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aspects of a material's physico-chemical nature or indeed possible hazards that may exist in both 
the smaller and larger size ranges (see ACCORD statements, Attachment 2). 

The regulatory resources available to Australia's governments must be applied to areas with 
tangible, potential risk to public health. ACCORD notes that the NICNAS proposal, on the whole, 
and especially via its early implementation recommendations, takes steps towards achieving this. 

Before commenting on the specific reform proposals, it is worth highlighting the critical importance 
of adopting a scientifically valid definition for the nano-scale and for the types of nanomaterials 
that the regulatory system should be interested in. 

It is noted that NICNAS has adopted the following 'working definition': 

"...industrial nanomaterials intentionally produced, manufactured or engineered to have specific 
properties or specific composition, and one or more dimensions typically between 1 and 100 
nanometres. n 

It is also worth highlighting the text "intentionally produced, manufactured or engineered" which 
correctly limits the scope of nanomaterials. 

Since the November publication of the NICNAS proposal paper, the new EU Cosmetic Directive 
(released 22 December 2009) has been published. It uses the following, more detailed definition 
for 'nanomaterial', but in this case in the specific context of cosmetic and personal care products: 

" 'nanomaterial' means an insoluble or biopersistant and intentionally manufactured material with one 
or more external dimensions, or an internal structure, on the scale from 1 to 100nm" 

While the nano-scale is correctly defined, and fully consistent with the NICNAS definition, the EU 
definition specifies important physico-chemical characteristics - insolubility and/or biopersistance ­
in addition to requiring that the material be "intentionally manufactured". This better narrows the 
scope of nano-sized materials to those that would be of greatest relevance from the perspective 
of potential public health issues, and therefore those that could be the SUbject of some form of 
regulatory interest. 

By specifying "insoluble" or "biopersistant", the new EU rules helpfully remove from regulatory 
interest materials that are nano-sized but which are of limited public health significance, such as 
most forms of nano-emulsion and thankfully, from a commonsense viewpoint, the nano-sized 
soap and detergent micelles that have been with us for centuries. 

ACCORD recommends that NICNAS, and other Australian regulatory agencies, evaluate the use 
of the EU definition, as a way of better specifying the types of nanomaterials that would be of 
regulatory interest. Inclusion of the "insoluble" and "biopersistant" requirement would potentially 
help remove confusion when applying the new arrangements proposed in the reform package. A 
copy of the complete EU rules is attached (see Attachment 1). 

A key and important part of the NICNAS proposal relates to the proposed new administrative 
arrangements that remove the 'new chemicals' (i.e. materials not on the Australian Inventory of 
Chemical Substances) that meet the definition of nanomaterial from existing 'low volume' 
exemptions - low volume, transhipment and R&D exemption categories. 

ACCORD supports the proposed new arrangements, particularly in relation to applying the new 
arrangements to the 'low volume' category. We suggest, though, that the agency note the above 
comments with regard to the EU definition for nanomaterial. 
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We also urge NICNAS to implement this part of the reform package, for this category of unique 
materials, in a timely manner. 

Proposals relating to nano-forms of 'existing chemicals' require more detailed consideration, 
and care is needed to properly target regulatory effort. This is a matter that other leading global 
regulatory systems are also addressing. In this regard, there is an opportunity for NICNAS to take 
into account regulatory evaluations and decisions in major equivalent regulatory systems, such as 
those in North America (USA and Canada) and the European Union. Misdirected local regulatory 
evaluations of nano-forms of existing chemicals that are in widespread global use will lead to 
costly and time-wasting duplication. 

1\lICNAS also needs to be mindful of potential duplication of effort with other Australian regulators. 
For example, it is noted that the sunscreen ingredients, zinc oxide and titanium dioxide, which 
may be available in nano-form, are regulated by both the Therapeutic Goods Administration 
(TGA) and 1\lICNAS. 

For these two ingredients ACCORD strongly recommends that the lead in undertaking regulatory 
safety evaluations remain with the TGA, noting that the TGA has already undertaken and 
published expert reviews on these materials in 2006 and 2009. 

Cooperation between the main agencies, TGA, NICNAS, APVMA and FSANZ, is needed to avoid 
duplication and confusion in relation to existing chemicals that may meet the nanomaterial 
definition. For any of these materials which become a priority due to either widespread usage, 
scientific data regarding risk or overseas regulatory attention, it is recommended that the 
agencies establish a mechanism to assign responsibility to one agency to review the ingredient. 

It is also recommended that all agencies, including NICNAS, take account of reviews scheduled 
by leading overseas regulators and that timing of local activities relating to existing chemicals that 
meet the definition of nanomaterial be developed that will take advantage of these reviews. 

NICNAS's stepwise proposal for obtaining more information on this category of materials is 
logical, noting that a mandatory approach would require new legislation and needs to be 
accompanied by full regulatory impact assessments. 

While initially going through a voluntary approach, f\lICNAS should be able to better define 
materials of potential priority by keeping track of lists being generated by major overseas 
regulatory authorities. 

ACCORD has welcomed the establishment of the Nanotechnology Advisory Group (NAG) and 
will continue to participate alongside other industry, academic and community representatives in 
the NAG as this reform package moves to the next phase of implementation. 

Yours sincerely, 

Cc~~r~.~_ 
Craig rock 
Policy Public Affairs Director 

22 February 2010 
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REGULATION (Ee) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
 

of 30 November 2009
 

on cosmetic products
 

(recast)
 

(Te:\.1: with EE.A relevance)
 

THE EUROPE:\:-J P,\RLL\MENT AND THE COl'NUL or rHE H'RO.. 
PEAN UNION. 

Having regard to the Treaty establishing the European Commu­
nity, and in particular Article 95 thereof 

Having regard to the proposal from the Commission, 

Having regard to the opinion of the European Economic and 
Social Committee (I), 

Acting in accordance with the procedure laid down in Article 251 
of the Treaty (2), 

Whereas: 

(11	 Council Directive 76/ 768/E£C of 27 July 1976 on the 
approximation of the laws of [he Member States relating to 
cosmetic products (') has been significantly amended on 
several occasions. Since further amendments are to be 
made, in this particular case it should be recast as one 
single text in the interests of claritv, 

(2)	 A Regulation is the appropriate legal instrument as it 
imposes clear and derailed rules which do nor give room 
for diverging transposition by Member States. Moreover. a 
Regulation ensures that legal requirements are imple­
mented at the same time throughout the Community. 

i 3i	 This Regulation aims at simplifying procedures and 
streamlining terminology. thereby reducing administrative 
burden and ambiguities. Moreover, it strengthens certain 
elements of the regulatory framework for cosmetics, such 
as in-market control, with a view to ensuring a high level 
of protection of human health. 

(4)	 This Regulation comprehensively harrnonises the rules in 
the Community in order to achieve an internal market for 
cosmetic products while ensuring a high level of protec­
tion of human health. 

(1) OJ C 27 , 3.2.2009. p. 34. 

(2)	 Opinion of the European Parliament of 24 March 2009 (not yet pub.. 
lished in the Official Journal) and Council Decision of 20 November 

2009. 
{'}	 or L 262. r.9.19"6, p. 109. 

The environmental concerns that substances used in coso. 
metic products may raise are considered through the appli­
canon of Regulation (EC) No 1907/2006 of the European 
Parliament and of the Council of 18 December 2006 con­
cerning the Registration, Evaluation, Authorisation and 
Restriction of Chemicals (REACH) and establishing a Euro­
pe,tn Chemicals Agency ("), which enables the assessment 
of environmental safety in a cross-sectoral manner. 

i6)	 This Regulation relates only to cosmetic products and not 
to medicinal products, medical devices or biocidal prod .. 
UCLS. The delimitation follows in particular from the 
derailed definition of cosmetic products, which refers both 
to their areas of application and to the purposes of their 
use. 

(7)	 The assessment of whether a product is a cosmetic prod­
uct has to be made on the basis of a case-by-case assess­
ment. taking into account all characteristics of the product. 
Cosmetic products may include creams, emulsions, lotions, 
gels and oils for the skin. face masks, tinted bases (liquids, 
pastes. powders), make-up powders, after-bath powders, 
hygienic powders. toilet soaps. deodorant soaps, perfumes, 
toilet waters and eau de Cologne, bath and shower prepa­
rations (salts. foams, oils, gels). depilatories, deodorants 
and anti-perspirants. hair colorants, products for waving. 
straightening and fixing hair. hair-setting products. hair­
cleansing products (lotions. powders. shampoos), hair­
conditioning products (lotions, creams, oils). hairdressing 
products (lotions. lacquers, brilliantines), shaving products 
(creams, foams, lotions), make-up and products removing 
make-up, products intended for application to the lips, 
products for care of the teeth and the mouth. products for 
nail care and make-up, products for external intimate 
hy',dene. sunbathing products, products for tanning With­
out sun. skin-whitening products and anti-wrinkle 
products. 

(8)	 The Commission should define the categories of cosmetic 
products which arc relevant for the application of this 
Regulation. 

iCl)	 Cosmetic products should be safe under normal or reason­
ably foreseeable conditions of use. In particular. a risk­
benefit reasoning should not justify a 11Sk to human health. 

{'I OJ L 3'J6, 30.12.2006, P l. 
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(10)	 The presentation of a cosmetic product and in particular its 
form, odour, colour, appearance. packaging, labelling, vol­
ume or size should not endanger health and safety of con­
sumers due to confusion with foodstuffs, in accordance 
with Council Directive 87!357tEEC of 25 June 1987 on 
the approximation of the laws ~f the Member Slates con­
cerning products which, appearing to be other .han they 
are, endanger the health or safety of consumers (I). 

(11) In order to establish clear responsibilities. each cosmetic 
product should be linked to a responsible person estab­
lished within the Community. 

(2) Ensuring traceability of a cosmetic product throughout the 
whole supplv chain helps to make market surveillance sim­
pler and more efficient. An efficient traceability system 
facilitates market surveillance authorities' task of tracing 
economic operators. 

(1 3) It is necessarv to determine under which conditions a dis­
tributor is to' be considered as the responsible person. 

(l4) All legal or natural persons in the wholesale trade as well 
as retailers selling directly to the consumer are covered by 
reference to the distributor. The obligations of the distribu­
tor should therefore be adapted to the respective role and 
part of the activity of each of these operators. 

(5) The European cosmetics sector is one of the industrial 
activities affected by counterfeiting, which may increase 
risks to human health. Member States should pay particu­
lar attention to the implementation of horizontal Commu­
nity legislation and measures regarding counterfeit 
products in the field of cosmetic products, for example 
Council Regulation (EC) No 138,/2003 of 22 luly 2003 
conceming customs action against gOl'ds suspected of 
infringing certain intellectual property rights and the mea­
sures to be taken against goods found to have infringed 
such rights (") and Directive 2004/48/EC of the European 
parliament and of the Council of 29 April 2004 on the 
enforcement of intellectual property rights ('). In-market 
controls represent a powerful means of identifying prod­
ucts that do not comply with the requirements of this 
Regulation. 

(16)	 To ensure their safety, cosmetic products placed on the 
market should be produced according to good manufac­
turing practice. 

1) OJ L 1'12.11.7.1 'i87, p. 4Q , 

') OJ L 196. 2.8.2003, p. 7. 

J) OJ L 157, 10.4.2004, p. 4", 

(17 ) for the purpose of effective market surveillance. a product 
information file should be made readilv accessible, at one 
single address within the Community: to the competent 
authority of the Member State where the file is located. 

(18) In order to be comparable and of high quality, the results 
of the non-clinical safety studies carried out for the pur­
poses of assessing the safety of a cosmetic product should 
comply with the relevant Community legislation. 

(I Q) It should be made clear which information is to be made 
available to the competent authorities. That information 
should include all the necessary particulars relating to iden­
tity. quality, safety for human health and the effects claimed 
for the cosmetic product. In particular, this product infor­
mation should include a cosmetic product safety report 
documenting that a safety assessment has been conducted. 

(20) To ensure the uniform application and control of the 
restrictions for substances. sampling and analysis should 
be carried out in a reproducible and standardised manner. 

(21) The term 'mixture' as defined in this Regulation should 
have the same meaning as the term 'preparation' previ­
ously used in Community legislation. 

(22) for reasons of effective market surveillance, the competent 
authorities should be notified of certain information about 
the cosmetic product placed on the market. 

(23) In order to allow for rapid and appropriate medical treat­
ment in the event of difficulties, the necessary information 
about the product formulation should be submitted to poi­
son control centres and assimilated entities, where such 
centres have been established bv Member States to that 
end. 

(24\ In order to keep administrative burdens to a minimum, the 
notified information for competent authorities, poison 
control centres and assimilated entities should be submit­
ted centrally for the Community by way of an electronic 
interface. 

(25) In order to ensure a smooth transition to the new elec­
tronic interface, economic operators should be allowed to 

notify the information required in accordance with this 
Regulation before its date of application. 

(26) The general principle of the responsibility of the manufac­
turer or importer for the safety of the product should be 
supported by restrictions of some substances in Annexes II 
and Ill. Moreover. substances which are intended to be 
used as colorants. preservatives and Uv-filters should be 
listed in the Annexes IV, V and VI respectively in order to 
be allowed for these uses. 
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(27) To avoid ambiguities. it should be clarified that the list of 
allowed colorants contained in Annex lV includes only 
substances which colour through absorption and reflection 
and not substances which colour throuoh nhotolumines­
ccncc, interference, or chemical reaction. , 

(23)	 To address safe tv concerns raised. Annex IV. which is cur­
rently restrictedto skin colorants, should also include hair 
colorants once the risk assessment of these substances bv 
the Scientific Committee for Consumer Satetv (SCCS) set 
up by Commission Decision 2008/721/EC (;f 5Sep~em­
bel' 1008 setting up an advisory structure of Scientific 
Committees and experts in the field of consumer safety. 
pub lie health and the environment (') has been finalised. 
To this end, the Commission should have the possibilirvto 
include hair colorants in the scope of that Annex by the 
comitology procedure. 

