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: - Synopsis
The continuous adverse effects of light of over the years add to normal ageing processes. This in-
creases the number and severity of wrinkles, reduces the efficiency of cell mechanisms responsible
for the reparation of damaged genes due to UV rays in photo-exposed areas, causes actinic kerato-
sis, slows down epidermic cell turnover and reduces surface lipids, the moisture level and, as a re-
sult, I suppleness of the skin.

The noticeable adverse effects | ally decrease with the use of  noic acid-based drugs or co-
smetic-based products including various active components, from collagen to sodium lactate and
aminoacids, from gelatine-glycine to Pyrrolidone Carboxylic Acid (PCA) and the  vly-used Alpha
bydroxy acids {(AHAs), such as, for example, glycolic acid.

This double-blind study aims to control the activity of 8% AHAs and gelatin-glycine-based cosmetic
emulsions o8 90 days clinically evaluating the number of thin wri  les.

Fu >rm : thesut e lipid film, the pH value and the skin moisture level were tested with the com-
puterized methodology 3C System®. Finally, the cell turnover was tested with the “Scrub technique™.

Rias unto

La continua attivitd negativa svolta dalla luce durante gli anni si sovrappone ai normali processi di
invecchiamento, - aumentando il numero e la profonditd delle rughe, - riducendo efficienza dei
meccanismi cellulari preposti alle riparazioni dei geni danneggiati dalle radiazioni UV a livello delle
zone fotoesposte, - provocando la comparsa di cheratosi attiniche , - rallentando il wrnover delle
cellule epidermiche e riducendo i lipidi di superficie, [idratazione e conseguentemente I'elasticita
della pelle.

Per ridurre questi danni cutanei evidenti si utilizzano generalmente prodotti cosmetici nella cui
composizione sono presenti 1 pill svariati principi attivi, dal collagene, al lattato di sodic, agh ami-
noacidi; dalla gelatina-glicina, all’acido Pirrolidon Carbossilico (PCA} e ai pih recenti Alfaidros
acidi (AIAs) quale, ad esempio, 1’acido glicolico. Con guesto studio a doppic ceco si & voluto con-
trollare in un periodo di 90 giomi , I'attivita svolta da emulsioni cosmetiche contenenti alfa-idrossia-
cidi all’8% e gelatina-glicina, valutandone il numero di mghe sottili.

E stato, inoltre, controllato il film lipidico di superficie, il pH e I'ii  tazione cutanea utilizzando una
nuova metodica computerizzata denominata 3C System®. 1l turnover cellulare ¢ stato controllato con
la tecnica cosiddetta “Scrub”.




Alpha-trydroxy acids in the cosmefic treatment of photo-induced skin ageing

FOREWORD

The skin gradual ageing is known to depend on
two main factors: intrinsic ageing due to genetic
factors, which, as such, is relentless, and extrin-
sic ageing, which is basically linked to the
amount of environmental pollutants, UV rays
and IR rays we are exposed to throughout our
life. These agents act by speeding up changes in
the skins biological characteristics (1-4).

The continuous adverse effects of light over the
years add to normal ageing processes. This in-
creases the number and severity of wrinkles, re-
duces the efficiency of cell mechanisms respon-
sible for the reparation of damaged genes due to
UV rays in photo-expo | areas, causes actinic
keratosis, slows down epidermic cell turnover
and reduces surface lipids, @ moisture level
and, as a result, the suppleness of the skin (5-9).
This noticeable adverse effects generally de-
crease with the use of retinoic acid-based drugs
or cosmetic products including various active
components, from collagen to sodium lactate
and aminoacids, from gelatin-glycine to Pyrroli-
done Carboxylic Acid (PCA) and the newly-
used Alpha hydroxy acids (AHAs), such as, for
example, glycolic acid (10-17).

PURPC“E

" s double-blind study aims to controf the acti-
v 1 of 8% glycolic acid and gelatin-glycine-ba-
sed cosmetic emulsions over 90 days in a group
of 60 volunteer women aged 45 to 60, who
showed clear sun-induced skin changes.

After assessing the major role of the vehicle, the
pH value and the concentration necessary for
AHAs optimum performance (17-18), a visual
analogic scale (19) was used to clinically eva-
luate the number of thin wrinkles on = face
and back of the hands, actinic keratosis and the
cheek telangiectasis before and after treatment
as compared to the placebo group.

