
The Practicalities of REACH - Webinar November 2-11 1 

 
 
 

 U.S. Commercial Services Webinar  
EU REACH – WHAT YOU SHOULD BE DOING NOW 

November 2011 
 

Mike Penman  
 

The Practicalities of REACH   
Business Planning to Registration  



The Practicalities of REACH - Webinar November 2-11 2 

• Introduction  
• Understanding the implications before you start  
• Potential costs  
• Your legal entity in Europe  
• The Only Representative, what, who and why 
• Finding the data and you need -  co-registrants and 

SIEFs  
• Preparing and submitting your dossier  
• Post registration  

Overview  
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• Who we are  
– Brussels based Consultancy  
– Many years of chemical and oil industry experience   

• Toxicology, Regulatory, IT and Technical Managerial 
roles in major multinationals 

– Strong Technical, IT and project management teams  
– Strategic alliances to cover any scale of project 

 

Introduction  

Managed  

Services 

Consortia 
Management 

Services 

Toxicology and 
Environmental 

Services 
Training Services 

Product Steward 
Services 
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• The Regulatory Context - “No data – No Market”  
– Registration Evaluation Authorisation* and Restriction of 

Chemicals  
• (EC) No 1907/2006   

– All substances manufactured within or imported into 
European Economic Area at more that 1 tonne per annum 
to be registered at European Chemicals Agency (ECHA)  

– Replaces 40 pre-existing European Directives on  
• Chemical Risk Assessment  
• Supply Chain Communication  

– E.g. provision of  Safety Data Sheets to customers 
 

*For the most hazardous substances 

Understanding the implications before you start  
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• Practical  
• Registration types 
• Exemptions    
• Deadlines based upon tonnage  
• Requirement to work with coproduces / importers  
• Uses must be registered for business continuance   
• Covers both intrinsic hazard and risk  
• Electronic data entry and Registration process  
• Registration Fees  

– 28,000 pages of text, guidance  
– Regular updating of guidance, systems and interpretation  

• Registrant  to keep submissions updated – hazard and use  
– Complex, Resource intensive, Ongoing  
– Costs 30€ – >500k€  - per substance 
– Impacts ~ 30,000 chemical substances >1tpa  

Understanding the implications 
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• Substance Information  Exchange Forum (SIEF)  
– Grouping of potential registrants of the  same substance  - for data sharing 

• Consortium  
– Grouping of potential registrants of same / similar substances  - for developing the  

dossiers within  a contractual framework 
• Registration dossier  

– The information that is submitted to ECHA  
• Information Requirement  

– The proscribed intrinsic properties (Phys chem , Env, Tox endpoints) detailed in the 
REACH annexes - tonnage dependant 

• Iuclid  
– Software required to collate and submit data  

• Robust Study Summary  
– The format in which the intrinsic properties data need to be written 

• Chemicals Safety Assessment  
– Assessment of intrinsic properties and Classification and Labelling  

• Exposure Scenario  
– Description of the conditions of controlled use of a substance with Risk 

Management measures (RMM)  
• Chemical Safety Report  

– CSA + risk assessment / Exposure scenarios  
 

 

Some common jargon  



The Practicalities of REACH - Webinar November 2-11 7 

Indicative practical planning steps  

Time   

Inventory  

Planning 

    SIEF / Consortia  

Supply Chain Management  

Info Requirements and data gathering  

Hazard Evaluation  

Testing?  

Dossier Development  

Use / Exposure Assessment  

Chemical Safety Report  / Risk Characterisation  

E-SDS development  

Reg 

7 
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• Don’t underestimate workloads and complexity 
• Organize early 

– Phase 2 - Less than 2 years remaining to develop: 
• Business case and budgets 
• Science case 
• The Registration dossier! 

– Who will do what? 
• Partners and co-registrants? 
• Consultants/contractors  

• Consider the Business aspects 
– Registration is your licence to operate 

• No data, no market 
– Costs of REACH are highly variable 

• Consider ROI 
 

Understanding the Implications  
Lessons from 2010 Registrations 
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Understanding the implications  
Costs  

Factors that Affected Costs 

Data available Few data 

Data in public domain Proprietary data 

Co-registrants Single registrants 

Agreements in place  Lengthy contract discussions 

Early planning  Last minute rush 

Not Classified as hazardous Classified as hazardous 

Uses / site limited Many uses 

Agreed science positions / 

classification 
Disagreement  / debate 
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Building the business case  

Calculating cost 

Business case  

Dossier preparation  

Registration  

Business 
Continuance  
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Preparing for 2013 and 2018 Registrations 

How to get 
started? 

Understanding the cost basis – The Business case   

Which chemicals to 
register? 

Budgets, Planning  

Information Requirements & Technical 

How will they be 
met ?  

• Proprietary data 

• Non testing methods 

• Dossier preparation  

Who Shares cost? 

Registrants 

SIEF members  
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Determining Costs 

Indicative 
Summary 
of Costs 

Intrinsic Hazards 
 - Testing  
 - Classification 
 - Dossier complexity   

Number of uses 
 - Exposure Scenarios 
 - Dossier complexity  

SIEF Management  
 - Number of co-registrants 

Dossier compilation  
Company specific costs  
 

e.g. 
REACH
Cat Tool  
PC / ICFI  
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• EU regulation can only apply to a EU legal entity 
• Responsibility for REACH  

– with EU Manufacturer or Importer  
• Non-EU companies  

– Not able to register directly   
– Needs appoint a single representative in Europe 

• The Only Representative – “OR”   
• OR can be an EU affiliate /subsidiary of the supplier. 
• OR takes on duties of a Manufacturer  / Importer   

– Compliance  
– Hazard Communication  
– The supplier need not share confidential information with 

an importer 
 

Your legal entity in Europe 



The Practicalities of REACH - Webinar November 2-11 14 

EU regulation can only apply to a EU legal entity 

Legal Responsibility for REACH  

• with EU Manufacturer or Importer  

Consequently  - Non-EU companies  

• Not able to register directly   

• Need to have a single representative in Europe 

The Only Representative – “OR”   

• Legal construct under REACH  

• Can be an EU affiliate /subsidiary of the supplier or appointed 3rd Party. 