(29)	 The use of nanornaterials in cosmetic products may 
increase with the further development of technology. In 
order to ensure a high level of consumer protection, free 
movement of goods and legal certainty for manufacturers. 
it is necessary to develop a uniform definition for nanorna­
terials at international level. The Communitv should 
endeavour to reach an agreement on a definition ~in appro­
priate international fora. Should such an agreement be 
reached, the definition of nanornatcrials in this Regulation 
should be adapted accordingly. 

(30)	 At present. there is inadequate information on the risks 
associated with nanornaterials. In order to better assess 
their safety the SCCS should provide guidance in coopera­
tion with relevant bodies on test methodologies which take 
into account specific characteristics of nanornaterials. 

(31)	 The Commission should regularlv review the provisions on 
nanomaterials in the light of scientific progress. 

(32)	 Given the hazardous properties of substances classified as 
carcinogenic. mutagenic or toxic for reproduction (CMR). 
category lA, 1B and 2, pursuant to Regulation (EC) 
No 1272/2008 of the European Parliament and of the 
Council of 16 December 2008 on classification. labelling 
and packaging of substances and mixtures (2), their use in 
cosmetic products should be prohibited. However, as a 
hazardous property of a substance does not necessarily 
always entail a risk. there should be a possibility to allow 
the use of substances classified as CMR 2 substances where, 
in view of exposure and concentration, they have been 
found safe for use in cosmetic products by the SCCS and 
are regulated by the Commission in the Annexes to this 
Regulation. With regard to substances which are classified 

(I) or L 241,10.9.1008. p. 2l. 
(2) 0) L 3'), 31.12.2008. p. I. 

as CMR IA or 1B substances, there should be a possibility, 
in [he exceptional case that these substances cornolv with 
food safety requirements. inter alia 3S a result of their naru­
rally occurring in food. and that no suitable alternative 
substances exist. to use such substances in cosmetic prod­
ucis on the condition that such use has been found safe bv 
the SCCS. Where such conditions are met, the Commissio~ 
should amend the relevant Annexes to this Regulation 
within 15 months of classification of substances as CMR 
L\ or 1B substances under Regulation (EO No 127212008. 
Such substances should be continuously reviewed by the 
sces. 

(3,)	 A safety assessment of substances. particularly those clas­
sified 3S CMR 1A or 1B substances, should consider the 
overall exposure to such substances stemming from all 
sources. At the same time, for those involved in producing 
safety assessments, it is essential that there be a harmon­
ised approach to the development and use of such overall 
exposure estimates. In consequence, the Commission, in 
close cooperation with the SCCS, the European Chemicals 
,-\gency (ECHAj, the European Food Safety Authority 
(EFSA) and other relevant stakeholders. should, as a matter 
of urgency. carry out a review and develop gUidance 
regarding the production and use of overall exposure esti­
mates for these substances. 

1)4)	 The assessment by the SCCS of the use of substances clas­
sified as CMR 1A and 1B in cosmetic products should also 
take into account the eXpl)SUre to those substances of vul­
nerable population groups. such as children under three 
years of age. elderly people, pregnant and breast-feeding 
women and persons with compromised immune 
responses. 

(35)	 The SCCS should give opinions where appropriate on the 
saferv of use of nanornaterials in cosmetic products. These 
opinions should be based on full information being made 
available by the responsible person. 

(36)	 Action by the Commission and Member States relating to 
the protection of human health should be based on "the 
precautionary principle. 

(37)	 In order to ensure product safety. prohibited substances 
should be acceptable at trace levels only if they are tech­
nologicallv inevitable with correct manufacturing pro­
cesses and provided that the product is safe. 

(38)	 The Protocol on protection and welfare of animals annexed 
to the Treaty pro "ides that the Community and the Mem­
ber States are to pay full regard to the welfare requirements 

ofanimals in the implementation of Community policies, 
in particular with regard to the internal market. 
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(>0)	 Council Directive 86/609/EEC of 24 November 1986 on 
the approximation of laws. regulations and administrative 
provisions of the Member States regarding the protection 
of animals used for experimental and other scientific pur­
poses (1) established common rules for the use uf animals 
for experimental purposes within the Community and laid 
down the conditions under which such experiments must 
be carried out in the territory of the Member States. In par­
ticular, Article 7 of that Directive requires that animal 
experiments be replaced by alternative methods. where 
such methods exist and are scientifically satisfactory. 

i40)	 The safety of cosmetic products and their ingredients may 
be ensured through the use of alternative methods which 
are not necessarily applicable to all uses of chemical ingre­
dients. Therefore, the use of such methods bv the whole 
cosmetic industry should be promoted and th~ir adoption 
at Community level ensured, where such methods offer an 
equivalent le~el of protection to consumers. 

HI)	 The safety of finished cosmetic products can already be 
ensured on the basis of knowledge of the safety of the 
ingredients that they contain. Provisions prohibiting ani­
maJ testing of finished cosmetic products should therefore 
be laid down. The application, in particular by small and 
medium-sized enterprises, of both test methods and assess­
ment procedures for relevant available data, including the 
use of read-across and weight-of-evidence approaches, 
which do not involve the use of animals for assessing the 
safety of finished cosmetic products could be facilitated by 
Commission guidelines. 

i42)	 it will gradually become possible to ensure the safety of 
ingredients used in cosmetic products by using non-animal 
alternative methods validated at Cornmunitv level. or 
approved as being scientifically validated, by th~ European 
Centre for the Validation of Alternative Methods (ECVAM) 
and with due regard to the development of validation 
within the Organisation for Economic Cooperation and 
Development (OECD). After consulting the SCCS as 
regards the applicability of the validated alternative meth­
ods to the field of cosmetic products, the Commission 
should immediately publish the validated or approved 
methods recognised as being applicable to such ingredi­
ents. In order to achieve the highest possible degree of ani­
mal protection, a deadline should be set for the 
introduction of a definitive prohibition. 

(4,j	 The Commission established timetables of deadlines up 
to 11 March 2009 for prohibiting the marketing of cos­
metic products, the final formulation, ingredients or com­
binations of ingredients which have been rested on 
animals, and for prohibiting each test currently carried out 
using animals. ln view, however, of tests concerning 
repeated-dose toxicity, reproductive toxicity and toxicoki­
netics, it is appropriate for the final deadline for prohibit­
ing the marketing of cosmetic products for which those 

i.'i or L ,58. 18.11.l936. p. l. 

tests are used to be 11 March 201 3, On the basis of annual 
reports, the Commission should be authorised to adapt the 
timetables within the abovementioned maximum time 
limit. 

(44)	 Better coordination of resources at Comrnunitv level will 
contribute to increasing the scientific knowledge indis­
pensable for the development of alternative methods. It is 
essential, for this purpose, that the Community continue 
and increase its efforts and take the measures necessarv for 
the promotion of research and the development o(new 
non-animal alternative methods, in particular within its 
Framework Programmes for research, 

(45)	 The recognition by third countdes of alternative methods 
developed in the Community should be encouraged. In 
order to achieve this objective. the Commission and the 
Member States should take all appropriate steps to facili­
tate acceptance of such methods by the OECD. The Com­
mission should also endeavour. within the framework oi 
European Community cooperation agreements, to obtain 
recognition of the results of safety tests carded out in the 
Community using alternative methods so as to ensure that 
the export of cosmetic products for which such methods 
have been used is not hindered and to prevent or avoid 
third countries requiring the repetition of such tests using 
animals. 

H6i	 Transparency is needed regarding the ingredients used in 
cosmetic products. Such transparency should be achieved 
by indication of the ingredients used in a cosmetic prod­
uct on its packaging. Where for practical reasons it is 
impossible to indicate the ingredients on the packaging, 
such information should be enclosed so that the consumer 
has access to this information. 

A glossary of common ingredient names should be com­
piled by the Commission to ensure uniform labelling and 
to facilitate identification of cosmetics ingredients, This 
glossary should not be intended to constitute a limitative 
list of substances used in cosmetic products. 

(48)	 In order to inform consumers, cosmetic products should 
bear precise and easily understandable indications con­
cerning their durability for use. Given that consumers 
should be informed of the date until which the cosmetic 
product will continue to fulfil its initial function and 
remain safe, it is important to know the date of minimum 
durability, i.e, the date by which it is best to use the prod­
uct. Where the minimum durability is more than 30 
months, the consumer should be informed of the period of 
time after opening that the cosmetic product may be used 
without any harm ro the consumer. However, this require­
ment should not apply where the concept of the durability 
after opening is not relevant, that is to say for single-use 
products, products not at risk of deterioration or products 
which do not open. 
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A number of substances have been identified by the SCCS 
as likely to cause allergic reactions and it will be necessarv 
to restrict their use and!or impose certain conditions con­
ceming them. In order to ensure that consumers arc 
adequately informed, the presence of these substances 
should be mentioned in the list of ingredients and consum­
ers' attention should be drawn to the presence of these 
ingredients. This information should improve the diagno­
sis of contact allergies among consumers and should 
enable them to avoid the use of cosmetic products which 
thev do not tolerate. For substances which arc likely to 
cause allergy to a significant part of the population. other 
restrictive measures such as a ban or a restriction of con­
centration should be considered. 

(50)	 In the safety assessment of a cosmetic product it should be 
possible to take into account results of risk assessments 
that have been carried out in other relevant areas. The usc 
of such data should be duly substantiated and justified. 

(51)	 The consumer should be protected from misleading claims 
concerning efficacy and other characteristics of cosmetic 
products. In particular Directive 1005/29 fEC of the Euro­
pean Parliament and of the Council of 11 Mav 2005 con­
cerning unfair business-to-consumer commercial practices 
in the internal market (') is applicable. FUl1helTI1Ore. the 
Commission, in cooperation with Member States. should 
define common criteria in relation to specific claims for 
cosmetic products. 

(52)	 It should be possible to claim on a cosmetic product that 
no animal testing was carried out in relation to its devel­
opment. The Commission. in consultation with the Mem­
ber States, has developed guidelines to ensure that 
common criteria are applied in the use of claims and that 
an aligned understanding of the claims is reached, and in 
particular that such claims do not mislead the consumer. 
In developing such guidelines. the Commission has also 
taken into account the views of the many small and 
medium-sized enterprises which make up the majority of 
the 'non-animal testing producers, relevant non­
governmental organisations. and the need for consumers 
to be able to make practical distinctions between products 
on the basis of animal testing criteria. 

(53)	 In addition to the labelled information, consumers should 
be given the possibility to request certain product-related 
information from the responsible person in order to make 
informed product choices. 

(5+)	 Effective market surveillance is necessary in order to ensure 
that the provisions of this Regulation are respected. To this 
end. serious undesirable effects should be notified and 
competent authorities should have a possibility to request 
from the responsible person a list of cosmetic products 

containing substances which have raised serious doubts in 
terms of safery. 

(55)	 This Regulation is without prejudice to the possibility for 
Member States to regulate, in compliance with Community 
law. the notification by health professionals or consumers 
of serious undesirable effects to the competent authorities 
of Member States. 

(56)	 This Regulation is without prejudice to the possibility for 
Member States to regulate, in compliance with Community 
law, the establishment of economic operators in the area 
of cosmetic products. 

(57)	 In case of non-compliance with this Regulation. a clear and 
efficient procedure for the withdrawal and recall of prod­
ucrs may be necessarv. This procedure should, where pos­
sible. build upon existing Community rules for unsafe 
goods. 

(58)	 In order to address cosmetic products which. despite com­
plying with the provisions of ~his Regulation, might endan­
ger human health, a safeguard procedure should be 
introduced. 

(59)	 The Commission should provide indications for the uni­
form interpretation and application of the concept of seri­
ous risks in order to facilitate the consistent 
implementation of this Regulation, 

(60)	 In order to comply with principles of good administrative 
practices, any decision by a competent authority in the 
framework of market surveillance should be duly 
substantiated. 

(61)	 In order to ensure effective in-market control. a high 
de:~ree of administrative cooperation amongst the compe­
tent authorities is necessary, This concerns in particular 
mutual assistance in the verification of product informa­
tion files located in another Member State. 

(62)	 The Commission should be assisted by the secs, an inde­
pendent risk assessment body. 

(61)	 The measures necessary for the implementation of this 
Regulation should be adopted in accordance with Council 
Decision 1999/468/EC of 28 June 1999 laying down the 
procedures for the exercise of implementing powers con­
ferred on the Commission (2). 

164j	 In particular, power should be conferred on the Commis­
sion to adapt the Annexes to this Regulation to technical 
prngress, Since those measures are of general scope and are 
designed to amend non-essential elements of this Regula­
tion thcv must be adopted in accordance with the regula­
tory procedure with scrutiny provided for in Article 5a of 
Decision 1999/468!E(, 

(1) 0/ t 149. 11.6.2005, p. 22.	 (:) OJ L 1~4, l7.7. L999, p. 11, 
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(6») When. on imperative grounds of urgency. the normal time­
limits for the rcgulatorv procedure with scrutiny cannot be 
complied with, the Commission should be able to apply 
the urgency procedure provided for in Article 5a(6) of 
Decision 1999/468/EC for the adoption of certain mea­
sures relating t;l CNIRs. nanomateri;]s and potential risks 
to human health. 

(66.1 Member States should lay down provisions on penalties 
applicable to infringements of the provisions of this Regu­
lation and ensure that thev are implemented. Those penal­
ties should be effective, proportIOnate and dissuasive. 

167\ Economic operators as well as Member States and the 
Commission need sufficient time to adapt to the changes 
introduced by this Regulation. Therefore it is appropriate 
to provide for a sufficient transitional period for that adap­
tation. However, in order to ensure a smooth transition, 
economic operators should be allowed to place on the 
market cosmetic products which comply with this Regu­
lation before the expiry of that transitional period. 

