
Mike Rasenberg 
European Commission DG JRC

European Chemicals Bureau

From Pre-Registration to SIEF Formation

What defines a substance to be registered 
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Introduction: entering REACH
• No data, no market (Article 5)

• All substances imported and/or produced should be 
registered (Article 6 and 7):

• ≥ 1 tpa
• within scope (Article 2: Application)



Scope and application

• All substances e.g.
– Polymers*
– Monomers
– Intermediates (with limited 

exposure potential)
– R&D substances* 
– Substances in articles
– Pesticides*
– Biocides*
– Human or veterinary drugs*
– Food or feeding stuffs*

Except
– radioactive substances (Directive 

96/29/Euratom) 
– substances subject to customs 

supervision 
– non-isolated intermediates;
– carriage of dangerous goods
– Waste (Directive 2006/12/EC)
– Member States may allow for 

exemptions in the interests of 
defence.

* No need for registration



Other exemptions…

– Annex IV (list of substances)

– Annex V (list of criteria)



Substances entering the system

1. New substances under REACH (Article 26)
– not meaning ELINCS/NONS! 
– not covered in this presentation

2. Currently used substances….?



‘Current’ substances
Current coverage Reference in 

REACH
Status in 
REACH

Registration 
required

Remark

EINECS Article 3 (20.1) Phase-in 
substance

Registration 
required

“transitional 
regime” and 

"further duties" 

NLP Article 3 (20.3) Phase-in 
substance

Registration 
required

"transitional 
regime" and 

"further duties" 

“Produced in EU but 
not marketed”

Article 3 (20.2) Phase-in 
substance

Registration 
required

"transitional 
regime" and 

"further duties" 

ELINCS Article 24 Notified = 
registered

Considered 
registered

"further duties" 
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Introduction: fundament of REACH
REACH is substances based

- To ensure a properly working REACH system, substance 
identification is essential; 

- Substance identification requires expertise and clear, practical 
guidance;

- There are different views on how substance identification could 
(should) be approached …… but there can only be but there can only be oneone solutionsolution.



REACH definition of “substance”:

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 any impurity deriving from the process 
used, but excluding any solvent which may be separated 
without affecting the stability of the substance or 
changing its composition.
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Some history
Establishment of EINECS – existing chemicals: 

- reporting of identity based on “EINECS reporting rules”

Implementation New Substances: 
- principle starting point: comparison of identification parameters 
-“is the substance covered by EINECS or not?”
- principle decisions in Manual of Decisions

TGD RIP 3.10: 
- based on REACH definitions and requirements
- takes over what we learnt from EINECS reporting until now
- combination of current practices

RIP 3.10 was the first RIP finished…
… it was formally endorsed by the Commission (CWG)

1981

2007



EINECSEINECS

NONS
NONS

REACH
REACH



RIP 3.10: basic elements – simplified!
1.  Well defined substances:

1.1 Mono constituent substances (>80%)

1.1.1 chemical identification sufficient

1.1.2 chemical and additional physical identification

1. 2. Multi constituent substances (>10%)

1.2.1 chemical identification sufficient

1.2.2 chemical and additional physical identification

2.  UVCB substances (Substances of Unknown or Variable composition, 
Complex reaction products or Biological materials)



RIP 3.10: basic elements – simplified!
Well defined: mono constituent substances:

• Chemical composition: one main constituent > 80 %;

• Chemical identity: based on the main constituent (name, CAS-
number, EC-number, etcetera)

• Typical concentration and range

Main 
Const.

% Impurity (%) Name

m-xylene 91% o-xylene 5 m-xylene

o-xylene 87% m-xylene 10 o-xylene



RIP 3.10: basic elements - simplified!
Well defined: multi constituent substances:

• Chemical composition: mixture of main constituents each between 
10 - 80 %; 

• Chemical identity: each main constituent (“mixture of ..”)

• Typical concentrations and ranges 



RIP 3.10: basic elements - simplified!
Well defined: multi constituent substances:

• Chemical composition: mixture of main constituents each between 
10 - 80 %; 

• Chemical identity: each main constituent (“reaction mass of ...”)

• Typical concentrations and ranges 



Well defined: multi constituent substances:

Main
Constituents

Content Impurity Content 
(%)

Name

m-xylene
o-xylene

50
45

p-xylene 5 Reaction 
mass of 

m-xylene
and 

o-xylene

RIP 3.10: basic elements - simplified!
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Overview

Phase-in substances are brought into the REACH system 
via: 

- Pre-registration (Article 28)

- SIEF formation (Article 29, 30)

- Joint submission of the registration (Article 11)



Basic elements of Pre-registration
Submit the following information to the Agency:
- company and contact information; 
- name of the substance, EINECS and CAS number or, if not available, any other 

identity codes;
- the envisaged deadline for the registration and the tonnage band;
- specification of possible “read-across” substances

Three options:
- on-line data entry
- bulk submission
- IUCLID 5 (under development/under discussion!)

...starting on 1 June 2008 and ending on 1 December 2008.



Basic elements of SIEF formation
SIEF = Substance Information Exchange Forum

Potential participants are
- Potential registrants, downstream users and third parties who have 

submitted ‘pre-registration’ information to the Agency for the same
substance.

- Registrants/notifiers of the same substance within the frame-work of plant 
protection and biocidal products

- Registrants who have submitted a registration for the same phase-in 
substance before the deadline

The aim of a SIEF is  
- to exchange data
- to agree on C&L
- (indirectly) prepare for the Joint submission

Each SIEF shall be operational until 1 June 2018.



Joint submission of data by multiple registrants

Joint submission for the same substance
- One Substance One Registration

Opt-out possibilities
- disproportionately costly to submit this information jointly; or
- disclosure of information considered to be commercially sensitive 

(substantial commercial detriment); or 
- disagreement with the lead registrant on the selection of this information. 



Joint submission
Information requirement (Article 10) Lead registrant Member

On his own On behalf of 
the joint 

submission
a (i) the identity of the manufacturer(s) or importer(s)

a (ii) the identity of the substance

a (iii) information on the manufacture and use(s) (incl ES)

a (iv) the classification and labelling

a (V) guidance on safe use

a (vi) study summaries Annexes VII to Xi

a (vii) robust study summaries Annexes VII to XI

a (ix) proposals for testing where listed in Annexes IX 
and X; 
a (x) exposure information (1 to 10 tonnes)

(b) chemical safety report 

= submits = does not submit = optional



Timelines for Registration

1 June
2007

1 June
2008
1 December

2008

Non-phase-in substances

Pre-registration

30 November
2010

31 May
2013

31 May
2018

> 1000 t/y
CMRs (> 1 t/y)
Very aquatic toxic (R50/53) > 100 t/y)

100 - 1000 t/y

1 - 100 t/y

Entry into
force

Phase-in
substances



The same substance

Starting point: Substance definition (Article 3) and RIP 3.10 guidance. 

Well-defined composition: same name = same substance
- the same name is in principle sufficient; 
- even when certain impurities lead to a different classification/hazard profile. 

For UVCB substances: same name = same substance
- the same name is in principle sufficient;

In general: only in cases where (existing) data is clearly not suitable for the other 
substance the substances can be regarded as different. For instance in case of very 
different physical properties which have essential impact on the hazard properties, like 
water solubility.



Prepare to know

- Which of my substances are affected?

- What is my role for these substances

- What is the chemistry of these substances?

- What data do I have available?



Further information

http://ec.europa.eu/echa/

http://ecb.jrc.it/REACH/
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