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Gains from Regulatory Affairs 

ǒMore Safety ? 

ǒMore Clarity ? 

ǒMore Regulatory Frameworks ? 

ǒMore Knowledge ? 

 



Dr. A. Struessmann, 16. October 2012 

REACH & THE EU COSMETICS REGULATION - RESULTS AND GAINS IN A WORLD WIDE PERSPECTIVE   3 

AGENDA 

ǒThe 9¦Ψǎ Regulatory Frameworks of Scope 

ǒCǊŀƳŜǿƻǊƪΨǎ Market of Validity 

ǒKey Drivers & Goals for recent Amendments 

ǒThe [ŀǿǎΨ Focal Provisions 

ǒScientific Challenges from the Amendments 

ǒSolution Approaches and Results 

ǒConclusion 
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THE EUROPEAN UNION 

ǒ500 Million People 
ǒ27 Member States 
ǒ23 Languages 
ǒGDP [2011] = 12.600 x 1018 ϵ 
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The internal market is the core of ǘƻŘŀȅΩǎ 
European Union and as a consequence 
people, goods, services and money move 
around as freely as they do within one 
country. 
 

        The Internal Market 
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1. Automotives 
2. Chemicals 
3. Construction products 
4. Cosmetics 
5. Return of cultural goods 
6. Defense related products 
7. Electrical equipment 
8. Equipment intended for use in 

Potentially Explosive 
Atmospheres (ATEX) 

9. Footwear 
10.Gas Appliances 
 

11.Medical devices 
12.Mechanical equipment 

(machinery, lifts) 
13.Metrology and pre-packaging 
14.Pharmaceuticals 
15.Pressure equipment 
16.Radio and telecommunications 

terminal equipment (R&TTE) 
17.Rail 
18.Textiles 
19.Toys 
20.Weapons and many others 

 

The Single Market for Goods ς Regulated Industry Sectors 
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Legal Responsibility  
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The Cosmetics Regulation requires that every 
cosmetic product placed on the market in Europe 
is safe to use. The manufacturer must ensure that 
cosmetic products undergo an expert scientific 
safety assessment before they are launched for 
sale. 

Cosmetic Products Regulation (CPR) 

> In-market Surveillance 
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Cosmetic Products Regulation (CPR) 

BASIC PILLARS 

ǒA wide definition of cosmetic products  

ǒA system of in-market control by EU Member States  

ǒ Safety responsibility lies with manufacturers / importers 

ǒ Free use for the majority of the ingredients / others are ruled in the Annexes 

ǒ Consumer information via  product labelling 

ǒ The PIF* containing the CPSR** is the main tool for risk prevention 

AREAS OF REVISION vs DIRECTIVE 76/768/EEC - CosmetDir 

ǒ Clear definitions and assignments of roles and responsibilities 

ǒ EU wide, electronic product notifications 

ǒ Criteria for Claims 

ǒReporting of serious undesirable effects 

ǒMore detailed requirements for the safety assessment  

ǒ Substance specific requirements (Nano, CMR) 
 

*PIF = Product Information File  / **CPSR = Cosmetic Product Safety Report acc. to CPR - Annex I 
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ǒElectronic product notifications - 

ǒThe safety assessment -  

ǒSubstance specific requirements (Nano, CMR) - 

ǒAnimal testing ban - adopted 2003 with the ΰтǘƘ AmendmentΨ to the CosmetDir 

 

 
ÅCarcinogenicity  
ÅEye irritation  
ÅMonoclonal antibodies production 
ÅHaematotoxicity  
ÅReproductive toxicity 

ÅAcute aquatic toxicity  
ÅAcute oral toxicity  
ÅEye irritation  
ÅGenotoxicity 
ÅPhototoxicity 
ÅPyrogenicity 

 

SCCS'S Notes of Guidance f/t Testing of Cosmetic Ingredients & their Safety Evaluation: 

http:// ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_s_004.pdf  

Guidance on Annex I ς to be published shortly 

Guidance o/t Safety Assessment  
of Nanomaterials in Cosmetics 

Scientifically Validated Alternative Methods Alternative Methods with Regulatory Acceptance 

ÅSkin absorption  
ÅSkin corrosion 
ÅSkin irritation  
ÅSkin sensitisation  
ÅVaccines: potency and safety testing 

 

CPR ς New Set of Scientific Challenges & Solutions 

http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_s_004.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_s_004.pdf
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The main aims of REACH are to ensure a high level of protection 
of human health and the environment from the risks that can be 
posed by chemicals, the promotion of alternative test methods, 
the free circulation of substances on the internal market and 
enhancing competitiveness and innovation. 
 

