
Flowcharts on the new EU chemicals legislation

REACH

This document contains flowcharts illustrating procedures set out in the Commisison Proposal
for a Regulation of the European Parliament and of the Council concerning the Registration,
Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European
Chemicals Agency and amending Directive 1999/45/EC and Regulation (EC) {on Persistent

Organic Pollutants} (COM (2003) 644).

This document is for information purposes only. In event of any inconsistencies with the text of
the REACH proposal, the proposal alone shall be decisive.
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Explanation of the used shapes, symbols, colours etc. in the flowcharts

Body

Procedure

Institute, body, company, etc. in the process

Name of the respective procedure in the process

Document with specification

Process

Decision with 2 or 3 choices

Scope Temporarily or permanently outside the scope or exempted

Database

Step in a process

Final step in a process to outside scope or no further action

Process Reference to / back to a process on another page

List
List of substances

Input of data in a database

Data, information, etc.

 Information flow, or an optional step.

Substances Pool of substances

Other information flows

Back to...



Manufacturer / Importer / Downstream user

Subject matter
Manufacture, import, placing on the market or use of substances on their own,

 in preparations or in articles

Information through the
supply chain (Title IV)

Data sharing and
avoidance of unneccessary

testing (Title III)

Downstream users
(Title V)

Registration
(Title II)

Evaluation
Title VI)

Authorisation
(Title VII)

Restriction
(Title VIII)

Classification and
labelling

inventory (Title X)

REACH overview

Agency (Title IX) MS-CA (Title XII)

Enforcement (Title XIV)

The Regulation is based on the principle that it is up to manufacturers,
importers and down-stream users of substances to ensure that they

 manufacture, place on the market, import or use such substances that do not
 adversely affect human health or the environment



Outside scope
  - Medicinal products
  - Food additives
  - Flavourings in foodstuff
  - Feeding stuff additives
  - Animal nutrition
       art. 4.1

Exempted from registration
  - Annex II substances
  - Annex III substances
  - Re-imported registered
    substances
           art. 4.2

Temporarily exempted
PPORD substances (5 +  5/10 y)

          art. 7.1 & 7.7

No obligation to register
  - Substances < 1 t/yr
          art. 5.1
  - Non-registered substances
    < 2% in polymers
          art. 5.3

Registration
dossiers

    Polymers
   art. 14

Scope of Registration

Collect information
on use(s) of the

substance

Manufacturer / Importer
of substances

Outside scope of REACH
   - non-isolated intermediates
   - under customs supervision
   - radioactive substances
      art. 2.1

Manufacture / Import
 < 1 tonne / year ?

No further action
neededyes

no

Decide on whether the substance is:
- An isolated intermediate
- A non-registered monomer >2% in polymers
  and total making up 1 tonne or more per year
- Another substance



Registration dossiers

Used
on site?

Registration dossier

- Annex IV, section 1 and 2
- Classification
- any available info
art. 15.2 or 16.2

transported and
conditions of article 16.4

fulfilled?

no

no

Registration dossier

- Annex IV, section 1 and 2
- Annex V information
- Classification
- any available info
art. 16..2 and 16.3

Registration
(Individual or as member of a consortium)

Registration
process

> 1000 tpa
transported?

Registration
dossier

Data-sharing

no

yes

yes

Considered registered
  - Active ingredients approved as
    pesticides/biocides (art. 8)
  - Substances already notified under
    67/548
                                   (art. 22)

Non-registered monomers
>2% in polymers and total making

up 1 tonne or more per year
art. 5.3

Isolated
intermediates

art. 15-17
Other substances

yes

Registration dossier

     - Technical Dossier
     - Chemical Safety Report
       (if required)
  art. 9

Identify
information

requirements

Identify
information

requirements

Identify
information

requirements

Time -schedule
according to art.21-22

Registration
(Individual or as member of a consortium)

Complete
Technical Dossier

Manufacture/Import
> 10  tonne/year ?