(6S) In order to enhance the safetv of cosmetic products and 
strengthen the market surveillance. cosmetic products 
placed on the market after the date of application of this 
Regulation should comply with its obligations regarding 
safety assessment. the product information tile and notifi­
cation, even if similar obligations have alreadv been ful­
filled under Directive 76/768/EEC. 

(69) Directive 761768/EEC should be repealed. However. in 
order to ensure appropriate medical treatment in the event 
of difficulties and to ensure market surveillance. the in for­
marion received pursuant to Article 7("1) and Article 7a(4) 
of Directive 76(768/EEC concerning cosmetic products 
should be kept by the competent authorities for a certain 
period of time and the information kept by the responsible 
person should remain available for the same period of 
time. 

CO) This Regulation should be without prejudice to the obliga­
tions of the Member States relating to the time-limits for 
transposition into national law of the Directives set out in 
Part B of Annex ix. 

(71) Since the objective of this Regulation, namely the achieve­
ment of the internal market and a high level of protection 
of human health through the compliance of cosmetic 
products with the requirements laid down in this Regula­
tion, cannot be sufficientlv achieved bv the Member States 
and can therefore, bv reason of the scale of the action, be 
better achieved at C~)mmunitv level, the Communitv mav 
adopt measures. in aC«)['dan~e with the principle (;f sub­
sidiarity. as set out in Article S of the Treaty. In accordance 
with the principle of proportionality, as set out in that 
Article, this Regulation does not go beyond what is neces­
sary in order to achieve that objective, 

HAVE ADOPTED THIS REGULA.TION: 

CHAPTER I 

SCOPE, DEFINITIONS 

Ande I 

Scope and objective 

This Regulation establishes rules to be complied with by any cos­
metic product made available on the market, in order to ensure 
the functioning of the internal market and a high level of protec­
tion of human health. 

Anide 2 

Definitions 

I. For the purposes of this Regulation, the following defini­
tions shall apply: 

(a)	 'cosmetic product' means any substance or mixture intended 
to be placed in contact with the 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 cavitv with a view exclusivelv or mainlv to cleaning 
them. perfuming them. changing their appearance, protect­
ing them. keeping them in good condition or correcting bodv 
odours; 

(b)	 'substance' means a chemical element and its compounds in 
the natural state or obtained by any manufacturing process, 
including any additive necessary to preserve its stability and 
anv impurity deriving from the process used but excluding 
any solvent which mav be separated without affecting the 
stability of the substance or changing its com position; 

(c)	 'mixture' means a mixture or solution composed of two or 
more substances: 

(d)	 'manufacturer' means any natural or legal person who manu­
factures a cosmetic product or has such a product designed 
or manufactured, and markets that cosmetic product under 
his name or trademark; 

(e)	 'distributor' means any natural or legal person in the supply 
chain, other than the manufacturer or the importer, who 
make's a cosmetic product available on the Community 
market; 

(f)	 'end user' means either a consumer or professional using the 
cosmetic product: 

(g)	 'making available on the market' means any supply of a cos­
metic product for distribution, consumption or use on the 
Communitv market in the course of a commercial activity, 
whether inreturn for payment or free of charge: . 

(h)	 'placing on the market' means the first making available of a 
cosmetic product on the Community market; 
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(i)	 'importer' means any natural or legal person established 
within the Community. who places a cosmetic product from 
a third country on the Community market; 

(j)	 'harmonised standard' means a standard adopted by one of 
the European standardisation bodies listed in Annex J to 
Directive 98!34!EC of the European Parliament and of the 
Council of 22 June 1998 laying down a procedure for the 
provision of information in the Held of technical standards 
and regulations and of rules on information society ser­
vices (1) on the basis of a request made by the Commission 
in accordance with Article 6 of that Directive; 

(k)	 'nanomaterial' means an insoluble or biopersistant and inten­
tionally manufactured material with one or more external 
dimensions. or an internal structure. on the scale from 1 
to 100 nm; 

(1)	 'preservatives' means substances which are exclusively or 
mainly intended to inhibit the development of micro­
organisms in the cosmetic product: 

(m)	 'colorants' means substances which are exclusively or mainly 
intended to colour the cosmetic product, the body as a whole 
or certain parts thereof. by absorption or reflection of visible 
light: in addition. precursors of oxidative hair colorants shall 
be deemed colorants; 

in)	 'UV-tlIters' means substances which are exclusively or mainly 
intended to protect the skin against certain UV radiation by 
absorbing, reflecting or scattering UV radiation; 

(0)	 'undesirable effect' means an adverse reaction for human 
health attributable to the normal or reasonably foreseeable 
use of a cosmetic product; 

(pl	 'serious undesirable effect' means an undesirable effect which 
results in temporarY or permanent functional incapacity. dis­
ability, hospitalisation, congenital anomalies or an immedi­
ate vital risk or death: 

(q)	 'withdrawal' means any measure aimed at preventing the 
making available on the market of a cosmetic product in the 
supply chain; 

(1')	 'recall' means any measure aimed at achieving the return of a 
cosmetic product that has already been made available to the 
end user; 

(s)	 'frame formulation' means a formulation which lists the cat­
egory or function of ingredients and their maximum concen­
tration in the cosmetic product or gives relevant quantitative 
and qualitative information whenever a cosmetic product is 
not covered or only partially covered by such a formulation. 
The Commission shall provide indications for the establish­
ment of the frame formulation and adapt them regularly to 
technical and scientific progress. 

(1) Of L 204, 21.7.1 9n, p. i7. 

') For the purposes of point (a) of paragraph I, a substance or 
mixture intended to be ingested. inhaled. injected or implanted 
into the human body shall not be considered to be a cosmetic 
product. 

3. ln view of the various definitions of nanomaterials pub­
lished by different bodies and the constant technical and scien­
tific developments in the field of nanotechnologies. the 
Commission shall adjust and adapt point (k] of paragraph I to 
technical and scientific progress and to definitions subsequently 
agreed at international level. That measure, designed to amend 
non-essential elements of this Regulation. shall be adopted in 
accordance with the regulatory procedure with scrutiny referred 
to in Article 32(3), 

CHAPTER 1I 

SAFETY, RESPONSIBILITY, FREE MOVEMENT 

Article 3 

Safety 

A cosmetic product made available on the market shall be safe for 
human health when used under normal or reasonahlv foreseeable 
conditions of use, taking account, in particular. of the following: 

(a)	 presentation including conformity with Directive 
87(357,'EEC; 

(b)	 labelling; 

(c)	 instructions for use and disposal: 

(d)	 any other indication or information provided by the respon­
sible person defined in Article 4. 

The provision of warnings shall not exempt persons defined in 
Articles 1 and 4 from compliance with the OTher requirements 
laid down in this Regulation, 

Article 4 

Responsible person 

1. Only cosmetic products lor which a legal or natural person 
is design.ucd within the Community as 'responsible person' shall 
be placed on the market. 

1 For each cosmetic product placed on the market, the respon­
sible person shall ensure compliance with the relevant obligations 
set out in this Regulation, 

3. For a cosmetic product manufactured within the Commu­
nity. and not subsequently exported and imported back into the 
Communitv. the manufacturer established within the Community 
shall be th~ responsible person. ' 
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The manufacturer may designate. by written mandate, a person 
established within the Community as the responsible person who 
shall accept in writing. 

4. Where, for a cosmetic product manufactured within the 
Community. and not subsequently exported and imported back 
into the Cornrnunitv, the manufacturer is established outside the 
Community. he sh:,ll designate, by written mandate, a person 
established within the Community as the responsible person who 
shall accept in writing. 

S. For an imported cosmetic product. each importer shall be 
the responsible person for the specific cosmetic product he places 
on the market. 

The importer may. by written mandate. designate a person estab­
lished within the Community as the responsible person who shall 
accept in writing. 

6. The distributor shall be the responsible person where he 
places a cosmetic product on the market under his name or trade­
mark or modifies a product already placed on the market in such 
a way that compliance with the applicable requirement s may be 
affected. 

The translation of information relating to a cosmetic product 
already placed on the market shall not be considered as a modi­
fication of that product of such a nature that compliance with the 
applicable requirements of this Regulation may be affected. 

Altide 5 

Obligations of responsible persons 

I.. Responsible persons shall ensure compliance with 
Articles 3, 8.10,11. 12,13,14. IS, 16, 17. 18, Article ]<}(1),(2) 
and (S), as well as Articles 20, 21, Band 24. 

2. Responsible persons who consider or have reason to believe 
that a cosmetic product which they have placed on the market is 
not in conformity with this Regulation shall immediately take the 
corrective measures necessary to bring that product into confor­
mity, withdraw it or recall it, as appropriate. 

Furthermore, where the cosmetic product presents a risk to 

human health, responsible persons shall immediately inform the 
competent national authorities of the Member States in which 
they made the product available and of the Member State in which 
the product information file is readily accessible, giving details, in 
particular, of the non-compliance and of the corrective measures 
taken. 

3. Responsible persons shall cooperate with these authorities, 
at the request of the latter, on any action to eliminate the risks 
posed by cosmetic products which they have made available on 
the market. In particular, responsible persons shall. further to a 
reasoned request from a competent national authority, provide it 

with all the information and documentation necessary to demon­
strate the conformity of specific aspects of the product. in a lan­
guage which can be easilv understood by that authority. 

Article 6 

Obligations of distributors 

1. In the context of their activities, when making a cosmetic 
product available on the market, distributors shall act with due 
care in relation to applicable requirements. 

2. Before making a cosmetic product available on the market 
distributors shall verify that: 

the labelling information provided for in Article 19(1)(a), (e) 
and (g) and Article 19(3) and (4) is present, 

the language requirements provided for in Article 19(5) are 
fulfilled, 

the date of minimum durabilitv specified. where applicable 
under Article 19(1), has not passed. 

3, Where distributors consider or have reason to believe that: 

a cosmetic product is not in conformity with the require­
ments laid down in this Regulation, they shall not make the 
product available on the market until it has been brought 
into conformity with the applicable requirements, 

a cosmetic product which they have made available on the 
market is not in conformity with this Regulation, they shall 
make sure that the corrective measures necessarv to brinv 

~ b 

that product into conformity, withdraw it or recall it, as 
appropriate, are taken. 

Furthermore, where the cosmetic product presents a risk to 
human health. distributors shall immediately inform the respon­
sible person and the competent national authorities of the Mcm­
bel' States in which they made the product available, giving details, 
in particular, of the non-compliance and of the corrective mea­
sures taken. 

4. Distributors shall ensure that. while a product is under their 
responsibility, storage or transport conditions do not jeopardise 
its compliance with the requirements set out in this Regulation. 

S. Distributors shall cooperate with competent authorities, at 
the request of the latter, on any action to eliminate the risks posed 
by products which they have made available on the market. In 
particular, distributors shall, further to a reasoned request from a 
competent national authority. provide it with all the information 
and documentation necessary to demonstrate the contormitv of 
the product with the requirements listed under paragraph 2, 'in a 
language which can be easily understood by that authority. 
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Article .7 

Identification within the supply chain 

At the request of a competent authority: 

responsible persons shall identify the distributors to whom 
they supply the cosmetic product. 

the distributor shall identify the distributor or the responsible 
person from whom. and the distributors to whom. the cos­
metic product was supplied. 

This obligation shall apply for a period of three years following 
the date on which the batch of the cosmetic product was made 
available to the distributor. 

Arnde '"
 

Good manufacturing practice
 

1. The manufacture of cosmetic products shall comply with 
good manufacturing practice with a view to ensuring the objec­
tives of Article 1. 

2. Compliance with good manufacturing practice shall be pre­
sumed where the manufacture is in accordance with the relevant 
harrnonised standards, the references of which have been pub­
lished in the 0.tfidal [oumal of lhe European Union. 

Article 9 

Free movement 

Member States shall not. for reasons related to the requirements 
laid down in this Regulation, refuse. prohibit or restrict the mak­
ing available on the market of cosmetic products which comply 
with the requirements of this Regulation. 

CHAPTER 1Il 

SAFETY ASSESSMENT, PRODUCT INFORMATION ALE,
 
NOTIACATION
 

Article IO 

Safety assessment 

1. In order to demonstrate that a cosmetic product complies 
with Article 3. the responsible person shall. prior to placing a cos­
metic product on the market. ensure that the cosmetic product 
has undergone a safety assessment on the basis of the relevant 
information and that a cosmetic product safety report is set up in 
accordance with Annex I. 

The responsible person shall ensure that: 

(a)	 the intended use of the cosmetic product and the anticipated 
systemic exposure to individual ingredients in a final Iormu­
lation are taken into account in the safety assessment; 

(b) an appropriate weight-of-evidence approach is used in the 
safetv assessment for reviewing data from all existing sources; 

(c)	 the cosmetic product safety rep<m is kept up to date in view 
of additional relevant infonnation generated subsequent to 
placl11gthe product on the market. 

The first subparagraph shall also apply to cosmetic products that 
have been notified under Directive 761768/£EC. 

The Commission, in close cooperation with all stakeholders. shall 
adopt appropriate guidelines to enable undertakings, in particu­
lar small and medium-sized enterprises, to comply with the 
requirements laid down in Annex I. Those gUidelines shall be 
adopted in accordance with the regularory procedure referred to 
in Article 32(2). 

2. The cosmetic product safety assessment, as set out in Part B 
of Annex I shall be carried out by a person in possession of a 
diploma or other evidence of formal qualifications awarded on 
completion of a university course of theoretical and practical 
study in pharmacy, toxicology medicine or a similar discipline. or 
a course recognised as equivalent bv a Member State. 

3. Non-clinical safety studies referred to in the safety assess­
ment according to paragraph 1 and carried out after 30 June 
1988 for the purpose of assessing the safety of a cosmetic prod­
uct shall comply with Community legislation on the principles of 
good laboratory practice. ,IS applicable at the time of performance 
of the study. or with other international standards recognised as 
being equivalent by the Commission or the ECHA. 