EU Commission ς DG Enterprise: 
http://ec.europa.eu/enterprise/sectors/chemicals/reach/index_en.htm 

REACH - Registration, Evaluation, Authorization 
& Restriction of Chemicals 

http://ec.europa.eu/enterprise/sectors/chemicals/reach/index_en.htm
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REACH ς How does it work? 

All manufacturers and importers of chemicals must identify and 
manage risks linked to the substances they manufacture and 
market. For substances manufactured or imported in quantities 
of 1 tonne or more per year per company, manufacturers and 
importers need to demonstrate that they have appropriately 
done so by means of a registration dossier, which must be 
submitted to the European Chemicals Agency (ECHA). 

Ψno data, no marketΨ 

> Registration = Pre-market Approval 
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REACH ς How does it work? 

Evaluation 

Authorization 

Restriction 

Dossier evaluation by ECHA 
Substance evaluation by a Member State - 
ŎƭŀǊƛŦȅƛƴƎ ƻŦ  ŀ ǎǳōǎǘŀƴŎŜ Ψǎ Ǌƛǎƪ ǘƻ ƘǳƳŀƴ ƘŜŀƭǘƘ ƻǊ ǘƘŜ ŜƴǾƛǊƻƴƳŜƴǘ 

Substances of very high concern are identified in a 

'Candidate List' and maybe included in Annex XIV-REACH. 
When in the  Annex, they cannot be placed on the market or 
used after a date to be set (sunset date) without prior 
authorization 

A process to regulate the manufacture, placing on the 

market or use of certain substances within the EU territory if 
they pose an unacceptable risk - it may be a limitation or a 
ban, if necessary   
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REACH ς How does it work? 
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Interfaces between REACH, CLP* & CPR 

REACH & CLP Applicability for Cosmetic Products 

General 
The CPR overrules substance regulations, classification 
& labeling 

SDSs not required  

Hazard labeling  not required  

CMR authorizations not applicable 

Restrictions  not applicable when addressing risks to human health  

*Regulation (EC) No 1272/2008 on Classification, Labelling and Packaging (CLP) 
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ǒPrinciples, Processes, Terminolgies - 

ǒData descriptors, documentation tools - 

ǒElectronic registration platform - REACH - IT  

ǒSubmission Software: IUCLID, Plug-ins, CHESAR, etc.  

ǒSIEF - Substance Information Exchange Fora 

ǒRegistration Dossier  

ǒToxicology, Ecotoxicology 

ǒInformation in the Supply Chain 

 

Guidance 

 website  
     helpdesk 
         webinars 

Templates 
Practical Examples of 
Exposure Scenarios 

REACH ς New Set of Challenges & Solutions 
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                Partnerships   

         ǒ EU Governmental Institutions 

                    ǒ Scientific Committees 

                          ǒ Research Institutes 

                        ǒ Sector Agencies 

             ǒInternational Organizations 

ǒ Industry / Industry Associations 

 

 

     Challenge Areas 

     ǒ Regulatory Process Descriptions 

 ǒ Information Technology 

 ǒ Data Exchange 

    ǒ Toxicology 

        ǒ Ecotoxicology [REACH] 

                ǒ Dermatology [CPR] 

                          ǒ Chemistry, etc. 

 

Solution Targets and Networks 
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CONCLUSIONS 

ǒ New information, data, knowledge, experiences and skills are gained. 

ǒ A vast increase of knowledge applies to the fields of toxicology, 
ecotoxicology and IT.   

ǒ Research and development of alternatives to animal testing is triggered - 
solutions include in-vitro & in-silico methods: Read-across, QSARs & WoE. 

ǒ Innovative process & data descriptors are developed as well as  
documentation tools & principles, submission solutions, guidance manuals 
& webinar techniques, etc.  

ǒ Multinational cooperation for ǎƻƭǳǘƛƻƴΩǎ approach is established. 

ǒ SIEFs allow learning about cross-cultural & language issues as well as 
overcoming these.  

ǒ The processes are challenging and create highly skilled professionals,  
therefore, raise their competitiveness in the global environment.  

ǒ Further harmonization of ww regulatory frameworks should be a goal for 
the future ς basic approach skills are gained within the actual processes. 
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Chemicals: World-Wide Production Growth 

Source: http://www.cefic.org/Facts-and-Figures/Growth-and-Competitiveness/ 
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