Furthermore, the surface lipid film, the pH va-
lue and the skin moisture level were tested with

the computerized methodology 3C SYSTEM®
(200.

Finally, the cell turnover was tested with the
Scrub technique (21-23).

MATERIALS
AND METHODS

“Materials

CLEANSING LOTION QM

Distilled water, Ceteareth-6, Isopropyl myrista-
te, Octyl stearate, Sorbitol, Glycerin, Propylene
glycol, Glycolic acid, Gelatin-glycine, Tocophe-
ril acetate, Rethynil palmitate, Imidazolidyn
urea, Linoleic acid, Methyl paraben, Hydrolized
collagen, Sodium EDTA.

QM 5 H BASE (A1M control)

Distilled wa , Decyl oleate, Propylene glycol,
Glycerin, Cethyl Phosphate, DEA-cethyl pho-
sphate, Hydroly  collagen, Sodium PCA, Mi-
cronized titanium dioxide, Gelatyn-glycine,
Carbomer, Iimidazolidynil urea, Tocopheryl ace-
tate, Butyl methoxy dibenzoilmethane, Methyl
paraben, Propyl paraben.

QM 5 AHAs (AZM active)

QM 5 H BASE + 8% AHAs

(glycolic and lactic acid)

QM 5 N BASE (A3S control)

Distilled water, Ceteareth-6, Isopropyl miristate,
Sodium PCA, Octyl stearate, Propylene glycol,
Glycerin, Tocophery! acetate, Hydrolized colla-
gen, Gelatin-glycine, Linoleic acid, Retinyl pal-
mitate, Disodium EDTA, Imidazolidynil urea,
Methy] paraben.

QM 5 N/AHAs (A4S active)

QM 5 N BASE + 8% AHAs (glycolic and lactic
acid)

Methods
Previous tests (17, 18, 22) showed the major
role of the cosmetic vehicle used and the pH va-
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lue of the finished product, which are essential
for clear positive results at skin level.

For example, it was possible to show that an
acid environment seems to promote the AHAs
activity whereas the concurreni presence of ge-
latin-glycine seems to enhance AHAs action.

Selection of v lunteer
paltients

This study was performed in 60 volunteer wo-
men aged 45 to 60, who had chronic skin dama-
ge due to a continuous exposure to sun rays and
the so-called high-pressure lamps.

All selected women showed various signs of
photoageing on their face, such as telangiectasis
on the cheeks, thin wrinkles around the eyes and
lips. actinic keratosis, wrinkles and hyperpig-
mented spots on the back of the hands. All suf-
fered from dryness and clear dehydration of the
skin of t|  face.

wosmelic treatme f

A double-blind cosmetic treatment was perfor-
med after teaching patients how to apply the
Al1M and A2ZM creams in the morning to the ri-
ght or left half of the face (including the eye
area) and to the right or left back of the hand re-
spectively. The A3S and A4S creams were used
always on the right or on the left, but in the eve-
ning. The creams marked with odd numbers had
to be always applied to the same skin area.
Thirty minutes before applying the creams. the
areas concerned were cleaned only with QM
Cleansing Lotion that we supplied.

Fifteen women applied the 3AS product and 15
other women the 4AS product also to the inner
part of the right forearm, whereas the le  fo-
rearm was used as a control.

The cosmetic treatment lasted 12 weeks between
January and March 94, and tests were made
always by the same researcher at 0. 4, 8 and 12
weeks, with a further test a month fater, during
which no cream was applied. The researcher

also checked that the creams be reguiarly ap-
plied according to instructions. During the treat-
ment, no other cosmetic product was used.
Thirty days before starting the study both topical
and systemic treatments were discontinued.

Methods for skin mark
detection

All photoageing-induced skin marks, which
were separately detected in the various face
areas, were examined before, during and after
the cosmetic treatment using an analogic scale
with 0 to 10 points, according to the Lever at all
method (19). Results are shown in tables T - 111,

Aeasurement of the
moisture lev I, pH value
and surface lipid film

These factors we measu | before (0 weeks)
and after 4, 8 and 12 weeks of (reatment. always
in the morning from 10.00 to 12.00 on skin
cleansed the night before. According to instruc-
tions, no cream was applied the night before the
measurement. A measuremcnt was performed
also on the 16th week. Values were obtained
using the 3C SYSTEM® a new computerized
equipment which automatically compares va-
lues  vays read at 22° C with 50% RH (20)
(Fig.1). Results are reported in figures 2 and 3.

