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COSMETICS, HEALTH ANO THE
QUALITY OF LIFE
The ltalian and international docume nts mentioned so far are the most authoritative among
those that concern the topics under examination.
Yet no reference is made to the possible ro le of
cosmetics as one of the determinants or indicators of health or well-being. It is also surprising
to note that persona! hyg iene is not considered
as being part of a healthy lifestyle8, whereas
other indicators recognise its important role in
the primary prevention of certain d iseases .
Hygiene and public health were revered by the
ancient Romans, as can be seen from the
remains of their acqueducts, sewers a nd numerous Salus per aq uam (SPAs) .
In 1998 the National Institute of Health hosted a
meeting on the topic of "Cosmetics, health a nd
the quality of !ife" (9) .
The c ue for this initiati ve was the reaffirmation
at international leve! of health as a fu ndamental
good fo r ind ividuals a nd fo r society as a whole .
It thus seemed appropriate to include the ultimate purposes of cosmetics among the needs, behaviour and lifestyles of modem society, in whic h
hygiene, persona! care and di sease prevention
are considered among the prerequisites for a
civilised way of li ving . How can we fai ! to recognise that there is, in today's world, a role fo r
cosmetics in improving the quality of !ife?
The same rationale is present in this meeting,
which restates the principle that cosmetics are
not a luxury good - as certain me mbers of the
scientific comrnunity and generai government
continue to maintain - but an important de termina nt of health and an instrume nt of well-being .

Whe n more money is spent on cosmetics than is
spent on medicina! products, and there is a tendency for expenditure on the latter to diminish
over time, it is a sure index of a healthy population. Pe rsona! care a nd hygiene are generally
neglected by those in ill-health a nd little attention is paid to the m when times a.re hard; one of
the first signs that an individuai is recovering
from illness is when he or she begins again to
pay atte ntion to hyg iene and persona! appea.rance. One of the psychological aspects of cosmetics to which little consideratio n is given is the
pure pleasure of using them: for women, especially, they offer an interlude in which to forge t
the world and to indulge oneself.