no

Perform Chemical
Safety Assessment

yes

Time -schedule
according to art.21-22

Time -schedule
according to art.21-22

Data-sharing



Manufactures/importers (<
1 tpa) /Down stream users
can voluntarily provide
information as in article 26.1
to the Agency
art. 26.4

Phase-in
substance

    art. 26-28

>18 months before
deadline of art. 21

art. 26.2

no

Data-sharing

Before animal testing:
- Check database
- Send inquiry to Agency:
   - his identity
   - substance identity
   - animal studies needed
   - other studies needed
art. 24.2-24.3

Agency

Previously
registered?

art. 24.4

Studies
>10 year
art. 23.3

yes

Agency:
- informs previous registrant(s)
- informs potential registrant
- availability of robust study of
  summaries for data sharing
art. 24.4(b)

no

Data sharing
succeeded?

art. 25.3

Letter of access and
studies from previous

registrant
art. 25.3

- Agency makes
  data available (*)
- waiting time extended
if requested
- 50% share claim or
   paid
   art. 25.4

Agency provides
summaries or rubust
study summaries of
studies to potential
registrants
art. 23.3

Non-Phase-in
substance

art. 24-25

Pre-Registration
    art. 26

> 1 tpa (obligatory)
   - substance identity
   - company name & contact
     person
   - registration deadline or
     tonnage band
   - phys. properties available
   - tox. endpoints available
    art. 26.1

yes

Agency

Database
art. 26.5

Before animal testing:
- Check database
- Communicate with other SIEF
members
art. 28.1

Information available
to SIEF

partners?

Sharing data
succeeded?

Animal studies
made available

yes

no

Pre-Registration and
Data-sharing

Data-sharing in SIEFs
    art. 27-28

- Agency decides to
  makes   summaries
  available (*)
- equal share claim
  or paid
art.  28.3

Sharing of existing data
between registrants

art. 25

Registrant action:
Sharing of data involving
tests on vertebrate animals
art. 28

yes

yes
no

(*) Option to appeal

no

no

Perform test
Share costs

Potential
registrant(s)

Similar enquiry
made ?
Art. 24.4

Perform test

yes

Reach agreement on
who carries out test

Potential
registrant

no

Agency

Potential
registrants

Perform test
Share costsPerform test

Potential
registrant

Identify information available
Identify information needs

Data-sharing
    art. 24, 25

Potential
registrant(s)

SIEFs
All registrants of the
same substance are

participants
art. 27.1

Agency informs about
identity of registrant

Potential
registrants

Back to
Registration

dossiers

Agreement on who
carries out test  on behalf of

other SIEF partners ?
art. 28.2

yes

no



Agency

Database
art. 73.2(d)

(1)

Registrant

Complete ?
  

art. 18.2

(1) Requirement
 to complete within
given deadline
(2) Rejection - no marketing
or manufacturing
art. 18.2

no   (1)

(1)

(2)

no   (2)

(2)

(1)

Evaluation

- Assign registration
number
- Date of receipt (t0)
art 18

if no indications
from Agency

Non phase-in
Marketing or
manufacturing allowed
after t0+3 w

Phase-in:
Continuation allowed
unless rejected

art. 19.1

MS-CA

yes/no
(1)

t<t0+30d
(2)

(2)
Option to appeal
art. 18.4

Completeness check
Non phase-in: t <  t0+3 w
Phase-in: t < tdeadline+3 m

Registration
process

The Registration Process

Communicate to MS:
- dossier
- number
- date
- result completeness check
- further info requests
art 18.3 update 20.1

(1) (2)

yes

Submit registration
dossier

yes/rejected

Submit update
of dossier

New info,e.g.:
Status, tonnage
use, risks
C&L, CSR
art. 20

Registrant



Manufacturer/ importer/
downstream user/ distributor

Information through the Supply Chain

New info:
- New data relating to
appropriate risk
management measures:
- Registered  ?
- Authorised ?
- Restricted ?
art. 29 .8 and 32