Celltu w rer

The cell tumover was tested by the Scrub techni-
que on the forearms according to the Nicholls and
Marks method (23), which had been already used
by our research group in a previous study (24).
This method uses of a haemocytometer to count
the number of desquamating horny cells taken
from the skin with a 0.06 M phosphate solution
ot X-100 Triton by cutaneous scarification of a
known surface and for a given time.

Results are reported in figure 4.
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ment tends to be steady over time at least of ex-
tra 30 days approx.

Similar improvements were obtained by forced
scaling. By treating the skin with both the gela-
tin-glycine base and the active component (ad-
dition of AHAS), a marked increase in the cell
turnover was shown (Fig. 4).

The aged skin behaves as the young skin.

In fact, through further tests still under way by
the Dansil fluorescence methed, fluorescence
was shown to disappear by 22 days (25), and
not by 34 days, as detected before the cosmetic
treatment.

Again, both AHAs and the gelatin-glycine ap-
pear to be active substances stimulating and
speeding up the cell turnover which photo-indu-
ced ageing usually reduces. As a result, the ap-
pearance of the skin is improved.
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Synopsis

Examination ol fingernail ridges or plates by means of polarized light has been performed using me-
tallographic microscopes, stercomicroscopes and microscopes specifically designed for firearm and
toolmark studies. All of these tecniques require the drawing ot nail spec iens and their adequate
preparation. To the best of 0 knowledge a polarized light videomicroscope has never been em-
ployed.

M: rial and methods.

The apparatus (Moritex Video Microscope System Scopeman, MS-504, Meisei Bldg., Japan) is
composed of a processing unit and a color monitor {14"TTL CVS); light from the light source { a
[00W mercury vapour lamp) of the processing unit is guided with the optic fiber to the probe end.
Objectives are ¢ pped with non contact lens (from Ix to up 400x) and with contact lens (from 50x
to up 1000x). Tne application of a light polarized objective x50 allows us to obtain perfect images
of the surfaces. Fragile and brittle nails were evaluated. Furthermore some pathologies such as pso-
riasis, lichen planus, and rheumatoid arthritis were included in the study. Observations were made
by polarized light and. for comparison, by videomicroscope with a normal objective

Results.

This tecnique has allowed early detection some of changes in nail plates such as onycoschizia, lon-
gitudinal and transverse lines. pits. nail beading when they were scarcely evident to the naked eye
and to a normal objective. We belicve that also in 2 field of cosmetic dermatology this tecnique
will be very useful for example in the study and tberapy of brittle and fragile nails and in the evalua-
tion of new hair cosmetics.

Riassui ‘o

Una delle tecniche impiegate per lo studio delle lamine ungueali e dei capelli & rappresentata dall” os-
servazione a luce polarizzata che sfrutta la birifrangenza della cheratina. All' uopo sono stati impiega-
t sterec  croscopi e microscopi metallografici. A quanto c¢i consta, non & mai stato utilizzato un vi-
deomicroscopio a sonda . ica dotato di obiettivo a luce polarizzata.

Materiali e metc

L' apparecchio & un Video-microscopio a sonda ottica, (Moritex Video Microscope System Scope-
man, MS-504, Meisei Bldg., Japan); si tratta di un sistema di "Videc-imaging” microscopico costi-
tuito da una telecamera, da una sonda ottica e da un monitor a colori ad alta definizione (14"TTL
CVS). B dotato di obiettivi intercambiabili, con lenti a contatto (da 50x a 1000x) e non a contatto

Q
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(da 1x a 400x). E collegabile ad un videoregistratore, a una stampante e a un computer. L'obiettivo a
luce polarizzata utilizzato consente ingrandimenti di 50x. Sono stati studiati soggetti con unghie fra-
gili e friabili e individui affetti da psoriasi, lichen e artrite reumatoide. Per confronto, le lamine sono
state osservate anche con un obiettivo a fuce non polarizzata,

Risultati
A luce non polarizzata la superficie delle lamine appare virtuaimente trasparente. L'obiettivo a luce

polarizzata ha consentito di ben evidenziare:

* la presenza di solchi verticali e trasversali;

= il "pitting” pscriasico, anche quando le lesioni non erano evidenti clinicamente,