ATTI
IJEL J• CONVEGNO

COS1\·IE"rtCJ , SAL UTE E QUA LITÀ DEL LA VITA

ESTRATTI VEGETALI IN COSMETICA

bdh110S11pc:rion dJ S.nltà. Roma 1-"15 dl«mbn 1m

' A lifestyle is a way of living based on ide111ijiab/e mode ls of behaviour that are 1101 jìxed b111 subject to change afl(/ which are the result of i111erac1io11 among cm individual's charac1eris1ics and o/ socia/ imeractions with socio-economie and environmemal living conditions. Individua/
lifestyles may have far-reaching ejfects both on an individual's /Jealth atul on thai of ot/Jer people. Lifestyles comprise: c11/111ral background,
income,family structure. age. physical abilities, and domestic and working environmems.
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Even animals spend much of their time taking
care of their bodies: by licking themselves, killing parasites or wallowing in the mud, accord ing to their species. When they neglect these
pastimes it is a sign of poor health and incipient
disease.
Cosmetics today have carved a role for themselves in the daily habits and customs of people of
ali ages. The newborn child's first bath is his
first encounter with a cosmetic product and with
the practice of hygiene to make him ready to be
presented to his mother and the world; but it is
also his first contact with a chemical substance
other th an those encountered in his mother's
womb. As he grows his use of cosmetic products
for varyi ng purposes wi ll expand in parai lei with
his needs. Inevitabl y, at his passing, cosmetics
wi ll fulfil their fin al functio n9 .
Data on the consumption of cosmetics, broken
down according to type of product, are avai lable
e lsewhere: they reveal considerable popularity
with consumers of ali age groups. It is interesting to examine the age group of 60-65-yearo lds, mainly on account of the motivations of
these individuals, who may tend to make greater
and more varied use of cosmetics than in the
past. Members of this age group usuall y have a
high income; they are often keen to re-in vent
themselves and to make up for past sacrifices, to
stay youthfu l and on form both psychologically
and physically, as well as aesthetically; they frequent SPAs, beauty farms and similar establishments; they are prepared to spend money, fo r
example on holidays and travelling, clothes and
cosmetics - particularly products for hygiene,
hair dyes, perfume and anti -age products. Lastly
and certainly not least, albeit maybe less well
known , this age brac ket comprises a larger proportion of women than men, as can be seen in
Table III which refers to 2003 distribution of the
Italian population by age, sex and percentage
age group (6).
' Tlza11a1ocos111etics is 1/ie bra11ch of cosmerics far the deceased.
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On an ironie note: those members of the gentle
sex who are over 80 may like to be reminded
that in 2002, !ife expectancy at birth was 82.5
for the ladies and 76.8 for the men (Table I Health indicators for the population of Italy) (4).
However, women between 65 and 84 years of
age are more likely to suffer from depress ion
(Table Il, indicator no. 16) (5).
This fact has not escaped the notice of the producers of cosmetics, who are high ly skilled at
producing functional cosmetics and at aiming
their products towards more luc rative markets,
titi llating the imagination of the " less youthful''.
But, as we ali know, fashion and advertising are
the keys to consumer preference: the shift in
attention in women's cosmetics away from the
lips and towards the eyes has led to an increase
in the production of articles for the eye area over
lipstick.
It may be useful here to recali the definitions
mentioned above, particularly the defin ition of
health as a sound socia! investment that can
bring economie benefits in the long te rm . In th is
regard to is interesting to note that si nce 1996
Italy's balance of trade fo r the cos metics sector
has been positive, indicating that Italy's exports
in this field can compete with fo re ign markets,
including those of the developing countries . In
te rms of turnover, Italy, with a turnover of €
6.87 billion , occupies fourth position among the
countries of Europe, after Germany, France and
Great Britain (I O). In the g lobal cosmetics market (which totals € 175 billion) Europe accou nts
for the largest share (€ 57.6 billion , or 32.3%),
followed by North America (€ 46.2 billion),
S.E. Asia(€ 44.3 billion, or 25.3%) and Japan.
The generai trend in consumer preference is
moving away from traditi o nal cosmetics
towards products perceived as promising more
in terms of efficacy: new categories of products,
such as cosmeceutics and nutriceuticals, are
being added to natural and plant-based products.
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The most dynamic market is still in persona!
hygiene products, followed by articles for the
care of the face , body and hair, pe rfume and
make-up, with the latter comprising both massproduced and more excl usive lines. The introduction of ever more sophisticated and effective
raw materials and acti ve ingredients is providing
a boost particularly for face-care lines such as
moi sturisers and anti-age products . The markets
in articles for ora! hygiene and cosmetics for
men are also expanding strongly.
Beauty salons are proliferating and the demand
for cosmetic and aesthetic treatments in SPAs is
also growing.
Because the leve! of education and general awareness of the population is growi ng - thanks
partly to new and simpler means of comm unication - consume rs are more critica! and more
demanding in their expectations regarding what
they purchase and consume. So far as cosmetics
are concerned, efficacy and gratifica tion are the
requis ites most sought-after by consu mers .
Presentation and la belling supply information
regarding the nature of the product and its chemical composition (although this may not be
understood by everyone), its properties, how to
use it and precautionary measures where applicable. This provides the end-user with the necessary guarantees of efficacy and quality and, at
least for the consumer, safety would appear to be
taken fo r granted. But the process of assessme nt
rests on more objective fo undations, which are
highly complex and involve various levels of
responsibility: the producers and distributors of
the raw materials, the producers and importers
of cosmetic products, the technical manager, the
expert in imported articles, the safety assessor
and public authorities at national and locai leve!.
All these details are beyond the comprehension
of consumers, and often difficult to understand
even for the experts, especially when some of
the regul ations are ignored, incomplete or not
yet ready to come into force.

