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EXPLANATORY MEMORANDUM

1. Directive 76/788 was intemded to approximate the laws of the Member
States relating to cosmetic products in order that those products might
move freely within the Community market (legal basis Article 100 of the EEC
Treaty) .

Articles 7 axd 3 of the Directive introduced the clauses of free movement
and exclusive admission respectively with a view to complete harmonization
of this sector at Community level. Such a goal could not be attained
without harmonizing the safety conditions of cosmetics and the information
to be supplied to the user. The following degree of protection was
therefore introduced:

- the mamufacturer was
- made responsible for the safety of these products (Article 2);
~ obliged - to comply with the lists of authorized (280 colouring
agents, preservatives and UV filters), restricted (50) and
prohibited (400) substances annexed to the Directive
(Articles 4 ad 5);

- indicate on the packaging and the label of the product five
abligatory pieces of information relating to the
mamufacturer or the person responsible for marketing, the
nominal content, the date of minimum durability, particular
precautions to be abserved in use and the reference for
identifying the goods (Article 6);

- 10 pre-marketing procedure (such as registration, notification or
authorization) was required.

Member States could also:
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~ for purposes of prompt and appropriate medical treatment in the event of
difficulties, require that adequate and sufficient informetion regard:ing
substances contained in coswmetic products be made available to the
competent authority (Article 7(3));

- if a product represented a hazard to health, provisionally prohibit 7o
rarketing of that product in its territory or subject it to specizl
conditions (Article 12).

Lastly, a regulatory Committee was set up to adapt the anneses to the
Directive to scientific and technical progress (Article 10).

Ten years after these rules were implemented, the Commission started
looking into the expediency of revising the instrument referred to above &
the face of persisting barriers to intra-Community trade.

Talks were held with national experts, mamufacturers, COnsumers.
scientists and animal protection groups.

2. After the second round of talks it was apparent that if national laws cn
cosmetics were to be harmonized Directive 76/768 would have to be amended

as follows:

A. Stipulation of the information on the identity, quality, safety ard
efficacy of the cosmetic product to be kept available by the
manufacturer in the event of a check by the competent authority. This
information should not constitute a precondition for marketing, whether
directly or indirectly, and should be made available only to the
monitoring authority in the place of mamifacture or of initial
importation into Community territory.
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In addition, it should be stipulated that the relevant competent
authority should be apprised of the place of mamifacture, for monitoring
reasons, and of information necessary in the event of poisoning, for
medical reasons.

. Transparency regarding the ingredients used in cosmetic products. Given
that:

- the mamufacturer is responsible for the safety of the cosmetic product
(Article 2 of Directive 76/768);

- the mamfacturer is free to place his product on the market without
any preconditions;

- each monitoring authority in the Member State of marketing should
recognize the checks carried out by its opposite mumbers in the Member
State of mamifacture where the information referred to at A is
avallahle;

- the user should be in a position to know the content and purpose of a
product for econamic reasons and to allow for individual allergies,

it is vital that the packaging of a cosmetic product

indicate the ingredients used in it and its function;

. Drawing-up of an inventory of the ingredients used in cosmetics. This
should enable the Commission to assess all issues relating to the use of
cosmetics;

. A more watertight amd consistent definition of cosmetics by removing the
words "exclusively or principally” and "in order to" from Article 1(1).
The present definition is as follows:

"A 'cosmetic product’ means any substance or preparation intended for
placing in contact with the various external parts of the human body



(epidermis, hair system, nails, lips and external gemital organs) or with
the teeth and the mucous membranes of the oral cavity with a view
exclusively or principally to cleaning them, perfuming them or protecting
them in order to keep them in good condition, change their appearance om
correct body odours." :

The following amendments are proposed:

1.

Deletion of the words “exclusively or principally”. These adverbs
indicate that the recognized functions of cosmetic products are of
an exclusive or principal nature. This suggests that there are
also functions of an accessory nature. The latter are not defined,
however, which gives rise to a state of legal ambiguity as to the
scope of the said definition. Deletion of these adverbs would turn
the present definition into an exhaustive list and put a limit on
the possible functions of the cosmetic product.