* le alterazioni "a goccia di pioggia" (nail beading) in corso di artrite reumatoide

Questa tecnica, non invasiva e di facile esecuzione, pud rivelarsi utile nella dimostrazione di aite-
razioni ungueali ancora clinicamente poco evidenti e, in campo cosmetologico, nella valutazione

dell' effetto di cosmetici per unghie e per capelli.
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Introduction

Diagnostic tecniques to evaluate nail disorders
include KOH examination for fungal hyphae,
cultures for acteria and fungi and nail unit bio-
psy. Onychology research has also resulted in
technological advances such as x-ray microa-
nalysis to determine nail plate composition and
ultrasonography to evaluate thickness (1). More
recently, optical profilometry after nail sha-
dowing has been introduced as a new tecnique
to quantify nail surface alterations (2). Exami-
nation of fingernail ridges or plates by means of
polarized light has also been performed using
metallographic microscopes, stereomicroscopes
and microscopes specifically designed for fi-
rearm and toolr  k studies (3). All of these tec-
niques require : drawing of nail specimens
and their adequate preparation. We have em-
plo  [anon invasive method to investigate fin-
gernail plates: the polarized light videomicro-
scopy (PLVM) (4).

Material and methods

Material

Video-microscopy is an extension of traditional
ef minescence microscopy. Using a fiber op-
tic camera, mag fications from ! up to 1000x
may be obtained so that t.  possibilities of
study are greatly enhanced | our Clinic v
employ a video-imaging system, "Hand-Held
Video Microscope Imaging System” by which
both cutaneous pigmented lesions and superfi-
cial microvasculature may be investigated. The
apparatus (Moritex Video Microscope System
Scopeman, MS-504, Meisei Bldg., Japan) is
composed of a -ocessing unit and a color mo-
nitor (1 4"TTL CVS8~, light from the light sour-
ce (al ‘W mercury vapour lamp) of the pro-
cessing unit is guided with the optic fiber to the
probe end. Objectives are equipped with non
contact lens (from lx to up 400x) and with con-
tact tens (from 50x to up 1000x). A stll video
recorder and a colour printer may be attached.

The quality of the recorded images is, however,
lower than those seen on the screen. The instru-
ment is usually employed in the metal industry
for the evaluation of corrosion and in the artistic
field for the study of the deterioration of works
of art. It is also used in mechanics, electronics
and aviation. The application of a light polari-
zed objective x50 allows us to obtain perfect
images of the surfaces with an optical effect

y stmilar to scanning electron microscopy
(SEM). Furthermore, crossed pola~izing filters
of the objective display bands of interference
colors as a consequence of the birifringence of
keratin.

Methods

Fingernail plates of housewives and aged peo-
ple were evaluated. Furthermore some patholo-
gies such as psoriasis, lichen planus, and rheu-
matoid arthritis were included in the study (Ta-
ble I). Observations were made by PLVM and,
for comparison, by videomicroscope with a nor-
mal objective.

Ta ~ 1:

CLINICAL FEATURES
OF THE PATIENTS

PZ. AGE PATHOLOGY

75  wvertical lines

50 onycoschizia

48 fragile and brittle nails
29 psoriasis

25 psoriasis

64 psoriasis

5% artropatic psoriasis

47 lichen

59 rheumatoid arthritis
60 rheumatoid arthritis
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Synopsis

This is our preliminary experience of the use of a vitamin gel (vit. A and vit. E) for the prophylaxis
of the post-partum vulvo-vaginal pathology. 50 patients were treated and compared to a similar con-
trol group. All of them had undergone episiorrhaphy. Data show a considerable reduction of the di-
sease in treated cases, and authorize further study on the subject.

Riassunto

E’ qui riportata la nostra esperienza preliminare dell’uso di un gel vitaminico (vit. A e vit. E) per la
profilassi della patologia vulvo vaginale post-partum. Sono state trattate 50 pazienti paragonate con
un gruppo analogo di soggetti di controllo. Tutte le pazienti erano state sottoposte a episiorrafia. I
dati mostrano una sensibile diminuzione della sintomatologia nei casi trattati e autorizzano ulterior
studi al riguardo.
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Synopsis