Ankle 11 

Product information file 

1. When a cosmetic product is placed on the market. the 
responsible person shall keep a product information file for it. 
The product information file shall be kept for a period of ten years 
following the date on which the last batch of the cosmetic prod­
uct was placed on the market. 

2. The product information file shall contain the following 
information and data which shall he updated as necessary: 

(a)	 a description of the cosmetic product which enables the 
product information file to be clearly attributed to the cos­
metic product; 

(b) the cosmetic product safety report referred to in Article 1O( 1): 

(C)	 a description of the method of manufacturing and a state­
ment on compliance with good manufacturing practice 
referred to in Article 8; 
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(d)	 where iustified bv the nature or the effect of the cosmetic 
product. proof ofthe effect claimed for the cosmetic product; 

(e)	 data on any animal testing performed by the manufacturer, 
his agents or suppliers, relating to the development or safety 
assessment of the cosmetic product or its ingredients, includ­
ing any animal testing performed to meet the legislative or 
regulatory requirements of third countries. 

3. The responsible person shall make the product information 
file readilv accessible in electronic or other format at lus address 
indicated'on the label to the competent authority of the Member 
State in which the tile is kept. 

The information contained in the product information file shall 
be available in a language which can be easily understood by the 
competent authorities of the Member State. 

4. The requirements provided in paragraphs I to 3 of this 
Article shall also apply to cosmetic products that have been noti ­
fied under Directive 76/7 68!EEC. 

Article /2 

Sampling and analysis 

l. Sampling and analysis of cosmetic products shall be per­
formed in a reliable and reproducible manner. 

2. In the absence of any applicable Community legislation, 
reliability and reproducibility shall be presumed if the method 
used is in accordance with the relevant harmonised standards, the 
references of which have been published in the Officiul Journal of 
the European UtJiotJ. 

Arriclc 13 

Notification 

I. Prior to placing the cosmetic product on the market the 
responsible person shall submit. by electronic means, the follow­
ing information to the Commission: 

(a)	 the category of cosmetic product and its name or names, 
enabling its specific identification; 

(bi	 the name and address of the responsible person where the 
product information file is made readily accessible; 

(c)	 the counrrv of origin in the case of import; 

(d)	 the Member State in which the cosmetic product is to be 
placed on the market; 

(e)	 the contact details of a physical person to contact in the case 
of necessity: 

(t)	 the presence of substances in the form of nanornaterials and: 

(i)	 their identification including the chemical name (IUPACj 
and other descriptors as specified in point 1 of the Pre­
amble to Annexes II to VI to this Regulation; 

(ii)	 the reasonably foreseeable exposure conditions; 

(g!	 the name and the Chemicals Abstracts Service (C.-\S) or EC 
number of substances classified as carcinogenic, mutagenic 
or roxie for reproduction (CMR), of category 11\ or 1B. under 
Pan 3 of Annex VI to Regulation (EC) No 1172/1008; 

(h)	 the frame formulation allowing for prompt and appropriate 
medical treatment in the event of ditficulties. 

The first subparagraph shall also apply to cosmetic products noti ­
fled under Directive 76(768/EEC 

2. When the cosmetic product is placed on the market, the 
responsible person shall notify to the Commission the original 
labelling. and. where reasonably legible. a photograph of the cor­
responding packaging. 

3. As from II [ulv 2013, a distributor who makes available in 
a Member State a co~metic product already placed on the market 
in another Member State and translates, on his own initiative, any 
element of the labelling of that product in order to comply with 
national law. shall submit, by electronic means. the following 
information to the Commission: 

(a)	 the category of cosmetic product. its name in the Member 
State of dispatch and its name in the Member State in which 
it is made available. enabling its specific identification; 

(b)	 the Member State in which the cosmetic product is made 
available: 

(c)	 his name and address: 

(d)	 the name and address of the responsible person where the 
product information file is made readily accessible.. 

4. Where a cosmetic product has been placed on the market 
before I I July 20 l 3 bur is no longer placed on the market as 
from that date. and a distributor introduces that product in a 
Member State after that date. that distributor shall communicate 
the following to the responsible person: 

(a)	 the category of cosmetic product. its name in the Member 
State of dispatch and irs name in the Member State in which 
it is made available, enabling its specific identification; 

(bl	 the Member State in which the cosmetic product is made 
available; 
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(c)	 his name and address. 

On the basis of that communication. the responsible person shall 
submit to the Commission, by electronic means, the information 
referred to in paragraph 1 of this Article, where notifications 
according to Article 7(3) and Article 7a (4) of Directive 
76;768/HC have not been carried out in the Member State in 
which the cosmetic product is made available. 

5. The Commission shall, without delay, make the information 
referred to in points (a) to (g) of paragrapl; I, and in paragraphs 2 
and 3 available electronically to all competent authorities. 

That information may be used bv competent authorities only for 
the purposes of market surveillance. market analysis. evaluation 
and consumer information in the context of Articles 25, 26 
and 27. 

6. The Commission shall, without delay. make the information 
referred to in paragraphs 1. 2 and 3 available electronically to poi­
son centres or similar bodies, where such centres or bodies have 
been established by Member States. 

That information may be used by those bodies only for the pur­
poses of medical treatment. 

7. Where any of the information set out in paragraphs], 3 
and 4 changes, the responsible person or the distributor shall pro­
vide an update without delay. 

8. The Commission may. taking into account technical and 
scientific progress and specific needs related to market surveil­
lance, amend paragraphs 1 to 7 by adding requirements. 

Those measures, designed to amend non-essential elements of this 
Regulation, shall be adopted in accordance with the regulatory 
procedure with scrutiny referred to in Article 32(3). 

CHAPTER IV 

RESTRICTIONS FOR CERTAIN SUBSTANCES 

Article 14 

Restrictions for substances listed in the Annexes 

1. Without prejudice to Article 3, cosmetic products shall not 
contain any of the following: 

(a)	 prohibited substances 

-	 prohibited substances listed in Annex II; 

(b)	 restricted substances 

restricted substances which are not used in accordance 
with the restrictions laid down in Annex 1II: 

(c)	 colorants 

(i)	 colorants other than those listed in Annex IV and colo­
rants which are listed there but not used in accordance 
with the conditions laid down in that Annex. except for 
hair colouring products referred to in paragraph 2; 

(ii)	 without prejudice to points aJ), (d)(il and (e)(i) , sub­
stances which are listed in Annex IV but which are not 
.ntcnded to be used as colorants, and which are not used 
111 accordance with the conditions laid down in that 
Annex; 

(d)	 preservatives 

(i)	 preservatives other than those listed in Annex Vand pre­
scrvatives which are listed there but not used in accor­
dance with the conditions laid down in that Annex; 

(ii)	 without prejudice to points (b), (ci(i) and (e)(i), sub­
stances listed in Annex V but which are not intended to 
be used as preservatives, and which are not used in 
accordance with the conditions laid down in that Annex; 

(e)	 Lv-tilters 

(i)	 Uv-filters other than those listed in Annex VI and 
UV-filters which are listed there but not used in accor­
dance with the conditions laid down in that Annex; 

(ii)	 without prejudice to points (b), (c)(i) and (d)(i) , sub­
stances listed in Annex VI but which are not intended to 
be used as Uv-filters and which are not used in accor­
dance with the conditions laid down in that Annex. 

2. Subject to a decision of the Commission to extend the scope 
of Annex IV to hair colouring products. such products shall not 
contain colorants intended to colour the hair, other than those 
listed in Annex IVand colorants intended to colour the hair which 
are listed there but not used in accordance with the conditions 
laid down in that Annex. 

The decision of the Commission referred to in the first subpara­
graph, designed to amend non-essential elements of this Regula­
tion, shall be adopted in accordance with [he regulatory procedure 
with scrutinv referred to in Article 32(3). 

Article 15 

Substances classified as CMRsubstances 

1. The use in cosmetic products of substances classified as 
CMRsubstances. of category 2. under Part 3 of Annex VI to Regu­
lation (Ee) No 1272/2008 shall be prohibited. However, a sub­
stance classified in categorv 2 may be used in cosmetic products 
where the substance has been evaluated bv the SCCS and found 
safe for use in cosmetic products. To thes; ends the Commission 
shall adopt the necessarv measures in accordance with the regu­
lator; procedure with scrutiny referred to in Article 32(3) of this 
Regulation. 
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2. The USe in cosmetic products of substances classified as 
CMR substances, of category I.-\. or IB under Part 3 of Annex VI 
to Regulation lEe) No 1272/2008 shall be prohibited. 

However, such substances may be used in cosmetic products bv 
way of exception where. subsequent to their classification as CMR 
substances of catcgorv 1A or 1B under Part :\ of Annex VI to 
Regulation (Ee) N~ 1272/2008. all of the following conditions 
are fulfilled: 

(a)	 they comply with the food safety requirements as defined in 
Regulation (EC) No 178/2002 of the European Parliament 
and of the Council of 28 January 2002 laying down the gen­
eral principles and requirements of food law. establishing the 
European Food Safer;' Authority and laying down procedures 
in matters of food safety (l): 

(b)	 there are no suitable alternative substances available. as docu­
mented in an analysis of alternatives: 

(c)	 the application is made for a particular use of the product 
category with d known exposure: and 

(d)	 they have been evaluated and found safe by the sces for use 
in cosmetic products, in particular in view of exposure to 
these products and taking into consideration the overall 
exposure from other sources. taking particular account of 
vulnerable population groups. 

Specific labelling in order to avoid misuse of the cosmetic prod­
uct shall be provided in accordance with Article 3 of this Regu­
lation. takmg into account possible risks linked to the presence of 
hazardous substances and the routes of exposure. 

In order to implement this paragraph. the Commission shall 
amend the Annexes to this Regulation in accordance with the 
regulatory procedure with scrutiny referred to in Article 32(3) of 
this Regulation within 15 months of the inclusion of the sub­
stances cconcerned in Part 3 of Annex VI to Regulation (EC) 
No 1272/2008. 

On imperative grounds of urgency, the Commission may use the 
urgencv procedure referred to in Article 32(4) of this Regulation, 

The Commission shall mandate the SCCS to re-evaluate those 
substances as soon as safety concerns arise, and at the latest five 
years after their inclusion in Annexes III to VI to this Regulation. 
and at least every subsequent five vears. 

\. By 11 January 20] 2. the Commission shall ensure that 
appropriate guidance is developed with the aim of enabling a har­
monised approach to the development and us" of overall expo­
sure estimates in assessing the safe use of CMR substances. This 
guidance shall he developed in consultation with the 'iCCS. the 

('lor L 3l, L2.2002, r. I. 

ECH-\., the EFSA and other relevant stakeholders, drawing. as 
appropriate. on relevant best practice. 

4. When Community or internationally agreed criteria tor 
idcntifving substances with endocrine-disrupting properties are 
available. or at the latest on 11 Januarv 2015. the Commission 
shall review this Regulation with regard to substances with 
endocrine-disrupting properties. 

Artieie 16 

Nanornaterials 

1. For every cosmetic product that contains nanornaterials. a 
high level of protection of human health shall be ensured. 

2. The provisions of this Article do not applv to nanornateri­
als used as colorants, LTV-filters or preservatives regulated under 
Article 14, unless expressly specified. 

3. In addition to the notification under Article 13, cosmetic 
products containing nanomaterials shall be notified to the Com­
mission by the responsible person by electronic means six months 
prior to being placed on the market. except where rhcv have 
already been placed on the market by the same responsible per­
son before 11 January 201.\. 

In the latter case, cosmetic products containing nanomaterials 
placed on the market shall be notified to the Commission bv the 
responsible person between 11 January 2013 and] 1 July 2013 
by electronic means, in addition to the notification in Article I 3. 

The first and the second subparagraphs shall not apply to cos­
metic products containing nanornarcnals that are in conformity 
with the requirements set out in Annex HI. 

The information notified to the Commission shall contain at least 
the following: 

(a)	 the identification of the nanornarerial including its chemical 
name (IUPi\C) and other descriptors as specified in point 2 
of the Preamble to Annexes II to VI: 

(bi	 the specification of the nanornaterial including size of par­
ticles, physical and chemical properties: 

(ci	 an estimate of the quantity of nanornarerial contained in cos­
metic products intended to be placed on the market per year: 

(d) the toxicological profile of the nanornaterial: 

(e) the safety data of the nanornatcrial relating to the category of 
cosmetic product, as used in such products: 

(f) the rcasonablv foreseeable exposure conditions. 
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The responsible person may designate another legal or natural 
person by written mandate tor the notification of nanornatcrials 
and shall inform the Commission thereof. 

The Commission shall provide a reference number tor the sub­
mission of the toxicological profile, which may substitute the 
information to be notified under point (d). 

4. In the event that the Commission has concerns regarding 
the safety of a nanornaterial, the Commission shall, without delav 
request the SCCS to give its opinion on the safety of such nano­
material for use in the relevant categoties of cosmetic products 
and on the reasonably foreseeable exposure conditions. The Com­
mission shall make this information public. The SCCS shall deliver 
its opinion within six months of the Commission's request. Where 
the SCCS finds that any necessary data is lacking. the Commis­
sion shall request the responsible person to provide such data 
within an explicitly stated reasonable time. which shall not be 
extended. TIle SCCS shall deliver its final opinion within six 
months of submission of additional data. The opinion of the SCCS 
shall be made publicly available. 

5. The Commission may, at anv time. invoke the procedure in 
paragraph 4 where it has any safety concerns, for example due to 
new information supplied by a third party. 

6. Taking into account the opinion of the SCCS, and where 
there is a potential risk to human health. including when there is 
insufficient data, the Commission may amend Annexes II and Ill. 

