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Who is responsible for which obligation?  How 
long do ingredient manufacturers, product 
formulators, distributors and end users have to 
comply with their obligations?  What are the 
threats to continuity of supply from the final 
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REACH

ÅREACH is the regulation for the Registration, Evaluation, 
Authorisation and Restriction of Chemicals (EC) No 
1907/2006. 

Å It is the main EU law on chemicals, covering in principle all 
substances on their own or in mixtures or in articles for 
industrial, professional or consumer use. 

ÅTherefore, REACH has an impact on most industrial sectors 
and applies to most companies in the EU.

ÅSMEs have the same responsibilitiesas large companies and 
cannot be exempt from any of the requirements for chemical 
safety. 



Key elements of REACH

Registration

Evaluation

Regulatory 
Risk

Management

Å Substances manufactured and imported into 
EEA are registered with ECHA

Å Information for safe use is communicated 
in the supply chain

Å Examination of registrant testing proposals
Å Compliance check of registration dossiers
Å Evaluation of substances

Å Authorisation
Å Restriction
Å Harmonised classification
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Registration timetable: 2010 >=1000tes, 2013 >=100tes, 2018 >=1tes



Which chemicals trigger REACH 
obligations?

ÅSubstancesmanufactured or imported at 
>1tes/annum (per legal entity) 

ÅHazardoussubstances ςCLP obligations, 
exposure assessments (RMMs and OC)

ÅSubstances of concernςauthorisation and 
restriction 



Exemptions from REACH?

No company is exempt from the requirements for 
chemical safety, but you could have exemptions from 
REACH and CLP when other legislation applies.



Total exemptions - examples

Å Radioactivesubstances

Å Substances in temporary storage under customssupervision 

Å Substances used in the interest of defence and covered by national 
exemptions

Å Non-isolated intermediates ςthese are substances that appear 
between two successive chemical reactions and that are not 
removed from the system, except for sampling

ÅWaste, as defined in the EU's waste legislation, is exempt from 
REACH, but a product recovered from waste is not. 



Partial exemptions ςexamples
Å The registrationand authorisation requirements do not apply to:

ïScientific research and development

ïFood and feedstuffs (ie ingredients)

ïMedicinal products

Å Registration is not requiredfor substances:

ïListed in Annex IV (considered minimal risk egwater, nitrogen)

ïOccurring in nature (e.g. minerals, ores that are not chemically 
modified).  Refer to Annex Vof REACH

ïAlready registered, then exported from and re-imported into the EEA, 
by an actor in the supply chain

ïAlready registered and recovered through a waste recovery process

ïActive substances used in plant protection and biocidal products are 
considered as already having been registered.



Who is responsible for which 
obligation?

ÅManufacturers/importers

ÅDownstream Users - Formulators 

ÅDownstream Users - End users 

ÅDistributors



Main roles of industry in REACH (& CLP)

Manufacturer : 
manufactures a 

substance

Importer : imports 
chemicals from 
outside the 
EEA

Downstream user : 
uses chemicals, 

e.g.: formulates, 
transfers or 

uses mixtures, 
produces articles

Distributor : 
stores or 
distributes 
chemicals

A company may have multiple roles ïthe role depends 
on the activity being undertaken with a given substance
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Manufacturers/importers

Å If you are manufacturing or importing a phase-in substance in quantities 
reaching 1 tonne or more per year and your substance is not classified as a 
CMRand you have pre-registered your substance, then you can benefit from 
the transitional arrangement, and will have to register your substance before 
the 1st June 2018.

Å A 'registration dossier' is the set of information submitted electronically by a 
registrant for a particular substance. It consists of two main components:

ï a technical dossier, always required for all substances subject to the 
registration obligations,

ï a chemical safety report, required if the registrant manufactures or 
imports a substance in quantities of 10 tonnes or more per year.

Registration timetable: 2010 >=1000tes, 2013 >=100tes, 2018 >=1tes



Downstream users

Users of chemicals are termed downstream users under 

REACH (and CLP). They are companies or individuals

Å within the European Union / European Economic Area

Å who use a substance , either on its own or in a mixture

Å in industrial or professional activities

They can be formulators and end users , including

producers of articles
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REACH responsibilities

Downstream users have a key role to play in 
advancing the safe use of chemicals by 
implementing safe use at their own site and 
communicatingrelevant information both to 
their suppliersand their customers.



Obligations for downstream users on information 
in the supply chain

Å Implement appropriate risk 
management measures as provided 
by their supplier

Å Check exposure scenarios to 
ensure the use is covered and take 
appropriate action

Å I nform their suppliers on new 
information on hazards they may 
have and inappropriate risk 
management measures
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Formulator Responsibilities

In addition, for formulators only:

Åto provide their customers with appropriate 
information on hazards and conditions of safe 
use for their mixture.



End users

Å Use substances or mixtures but do not supply them 
further downstream 

Å NOT a manufacturer, importer, distributor or 
consumer.

ÅWorkshops, craftsmen and service providers have in 
principle the same obligations as other end users.

Å Examples: users of chemicals reagents, coatings and 
inks, construction chemicals, metal working fluids, 
cleaning agents and adhesives
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éare downstream users



9ƴŘ ǳǎŜǊǎΩ ƻōƭƛƎŀǘƛƻƴǎ
ÅApply appropriate risk management measures (RMMS) and 

operational conditions (OC) proposed in (extended) safety 
data sheets or other information received from your supplier 
to adequately control the risks identified.