Database
     art. 73.2(d)

C
he

ck
 d

at
ab

as
e

Information:
- Registration number
- Substance is subject to:
   - Authorisation
   - Restrictions
- info for appropriate risk
   management
   art. 30

no

New info:
New data on
hazards, risk?
art. 31

Prepare and/or
update SDS
(Annex IA)

yes

Safety Data Sheet
Contents according

to art. 29.6-8
incl.  Exposure scenarios

(in Annex) if CSR is required
  art. 29. 6- 8

Inform recipient
of substance

(at first delivery)

Inform recipient
of substance

(at first delivery)

Substance placed
on the market?

no

Substance
meets criteria for
classification as

dangerous?

yes

Manufacturer/ importer/
downstream user/ distributor

Manufacturer/ importer/
downstream user

Inform supplier
art 31

Downstream user/
distributor

No further action
needed



DU Chemical
Safety Report

   according to Annex XI
  art. 34.4

Implement control measures
identified in SDS-MI
art. 34.5(a)
or
Implement control measures
indentified in DU-CSR
art. 34.5(b)

yes
no

"Postcard"
- DU identity
- M/I identity, if known
- Registration number
- Substance identity
- Use, etc.
art. 35.2

Agency

Database
art. 73.2(d)

Downstream user

Manufacturer/
Importer

Registered substance:
- SDS art. 29.1

- incl. exposure scenario(s)
  art. 29.6

Downstream requirements in the case of a substance registered
(starting at 10 tonnes)

Use outside
conditions in

exposure
scenarios?

art. 34.4

no

Makes use
known to M/I

art. 34.4

Safety Data Sheet
Contents according to art.

29.6-8 , incl.  Exposure
scenarios (in Annex)  if

CSR is required
art 29.6

yes

Meets criteria for
dangerous substance/

preparation?
art. 29

yes

Information:
- Registration number
- Substance is subject to
     - Authorisation
     - Restrictions
     - info for appropriate
         risk management
   art. 30

no

Use < 1 tpa?
art. 34.5no

Substance
placed on

the market?
art. 29

No further action
needed

no

yes

Classification
different to that of

his supplier?
art. 35.4

No further action
needed

no

Report to the
Agency

art. 35.4

yes

Subsequent
downstream user

Subsequent
downstream user

Include use in
his CSR



Draft Decision on
testing strategy

non-phase-in substances:
(T < T0 + 120 days)
phase-in substances: deadlines as
specified in art. 42.2
art. 48 and 49

Dossier Evaluation Substance Evaluation

Evaluation

MS CA
art. 38

Start at receipt of proposal T0
art. 39

Testing proposal (Annex
VII/VIII) from registration or
downstream user report

art. 39

   - Registrant conducts
    required test/ study
- Submits information

art. 39.3

MS CA
art. 38

May start at any time
art. 40

Draft Decision requiring
information

(T < T0 + 12 months)
art.48 and 49

OK ?

Registrant submits
information

art. 40.3

Registrant submits
required information

art. 44.2

Compliance of Registration
dossiers (Annex IV- VIII)

art. 40

Priority setting &
CA identification

  art. 43a and 43bis

 Agency

Art.48 and 49
procedure

Art. 48 and 49
procedure

AGENCY

MS-CA

Database
   art. 73.2 (d)

Actual evaluation

  art. 43a bis.6 and 44

 MS

Art. 43a bis
procedure

MS

Evaluating MS

Publish the definitive
rolling plan on the

website
art. 43 a bis .5

Art. 48 and 49
procedure

Dossier and Substance evaluation

N
otify according to art.