COMPLIANCE WITH REGULATIONS ANO LEGISLATIVE
DEVELOPMENTS
From the legislative point of view the only
requirernent of a cosmetic product is that it
comply with the regulations applicable to products for that particular use. In matters of safety,
which concern us here, reference will be made
to only a few of the various European Union and
Italian regu lations, which it is presumed are
know n to those present. Recent events include:
• Directive 2003/15/EC of 27 February 2003
(11) ;
• Directive 2004/94/EC of 15 Septernber 2004
( 12);
• Directive 2004/93/EC of 21 Septernber 2004
(13);
• The opinion concerning the " Report for establishing the timetable for phasing out animai
testing for the purpose of the Cosmetic
Directi ve" issued by ECVAM on 30 April 2004
and adopted by the Scientific Committee for
Cosmetics and Non-Food Products (SCCNFP)
(14);
• Fifth revision of the guidelines for the safety
assessrnent of cosmeti c ingredients adopted in
the European Union on 20 October 2003 by the
SCCNFP ( 15).
EU Directive 2003/15/EC is the seventh amendment of Directive 761768/EEC, wh ich first introduced regulations relati ng to cosmetics. If we
look at the earlier amendment of almost a decade earlier Directive 93/35/EEC (16), incorporated into Italian law in Legislative Decree no. 126
of 24 Aprii 1997 (17), which laid down the new
safety pri nciples, we can see that these principles have either stili not been entirely implemented or have not achieved the desired effect, as in
the case of the ban on us ing ingredients or combinations of ingredients that have been tested on
animals from 1" Jan uary 1998. The ban was con-
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ditional o n the developme nt of alternat ive
methods that wou ld satisfactoril y replace anima]
testing whi le offe ring consumers scientifically
va lidated equivalent levels of protection. The
Jack of alternative methods has led to 6 prorogations of the date for the ban and the seventh
Directive, 2003/15/EC ( 11 ) provided for further
postponements. This Directi ve laid down a timetab le fo r the adoption of alternative methods, to
be established by I I September 2004. Jt had
already been established that the entire process
was to be completed between 2009 (for tests
listed in the timetable) and 20 13 (for re peated
dose toxicity, re productive toxicitiy, toxicokinetics), except where special waivers were provided .
The timetable proposed by the European Centre
fo r the Validation of Alternat ive Me thods
(ECVAM) was the subject of an opi ni on expressed by SCCNFP (14). This opin ion gave a scie ntific summary of the meaning of and state of
knowledge regard ing the fo llowing toxicological tests and commen ts on their possible replaceme nt with alternati ve methods: acute tox icity,
skin irritation/corrosion , eye irritation , skin sensitisatio n, skin absorption/penetration, subacute
and subchronic toxicity, genotox icity/mutagenicity, UV-induced effects (acute phototoxicity,
photoche mi cal genotoxic ity, photo-sensitisation) , toxicokinetics and biotransformation , carcinogen icity, reproductive toxicity. The most
sign ificant criticisms directed by the SCCNFP
against the ECVAM document were the fo llowing:

"The SCCNFP wants to clearly give the message to the Commission that tota/ abolishment of
animai tests within 10 years is not feasible from
an objective scientific point ofview (14; p. 2)."
"The timetable summarising alt tests in the executive summary is unacceptable and unrealistic
... lt must not be forgotten that this document

musi enable the European Commission to establish realistic timetables for the abolition of animai testing for cosmetic ingredients
Scientifically, some problems have to be recognised and solved. Top scientists are not always
involved in alternative research and the field
seems to lack new ideas and developments.
Young people should be stimu!ated more effective/y (14; p. 16)."
Following co nsultation w ith the SCCNFP,
Directive 2004/94/EEC ( 12) concluded that "as

animai testing may 1101 be replaced comp/etely
by an alternative method ,,. There are at present,
110 alternative methods validateci by ECVAM,
other than those listed in Annex V to Council
Directive 671548/EEC" ( 18).
T he result of ali this is that the who le issue of
abolishing an imai testing and developing alte rnati ve methods is in the critica! state of reced ing
fu rthe r into the future - despite the fac t that
much of the discussion concerning directi ves to
regulate cosmetics products has been dedicated
to these problems since 1993, albeit wi th scant
results. In effect, the measures to regulate the
matter have been fo unded exclusive ly on e thical
considerations regard ing laboratory animals, but
the scientific world is stili unable to manage
without them. The pri nciples, methods and protocols applied today, including good laboratory
practice 10 , are internationally recognised fo r the
safety assessment of substances with which
humans come into contact fo r various reasons,
including cosmeti cs.
It is useful to recali that each cosmetic product is
certified as bei ng safe fo r human health by a
safety assessor in a special dossier which must
be available to the Ministry of Health . In providing this, the producer takes into consideration:
• the generai toxicological profile of the ingredients;
• their chemical structure; and