Deletion of "in order to" and addition of “and/or* between the last
two functions. Use of the words "in order to" creates two
categories of function: principal functions (cleaning, perfuming,
protecting) and secordary functions (keeping in good condition,
changing appearance, correcting body odours). The need to
associate a secondary function with a principal function gives
riseto a contradiction with regard to Article 1(2), which refers to
the indicative list of products to be considered as cosmetic
products. This means that products intended exclusively to
embellish or colour (so as to change appearance), such as
foundation or certain hair care products, do not fall within the
scope of the present definition, since their “"secondary" use cannot
be associated with any of the principal uses. Thus the proposal to
delete the words "in order to" is intemded to turn the two groups
of the present definition into six individual functions, whether or
not cumulative;
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E. A more consistent formulation of Article 2 by deleting the words “be
liable to" and adding the words “"and reasonably foreseeable". Article 2
is currently worded as follows:

"Cosmetic products put on the market within the Cammunity must not be

liable to cause damage to human health when they are applied under

normal conditions of use."

The following amendments are proposed:

1. Deletion of the words “be liahle to*. The present wording ('liable
to cause damage") weakens the need for cosmetic products not to
cause damage to human health. It is inconsistent to accept a
greater degree of risk to human health in the sale of cosmetic
products than in the marketing of medicinal products intended to
act upon a pathological condition. Council Directive 65/65/EEC of
26 Jamuary 1965 on proprietary medicinal products! does not employ
this watered-down wording, but lays down in Article 5(1) that
marketing authorization is to be refused "if it proves that the
proprietary medicinal product is harmful in the normal conditions
of use."

In addition, the proposed new measures, such as the compilation of an
inventory of ingredients, stipulation of the information to be kept
available for the monitoring authority and notification of the place
of manufacture will provide a sufficient guarantee of harmlessness;
thus the watering-down of the clause on the non-toxicity of cosmetics
is inconsistent with the new measures giving it effect.

2. Addition of the words “or reasonably foreseeahle" after the word
"normal" in Article 2 so as to provide greater protection for the
consumer, particularly where the cosmetic product is applied to
areas close to those initially foreseen. This is already provided
for in the seventh recital of the Directive.

1 0J No 22, 9.2.1965.



The proposal for a Council directive on general product safely
(CoM(89) 162 final) takes the same approach in defining "“unacoepteble
risk" in Article 2;

F. Extending application of the Article 10 procedure to cover the amendmen
of Annexes I ard VIII to the Directive, so that they can be adapted more
rapidly to technological progress. It should be noted that Annex I is
merely illustrative and cannot take precedence over the abovementioned
Directive 65/65/EEC.

Annex I to the Directive, which sets out an illustrative list by
category of cosmetic products, serves as a guideline for placing a
product in the category of medicinal or cosmetic products. Given the
possible overlaps between the preventive and/or physiological aspects of
the definitions of medicinal and cosmetic products, it was deemed
necessary to add an illustrative list of cosmetics.
There can be no overlap between medicinal and cosmetic products since
the interests protected by the legislation governing medicinal products
are of a higher order. Directive 65/65 introduced a system of
prohibition based on the authorization, prior to marketing, of all
pharmaceutical products. Directive 76/768 introduced a system to
prevent abuse by establishing a list of admissible substances; cosmetic
products are not subject to any procedure prior to marketing.
Directive 65/65 therefore takes precedence over Directive 76/768;
Directive 76/768 can only give an indication (area of application, six
functions, list in Annex I) of what might be a cosmetic product since in
the last resort a product will be considered medicinal if, owing to its
form arxd/or composition (substances used ard their concentration), it is
subject to a marketing authorization procedure ensuring safety, quality
ard efficacy.
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COMMISSION

Proposal for a Council Directive amending for the sixth time Directive 76/768/EEC on the
approximation of the laws of the Member States relating to cosmetic products

COM(90) 488 final — SYN 307

(Submitted by the Commission on 12 February 1991)

(91/C 52/06)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community, and in particular Article 100a
thereof,

Having regard to the proposal from the Commission,

In cooperation with the European Parliament,

Having regard to the opinion of the Economic and
Social Commuttee,

Whereas legal ambiguities in  Council Direcuve
76/768/EEC (*), as last amended by Directive
89/679/EEC (?), particularly in Articles 1 and 2, should
be removed;

Whereas it has become apparent that it is desirable that
data on the ingredients employed in cosmetic products
be gathered with a view to the assessment of all issues
relating to their use and of the resulting action at
Community level with a1 view particularly to the estab-
lishment of a common nomenclature of ingredients used
in cosmetic products; whereas the gathering of this data
can be facilitated if the Commission compiles an
inventory of the ingredients concerned; whereas this
inventory is indicative and is not intended to constitute a
definitive list of substances used in cosmetic products;