The Commission may, taking into account technical and 
scientific progress, amend paragraph) by adding requirements. 

8. The measures, referred to in paragraphs 6 and 7, designed 
to amend non-essential elements of this Regulation, shall be 
adopted in accordance with the regulatory procedure with scru­
tiny referred to in Article 32(3). 

9. On imperative grounds of urgency the Commission may 
use the procedure referred to in Article 32(4). 

10. The following information shall be made available by the 
Commission: 

(a)	 By 11 January 2014, the Commission shall make available a 
catalogue of all nanomaterials used in cosmetic products 
placed on the market. including those used as colorants, 
UV-filters and preservatives in a separate section, indicating 
the categories of cosmetic products and the reasonably fore­
seeable exposure conditions. This catalogue shall be regularly 
updated thereafter and be made publicly available. 

(b)	 The Commission shall submit to the European Parliament 

and the Council an annual status report. which will give 
information on developments in the use of nanomaterials in 

cosmetic products within the Community, including those 
used as colorants. UV-tllters and preservatives in a separate 
section. The first report shall be presented by 11 full' 2014 
The report update shall summarise. in particular. the new 
nanornaterials in new categories of cosmetic products, the 
number of notifications, the progress made in developing 
nano-specific assessment methods and safety assessment 
guid~s, and information on international cooperation 
programmes. 

11. The Commission shalJ regularly review the provisions of 
this Regulation concerning nanornaterials in the light 'If scientific 
progress and shall, where necessary. propose suitable amend­
ments to those provisions, 

The first review shall be undertaken by 11 July 2018. 

Article 17 

Traces of prohibited substances 

The non-intended presence of a small quantity of a prohibited 
substance, stemming from impurities of natural or synthetic 
ingredients, the manufacturing process, storage, migration from 
packaging, which is technically unavoidable in good manufactur­
ing practice, shall be permitted provided that such presence is in 
conformity with Article 3, 

CR\PTER V 

ANIMAL TESTING 

Article 1S 

Animal testing 

1. Without prejudice to the general obligations deriving from 
Article .3 the following shall be prohibited: 

(a)	 the placing on the market of cosmetic products where the 
final formulation, in order to meet the requirements of this 
Regulation, has been the subject of animal testing using a 
method other than an alternative method after such alterna­
tive method has been validated and adopted at Community 
level with due regard to the development of validation within 
the DECO; 

(b)	 the placing on the market of cosmetic products containing 
ingredients or combinations of ingredients which, in order to 
meet the requirements of this Regulation. have been the sub­
ject of animal testing using a method other than an altcrna­
tive method after such alternative method has been validated 
and adopted at Community level with due regard to the 
development of validation within the OECD; 

(c)	 the performance within the Comrnunitv of animal testing of 
finished cosmetic products in order to meet the requirements 
of this Regulatitl1l: 
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(d)	 the performance within the Community of animal resting of 
ingredients or combinations of ingredients in order to meet 
the requirements of this Regulation. after the date on which 
such tests are required to be replaced by one or more vali­
dated alternative methods listed in Commission Regulation 
(EC) No 440/2008 of 30 May 2008 laying down test meth­
ods pursuant to Regulation (EC) No 1907! 2006 of the Euro­
pean Parliament and of the Council on the Registration, 
Evaluation, Authorisation and Restriction of Chemicals 
(RL\CH) n or in Annex Vlll to this Regulation. 

2. The Commission, after consulting the SCCS and the Euro­
pean Centre for the Yalidation of Alternative Methods (ECYAM) 
and with due regard to the development of validation within the 
OECD, has established timetables for the implementation of the 
provisions under points (a). (b) and (d) of paragraph 1. including 
deadlines for the phasing-out of the various tests. The timetables 
were made available to the public on ] October 2004 and sent to 
the European Parliament and the Council. The period for imple­
mentation was limited to 11 March 2009 in relation to ooints (a). 
(b) and (d) of paragraph 1. 

ln relation to the tests concerning repeated-dose toxicity, repro­
ductive toxicity and toxicokinetics. for which there are no alter­
natives yet under consideration, the period for implementation of 
paragraph 1(a) and (h) shall be limited to 11 March 2013. 

The Commission shall study possible technical difficulties in com­
plving with the ban in relation to tests. in particular those con­
cerning repeated-dose toxicity. reproductive toxicity and 
roxicokinetics, for which there are no alternatives yet under con­
sideration. lnformation about the provisional and final results of 
these studies forms part of the yearly reports presented pursuant 
to Article 3s. 

On the basis of these annual reports. the timetables established as 
referred to in the first subparagraph, could be adapted up 
to 11 March 2009 in relation to the first subparagraph and may 
be adapted up to 11 March 2013 in relation to the second sub­
paragraph and after consultation of the entities referred to in the 
first subparagraph. 

The Commission shall study progress and compliance with the 
deadlines as well as possible technical difficulties in complying 
with the ban. Information about the provisional and final results 
of the Commission studies forms part of the yearly reports pre­
sented pursuant to Article 35. If these studies conclude, at the lat­
est two years prior to the end of the maximum period referred to 
in the second subparagraph, that for technical reasons one or 
more rests referred to in that subparagraph will not be developed 
and validated before the expiry of the period referred to therein it 
shall inform the European Parliament and the Council and shall 
put forward a legislative proposal in accordance with Article 251 
of the Treaty. 

ln exceptional circumstances, where sel10US concerns arise as 
regards the safety of an existing cosmetic ingredient. a Member 
State may request the Commission to grant a derogation from 

iii OJLIE 1l.5.2008. p. 1. 

paragraph 1. The request shall contain an evaluation of the situ­
ation and indicate the measures necessary. On this basis, the 
Commission may. after consulting the SCCS and by means of a 
reasoned decision. authorise the derogation. That authorisation 
shall lay down the conditions associated with this derogation in 
terms of specific objectives. duration and reporting of the results. 

A derogation shall be granted only where: 

(a)	 the ingredient is in wide use and cannot be replaced by 
another ingredient capable of performing a similar function; 

(b)	 the specific human health problem is substantiated and the 
need to conduct animal tests is Justified and is supported by 
a detailed research protocol proposed as the basis for the 
evaluation. 

The decision on the authorisation, the conditions associated with 
it and the final result achieved shall be part of the annual report 
presented bv the Commission in accordance with Article 35. 

The measures referred to in the sixth subparagraph, designed to 
amend non-essential elements of this Regulation. shall be adopted 
in accordance with the regulatory procedure with scrutiny 
reterred to in Article :;2(3l. 

3. For the purposes of this Article and Article 20: 

(a)	 'finished cosmetic product' means the cosmetic product in its 
final formulation, as placed on the market and made avail­
able to the end user. or its prototype; 

(b)	 'prototype' means a first model or design that bas not been 
produced in batches. and from which the finished cosmetic 
product is copied or finallv developed. 

CHAPTER VI 

CONSUMER INFORM..-\.nON 

Article 19 

Labelling 

] . Without prejudice to other provisions in this Article. cos­
metic products shall be made available on the market on ly where 
the container and packaging of cosmetic products bear the fol­
lowing information in indelible, easily legible and visible lettering: 

(a)	 the name or registered name and the address of the respon­
sible person. Such information may be abbreviated in so far 
as the abbreviation makes it possible to identify that person 
and his address. If several addresses arc indicated. the one 
where the responsible person makes readily available the 
product information file shall be highlighted. The country of 
origin shall be specified for imported cosmetic products; 
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(b)	 the nominal content at the time of packaging, given by 
weight or by volume, except in the case of packaging con­
taining less than five grams or five millilitres. free samples 
and single-application packs; for pre-packages normally sold 
as a number of items, for which details of weight or volume 
are not significant, the content need not be given provided 
the number of items appears on the packaging. This infor­
mation need not be given if the number of items is easy to 
see from the outside or if the product is normally only sold 
individually; 

(c)	 the date until which the cosmetic product, stored under 
appropriate conditions, will continue to fulfil its initial func­
tion and, in particular, will remain in conformiry with 
Article 3 ('date of minimum durability'). 

The date itself or details of where it appears on the packag­
ing shall be preceded by the symbol shown in point 3 of 
Annex VII or the words: 'best used before the end of. 

The date of minimum durability shall be clearly expressed 
and shall consist of either the month and vear or the day. 
month and vear, in that order. If necessary, this informati<;n 
shall be supplemented by an indication' of the conditions 
which must be satisfied to guarantee the stated durability, 

lndication of the date of minimum durability shall not be 
mandatory for cosmetic products with a minimum durabil ­
ity of more than ,0 months. For such products, there shall 
be an indication of the period of time after opening for which 
the product is safe and can be used without any harm to the 
consumer. This information shall be indicated, except where 
the concept of durability after opening is not relevant, by the 
symbol shown in point 2 of Annex VI[followed by the period 
(in months and/or years); 

(d)	 particular precautions to be observed in use, and at least 
those listed in Annexes III to \:1 and any special precaution­
arv information on cosmetic products for professional use; 

(el	 the batch number of manufacture or the reference for iden­
tifying the cosmetic product. Where this is impossible for 
practical reasons because the cosmetic products are too 
small. such information need appear only on the packaging; 

(D the function of the cosmetic product, unless it is clear from 
its presentation; 

(g) a list of ingredients. This information may be indicated on the 

packaging alone. The list shall be preceded by the term 
'ingredients'. 

For the purpose of this Article, an ingredient means any sub­
stance or mixture intentionally used in the cosmetic product 
during the process of manufacturing. The following shall not. 
however, be regarded as ingredients: 

(i)	 impurities in the raw materials used; 

Iii)	 subsidiarv technical materials used in the mixture but 
not present in the final product. 

Perfume and aromatic compositions and their raw materials 
shall be referred to by the terms 'parfurn' or 'aroma'. More­
over. the presence of substances, the mention of which is 
required under the column 'Other' in Annex [II. shall be indi­
cated in the list of ingredienrs in addition to the terms par­
fum or aroma. 

The list of ingredients shall be established in descending order 
of weight of the ingredients at the time they are added to the 
cosmetic product. [ngredients in concentrations of less than 
1 % may be listed in any order after those in concentrations 
of more than 1 %. 

All ingredients present in the form of nanomaterials shall be 
clearly indicated in the list of ingredients. The names of such 
ingredients shall be followed by the word 'nano' in brackets. 

Colorants other than colorants intended to colour the hair 
may be listed in any order after the other cosmetic ingredi­
ents. For decorative cosmetic products marketed in several 
colour shades, all colorants other than colorants intended to 
colour the hair used in the range may be listed, provided that 
the words 'may contain' or the symbol '+1-' are added. The CI 
(Colour Index) nomenclature sh;ll be used, where applicable, 

2. Where it is impossible for practical reasons to label the 
information mentioned in points (d) and (g) of paragraph 1 as 
provided, the following applies: 

the information shall be mentioned on an enclosed or 
attached leaflet. label. tape, tag or card: 

unless impracticable, this information shall be referred to by 
abbreviated information or the symbol given in point 1 of 
Annex 'I'll, which must appear on the container or packag­
ing for the information referred in point (d) of paragraph 1 
and on packaging for the information referred in point (gj of 
paragraph I. 

3. In the case of soap, bath balls and other small products 
where it is impossible for practical reasons for the information 
referred to in point (g) of paragraph 1 to appear on a label, tag, 
tape or card or in an enclosed leaflet, this information shall appear 
on a notice in immediate proximity to thecontainer in which the 
cosmetic product is exposed for sale. 
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4. For cosmetic products that are not pre-packaged. are pack­
aged at the point of sale at the purchaser's request. or are pre­
packaged for immediate sale. Member States shall adopt detailed 
rules for indication of the intormation referred to in paragraph 1. 

5. The language of the information mentioned in points (b}, 

(c), (d) and (I) of paragraph 1 and in paragraphs (2), i 3) and (4) 

shall be determined by the law of the Member States in which the 
product is made available to the end user. 

6. The information mentioned in point (g) of paragraph 1 shall 
be expressed by using the common ingredient name set out in the 
glossarv provided for in Article 33. In the absence of a common 
ingredient name, a term as contained in a generally accepted 
nomenclature shall be used, 

Article 20 

Product claims 

1. In the labelling, making available on the market and adver­
tising of cosmetic products. text. names, trade marks, pictures and 
figurative or other signs shall not be used to imply that these 
products have characteristics or functions which they do not have. 

2. The Commission shall. in cooperation with Member States, 
establish an action plan regarding claims used and fix priorities 
for determining common criteria justifying the use of a claim. 

After consulting the SCCS or other relevant authorities, the Com­
mission shall adopt a Jist of common criteria for claims which 
may be used in respect of cosmetic products, in accordance with 
the regulatory procedure with scrutiny referred to in Article 32(3) 
of this Regulation. taking into account the provisions of Directive 
200S!29!EC. 

By 11 july 2016, the Commission shall submit to the European 
Parliament and the Council a report regarding the use of claims 
on the basis of the common criteria adopted under the second 
subparagraph. If the report concludes that claims used in respect 
of cosmetic products are not in conformity with the common cri­
teria, the Commission shall take appropriate measures to ensure 
compliance in cooperation 'With the Member States. 

3. The responsible person may refer, on the product packag­
ing ur in any document. notice, label, ring ur collar accompany­
ing or referring to the cosmetic product, to the fact that no animal 
tests have been carried out only if the manufacturer and his sup­
pliers have not carried out or commissioned any animal tests on 
the finished cosmetic product. or its prototype, or any of the 
ingredients contained in it, or used any ingredients that have been 
tested on animals by others for the purpose of developing new 
cosmetic products. 

ArIi.:1e 2 I 

Access to information for [he public 

Without prejudice to the protection, in particular, of commercial 
secrecy and of intellectual property rights, the responsible person 
shall ensure that the qualitative and quantitative composition of 
the cosmetic product and, in the case of perfume and aromatic 
compositions. the name and code number of the composition 
and the identity of the supplier. as well as existing data on unde­
sirable effects and serious undesirable effects resulting from use of 
the cosmetic product are made easily accessible to the public by 
any appropriate means. 

