9 &
-51.7% respectively (p< 0.001, using Wilcoxon test; Fig. 3D).

= On D-14, D-28, D-31 & D-35In TEWL: -7.5, -14.6, -8.2 & -4.2% respectively
(0 < 0.001 for all timepoints except for D-35, p=0.002, using paired t-

test; Fig. 3E).

= On D-14, D-28, D-31 & D-35

INn skin hydrafion: +61.8, +/3.7, +59.6 &

+47.6% respectively (p< 0.001, using Wilcoxon & paired f-test; Fig. 3F).
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Fig. 4 (A): Left elbow of a patient at D-0D, D-14 & D-28. (B): Left leg of a patient at D-0, D-14 & D-
28.

« 15 minutes after 1st application of CCM in ODS, SRRC, TEWL & skin
hydration: -54.0, -54.6, -9.1 & +132.9% respectively (p <0.001, using
Wilcoxon & paired t-test).

« On D-28, in 84 (70.0%) patients there was >50% reduction in SCORAD,
while in 104 (86.7%) patients there was at least T grade improvement in
ODS (Figs 4A & 4B).

* No side effects were noted.

 There was 96.6% cosmetic acceptabllity of CCM on all parameters
evaluated.

« Limitations of study: Lack of a comparator arm using a ceramide
containing moisturiser, not formulated using MVE technology.

4. CONCLUSION

Our study demonstrates immediate & prolonged efficacy of a ceramide-
containing moisturizer formulated using multivesicular emulsion technology when
used as monotherapy in mild to moderate AD as demonstrated by improvement
INn skin barrier function & severity of AD, resulting in significant improvement in
patfient’s quality of life. The study also indicates the improvement in clinical
parameters persist for at least 7 days after tfreatment is stopped, indicating a
significant residual effect attributable to restoration of skin barrier function.
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