Takes on duties of a Manufacturer  / Importer   

• Compliance  

• Hazard Communication 

• The supplier need not share confidential information with an importer  

Your legal entity in Europe 
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Only Representatives - what the text says  
REACH Article 8 - Only representative of a non-
Community manufacturer 
 

Ability to appoint  
 

A natural or legal person 
established outside the 
Community who 
manufactures a substance on 
its own, in preparations or in 
articles, formulates a 
preparation or produces an 
article that is imported into 
the Community may by 
mutual agreement appoint a 
natural or legal person 
established in the 
Community to fulfil, as his 
only representative, the 
obligations on importers 
under this Title. 

 

Article 1 
Duty to comply  
and keep records  
 

The representative shall also 
comply with all other 
obligations of importers 
under this Regulation. To this 
end, he shall have a 
sufficient background in the 
practical handling of 
substances and the 
information related to them 
and, without prejudice to 
Article 36, shall keep 
available and up-to-date 
information on quantities 
imported and customers sold 
to, as well as information on 
the supply of the latest 
update of the safety data 
sheet referred to in Article 31. 

Article 2 
Inform other 
Importers of your 
substances  

 

 

If a representative is 
appointed in accordance with 
paragraphs 1 and 2, the non-
Community manufacturer 
shall inform the importer(s) 
within the same supply chain 
of the appointment. These 
importers shall be regarded 
as downstream users for the 
purposes of this Regulation. 

Article 3  
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• REACH Art. 8 implies a simple supply chain: supplier - 
importer – end user.  

• End users may purchase from many suppliers; 
importers may source from more than one supplier; 
the supplier may be an export company buying from 
various sources before shipping to Europe 

Only Representatives - Complications 



The Practicalities of REACH - Webinar November 2-11 17 

ORs and complexity of the supply chain  
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• Make the registration to ECHA and pay the fees 
 

• Responsibilities that may be done by OR  
– Role within SIEFs  - agree  

• Hazard Assessment 
• Information requirement and cost sharing data 

– testing strategies if required  
– Work with importers and other  Downstream users (DUs) 

• Collect uses of DUs ….  
• Monitor supply patterns  

– (volumes of import by each importer, 
– Chemical Safety Report 
– SDSs to be consistent with Registration details 
– Ensure Risk Management Measures are being communicated 

 

Work done by an OR  
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• Dependant upon level of service required  
– Not all have all the technical / skills  
– Mailbox to active participant in EU 
– Range from independents, Legal firms to large CROs  

• Some heavily advertised…  
• Need to consider  

– Level of understanding – technical / legal   
– If they understand your business 
– Will be around in future years  
– Level of service required   
– Current and future costs  
– Confidentiality  

 

Finding an OR  
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• REACH requires one registration  
– Lead company submits all the intrinsic hazard data  
– Co-registrants submit on their own data in  

• Substance Identification  

• ECHA – REACH IT  
– Provides mechanism  to find other interested in the same 

substance  

• Requires someone to take the initiative…  

Finding the data and you need  
Co-registrants and SIEFs  
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Lead Registrant and co registrant dossiers    
1. Substance ID,  
 Composition, analytical  
 
3. Manufacture, use, exposure 
13 – CSR Part A + specific aspects  
 
   2. Classification and Labelling 
4. Phys chem properties  
5. Environmental fate  
6. Ecotox 
7. Guidance on safe use 
: 
13. Assessment reports   
 CSR Part B    
  

 
 
 

e
S
D
S 

Common elements of the  
 extended Safety Data Sheet 

 - Exposure Scenarios  
   

Lead Company 
submits  

Co-registrants refer 
SUBJECT TO INTERESTS OF 

SIEF MEMBERS (intermediate vs. 

substance) AND DATA RIGHTS 

Every Registrant 
  SDS or communication 

Every Registrant 
Company data 

2. Classification and Labelling 
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• A multi stage process 
– Driven by business 

requirement, legal 
text and guidance 

– Requires a detailed 
technical plan   

– Needs to be 
integrated with 
potential co-
registrants / SIEF 
members  

– Needs to be owned  

 
 
 

Preparing and submitting your dossier  
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• Submission of all registration 
information to REACH IT  
– Legal entity 
– Substance ID + analytical  
– Uses  
– RSS of intrinsic hazards  
– Testing proposals  
– Safe Handling and use  

• Upgrades released regularly   
– Latest version needed for submission 

and updated submissions 
• Intention to integrate further with 

exposure and risk assessment tools 
 Q1 2012?   

 
 
 

                            Required for data entry and submission  
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• Enforcement is high on EU political agenda 
– EU forum on the enforcement activities 
– Downstream users demanding  demonstration of compliance 

from registrants to ensure their own business continues 
 

• Ongoing compliance needs proactive approach 
– In manufacturing operations 
– Up and down the supply chain 
– Changing volumes / Uses  
– Intrinsic properties 
– Changing legal ownership 
– Changing uses and new assessments 

 
• Audits will require demonstration of policies and 

procedures to steward both products and processes 

Post registration   
Demonstrating and Keeping in Compliance 
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• Thank you for your 
attention 
 

• Questions?  
 

• Further information? 
 

The steps towards REACH registration  

M 

Registration  
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• www.penmanconsulting.com 
 

• Info@penmanconsulting.com 
 

 
 

More information and Contacting us   