'° This prac1ice guaram ees the <111aliry o/data , their reciproca/ recognilion a t im ernational /e,·e/ and c01uli1ionsof1rea1menrfor labormory animals that ensure ma\·imum possible prorec1io11 oftheir well-being.
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• their leve] of exposure;
• the specific exposure characteristi cs of the
areas on whi ch the product will be a pplied or
of the popul ations for wh ich it is intended;
• a specific assessment for cosmetic proclucts
intencled for use on children under the age of
three and for cosmetic products intended exclusively for use in external intimate hygiene.
The requisite informatio n regarding ingredients
must be provided to purchasers by the producers
and di stributors of raw materia ls, including data
on the irritant and allergen ic properties of substances, although the procedures for th is process
have not yet been laici down.
The SCCNFP g uidelines menti oned earlie r ( 15)
envisage the safety assessme nt o f a g iven
cos metic ingredie nt as being ex pressecl as an
estimate of the relateci toxicolog ical ri sk, reac hed by follo wing a fou r-stage procedure:
I) identifi cation of the danger of a cosmetic
ing redient on the basis of the results of
various toxicological studies and the phys ical, chemical and toxicolog ical prope rties of
the substance concerned;
2) assessment of the dose-response, based on the
NO(A)EL (no observed (adverse) e ffect
leve!) in mg/kg body weight/day. This is the
highest dose at which no (adverse) effects are
observed and is obtained from long-term studies of toxicity (for example, over 28 or 90
days, with rats, mice, rabbits and clogs; studies of chronic toxicity, carc inoge nesis, teratogenesis , re producti ve toxicity);
3) evaluation of human exposure to the ingreclient (quantity, frequency, groups at risk);
4) characterisation of the risk (i .e. the probability that the molecule being studied can cause
damage to human health). Diffe re nt methods
are used to calculate the ri sk , according to
whether or not the effect has a threshold: they
may be based on the marg in o f safety
(MoS) 11 , whic h takes into account the

NO(A)EL and the SED (Systemic Exposure
Dose ) ( i.e. the quantity, in mg/ kg body
weight/day, of substance that will reach the
c irculatory system as a result of perc utaneous
absorption) , or on a procedure that defines the
calculated quantity of a carc inogenic substance that noticeabl y increases by a certai n percentage the frequency of tumours in a certain
si te 12 •
The toxicological tests that the SCCNFP recommends should be performed in vivo and in vitro
are ( 15):

•

normally recommended basic tests
I. acute toxicity
2. itTitation and corrosion
3. skin sensitisation
4. derma] absorption/ percutaneous penetration
5 . in vivo repeatecl dose toxic ity stuclies: at
28 days (ora I, derma!, inha lation); subchronic toxic ity at 90 days (oral in rats
and non-rats; derma] in rats; inha lation in
rats); c hron ic toxicity te sts
6 . mutagenicity/genotoxic ity.

•

Tests required where there is considerable
ora/ intake or skin penetration of ingredients
7. carc inogenecity
8 . reproducti ve toxic ity
9. toxicokine tic studies

tests required in cases of exposure
light

IO

sun-

10. photo-incluced toxi c ity; phototox ic ity
(pho to-irritation) and photosensiti sation; photomu tagenic ity/photo-clastogenicity

observations in lwmans
11. available data
On the subject of the latter, it may be he lpful to
recali the assertion by the SCCNFP (15; p. 29)
that " ... it is known that tests in animals and

" The 111argi11 o/ safery, or MoS = NO(AJEU SEO. A s11bsra11ce may be co11sidered sa/e ifrhe MoS is equa/ 10 m leasr 100.
11
No exposure /e re/ exists rlwr does 1101 carry a small bttt finite probability o[ causing cancer.
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alternative methods are of li111ited predictive
value with respect to human exposure.
Therefore , a skin compatibility test with hwnan
volunteers ... may be needed scientifically and
ethically ... lt is self-evident that such a test can
only be envisaged provided that the toxicological profiles of the ingredie11ts, based on animai
testing andlor the use of alternative methods,
are available and pose no problem."
Opinion concerning g uide lines on the use of
hu man volunteers both in testing of potentiall y
c uta neous itTitant cosmetic ingred ients or mixtures of ingredients and in compatibility testing
of fini shed cosmetic products also were adopted
by SCCNFP (19, 20).
Nonethe less, so far as human ethical considerations are concerned, we cannot fail to note that
no real regulations have yet been implemented
to govern the performance of c linica! tests to
estab lish the tolerability or efficacy of cosmetics, nor the type and requisites of the centres fo r
carrying out such tests . One might wonder whether the informed consent of volunteers, the bi nd ing opinion of appropriate ly-formed ethical
committees and the implementation of special
good practice regu lations are to be included in
such cri teria.
T he matter of safety poses various other specific
questions such as: hair dyes, products and preparations of vegetable or animai origin , the sensitising effects of fragra nces, endocrine di sruptors, substances classified as Category 3 carcinogens, mutagens or tox ic fo r reproduction
(CMR, the subject of Directive 2004/93/EC
(13), which includes them in Annex II as prohibited substances unless they have been evaluated and approved by the SCCNFP for use in
cosmetic products), substances that are prohibited but allowed in certain cases, a review of the
European inventory of cosmetic ingredients. But
most of ali there is an urgent need to put in
piace, throughout Italy, the system of cosmetic
market surveillance a nnounced in Legislative
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Decree no. 126 of 24 Aprii 1997 ( 17). This
should not be restricted to the monitoring of
undesired effects caused by cosmetics, bu t
should e nvisage more co mpre hensive measures
of pri mary d isease prevention aimed at verify ing
global compliance with current provisions.
Each of the top ics indicateci requires more space
and time than is avai lable today and must therefore be postponed to some future date. However,
one topic is worth ment ioning, since it affects
the "new youths" of both sexes who are presumed to make habitual use of hair dyes, and hai rdressers. The proble m is that of a possible association between hair dyes and bladder cancer, a
hypothesis re proposed in recent publications
(21-26).