Whereas greater transparency is needed regarding the
ingredients employed in cosmetics if the latter are to be
placed on the market without any prior procedure and in
order to obtain the necessary information on the finished
product solely at the place of manufacture or of inial
importation into the Community and provide better
information to the consumer; whereas such transparency
should be attained by indicating the product’s function
and by indicating the ingredients used in a cosmetic
product on its packaging; whereas where for practcal
reasons it is impossible to indicate the ingredients and
any warnings regarding use on the container or the
packaging, such indications should be given on an
enclosed leaflet with a suitable symbol;

Whereas, with regard to the finished cosmetic product, it
should be made clear which information is to be made
available to the monitoring authorities of the place of
manufacture or of initial importation into the
Community market; whereas this information should
include all the necessary elements relating to identity,
quality, safety for human health and the claimed effects
of the cosmetic product;

Whereas the competent authority should be apprised of
the place of manufacture, for reasons of monitoring, and
of the information needed for rapid and appropriate
medical treatment in case of difficulties;

Ta
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Whereas assessment of the safety of use of the ingre-
dients employed in cosmetics and of the final product
must take account of the requirements of Council
Directive 86/609/EEC (') regarding the protection of
animals used for experimental and other scientific
purposes, and in particular Article 7 (2) thereof,

HAS ADOPTED THIS DIRECTIVE:

Article 1
Directive 76/768/EEC is hereby amended as follows: -

1. Article 1 (1) is replaced by the following:

‘1. A “cosmetic product” means any substance or
preparation intended for placing in contact with the
various external parts of the human body (epidermis,
hair system, nails, lips and external genital organs)

or with the teeth and the mucous membranes of the .

oral cavity with a view to cleaning them, perfuming
them, protecting them, keeping them in good
condition, changing their appearance and/or
correcting body odours.’

2. Article 2 is replaced by the following:

‘Article 2

Cosmetic products put on the market within the
Community must not cause damage to human health
when they are applied under normal or reasonably
foreseeable conditions of use, taking account, in
.particular, of every communication made in this
regard by the manufacturer or his authorized agent
or by all others responsible for placing these
products on the Community market.’

3. The following Article is inserted:

‘Article 5a

1. Not later than 31 December 1993, the
Commission shall, on the basis in particular of infor-
mation supplied by the Member States, compile an
inventory of ingtedients employed in cosmetic
products.

For the purposes of this < Article. “cosmetic
ingredient” means any chemical substance or prep-
aration of synthetic or natural origin, except for
perfume and aromatic compositions, used in the
composition of cosmetic products.

(*) OJ No L 358, 18. 12. 1986, p. 1.

2. The inventory shall contain information on:

— the identity of the ingredient, in particular its
chemical name and, where appropriate, the
Einecs, CAS and Colour Index numbers,

— the function(s) of the ingredient in the final
product,

— where appropriate, restrictions and conditions of
use and warnings which must be printed on the
label.

3. The Commission shall publish the inventory
and shall update it periodically. The inventory is
indicative and does not constitute a list of the
substances authorized for use in cosmetic products
or an exhaustive list of substances used in these
products.’

. In Article 6 (1), the introductory phrase is replaced

by the following:

‘Member States shall take all measures necessary to
ensure that cosmetic products may be marketed only
if the container and packaging bear the following
information in indelible, easily legible and visible
lettering, except for the information mentioned in
(g) hereafter which may be indicated on the
packaging alone:’. ;

. Article 6 (d) is replaced by the followipg:

‘(d) particular precautions to be observed in use,
and especially those listed in the column
“Conditions of use and warnings which must be
printed on the label” in Annexes III, IV, VI and
VII, which must appear on the container and
packaging as well as any special precautionary
information - on  cosmetic  products - for
professional use, in particular in hairdressing.
Where this is impossible for practical reasons,
this information must appear on an enclosed
leaflet, with either abbreviated information on
the container and the packaging or the symbol
given in Annex VIII referring the consumer to
the information specified.’.

6. The following points (f) and (g) are added to Article

6 (1):

‘(f) the function of the product, unless it is clear
from the description of the product;

.(g) A list of ingredients in descending order of
weight at the time they are added. This list shall
be preceded by an appropriate indication
including the word “ingredients”. Where this is



No'C 52/8 .