The quantitative information regarding composition of the cos­
metic product required to be made publicly accessible shall be 
limited to hazardous su bstances in accordance with Article 3 of 
Regulation (EC) No I272j 2008. 

CHAPTER VlI 

MARKET SURVEILLANCE 

Article 22 

In-market control 

Member States shall monitor compliance with this Regulation via 
in-market controls of the cosmetic products made available on 
the market. They shall perform appropriate checks of cosmetic 
products and checks on the economic operators on an adequate 
scale. through the product information file and, where appropri­
ate, physical and laboratory checks on the basis of adequate 
samples. 

Member States shall also monitor compliance with the principles 
of good manufacturing practices. 

Member States shall entrust to market surveillance authorities the 
necessary powers. resources and knowledge in order for those 
authorities to properly perform their tasks. 

MemberStates shall periodically review and assess the function­
ing of their surveillance activities. Such reviews and assessments 
shall be carried out at least everv four vears and the results thereof 
shall be communicated to the (;ther ~1ember States and the Com­
mission and be made available to the public, by way of electronic 
communication and. where appropriate, by other means. 

Artide 23 

Communication of serious undesirable effects 

1. In the event of serious undesirable effects. the responsible 
person and distributors shall without delay notify the following to 
the competent authority of the Member State where the serious 
undesirable effect occurred: 

(,I)	 all serious undesirable effects which are known to him or 
which may reasonably be expected to be known to him; 
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(b)	 the name of the cosmetic product concerned, enabling its 
specific identification: 

(c)	 the corrective measures taken bv him. if any. 

2. Where the responsible person reports serious undesirable 
effects to the competent authority of the Member State where the 
effect occurred, that competent authority shall immediatelv trans­
mit the information referred to in paragraph 1 to the competent 
authorities of the other Member States. 

3. Where distributors report sel10US undesirable effects to the 
competent authority of the Member State where the effect 
occurred. that competent authority shall immediately transmit the 
information referred to in paragraph 1 to the competent authori­
ties of the other Member States and to the responsible person. 

4. Where end users or health professionals report serious 
undesirable effects to the competent authority of the Member 
State where the effect occurred. that competent authority shall 
immediately transmit the information on the cosmetic product 
concerned to the competent authorities of the other Member 
States and to the responsible person. 

5. Competent authorities may use the information referred to 

in this Article for the purposes of in-market surveillance, market 
analvsis, evaluation and consumer information in the context of 
Articles 25. 26 and 27. 

Arti.:1f 24 

Information on substances 

In the event of serious doubt regarding the safety of any substance 
contained in cosmetic products, the competent authority of a 
Member State in which a product containing such a substance is 
made available on the market mav by reasoned request require the 
responsible person to submit a list of all cosmetic products for 
which he is responsible and which contain this substance. The list 
shall indicate the concentration of this substance in the cosmetic 
products. 

Competent authorities may use the information referred to in this 
Article for the purposes of in-market surveillance. market analy­
sis, evaluation and consumer information in the context of 
Articles 25. 26 and 27. 

CHArTERVlII 

NON-COMPLIANCE, SAFEGUARD CLAUSE 

A.11idc 25 

Non-compliance by the responsible person 

1. Without prejudice to paragraph 4, competent authorities 

shall require the responsible person to take all appropriate mea­
sures, including corrective actions bringing the cosmetic product 

into conformity. the withdrawal of the product from the market 
or its rec.ill. within an expressly mentioned time limit. commen­
surate with the nature of the risk, where there is non-compliance 
with any of the following: 

(a)	 the good manufacturing practice referred to in Article 8: 

(b)	 the safety assessment referred [0 in Article 10; 

(c)	 the requirements for the product information file referred to 
in Article 11; 

(d)	 the provisions on sampling and analvsis referred to in 
Article 12: 

Ie)	 the notification requirements referred to in Articles 13 
and 16; 

(f)	 the restrictions for substances referred to in Articles 14. 15 
and 17; 

(g)	 the animal testing requirements referred to in Article 18; 

(h)	 the labelling requirements referred to in Article 19(1), (2), (5) 
and (6); 

(i)	 the requirements related to product claims set out in 
Article 20; 

(j)	 the access to information for the public referred to in 
Article 21: 

(k)	 the communication of serious undesirable effects referred to 
in Article 23: 

(I)	 the information requirements on substances referred to in 
Article 24. 

2. Where applicable. a competent authority shall inform the 
competent authority of the Member State in which the respon­
sible person is established of the measures which it has required 
the responsible person to take. 

3. The responsible person shall ensure that the measures 
referred to in paragraph 1 are taken in respect of all the products 
concerned which are made available on the market throughout 
the Community. 

4. In the case of serious risks to human health, where the com­
petent authority considers that the non-compliance is not limited 
to the territory of the Member State in which the cosmetic prod­
uct is made available on the market. it shall inform the Commis­
sion and the competent authorities of the other Member States of 
the measures which it has required the responsible person to take. 

5. The competent authority shall take all appropriate measures 
to prohibit or restrict tbe making available on the market of the 
cosmetic product or to withdraw the product from the market or 
to recall it in the following cases: 

(a)	 where an immediate action is necessary in the event of seri­
ous risk to human health; or 
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(b) where the responsible person does not take all appropriate 
measures within the time limit referred to in paravraph 1. 

In the event of serious risks to human health, that competent 
authoritv shall inform the Commission and the competent 
authorities of the other Member States, without delay. of the mea­
sures taken. 

6. In the absence of a serious risk to human health, in the 
event that the responsible person does not take all appropriate 
measures. the competent authority shall without delay inform the 
competent authority of the Member State in which the respon­
sible person is established of the measures taken. 

7 For the purposes of paragraphs 4 and 5 of this Article, the 
information exchange system provided for in Article 12(1) of 
Directive 2001/95/EC of the European Parliament and of the 
Council of 3 December 2001 on general product safey ('I shall 
be used. 

Article 12(2). (3) and (4) of Directive 2001/95(EC and Article 23 
of Regulation (Ee) No 765; 2008 of the European Parliament and 
of the Council of 9 luly 2008 setting out the requirements for 
accreditation and market surveillance relating to the marketing of 
products (2\ shall also apply. 

f\l1idc 26 

Non-compliance by distributors 

Competent authorities shall require distributors to take all appro­
priate measures, including corrective actions bringing the cos­
metic product into conformity, the withdrawal of the product 
from the market or its recall, within a given reasonable time limit, 
commensurate with the nature of the risk, where there is non­
compliance with obligations laid down in Article 6. 

Article 27 

Safeguard clause 

1. In the case of products meeting the requirement; listed in 
Article 25(1), where a competent authority ascertains, or has rea­
sonable grounds for concern, that a cosmetic product or products 
made available on the market present or could present a serious 
risk to human health, it shall take all appropriate provisional mea­
sures in order to ensure that the product or products concerned 
are withdrawn. recalled or their availability is otherwise restricted. 

2. The competent authority shall imrnediarelv communicate to 
the Commission and the competent authorities of the other Mem­
ber States the measures taken and any supporting data. 

(I) OJ l II. I :;1.200~, p. 4. 

('lOr l 218 Il.8.2008, r 30. 

For the purposes of the first subparagraph. the information 
exchange system provided for in Article ] 2(1) of Directive 
2001/95/EC shall be used. 

Article 12(2). (3) and (4) of Directive 2001:95JE( shall apply. 

3. The Commission shall determine. as soon as possible. 
whether the provisional measures referred to in paragraph 1 are 
justified or not. For that purpose it shall, whenever possible, con­
sult the interested parties, the Member States and the SCCS. 

4. Where the provisional measures are justified, Article 31(I) 
shall apply. 

5. Where the provisional measures are not justified the Com­
mission shall inform the Member States thereof and the compe­
tent authority concerned shall repeal the provisional measures in 
question. 

Artid~ 28 

Good administrative practices 

1. Anv decision taken pursuant to Articles 25 and 27 shall 
state the exact grounds on which it is based. It shall be notified by 
the competent authorirv without delay to the responsible person, 
who shall at the same time be informed of the remedies available 
to him under the law of the Member State concerned and of the 
time limits to which remedies are subject. 

2. Except in the case where immediate action is necessary for 
reasons of serious risk to human health, the responsible person 
shall have the opportunity to put forward his viewpoint before 
an y decision is taken. 

3. Where applicable, the provisions mentioned in para­
graphs I and 2 shall apply with regard to the distributor for ,my 
decisions taken pursuant to Articles 26 and 27. 

CHAPTER [X 

ADMINISTRATIVE COOPERATION 

Article 29 

Cooperation between competent authorities 

1. The competent authorities of the Member States shall coop­
erate with each other and with the Commission to ensure the 
proper application and due enforcement of this Regulation and 
shall transmit to each other all information nccessarv with a view 
to applying this Regulation uniformly. ' 

2. The Commission shall provide for the organisation of an 
exchange of experience between the competent authorities in 
order to coordinate the uniform application of this Regulation. 

3. Cooperation may be part of initiatives developed at inter­
national level. 
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Article 30 

Cooperation regarding verification of product information 
files 

The competent authority of any Member State where the cosmetic 
product is made available may request the competent authority of 
the Member State where the product information file is made 
readily accessible to verify whether the product information file 
satisfies the requirements referred to in Article 11 (2) and whether 
the information set out therein provides evidence of the safety of 
the cosmetic product. 

The requesting competent authoritv shall provide J motivation 
for the request. 

Upon that request. the competent authority requested shal], with­
out undue delay and taking into account the degree of urgency, 
carrv out the verification and shall inform the requesting compe­
tent authority of its findings. 

CHAPTER X 

IMPLEMENTING MEASURES. ANAL PRO\1SIONS 

Artide 31 

Amendment of the Annexes 

1. Where there is a potential risk to human health. arising 
from the use of substances in cosmetic products, which needs to 
be addressed on a Community-wide basis, the Commission may. 
after consulting the SCCS. amend Annexes [J to VI accordingly. 

Those measures, designed to amend non-essential elements of this 
Regulation. shall be adopted in accordance with the regulatory 
procedure with scrutiny referred to in Article 32(3). 

On imperative grounds of urgency, the Commission may use the 
urgency procedure referred to in Article 32(4). 

2. The Commission may, after consulting the SCCS, amend 
Annexes 1II to VI and VlII for the purposes of adapting them to 
technical and scientific progress. 

Those measures, designed to amend non-essential dements of this 
Regulation. shall be adopted in accordance with the regulatory 
procedure with scrutiny referred to in Article 32(3). 

3. Where it appeal'S necessary, in order to ensure the safety of 
cosmetic products placed on the market. the Commission may. 
after consulting the SCCS. amend Annex l. 

Those measures, designed to amend non-essential elements of this 
Regulation, shall be adopted in accordance with the regularory 
procedure with scrutiny referred to in Article 32(3). 

Article 32 

Committee procedure 

1. The Commission shall be assisted bv the Standing Commit­
tee on Cosmetic Products. 

2. Where reference is made to this paragraph, Articles S and 7 

of Decision 1999/468;£C shall apply, having regard to the pro­
visions or Article 8 thereof. 

The period laid down in Article 5i61 of Decision 1999 i468/EC 

shall be set at three months. 

3. Where reference is made to this paragraph, Article 5a(l) 
to (4) and Article 7 of Decision 1999/468/EC shall apply. having 
regard to the provisions of Article 8 thereof. 

4. Where reference is made to this paragraph, Article :;a(I j. (2). 
(4) and (6) and Article 7 of Decision 1999i468/EC shall apply 
having regard to the provisions of Article 8 thereof 

Article 33 

Glossary of common ingredient names 

The Commission shall compile and update a glossa!)' of common 
ingredient names. To this end, the Commission shall take account 
of intern.uionallv recognised nomenclatures including the Inter­
national Nomenclature of Cosmetic lngrediems (INCl). 1113tg]os­
sarv shall not constitute a list of the substances authorised for use 
in ~osme:ic products. 

The common ingredient name shall be applied for the purpose of 
labelling cosmetic products placed on the market at the latest 
twelve months after publication of the glossa!)' in the Official JOllr­
nal of the European Union. 

Article 34 

Competent authorities, poison control centres or 
assimilated entities 

1. Member States shall designate their national competent 
authorities. 

2. Member States shall communicate the details of authorities 
referred to in paragraph 1 and of the poison centres and similar 
bodies referred to in Article 13(6) to the Commission. They shall 
communicate an update of these details as necessary. 

3. The Commission shall compile and update a list of the 
authorities and bodies referred to in paragraph 1 and make it 
available to the public. 

Article 35 

Annual report on animal testing 

Every year the Commission shall present a report to the European 
Parliament and the Council on: 

(1)	 progress made in the development. validation and legal 
acceptance of alternative methods. The report shall contain 
precise data on the number and type of experiments relating 
to cosmetic products carried out on animals. The Member 
States shall be obliged to collect that information in addition 
to collecting statistics as laid down by Directive 86/609/EEC. 
The Commission shall in particular ensure the development. 
validation and legal acceptance of alternative test methods 
which do not use live animals: 
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(2)	 progress made by the Commission in its efforts to obtain 
acceptance bv the OECD of alternative methods validated at 
(on;munitv level and recognition by third counrncs of the 
results of the safetv tests carried out in the Cornmunitv using 
alternative methods, in particular within the fram~;ork 0'1' 
cooperation agreements between the Community and these 
countries; 

(3)	 the manner in which the specific needs of small and medium­
sized enterprises have been taken into account. 

Articl~ 36 

Formal objection against harmonised standards 

1. When a Member State or the Commission considers that a 
harrnonised standard does not entirely satisfv the requirements set 
out in the relevant provisions of this Regulation. the Commission 
or the Member State concerned shall bdng the matter before the 
Committee set up by Article 5 of Directive 98/34/EC, giving its 
arguments. The Committee shall deliver its opinion without delay. 