Jojoba liquid wax is a stable highly lipophilic, non-irritative and non-toxic "oil", obtained from de-
sert plant  joba (Simmondsia chinensis). The potential use of Jojoba oil as excipient for the prepa-
ration of submicron emulsions (SME) for topical use was investigated. Submicron oil-in-water
emulsion containing 20% Jojoba oil and the antiii ammatory dmg Diclofenac Diethylammonium
(1 .16%) was prepa | by a proprietary | h pressure homogenization technique (mean droplet size
about 150 nm). The effectiveness of the 1.16% _ iclofenac Diethylammonium in the Jojoba SF ™ to-
pical cream was evaluated in carrageenan paw edema model. Diclofenac in Jojoba ;. [E vehicle de-
monstrated significantly greater antiinflammatory activity than m:  zted Voltaren® Emuolgel® cream
{Ciba-Geigy). The unique penetrative properties of the SME delivery technology makes this novel
topical vehicle attractive for development in cosmetic formulations. Water-insoluble substances
used in personal care products as antioxidants and vitamins such as tecopherols (vitamin | reti-
noids (vitamin A) have been successfully incorporated in SME formulations. The solvent-free SME
technology can be also considered for use in cosmetic preparations to replace alcohols used as sol-
vents and coolants (e.g. after-shaves and antiseptic soluticns). Additional potential cosmetic uses of
interest for SME lipoidal vehicle in the form of letions, gels, or creams might include hair-lotions,
sunscreens, after-sun gels, and encapsulation of fragrances and perfumes.

RiC_ssunto

La cera liquida di jojoba € un olio altamente lipofilo, non irritante e non tossico, ottenuto dalla pian-
ta desertica Simmondsia chinensis.

Si € voluto studiare il comportamento delf’olio di jojoba come eccipiente per la preparazione di sub-
micro emulsioni (SME) di uso topico.

E stata percid preparata una submicro emulsione O/W (con micelle di una grandezza media dell’or-
dine di 150 nm) contenente il 20% di olio di jojoba ed il farmaco antinfiammatorio Diclofenac dieti-
lammonio (1,16%]}. L’efficacia dell attivita svolta dal Diclofenac all’1,16% nella jojoba SME € stata
valutata sul modelio dell’edema indotto dalla carragenina.

Il Diclofenac nel veicolo jojoba SME ha dimostrato una attivitd antinfiammatoria pill marcata d
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Voltaren® Emulgel® in crema (Ciba-Geigy). Le notevoli proprietd di penetrazione dimostrate da
questa nuova tecnologia SME rendono tale veicolo interessante anche per 1'uso cosmetico. I princi-
pi attivi idrosolubili usati nei prodotti di igiene personale come antiossidanti e le vitamine quali i to-
coferoli (vit. E) ed i retinoidi (vit. A) sono stati incorporati con successo in questo nuovo veicolo.

Il veicolo SME privo di solventi pud essere utilizzato in cosmetica per rimpiazzare 1'uso dell’al-
cool come solvente e come agente rinfrescante (dopobarba e soluzioni antisettiche). Altri potenziali
usi cosmetici del veicolo SME sotto forma di lozioni, geli o creme pud essere nei prodotti solar
neile lozioni per capelli e nei profumi incapsulati.
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Jojoba oil, also known as Jojoba liquid wax, is a
non-toxic and non-irritative oil, which is now
widely used in cosmetics (1). It is a highly [i-
pophilic compound, consisting almost entirely
of wax esters of high molecular weight mo-
nounsaturated acids and alcohols, mainly Cig -
Cy; (2.3). Jojoba oil is stable to oxidation and
remains chemically unchanged for years (3, 4).
The skin irritation potential of Jojoba oil in dif-
ferent preparations was evaluated by various
methods and the material was classified as non-
irritating (5). Acute and sub-chronic toxicity,

skin sensitization and mutagenicity assessments
of jojoba oil also show lack of undesirable ef-
fects. Additionally, jojoba oil was found to be
non-comedogenic in topical formulations even
at high concentrations (3). The excellent safety
profile of Jojoba oil makes it a promising com-
ponent for topical preparations.