ÅCommunicateto your suppliers any information that might 
call into question the appropriateness of the RMM and OC 
recommended.

ÅCheck compliance with exposure scenarios (ESs) attached to 
SDS received from your supplier.

ÅUnder REACH you have a right to inform the supplierabout 
your use of the substance, in case it is not identified in SDS.



9ƴŘ ǳǎŜǊǎΩ ƻōƭƛƎŀǘƛƻƴǎ ŎƻƴǘƛƴǳŜŘ
Å Decide on which actions to take if you use the substance or 

mixture outside the exposure scenario communicated by your 
supplier (you may decide to make your own Chemical Safety Report 
(CSR) and to report to ECHA).

Å If the substance ςon its own, in a mixture or in an article ςrequires 
authorisation before use, it should be stated in the SDS or in other 
communication from your supplier.  If an authorisation has been 
granted, ensure that it covers your use(s), check if you comply with 
the authorisation conditions and report to ECHA the use of the 
substance under the authorisation of an actor up the supply chain.

Å Communicate to your supplierany new or additional information 
on the hazards of substances when new information becomes 
available to you



Obligations for downstream users related to 
chemicals of concern

Harmonised 
classification 
and labelling

Candidate List

Authorisation 
List

Restriction

Å Use harmonised classification of 
substances when it is available

Å Check that chemicals are used in line with 
any restrictions or authorisations that 
may apply

Å If a substance of very high concern 
(SVHC) is incorporated in articles above 
0.1% w/w, downstream users may need 
to notify ECHA or inform customers 
regarding safe use
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Chemicals of concern - example



Authorisation

The authorisation procedure aims to assure that 
the risks from Substances of Very High Concern 
are properly controlled and that these 
substances are progressively replaced by 
suitable alternatives while ensuring the good 
functioning of the EU internal market.



Sodium Perborate 

ÅThe identification of a substance as Substance of Very High 
Concern and its inclusion in the Candidate List is the first step 
of the authorisation procedure.

Å If, after a 2 step regulatory process, a substance is included on 
the Authorisation List and becomes subject to authorisation, 
it cannot be placed on the market or used after a given date, 
unless an authorisation is granted for its specific use, or the 
use is exempted from authorisation.

ÅPublic consultation on draft recommendation for inclusion of 
sodium perborate on Authorisation List is now over (Feb 
2016).



hƴŎŜ ƛƴŎƭǳŘŜŘ ƻƴ ǘƘŜ !ǳǘƘƻǊƛǎŀǘƛƻƴ [ƛǎǘΧ

Å If you decide you need to continue using the substance or placing it on the 
market after the sunset date, you or another company in your supply 
chain will need to apply for authorisation by the latest application date 
specified in the Authorisation list.  

Å Manufacturers, importers or downstream users can apply for 
authorisation but there are differences in supply chain coverage 
depending on who applies.  A granted authorisation  covers the entire 
downstream supply chain of the applicant for the specific use. It also 
covers the applicants immediate supplier (but only one step up the supply 
chain) as long as this supplier is not using the substance itself.  

Å Supply chain communication is importantto find out what others are 
planning to do and to potentially develop a plan together.



éare NOT downstream users

Who is NOT a downstream user under 
REACH/CLP?

Distributors (including retailers) who store and 
place chemicals on the market for third parties. 
REACH and CLP obligations are limited to 
forwarding information in the supply chain.

Consumers do not have any obligations 
under REACH and CLP.
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Distributors

Distributors sometimes do more than store and 
place a substance on the market, and these  
additional activities may give rise to obligations 
under REACH and CLP

If distributors use chemicals, for example if they 
blend or re - fill the substances or mixtures

é they are also downstream users

If distributors import hazardous chemicals from 
outside the EU

é they are also importers
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Distributors

ÅStore and place a substance on the market, on its own or in a 
mixture, without undertaking any other activity with it

Å If you carry out any activity defined as "use", such as re-filling 
into other containers, you are a downstream user. If you 
purchase outside the EU, you are an importer. If you 
manufacture the substance, you are a manufacturer.

ÅRetailers, re-branders (who only re-brand and do not re-fill) 
and storage providers have the same obligations as 
distributors.



5ƛǎǘǊƛōǳǘƻǊǎΩ ƻōƭƛƎŀǘƛƻƴǎ

As a distributor, it is your obligation to pass on 
information from one actor in the supply chain 
to another. You have a key position regarding 
the information flow within the supply chain.



Type of information to be passed on

Å Information related to the identification of uses (from manufacturers/ 
importers to downstream users or from downstream users to suppliers)

Å Specific requests for information from a downstream user who wants to 
make a downstream user chemical safety report to the next actor up the 
supply chain;

Å Safety data sheet (SDS)(with or without exposure scenario) and 
recommended appropriate risk management measures (RMMs). 

Å When the SDS is not required, information on authorisation/restrictions 
of a substance,if available, and any necessary information to identify and 
apply RMMs;

Å Information about substances of very high concern (SVHC) in articles;

Å Any new information on hazardous propertiesand information calling 
into question the appropriateness of the RMMs.



Communication in the Supply Chain
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The safety data sheet (SDS)

SDS are the main communication tool between suppliers and 
users of substances and mixtures

REACH defines

Å When an SDS must be provided

Å What to do when you receive an SDS

Å What an SDS should contain

Å What is the format of an SDS

Å When exposure scenarios should be annexed
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