Official journal of the European Communities ’ 28.2.91

impossible for practical reasons, the ingredients
must appear on an enclosed leaflet, with either
abbreviated information on the container and
the packaging or the symbol given in Annex
VIHI referring the consumer to the ingredients
specified. Perfume and aromatic compositions
and their raw materials shall be referred to by
the word “perfume”. Ingredients of a concen-
tration of less than 1% may be listed in any
" order after those of a concentration of more

- than 1%. Colouring agents may be listed in
any order after the other ingredients.

In accordance with the Article 10 procedure,
the Commission shall, no later than 31
December 1993, adopt the criteria and
conditions under which a manufacturer may,
for reasons of trade secrecy, apply not to
,include one or more ingredients on the
abovementioned list.’.

7. Article 7 (2) is replaced By' the following:

2. They may, however, require that the -

particulars provided for in Article 6 (1) (b), (c) and
(d) be expressed at least in their owms national -or
official language or languages; they may also require

that the particulars provided for in Article 6 (1) (f)

and (g) be expressed in a language easily understood
by the consumer. To this end, the Commission shall
adopt a common -ingredients nomenclature in
accordance with the Article 10 procedure.’.

. Article 7 (3) is replaced by the following:

‘3. Furthermore, 2 Member State may require, for
purposes of prompt and appropriate medical
treatment in the event of difficulties, that the quali-
tative and quantitative formula of the product be
- made available to the competent authority, which
shall ensure that this formula is used only for the
purposes of such treatment.

Member States shall designate that competent
authority and send details thereof to the
Commission, which shall publish this information in
the Official Journal of the European Communities.’

. 'The following Article is inserted:

‘Article 7a

1. The manufacturer or his agent, provided he is
established in- the Community, or- the person
responsible for placing imported cosmetic products
‘on the Community market, shall, for control

~

purposes, keep the following information readily
available to the competent authorities of the Member
State concerned at the place of manufacture or, in
the case of importation from a non-member country,
at the place’ of initial importation into Community
territory:

(a) the qualitative and quantitative formula of the
product;

(b) the physico-chemical and microbiological specifi-
cations of the raw materials and, the finished
product and the purety and microbiological
control criteria of the cosmetic product;

(¢) the method of manufacture complying with the
good manufacturing practice laid - down by
Community law or, failing that, laid down by
the law of the Member State concerned;

(d) assessment of the safety for human health of the
finished product. To this end, the manufacturer
shall take into consideration the general toxico-
logical profile of the ingredient, its chemical
structure and its level of exposure. Should the
same product be manufactured-at several places
on Community territory, the manufacturer may
choose a single place of manufacture where this
information will be kept available. With regard
to this, and when so requested for monitoring
purposes, he shall be obliged to indicate the
place so chosen to the monitoring authority/
authorities concerned;

(¢) the name and address of the qualified person or
persons responsible for the assessment referred
o at (d). This person must have received
university training in the field of natural
sciences;

: *
(f) existing data on undesirable effects on human
health resulting from use of the = cosmetic
product;

(g) proof .of the effect claimed for the cosmetic
product, where this is justified by the nature of
the product.

2. The assessment of the safety for human health
referred to in paragraph 1 (d) of this Article shall be
carried out in accordance with the principles of good
laboratory practice laid down in Council Directive
87/18/EEC of 18 December 1986 on the harmon-
ization of laws, regulations and administrative
provisions relating to the application of the principles
of good laboratory practice and the verification of

_ their application for tests on chemical substances ().
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3.  The information referred to in ‘paragraph 1

must be available in the national language or

languages of the Member State concerned, or in a
language readily understood by the competent auth-
orities. o

4. The manufacturer or his agent, provided he is
established in the Community, or the person
responsible for placing imported cosmetic products
on the Community market, shall notify the
competent national authority of the place of manu-
facture or of the initial importation of the address of
the place of manufacture or of initial importation
into the Community of the cosmetic products before
the latter are placed on the Community market.

5.  Member States shall designate the competent
authorities referred to in paragraphs 1 and 4 and
shall send details thereof to the Commission, which
shall publish this information in the Official Journal
of the European Communities.

() O No L 15, 17. 1. 1987, p. 29

10. Article 8 (2) is replaced by the following:

2. The amendments necessary for adapting to

technical progress the Annexes to this Directive and
the common . nomenclature of ingredients used in-
cosmetic products shall be adopted in accordance
with the same procedure, after consultation of the
Scientific Committee on Cosmetology.’.

