1.1  REACH: overview of requirements and timelines for industry

The REACH Regulation (1907/2006) was published in the Official Journal of the EU L396 on the 30th of December 2006. It will come into force on the 1st of June 2007. The text of the Regulation can be found at the following link: Regulation (EC) No 1907/2006
The purpose of REACH is “to ensure a high level of protection of human health and the environment, including the promotion of alternative methods for assessments of hazards of substances, as well as the free circulation of substances on the internal market while enhancing competitiveness and innovation”.

It is based on a series of principles, such as:

· manufacturer, importer and downstream user responsibility for the safety of substances they manufacture, import or use;

· “no data no market”

· the precautionary principle. 

Main requirements relevant for industry


Timing 

Pre-registration of phase-in (existing) substances manufactured/imported in quantities exceeding 1 tonne per manufacturer/importer per year


Start: 1 June 2008

End: 1 Dec. 2008

Registration of non-phase-in (new) substances


Start: 1 June 2008

End: open



Registration of phase-in (existing) substances: 

· manufactured/importer in quantities above 1000 tonnes,

· CMRs cat. 1 & 2 above 1 tonne

· R50/53 (dangerous for the environment) above 100 tonnes


Start: 1 June 2008

End: 1 Dec. 2010

Registration of phase-in (existing) substances manufactured/importer in quantities above 100 tonnes


Start: 1 June 2008

End: 1 June 2013

Registration of phase-in (existing) substances manufactured/importer in quantities above 1 tonne 


Start: 1 June 2008

End: 1 June 2018

Authorisation procedure for substances of very high concern (such substances will be banned as of a “sunset date”, after which they can only be manufactured/ imported or used if authorised for specific uses)


Start: 1 June 2008

End: open



Restriction procedure for substances that pose an unacceptable risk to human health or the environment or the risks of which are not adequately controlled


Start: 1 June 2009

End: open



1.2  Cosmetics industry’s specificities in the REACH text and issues needing further/ specific attention:

Exemptions (in addition to those listed in Annexes IV and V of REACH):

· Human-health related aspects in the Chemicals Safety Report, authorisation and restrictions are not covered for cosmetic uses of chemicals, as they continue to be handled under the Cosmetics Directive

· Safety Data Sheets are not required for finished cosmetic products.

· Naturally occurring substances (as defined in Art. 3.37) that are not chemically modified (as defined in Art. 3.38) and are not classified under the Dangerous Substances Directive are exempted from registration.

Issues needing particular / further attention:

· Animal testing / marketing ban (Cosmetics Directive vs. REACH): whilst being aware of the difficulties around the interpretation of the relevant provisions introduced by the 7th Amendment to the Cosmetics Directive, the RIS SG recommends that an industry position should be developed as soon as possible. This would be particularly useful in avoiding disharmonised views being discussed by various stakeholders, for example by individual companies with their suppliers. In the meantime, however, a generic statement is being developed with the help of the relevant PCs, to be used when questions arise from both internal and external stakeholders. Finally, the RIS SG is aware that a legal opinion is being developed on the interpretation of the relevant provisions in the 7th Amendment; it strongly recommends that, in case several possible interpretations are identified, the business impact of each of these interpretations be assessed.

· Special regime for natural complex substances;

· Ingredients used only in cosmetics 

· Ingredients that have been placed on the market exclusively as part of finished cosmetic products and have, therefore, been exempted from notification under the Dangerous Substances Directive; these do not come under the definition of “phase-in substances” and will have to be registered as new substances

· Environmental / occupational exposure: generic exposure scenarios are being developed under the Commission’s REACH Implementation Project 3.2. Those relevant to the cosmetics industry are similar, if not identical, to those applied by other industries that formulate consumer products (preparations). Therefore it is not considered necessary to develop exposure scenarios specifically for the cosmetic industry. However, some cases may be identified where specific work is needed for the cosmetic use of substances. Such work will be carried out by the relevant PT.


· Not cosmetic industry specific, but needing particular/further attention:
- rules for Substance Information Exchange Fora / consortia
- the substitution principle
- updates of Annexes of REACH
- substances that are potential candidates for authorisation/restrictions.

