Derming, Institute of Clinical Research and Bioengineering

SUMMARY REPORT

CONTROLLED STUDY FOR CLINICAL AND INSTRUMENTAL
EVALUATION OF BIO-REVITALIZING, SOOTHING AND
RECONSTRUCTING EFFICACY OF AN INTRADERMAL INJECTABLE
PRODUCT
(JALU-PRO™) COMBINED TO CHEMICAL PEELING ON AGING FACE

Test code; PD0205

Study products:
+ JALUPRO? (injectable vials for intradermal and intra-articular implant)

» Trichloroacetic acid in macromolecular gel (Canova Skin Care — SIFARMA S.p.A. —
MILANO - ITALY)

Study Objective:
Aim of the study was to evaluate clinically and by non-invasive instrumental evaluations the

bio-revitalizing and soothing efficacy on aging/photoaging skin signs of an intradermal
injectable product combined to chemical peeling with TCA (trichloroacetic acid) 25%.

Study Design

Open trial conducted by 1 centre, under dermatological control for 6 months of treatment.
2 different experimental groups were compared:

» group | (subjects performing chemical peeling and 5 intradermal implants with Jalu-
Pro™

* group ll (subjects performing only chemical peeling);

Medical treatment plan

= N1 chemical peeling with TCA (trichloroacetic acid) 25%:
* N°5 Intradermal implants with the injectable product “JALU-PRO™ only for subjects

included in the group .
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The first implant (3 vials of lyophilised Jalu-Pro™, every dissolved in 1,5 ml of Jalu-
Pro™ solvent) was performed 48 hours before the peeling, the following three (only
1 lyophilised Jalu-Pro™ vial dissolved in 2,5 ml of Jalu-Pro™ solvent) once a week
and the last one 3 months after peeling.

Intradermal implants were performed by tunnelling technigue using 26G needle on
both face sides at level of the following skin areas:

. frontal region (third superior)

. periocular (“crow’s feet”) and malar region (third middle)

. nasolabial folds, chinlabial folds, mandibular region (third inferior).
Study Visit

The following visits were performed during the study period:

baseline (TO before peeling execution),
the day of the first intradermal implant (T| = only for the group |)
the day of the peeling execution (TP —for the group | it was performed 48 hours after

the first intradermal implant),
1, 2 and 3 weeks after peeling (T1W, T2W, T3W)
1, 3, and 6 months after peeling (T1M, T3M, TEM).

Study population:
20 healthy, female volunteers aged more than 50 years, with severe skin

ageing/photoaging completed the study (10 subjects for each study group).