11. The Annex is added as Annex VIIL

Article 2

1. Member‘ States shall take all necessary measures to
ensure that from 1 January 1997 neither manufacturers
nor importers established within the Community place

- on the market products which fail to comply with the
provisions -of this Directive. -

2. Member States shall take all necessary measures to

ensure that the products referred to in paragraph 1

~ cannot be sold or disposed of to the ultimate consumer

after 31 December 1997.

Article 3
1. Member States: shall bring into force the laws,
regulations and administrative provisions necessary to

comply with this Directive not later than 31 December
1993 and shall inform the Commission thereof forthwith.

When Member States adopt these provisions, these shall
contain a reference to this Directive or shall be accom-
panied by such reference at the time of their official
publication. The procedure for such reference shall be
adopted by Member States.

2. © Member States shall ° communicate to the
Commission the texts of the provisions of national law
which they adopt in the field governed by this Directive.

Article 4

‘This Directive is addressed 1o the Member States.

ANNEX

" Annex VIII

o
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III.
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Vhat is the main justification for this measure?

The complete harmonization of the cosmetics sector aimed at by
Community legislation in 1978 (basic Directive 76/768) has not been
achieved: several Member States have introduced health protection
measures more restrictive than those provided for in the Directive.

To remedy the situation, a new system of harmonization needs to be set
up, based on greater market transparency for the ingredients used in
cosmetics axd tighter safety rules relating to the finished product.

Characteristics of the businesses concerned. In particular:

- are there many SME?

- are they concentrated in regions:
- eligible for regional aid from the Member States?
- eligible for ERDF aild?

- Considering that a SME has a maximum of 500 employees, 1,666 SME
(turnover 7,718 milion Ecu) operate at Community level (see table
at Amnex I).

Vhat obligations fall directly upon businesses?

They must indicate on the label anxd on the packaging the function of
the cosmetic product and the ingredients used in it.

Information to be given to anti-poison centres has been reduced to a
minium, i.e. the quantitative and qualitative formula.
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What obligations are lilable to be imposed on businesses indirectly
by local authorities?
None.

Are there any special measures for SME? If so, what are they?
None.

What Is the foreseeable effect on
- business competitiveness?
- employment?

- The disappearance of the national frontiers existing as a
result of pre-marketing measures will make businesses more
competitive. For the present, the files to be compiled by
Community SME when they export to certain Member States
(e.g. F, GR, P, ES, |) constitute a quite heavy financial
burden (see the example of the French file at Annex (1). By
introducing transparency in the ingredients used In cosmetics,
the Member States will abolish barriers connected with national
flles. As a result, SME's should benefit from the abolition
of the very considerable burdens associated with the obligation
to constitute the said national files, which are to be repiaced

by labelling of use and of ingredients.

The necessary costs which will result for SME's from such
labelling may in principle be minimized by the possibility of
the fist of ingredients appearing only on the package.

No effect on the employment is forseen.

Have the two sides of Industry been consulted?

— opinions of the two sides
Yes.
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ESTIMATED FIGURES FOR PME IN EEC

Country : D B DK E F @ ® I® I K P Total

Members 153 sC 65 335 188 11t 83 20 433 3¢ 93 1,658

Employment 22 3.5 1.2 iS5 25 7 3 4 25 £.8 2.8 113

(roo0)

Indirect 65 8 3 35 65 30 10 i.8 70 iz 6.2 305.8

Employment

('000)

Turnover 1780 i87 52 5568 1620 112¢ 83 22 1408 2&% 62 3 7178 /

{million ECU) e
ESTIMATED FIGUEBES FOR LARGE COMBANTES IN EEC

Comntry : P B DX E F @ G I® I N P Iota

Members 4 - - - 5 5 - - - - - id

Employment 8 - - - 7 13 - - - - - 28

( '000)

Indirect 15 - - - 15 30 - - - - - 8¢

Employment

(1'000)

Turnover 1,406 147 48 447 1,270 887 66 17 1,108 1ig2 49 ;5,63;\

(million ECU)

Notes (Large

Numbers

Employment

Turnover

Compznies)

By country on basisz of head office or leading nationzl company for US
multi-nationals.

Estimate for employees active in cosmetic/toiletries sector.
All big companies hzve other activities.

European turnover only - assumes equal penetration in ezch countr.

-5
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