) In the light of the Committee's opinion. the Commission 
shall decide to publish, not to publish, to publish with restriction, 
to maintain, to maintain with restriction or to withdraw the ref­
erences to the harrnonisedstandard concerned in the OJflcial Tour­
nai of the European Union. 

3. The Commission shall inform the Member States and the 
European standardisation body concerned. It shall. if necessary. 
request the revision of the harmonised standards concerned. 

Article F 

Penalties 

Member States shall lav down the provisions on penalties appli­
cable for infringement of the provisions of this Regulation and 
shall take all measures necessary to ensure that they are imple­
mented. The penalties provided for must be effective, proportion­
ate and dissuasive. The Member States shall norifv those 
provisions to the Commission by 11 lulv 2013 and shallnotify it 
without delay of any subsequent amendment affecting them. 

Article 38 

Repeal 

Directive 76;'68rEEC is repealed with effect from 11 luly 2013, 
with the exception of Article 4b which is repealed with effect 
from 1 December 2010. 

References to the repealed Directive shall be understood as refer­
ences to this Regulation. 

This Regulation shall be without prejudice ro the obligations of 
the Member States relating to the rime-limits for transposition 
into national law of the Directives set out in Part B of Annex IX. 

However. the competent authorities shall continue to keep avail­
able the information received pursuant to Article 7(3) and 
Article 7a(4) of Directive 76!768!EEC and responsible persons 
shall continue to keep readily accessible the information collected 
pursuant to Article 7a of that Directive until 11 July 2020. 

Article 39 

Transitional provisions 

By way of derogation from Directive 76!768JEEC, cosmetic prod­
ucts which comply with this Regulation may be placed on the 
market before 11 luly 201 3. 

As from 11 January 2012. by way of derogation from Directive 
76i768/EEC. notification carded out in accordance with 
Article I ) of this Regulation shall be considered to comply with 
Article 7(3) and Article 7a(4) of that Directive. 

Article 40 

Entry into force and date of application 

1. This Regulation shall enter into force on the [twentieth day 
after its publication in the Official Journal of the Europ~an Union 

2. It shall apply from 11 July 2013, with the exception of: 

Article 15(1) and (2) which shall apply from 1 December 
2010, as well as Articles 14, 31 and 32 to the extent that 
they are necessary to apply Article 15 (1) and (2); and 

Article 16(3) second subparagraph. which shall apply from 
11 [anuary 2013. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels. 30 November 2009. 

For the European Parliammt For the Council 

The Pres! dent The President 

). BUZ~K B. ASK 
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ANNEX! 

COSMETIC PRODUCT SAFETY REPORT 

The cosmetic product safety report shall. as a minimum, contain the following: 

PA.RT :\ - Cosmetic product safety information 

1,	 Quantitative and qualitative composition of the cosmetic product 

The qualitative and quantitative composition of the cosmetic product, including chemical identitv of the substances 
(inc]. chemical name, INCI, C\S, EINECS!ELlNCS, where possible) and their intended function. In the case of perfume 
and aromatic compositions. description of the name and code number of the composirion and the identity of the 
supplier. 

2.	 Physical/chemical characteristics and stability of the cosmetic product 

The physical and chemical characteristics oi (he substances or mixtures, as well as (he cosmetic product 

The stability of the cosmetics product under reasonably foreseeable storage conditions. 

3.	 Microbiological quality 

The microbiological specifications oi the substance or mixture and the cosmetic product. Particular attention shall be 
paid [0 cosmetics used around the eves, on mucous membranes in general, on damaged skin. on children under three 
years of age, on elderly people and persons showing compromised immune responses. 

Results of preservation challenge test. 

4.	 Impurities, traces, informacion about the packaging material 

The purity oi the substances and mixtures. 

In the case oi traces of prohibited substances. evidence for their technical unavoidability. 

The relevant characteristics of packaging material, in particular purity and stability. 

Normal and reasonably foreseeable use 

The normal and reasonably foreseeable use of the product. The reasoning shall be justified in particular in the light of 
warnings and other explanations in the product labelling. 

6.	 Exposure to the cosmetic product 

Data on the exposure to cosmetic product taking into consideration ihe finding, under Section 5 in relation to 

1) The sirers) of application: 

2\ The surface are.us) oi application: 

3) The amount of product applied: 

4) The duration and frequency of use: 

51 The normal and reasonablv foreseeable exposure routets): 

6.1 The targeted (or exposed) populationis). Potential exposure of a specific population shall also be taken into 
account. 
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Ihe calculation of the exposure shall also take into consideration the toxicological effects to be considered Ic.g. expo­
sure might need to be calculated per unit urea of skin or per unit of body weight). The possibility of secondary expo­
sure by routes other than those resulting trorn direct application should also be considered ie.g. non-intended inhalation 
of spt'a~'s, non-intended ingesuon of lip products, etc.). 

Particular consideration shall be given to my possible impacts on exposure due to particle sizes. 

Exposure to the substances 

Data on the exposure to the substances contained in the cosmetic product for the relevant toxicological endpoints tak­
ing into account the information under Section 6. 

S. Toxicological profile of the substances 

Without prejudice to Article 18, the toxicological profile of substance contained in the cosmetic product for all rel­
evant toxicological endpoints. A particular focus on local toxicirv evaluation (skin and eve irritation). skin sensitixa­
tion. and in the case of IN absorption photo-induced toxicitv shall be made. 

All significant toxicologic:tl routes of absorption shall be considered as well as the svsternic effects and margin of safety 
(MoS) based on a no observed adverse effects level (NO/\EL; shall be calculated. The absence ot' these considerations 
<hall be duly justified. 

Particular consideration shall be given to my possible impacts on the toxicological profile due tv 

particle sizes. including nanomateria.s, 

impurities of the substances and raw marcrial used, and 

interaction of substances. 

Anv read-across shall be duly substantiated and iustificd, 

The source of informacion shall be clear Iv identified. 

9. Undesirable effects and serious undesirable effects 

All available data on the undesirable effects and serious undesirable effects to the cosmetic product or, where relevant. 
other cosmetic products. This includes statistical data. 

10. Information on the cosmetic product 

Other relevant mformation. e.g. existing studies from human volunteers or the duly confirmed and substantiated find­
ings of risk assessments carried out in other relevant areas. 

PART B - Cosmetic product safety assessment 

1. Assessment conclusion 

Statement on the xaferv of the cosmetic product in relation to Article 1. 

Labelledwarnings and instructions of use 

Statement on the need to label any particular ..'taming, and instructions of use in accordance with Article 19(1)(dL 

). Reasoning 

Explanation of the scientific reasoning leading W the assessrnenr conclusion set out under Section I and the statement 
set out under Section 2. This explanation -hall be JJSed on the descriptions set <Jut under Part A Where relevant, mar­
gins of safetv shall be assessed and discussed, 
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There shall be inter ,lliJ a specific assessment for cosmetic products intended for use on children under the age of three
 
and for cosmetic products intended exclusively lor use in external intimate hvgiene.
 

Possible interactions of rhe substance' contained in the cosmetic product shall be assessed.
 

The consideration and non-consideration of the different toxicological pro tiles shall be duly justified.
 

Impacts of the stability on the sakty of the cosmetic product shall be .lulv considered.
 

4. Assessor's credentials and approval of part B 

Name and address of the satery assessor.
 

Proof of qualification of saferv assessor.
 

Date and signature of safetv assessor.
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Pr~amb!, IcJ'\rltlexes If [<J \(/ 

i l,; For the purposes of the Annexes II III VI: 

(a!	 'Rinse-off product' means a cosmetic product which is intended to be removed after application on the skin. the 
hair or the mucous membranes: 

(b)	 'Leave-on product' means a cosmetic product which is intended to stay in prolonged contact with the skin, the 
hair or the mucous membranes: 

iq 'Hair product' means a cosmetic product which is intended to be applied on the hair of head or face, except eye 
lashes: 

(dl 'Skin product' means a cosmetic product which is intended to be applied on the skin;
 

ie) 'Up product' means a cosmetic produce which is intended [Q be applied on the lips:
 

(f) 'Face product means a cosmetic product which is intended to be applied on the skin llf [he face:
 

Cgl 'Nail product' means a cosmetic product which is intended to be applied on nails:
 

(h)	 'Oral product' means a cosmetic product which is intended to be applied on teeth or the mucous membranes of 
the oral cavity: 

(l\ 'Product applied on mucous membranes' means a cosmetic product which is intended to be applied eon the mucous 
membranes 

uf [he oral cavitv, 

on the rim of the eves,
 

or of the external genital organs;
 

(i) 'Eye product' means a cosmetic product which is intended to be applied in the vicinirv of the qes: 

ik! 'Professional use' means the application and use of cosmetic produces by persons in the exercise of their profes­
sional activity. 

12! In order co facilitate substance identification. the following descriptors are used: 

The Non-proprietary Names (lNN) f;l1' pharmaceutical products, WHO, Geneva. August 1<)75: 

The Chemical Abstracts Service numbers (CAS): 

The EC number which correspond tro either the European Inventory of Existing Commercial chemical SUDsrdlKes 
(EINECS) numbers or the European List of Notified Chemical Substances iEUNCS\ numbers or the registration 
number given under Regulation (Ee No 1<l07!2006:
 

The XAN which is the name approved bv specific country IX), e.g. LTSAN which correspond to the United Stare
 
approved name:
 

The name in the gk'SSd!y of common ingredient names referred to in Article 3:; of this Regubtion. 

(3)	 Substances listed in Annexes [IT co VI do not cover nanornarerials. except where specifically mentioned. 
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ACCORD Statement on Friends of the Earth's media misinformation campaign 

on nanotechnology and cosmetics (23 November 2009) 

The Australian cosmetics product industry places the highest regard on the safety and environmental 
performance of its products. Our industry's products and the ingredients they contain are regulated 
and subject to stringent safety testing and evaluation. Cosmetic product ingredients are regulated for 
safety by the National Industrial Chemicals Notification and Assessment Scheme (NICNAS) and, in 
the case of sun protection products with SPF15+ or higher, the Therapeutic Goods Administration 
(TGA). These Australian government agencies are housed in the federal Department of Health & 
Ageing and exist to independently assess the safety of product ingredients for the protection of public 
health. 

On Monday, 23 November, the anti-nanotechnology group, Friends of the Earth, released to selected 
media a statement titled "Suspect nano-ingredients found in big name cosmetics", as part of its 
ongoing political campaign against all aspects of nanotechnology 1. Through this statement, Friends of 
the Earth made a series of claims about the composition of cosmetic products. In essence, alleging 
that "high risk" nanoparticles are present in mineral-based cosmetics. The group has also called for a 
moratorium on cosmetic product sales. 

As would have been its goal, Friends of the Earth generated significant publicity and media coverage. 
Regrettably, it has also irresponsibly raised concerns amongst Australian consumers, when in fact 
there is no scientifically credible evidence for such concerns. Friends of the Earth's wildly alarmist 
accusations against cosmetics are flimsy. They are based on scientific misunderstanding and the 
misapplication of testing methodology. 

Our industry is always prepared to consider and evaluate studies and claims regarding the safety of 
industry products. It is also our standard practice to refer these onto the nation's safety regulators, 
such as NICNAS, so that they may subject them to an independent scientific assessment. 

Following contact by reporters who had received Friends of the Earth's media campaign material on 
November 23, ACCORD was provided with a copy of the summary data table the anti­
nanotechnology group was relying on. It quickly became clear that Friends of the Earth's accusations 
were not backed up by this data table and that this campaign was instead built on a combination of 
poor scientific interpretation and misinformation. 

ACCORD's spokesperson, Craig Brock, provided the following comments to the media in initial 
response to the Friends of the Earth data table: 

"Based on the summary findings I have seen, the results being referred to by Friends of the Earth are highly 
dubious. The group's report even says these results 'may not be statistically representative of the whole sample'. 
No percentages have been given for supposed nanoparticle content. It's a bit like testing a food for cholesterol 
and then not saying what the percentage is. 

Friends of the Earth also refer to particles as large as 400 to 600 nanometres as nanoparticles, which is entirely 
incorrect. These are at least 400% larger than the nano-scale. 

Cosmetic product ingredients are regulated for safety by the Australian Health Department. These products are 
safe for use. Their ingredients simply do not penetrate beyond the outer layers of the skin." 

On this last point, The Age newspaper (on 24 November) also quoted leading nanotechnology 
specialist, Professor Brian Priestly: "But nanotechnology expert Professor Brian Priestly, of Monash 
University, yesterday said research had shown nanomaterials did not penetrate intact skin and the risk 
associated with cosmetics was often exaggerated." 

When Friends of the Earth finally published on 24 November the detailed report they commissioned 
from the University of Sydney Scanning Electron Microscope Unit, the inappropriateness of the 

1 Nanotechnology is an innovative range of small-scale technologies which have many useful applications across a large number of 
industries; including medicine, communication technology and environmental science. When the term 'nanotechnology' is used it refers 
to technologies using materials or particles that are less than 100 nanometres, in anyone dimension. One nanometre (nm) is one­
billionth of a metre. This generally accepted definition is used by Australian regulatory agencies, including the industrial chemicals 
regulator, NICNASand the medicines regulator, TGA. 

2 Report on Microscopic Analysis of Nanoparticles in Cosmetic Samples (version 2), The University of Sydney Electron Microscope Unit; 
Client: Friends of the Earth; Date Submitted: 13/11/09 - http://lft.ucc.usyd.edu.au/lft-download.cgi?id=4ddf3aa7eOSclbOe9499be74. 

11 
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testing method and the highly dubious scientific interpretation driving this campaign were fully 
revealed. 