Emulsions play a critical role in the cosmetic
field and they are of widespread importance in
the cosmetic industry. They offer many advanta-
ges 1o the cosmetic chemist allowing compoun-
ding immi  »le ingredients into single form  a-
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tions. We have developed a novel emulsion-ba-
sed lipoidal vehicle consisting of stable, submi-
cron particles of oil-in-water emulsions, termed
Sub-Micron Emulsions or SME. SME droplets
are characterized by a mean droplet size of less
than one micron (generally in the range of 0.1-
0.2 um) uniformly dispersed in an aqueous pha-
se. The droplet size reduction is essential to ge-
nerate preparations with high stability. The uni-
queness of the large internal hydrophobic oil
core of the SME droplets provides high solubili-
zation capacity for water insoluble compounds
compared to other lipoidal vehicles such as lipo-
somes (Figure 1).

Recently we demonstrated that submicron emul-
sions (SME) exhibit enhanced topical and tran-
sdermal delivery of several drugs, included into
SME creams, prepared with different types of
oil phase components, such as capric/caprylic
triglycerides, soybean oil, isopropylmyristate
and paraffin oil.. Drug activity increase up to
1.5 - 3 fold was demonstrated for antiinflamma-
tory drugs (steroidal and non-steroidal), diaie-
pam, atropine and local anesthetics (6-10). The
extended drug activity might be attributed to in-
creased penetration of submicron oil droplets
through the stratum corneum of the skin and im-
proved association of the drug with increased
surface of the SME particles (9).

SME cream comprised of 20% Jojoba oil phase
and containing 1.16% Diclofenac (Diethyl am-
monium salt} was prepared by a proprietary
high pressure homogenization process. Diclofe-
nac was dissolved in the oil phase, consisted of
85% Jojoba oil (Jojoba lsrael Ltd.. lsrael) and
15% purified egg lecithin (Lipoid E-80, Lipoid
AG, Germany). After drug dissolution, the oil
phase was mixed with the water phase contai-
ning 2% Cremophor EL (Polyoxyl-35 castor oil,
BASF, USA) as surfactant to obtain a 20% oil-
in-water emulsion. The mixture was homogeni-
zed using a high shear homogenizer (Polytron
K3000, Kinematica, Switzerland) at 20,000 rpm
(1-2 min.} and then sized by a high pressure ho-
mogenizer (Micron Lab 70, APV Gaulin Inter-
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national SA, Netherlands), 8 cycles at 800 bar.
The resultant submicron emulsion was cooled
and filtered through a 0.45 wm nylon filter (Sch-
leicher and Shuell, Germany), and particle size
distribution was determined by quasielastic light
scattering, using a Coulter NAMD Particle Size
Analyzer, (Coulter Electronics, USA). The Jojo-
ba oil SME formulation containing Diclofenac
showed a narrow size distribution (156 + 56
nm), and 100% of the particles were below 215
nm. Diclofenac-Jojoba o1l SV cream topical
emulsion was prepared by thickening with Car-
hopol 940 (BF Goodrich, USA) to 2 0.8% w/w
final concentration and adjusting the pH to 6.0 -
6.5 with triethanolamine (Merck, Germany).
Carbopol was added to the SME as preswollen
gel (10% in water), by mixing with the help of a
high shear homogenizer (Polytron K3000, 5,000
rpm, 2 min). The viscosity of the Jojoba oil
SME cream with Diclofenac, determined by a
Brookfield rotor viscometer DV I+ {spindle
L.V4, 6 rpm) was about 100,000 cP.

The antiinflammatory activity of Diclofenac in
Jojoba SME cream was investigated using the
carrageenan induced paw edema model in rats
{11, 12). Voltaren” Emulgel® (Ciba-Geigy, Swit-
zerland), a marketed antiinflammatory cream
with identical active component content (1.16%
Diclofenac Diethylammonium) was used as a
comparative formulation. Edema volume chan-
ges after topical application of the creims were
tested using a plethysmometer (Ugo Basile,
Iraly).

Rats (Wistar, 230-250 g bodyweight, 6 animals
in each group, ¢/ Jab-Israel) were anesthesized
during the experiment by sodium drethylbarbi-
turate (120 mg/kg S.C., Fluka, Switzerland) and
Rompun® (10 mg/kg 1.P.) injections. One hun-
dred microliters of 1% iota- Carrageenan
(Fluka, Switzerland) solution in saline was
injected subplantar into the hind paw of the rat.
Sixty pl of topical preparation (Diclofenac dose
2.5 mg/kg) was applied on the hind paw and
gently rubbed into the skin, and edema volume
changes were tested at 0, 0.5, 1, 2, 3, 4 and 6
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Synopsis

Everybody knows the increasing market diffusion of the cosmetic products; 2y are largely used
both in Traly and in Europe. According to the economic situation of Italy, the cosmetics” market has
confirmed the general course of the consumer goods.