CONCLUDING REMARKS
From the observations presented at the outset it
can be clearly seen that the modem condition of
well-being falls between two opposing concepts: on the one hand are the problems associated with poverty, hunger and malnutri tion, the
ills that negatively affect the health of millions
of people; on the other hand lies the rampan t
consumerism that characterises the industri alised countries, often taking root in the aspirations
and vanity of indiv iduals and in the urge to do
more and better, to improve ph ys ical and
psychological performa nce, to outshi ne. T hus
the conviction has gai ned hold that al i th is can
be achieved by using the products offered in the
market, which are usually expensive, ski lfully
stud ied and presented and exalted by means of
advertising that is subtl y convinci ng, promises
much and often verges on the misleading.
In pursuing the goal of well-being, today's
westernised society uses varying means: from
d ifferent types of cons umer products to physical
devices and venues that range from SPAs to a
mul ti tude of well-being centres, ali promising
health , youth and beauty.
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This consumer-fuelled westernised state of
affairs does not exhaust the possibilities of pursuing well-being. The exotic appeal of the East
opens up new horizons, filled with products
associated with different practices in addition to
those with therapeutic aims.
Although products aimed at promoting we llbeing are intended for healthy individuals, they
must nonetheless contain active ingred ients if
they are to be as effecti ve as they claim.
With regard to functional cosmetics, some types
of action can be justified if they are directed
towards the deepest layers of the skin. The concept of cosmetic products that cover but do not
penetrate is in contrast to the very de finiti on of
cosmetics, even though the acti on must never
stray from the physiological. Research in skin
e nzy mology has been developed less with in the
field of cosmetology than in that of dermatology. The resu lts of such research could probably provide useful indications regarding the
functioning of cosmetics. Studies of skin e nzymology in terms of the induction or inhibition of
e nzyme expression by topically app lied cosmetic substances could help shed lig ht on the suitability of ingredie nts to be included in a particular formula. For example , a substance that can
inhibit tyrosinase should not be contained in any
cos metic product implying exposure to sunli ght.
On the subject of a lternati ves to animai testing,
such studies could provide pre liminary indications as to whether or not an ingredie nt is acceptabl e even befo re testing or toxicological assessme nt is initiated.
In conclusion it is hoped that thi s paper may provide a useful reference for understand ing health
and well-being in the true meaning of the te rms
and , w ithin the resulting holistic fra mework,
substantiate the claim of the scie nce of cosmetics to its proper role: that of a determinant of
health intended to improve the quality of !ife
and, there by, the psychological and physical

well-being of individual s. Numerous matters
re lating to safety re main un solved; these are
exacerbated by the failure to implement regulations (s uch as, for example, those on consumer
market surveillance, the identification of harmful effects, an updated inventory of cosmetic
ingredients), de lays in developing rules to regulate proper manufac turing processes and
methods of testing, the Jack of toxicological data
(whic h makes it impossible to assess the safety
of numerous ingredie nts) and , finall y, the ban on
animai testing a nd the faiIure to develop a lternati ve methods . This latter proble m is destined to
re main unsolved for another ten years .
The aim of cosmetics is not to provide a cure except in limited c ircumstances - but to e nable
individuals to stay healthy through prevention
and the adoption of correct beha viour and
lifes ty les. Produc ts to promote we ll -be ing,
inc luding cosmetics, may he lp but should not be
used without proper knowledge of the ir effects
and without proper g uarantees as to their quality
and safety for consumer health . These g uarantees shou ld be the result of scientific research
and of unequi vocal regulations that are adeguate, obeyed and , whe re necessary, e nforced.
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