Industry surely has the right to question why this report was not published until after the initial media 
coverage was achieved? Or indeed, why it was not also sent directly to the Australian regulatory 
authorities? 

The following features of the study bring into question the wide-ranging claims Friends of the Earth 
has levelled at cosmetic products: 

•	 Only ten (10) product samples were tested 

•	 Testing was via observation of particles using Scanning Electron Microscopy (SEM) 

•	 This method is generally not used in this way to determine a product's particle size composition - there 
are other more scientifically and statistically valid methods 

•	 No percentages for particles found within the nano-scale (100nm and less) were given, only ranges were 
reported 

•	 Without a proper statistical approach, were the nano-sized particles observed just a very small fraction of 
the total or are they more significant? No one can tell on the basis of this report, so why does Friends of 
the Earth mis-use these results to support its call for a "stop to sales"? 

•	 Results quoted were often way in excessof the nano-scale and into the micro-scale 

•	 But these results were listed incorrectly and misleadingly by Friends of the Earth in a table under the 
heading "Nanoparticle content" 

•	 This includes particles described as having the "probable chemical composition" of: iron oxide (as rods 
200-600nm, 200-450nm and even 400nm-1.0micron); aluminium/silicon oxide [test inconclusive] (100­
500nm spheroids) 

•	 Many other results quoted a range bridging both the nano and non-nano scale, such as those described as 
having the following "probable chemical composition": titanium dioxide (100-200nm), iron oxide (80­
600nm, 80-400nm), alumino-silicate oxides (100nm as rods and 100-200nm as plates) 

•	 Chemical analysis of observed particles was via X-ray analysis, which the researchers themselves note "is 
unable to distinguish between compounds of differing chemical structure, but similar composition" 

•	 Samples were prepared in a way that does not reflect the normal usage and application of these products 
and may have even interfered with the integrity of the product from the viewpoint of particle size as 
applied to skin 

•	 Samples were diluted with lSmL of ethanol; this solution was placed for five (S) minutes in an ultrasonic 
bath; the sample was diluted again and given another five (5) minutes in an ultrasonic bath; after one final 
dilution, the sample was prepared for viewing in the Scanning Electron Microscope 

•	 This sampling method raises the very serious question of whether the ultrasonic treatment acted on the 
product's insoluble particles to make them smaller than they actually were, thereby creating more nano­
scale particles 

As a final point, it is worthwhile looking directly at the caveats and limitations listed in the report by the 
testing laboratory scientists themselves. These limitations are as follows and call into question the 
wide-ranging assertions made by Friends of the Earth (our underlining and bolding): 

On lack of statistical validity: 

"Particle sizes that are quoted are those observed only. Whilst positively indicative of the presence of the 
quoted sizes, this observation may not be statistically representative of the full sample. Correct sizing of 
particulates at this scale requires multiple preparation methods to be used in conjunction with statistical 
methods to ensure convergence. Particulate morphologies are a function of the preparation method used and 
the crystal from which the particle is formed, hence chemically and structurally (atomic) identical particulates 
may share a common morphology between samples." From page 5 of the report. 

On chemical identity: 

"A highlv speculative relation of particular features to the possible ingredients listed is provided but should be 
regarded as a guide only, and may not be correct. A full analysis of particle types and matching to the listed 

12 
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ingredients reguires significantlv more extensive analvses, such as TEM or X-ray diffraction studies to identify 
crystal structures. " From page 5 of the report 

It is regrettable that Friends of the Earth continues to bypass good science in order to manufacture 
public controversy to fuel its ongoing ideological campaign against all aspects of nanotechnology. 

Nanotechnology and nanomaterials are not widely used in the cosmetic and personal care products 
routinely available for Australians to purchase and use. The intentional addition of these types of 
ingredients is uncommon and, within Australia, primarily limited to the use of nano-scale zinc oxide 
and titanium dioxide in sun protection products. 

However, it remains an established fact that for many products based on mineral ingredients, not just 
cosmetics, there is a strong likelihood that some percentage of particles within the product will be in 
the nano-scale. This has been the case for decades. Nano-sized materials are not new. They can 
occur in nature and also in traditional manufacturing processes. For example, the process of milling 
mineral ingredients for use in industry can result in a particle size distribution that would include a 
fraction of nano-sized particles (that is, particles less than 100nm). 

This fact is picked up in statements made by the Therapeutic Good Administration (TGA) in its 2006 
review of nanoparticles in sunscreens: "At the present time around 70% of sunscreens with titanium 
dioxide and 30% of sunscreens with zinc oxide have these materials in nanoparticle form. Titanium 
dioxide has been used in this way since at least 1990 and zinc oxide since 1999." 

The critical question arising from this is public safety and in this regard TGA has undertaken ongoing 
reviews of the use of sun protection products containing nanoparticle zinc oxide and titanium dioxide 
commencing in 2006. In its August 2009 publication of its most recent review TGA concluded these 
products posed no "tangible safety risks'": 
"In early 2009, the Therapeutic Goods Administration (TGA) conducted an updated review of the scientific 
literature in relation to the use of nanoparticulate zinc oxide and titanium dioxide in sunscreens. The TGA 
review concluded that: 

•	 The potential for titanium dioxide and zinc oxide nanoparticles in sunscreens to cause adverse effects 
depends primarily upon the ability of the nanoparticles to reach viable skin cells; and 

•	 To date, the current weight of evidence suggests that titanium dioxide and zinc oxide nanoparticles do 
not reach viable skin cells; rather, they remain on the surface of the skin and in the outer layer of the 
skin that is composed of non-viable cells. 

The TGA is continuing to monitor the emerging scientific literature to ensure appropriate action is taken should 
any tangible safety concerns be identified. " 

These nanomaterials have low toxic potential and further peer-reviewed studies show they do not 
penetrate beyond the outer skin layers, even for compromised skin, nor do they exhibit enhanced skin 
penetration when formulated in conjunction with chemical penetration enhancers", 

Our industry supports the work of Australia's independent regulatory agencies in assessing the safety 
of nanomaterials and in improving the capabilities of the regulatory system to more effectively and 
efficiently address nanotechnology developments. 

We remain committed to working collaboratively with the Government and the nation's safety 
regulators to ensure Australia's regulatory system achieves the right balance for protecting the health 
of the Australian public while at the same time encouraging nanotechnology innovation. 

26 November 2009 

3 See http://www.tga.gov.au/npmeds/sunscreen-zotd.htm#labels and http://www.tga.gov.au/npmeds/sunscreen-zotd.pdf 

4 "Stratum Corneum is an Effective Barrier to Ti02 and ZnO Nanoparticle Percutaneous Absorption", Filipe et al, Journal of Skin 
Pharmacology and Physiology, August 18, 2009; "The influence of corneocyte structure on the interpretation of permeation profiles of 

nanoparticles across skin", Pinheiro et al, Journal of Nuclear Instruments and Methods in Physics Research, February 14, 2007; 
"Quantitative Determination of Skin Penetration of PEG-coated CdSeQuantum Dots in Dermabraded but not Intact SKH-1Hairless Mouse 
Skin", Gopee et ai, Journal of TOXicologicalSciences, July 2, 2009; "Chemical enhancer induced changes in the mechanisms of transdermal 
delivery of zinc oxide nanoparticles", Tsung-Rong Kuo et ai, Journal of Biomaterials, February 20,2009 
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Hygiene and Specialty Products Industry 

ACCORD Statement on the use and safety of nanotechnology in cosmetics and sun 
protection products 

Nanotechnology is an innovative range of small-scale technologies which have many useful applications 
across a large number of industries; including medicine. communication technology and environmental 
science. 

Generally, when the term 'nanotechnology' is used it refers to technologies using materials or particles that 
are less than 100 nanometres, in anyone dimension. One nanometre (nm) is one-billionth of a metre. This is 
the general accepted definition which is also employed by Australian government regulatory agencies, 
including the industrial chemicals regulator, the National Industrial Chemicals Notification and Assessment 
Scheme (NICNAS), and the medicines regulator, the Therapeutic Goods Administration (TGA). 

Nanotechnology and nanomaterials are not widely used in the cosmetics and personal care products 
routinely available for Australians to purchase and use. Of the very limited number or quantity of 
nanomaterials commercially available in Australia, primary usage is in paints and surface coatings, water 
treatment products, printing products and as sunscreen ingredients1. This includes new generation sun 
protection products which contain nanoparticle zinc oxide or titanium dioxide. These have been available on 
the Australian market for a number of years. 

The Australian cosmetics product industry places the highest regard on the safety and environmental 
performance of its products. Our industry's products and the ingredients they contain are regulated and 
subject to stringent safety testing and evaluation. 

Cosmetic product ingredients are regulated for safety by the National Industrial Chemicals Notification and 
Assessment Scheme (NICNAS) and, in the case of sun protection products with SPF15+ or higher, the 
Federal Health Department's Therapeutic Goods Administration (TGA). These Australian government 
agencies independently assess the safety of product ingredients and have a watching brief to review any new 
safety reports, studies or theoretical concerns. 

The TGA has undertaken ongoing reviews of the use of sun protection products containing nanoparticle zinc 
oxide and titanium dioxide commencing in 2006. In its August 2009 publication of its most review TGA 
concluded these products posed no "tangible safety risks'": 

"In early 2009, the Therapeutic Goods Administration (TGA) conducted an updated review of the scientific literature in 
relation to the use of nanoparticulate zinc oxide and titanium dioxide in sunscreens. The TGA review concluded that: 
•	 The potential for titanium dioxide and zinc oxide nanoparticles in sunscreens to cause adverse effects depends 

primarily upon the ability of the nanoparticles to reach viable skin cells; and 
•	 To date, the current weight of evidence suggests that titanium dioxide and zinc oxide nanoparticles do not reach 

viable skin cells; rather, they remain on the surface of the skin and in the outer layer of the skin that is composed 
of non-viable cells. 

The TGA is continuing to monitor the emerging scientific literature to ensure appropriate action is taken should any 
tangible safety concerns be identified. " 

It is important to remember that nanoparticles are not new. 

Sunscreen ingredients at particle sizes less than 100 nanometres have been around for years. For example, 
TGA concluded in its 2006 review that: 

"At the present time around 70% of sunscreens with titanium dioxide and 30% ofsunscreens with zinc oxide have these 
materials in nanoparticle form. Titanium dioxide has been used in this way since at least 1990 and zinc oxide since 
1999." 

I From the National Industrial Chemicals Notification and Assessment Scheme (NICNAS) call for information published in January 
2007 - http://www.nicnas.gov.aulPublications/lnfonnation_Sheets/General_Information_Sheets/NIS _Call_for_ info_Nanomaterials.pdf 

2 See http:((www.tga.goY.aulnpmeds(sunscreen-zotd.htm#labels andhttp:((www.tga.goY.aulnpmeds(sunscreen-zotd.pdf 
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Theoretical health concerns have also been raised for nanoemulsions in some skin care products. Emulsions 
containing very small materials are not uncommon in either nature or general food and household products. 
For example, milk is an emulsion made up of oil droplets just above the nano-size range. 

Skin care nanoemulsions generally contain well characterised ingredients that are already in use in 'traditional' 
cosmetic formulations. These ingredients are chosen specifically for their mildness, protective effects on 
human skin and also because they are approved for use by Australian regulations. 

As noted by the European Commission's Scientific Committee on Consumer Products" nanoemulsions also 
break down to their constituent ingredients once applied to the skin or hair: 

"Ordinary cosmetic emulsions have droplet sizes between 100 and 100,000 nm. Nanoemulsions contain the same type 
of ingredients as the former but their droplet dimensions may be as low as 10 nm. Given this small droplet size, 
nanoemulsions are transparent and have particular rheological properties that so far have not been obtained by other 
formulation methods. Because of these properties, nanoemulsions are used in a number of cosmetics. Generally, when 
applied to skin or hair, nanoemulsions are not stable and break down into their constituent ingredients." 

ACCORD recognises that new technologies such as nanotechnology can attract public concern regarding 
safety implications. Our industry also recognises that, on occasion, reforms will be needed to improve the 
capacity of existing regulations to deal with new technologies. On the whole, there are checks and 
balances within Australia's strong, independent, science-based regulatory system to deal with 
nanotechnology safety. These would, for example, prevent the large scale introduction of novel nano­
ingredients, like carbon fullerenes. Such ingredients require extensive independent safety assessment by 
Australian regulators before they could be legally sold in Australia. 

However, some tweaking to improve the existing regulatory system will still be needed. Good progress has 
been made on this task through the Proposal for Regulatory Reform of Industrial Nanomaterials, released 
on 9 November 2009 by NICNAS. This proposal has been developed by NICNAS regulatory scientists with 
input from an expert advisory group comprising academics, community representatives and industry 
representatives. Importantly, the details in this proposal represent the agreed consensus position of all 
advisory group members. 

Wider consultation on the NICNAS proposal is now being undertaken. Industry believes this consultation 
stage is important for ensuring that the agency receives comments and input from the public, businesses and 
environmental groups. 

The key elements of NICNAS's proposals include: 

•	 excluding 'novel' materials in the nano-size range from low-volume exemptions that exist under NICNAS's 
regulatory rules; and, 

•	 proposals for consideration of the many existing chemical ingredients that could be available either now or 
in the future in nano-form; for example, silver as nano-silver or gold as nano-gold. 

Industry understands that NICNAS aims to complete the consultation on its proposal with a goal of 
implementing the priority measures it has recommended early in 2010. 

Our industry remains committed to working collaboratively with the Government and the nation's safety 
regulators to ensure Australia's regulatory system achieves the right balance for public health protection and 
encouraging nanotechnology innovation. 

- ends-

Media contact - Craig Brock 02 9281 2322 or 0422 363 646 

9 November 2009 

3 European Commission, Health & Consumer Protection Directorate-General, Scientific Committee on Consumer Products, "Opinion 
on the Safety of Nanomaterials in Cosmetic Products", 18 December 2007 
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