Whereas the cosmetic industry must be analyzed in relation to the different typologies and nature of
the products, in €| present work the market’s variations through rhe single distributive channels are

reported in detail.
The Authors of this note have particularly studied the body’s products. The ltaly market of these co-

smetics is in the third after hair and face products.
The aspects of the consumer’s health on the basis of the recent law will be also examined with re-

gard to the products’ labelling.

Riassunto

E nota a tutti la crescente diffusione nel mercato dei predotti cosmetici: questi infatti sono larga-
mente utilizzati sia in Italia, sia in Europa. In Italia il mercato dei prodotti cosmetici ha seguito il ge-
nerale andamento dei beni di consumo, in accordo con la situazione economica del paese.

Tenendoe presente che 1'industria cosmetica va analizzata in relazione alle diverse tipologie ed aila
natura dei prodotti, nel presente lavoro vengono esaminate in dettaglio le variazioni di mercato dei
prodotti cosmetici attraverso i singeli canali distributivi.

Agli antori della presente nota ¢ inoltre sembrato opportuno soffermarsi sul mercato dei prodotti co-
smetici per il corpo infattt, in Italia, essi costituiscono il terzo gruppo di riferimento dopo i prodotti
per il viso ed i prodotii per 1 capelli.

Gli aspetti relativi alla sicurezza del consumatore, sulla base della recente legislazione, verranno
analizzati in riferimento all’etichettatura dei prodotti.
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INTRODUCTION

The international economic recovery, the ratio-
nalisation of markets and of distribution sy-
stems and contained prices are producing clear
signs of growth related, in various economic
sectors, {0 variations in exchange rates, to politi-
cali factors and to international relations.

The high production capacity of the Italian co-
smetics industry, largely made up of small and
medium-sized enterprises which fill market ni-
ches such as professional products, herbalists
and make-up, has found opportunities as a result
of its price competitivity in international
markets, with exports up over 30% compared to
1993. This confirms the trend towards increased
sales in the cosmetics sector, which now ac-
counts for & not inconsiderable proportion of the
Ttalian chemical industry, with over 1,300 com-
panies, 25,000 employees and a turnover of
over 72,000 billion lira.

In terms of the domestic market, it may be said
that the economic situation in Ttaly has gradual-
ly reduced the confidence of Italian families,
progressively diminishing sales of non- durable
consumer goods. Nonetheless, sales of cosmetic
products, which make up 2% of the consumer
goods bought by Italian families, are progressi-
vely less tied to economic influences and fa-
shions. Data on the current state of the cosme-
tics sector confirm decreasing demand elasticity
for hygiene and beauty products, confirming
that these are decreasingly influenced by econo-
mic factors or by other factors external to the
perception of @ consumer who evaluates co-
smetic products in terms of quality-functiona-
lity-price terms, which vary with the type of
product and the time and place of purchase.
Care for one's outward appearance has become a
way of experiencing one's own identity, a way o
be rather than a way to look, a duty to society and
a pleasure for oneself. This leads to numerous
body treatments which necessarily call for the
help of cosmetics and of experienced beauticians.
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Cosmelic productis:
definition and aspects of the
market

THE NEW DEFINITION

OF A COSMETIC PRODUCT

The relevant legislation in Italy is Law 713 of
39/10/1986, which, over the years, has been
modified a number of times. The last change,
the VI modification of EC directive 76/768/EC,
introduced in Italy, as in the other European
countries, on 30/6/1995, has a number of inno-
vative elements.

One of these is the introduction of a new defini-
tion of "cosmetic product” which has changed
from a product designed to protect and maintain
the condition of the skin and related parts of the
body, to a product intended to "modify the ap-
pearance and/or correct body odours and/or pro-
tect and maintain it in good condition”. This
new definition gives greater recognition to the
functional properties of cosmetic products.
Functions which have, until now, been conside-
red of secondary importance, "maintaining good
conditien". "modifying the appearance”, "cor-
recting body odours”, are now recognised as
primary alms.

The current classification of cosmetics is also
provided (see table 1) showing a diversified and
elaborate range of products, Each of these,
within its own segment, has a different econo-
mic significance for the cosmetics industry, for
individual or seasonal motives,

CONSUMPTION OF COSMETIC
PRODUCTS

Consumption of cosmetic products in Italy fol-
lows the trend of family consumption. 1is
shows the role of primary consumption, taken
on by hygiene and beauty products, which for a
number of years have made up around 2% of
consumer spending on non-food products.

In 1994 there was a slight contraction in distri-
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me shops, chemist's and the mass-market.
Although, distribution through department sto-
res has maintained it's market share by selling
greater quantities of goods at generally more
economical prices. The trend towards increased
competitivity in this channel confirms the gra-
dual introduction of forms of discount. Exami-
ning the composition of the cosmetics market, it
may be seen that products for the body, with
overall consumption exceeding [,200 billion
lira per annum, form the third group in order of
importance, with 14.9% of the market, after hair
products (17.4%) and facial products (15.0%).
An analysis of Table 5, which sets out the con-
surmption of each individual type of product for
the body by distribution channel, shows the po-
sitive performance of perfume shops, where sa-
les have increased by 6.9% and the mass market
(3.4%). Chemist's shops show, however a re-
duction of 9.2% over the year in question.

In terms of indivi al body product types, in-
creases can be seen for softening creams
(+5.4%) and for sun and skin colouring pro-
ducts (+3.6%). Reductions are to be found in
anti-cellulite products (5.7%) and firmness
creams and gels (4.3%). Deodorants have also
done well, as have anti-perspirants, which make
up over 40% of sales of products for the body.

CONSUMER PROTECTION

e of the innovative aspects of the VIth modi-
fication of directive 76/768/EC concemns the la-
belling of cosmetic products which, in order to
better inform consumers, from [.1.1997 will
have to give a series of supplementary informa-
tion, not currently provided for by legislation.

The new labelling procedure aims to guarantee
two fundamental objectives: uniformity in the
European market, to permit the {ree movement
of goods, and more information for the consu-
mer. The fundamental aspects of the new direc-
tive are therefore, the new definition of cosme-
tics, new provisions in terms of responsibility
for providing product information to avoid in-
correct use, identification of the person or com-
pany responsible for the documentation alongsi-
de the person or company responsible for the
sale of the cosmetic, a description of the pro-
duct's use in the [anguage of the country in whi-
ch it is sold, the formula of the product using
the common European system.

In addition, therefore, to the five elements whi-
ch must currenily appear on cosmetics packa-
ging or containers (the manufacturer, the nomi-
nal content of the product, minimum product
life wr  ss over 30 months, precautions tor use
of the product and the lot number), products
will have to show their use and the formula in
decreasing order of weight of the constituent at

Table V
PRODUCTS FOR THE BODY
CONSUMPTION IN BILLIONS OF LIRA BY DISTRIBUTION CHANNEL
Total Chemist | Perfume |Dept Var% |Var% var% |Var%
Stores | Total Chemist [Perfume | Dept. St.

’ﬁoducts

for the body 1.209,0 | 237.0 357,0 6150 1,6% 92% 16.9% 3.4%
SofteningCreams | 175,0 28.0 63,0 84,0 5.4% -6,7% |12,5% |5,0%
Anti- cellulite 99,0 45,0 47,0 7,0 -57% | -82% |-4,1% 10,0%
Firmness creams | 45,0 18,0 23,0 4,0 -4.3% |-10,0% |0,0% 0,0%
Deodorants 487,0 68,0 114,0 305,0 1,7% -13,9% |3,6% 5,2%
Hair removers 60,0 10,0 5,0 45,0 29%  |-15.3% [ -16,7% |2,3%
Sun products 3430 68,0 105,0 170,0 3.6% -4.5% |16,7% 0%
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time of manufacture using the common Euro-
pean system.

This is clearly important information for the
consumer who, although having no scientific
knowledge, may at any time ask for the opinion
of qualified persons on the possible effects of
the use of a product on hea. . The VIth modifi-
cation also compels the manufacturer, or dele-
gate, or the person on whose behalf a cosmetic
is manufactured, to compile a dossier with
information on the identification, quality, safety
and effectiveness of a finished cosmetic pro-
duct. Most of the provisions of this directive,
therefore, concern consumer protection and the
information available to the consumer. The co-
smetics industry is, therefore, currently oriented
towards fully supporting this regulation with the
necessary scientific and technological techni-
ques required by these new needs.
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