42.1

N
otify according to

art. 43.1

Notify
art. 42.4

Notify
art. 43.3

Develop criteria for
prioritisation of

substances
art. 43a

Prepare 3-years
rolling plan

    art. 43 a bis.2

Adopt rolling plan

Draft decision requiring
further information

(T<T0 + 12 months)
art. 44

no no

yes Information may be used for purposes
of art. 56(3) or 66(2)

Final Decision by Agency
(*) or Commission
 (art. 130.2 procedure)

art. 49

Final Decision by Agency
(*) or Commission

(art. 130.2 procedure)
art. 49

Final Decision by Agency
(*) or Commission

(art. 130.2 procedure)
art. 49

Examine information
submitted

(*) Option to appeal

Finish Evaluation
activities

Finish Evaluation
activities

Finish Evaluation
activities



Draft decision

Propose
amendments

T2 < T1 + 30 d yes
T3 < T2 + 15 d

no

Registrant or DU for
comments (*)

Back to
Evaluation

T0

Unanimous
agreement
T4 < T3 + 60 d

Member States
CommitteeAgency

yes

Opinion
T4 < T3 + 60 d

no

Commission

Draft decision
T5 < T4 + 60 d

Art. 48-49 Decision procedures in detail

Agency or Other MS
CAs

(T< T0+30 d)

Registrant or DU for
comments

Evaluating MS

Art. 48 and 49
procedure

Modified draft
decision

T1

Agency action
May modify draft

decision  (T3)

T4<T3+30d

Article 130(2)
procedure

(*) Note that in case the registrant has ceased  production or
decides to so he has to inform the  CA accordingly. The

registration will no longer be valid. However, information may still
be requested if an Annex XIV dossier is being prepared (see

article 48)

Prepare and send
comments

Evaluate comments

Take final decision

Prepare and send
comments



Member States Committee

Agency action:
Conveys
conflicting

opinion

Commission

Other Member States CAs
and/or the Agency

other MS expressed their interest?
>= 2 CA have it on their draft  plan ?

comments received?

Unanimous
agreement?
T<T0+60 days

MS action:
Adopt the
rolling plan

no

yes

yes

no

Art. 43a bis
procedure

Decision procedure according to art. 43 a bis
(adoption of MS rolling plans)

Article 130(3)
procedure

Back to
evaluation



Authorisation
(Substance identification and establishment of Annex XIII)

      Authorisation

Substances potentially subject to authorisation
art.54

Agency

Prioritisation
Recommendation

(incl. exemptions)
  art. 55

MS-CA

MS CAs or the Agency:
prepare and submit a dossier according to

Annex XIV
   art. 56

Comments by
other MS or
Agency?
T<T0+ 30d

                    art. 56. 4

Agency or other
MS CAs

Unanimous
agreement
T3 < T2 + 30 d

Member States
Committee

   art. 56. 6  T2 < T1 + 15 d

yes

Opinion
(T3)

no

Commission

Identification process

Annex XIII: Substances subject
to authorisation

- Identity, intrinsic properties,
- Uses
- Transitional arrangements
- Exemptions for categories of uses taking
into account:

- specific EU legislation imposing
minimum  requirements
- legal obligations to take appropriate
measures

art. 55

Exemptions for (categories of)
uses of specific substances

included in Annex XIII
           art. 55. 2

Use of Annex XIII substances
- as substance
- in preparation
- in article

  only allowed after authorisation or
  according to transitional arrangements

     art. 53

General exemptions for use as
- R&D (scientific and PPORD < 1 tonne/y)
- Pesticides, biocides
- Medicinal products
- Food additives, flavourings in food,
- Feeding stuff additives
- Isolated intermediates
- CMR in cosmetics, in food contact material
- In preparations below concentration limits
      art.  53

Granting
authorisation

Commission

M/I or/and other stakeholders:
possibility to comment on priority

recommendation with regard to criteria and
exemptions

 art. 55. 3

Establishment of Annex XIII

yes

Develop draft
recommendations

for Annex XIII

website

Final recommendations

Restrictions

Stockholm POPs
CMRs (1+2) for use by

consumers

Substances to be identified:
- PBT, vPvB (Annex XII criteria)
- Equivalent serious and irreversible effects
e.g. vPvB, PBT  (non Annex XII)
endocrine disruptors

Substances that may be
included in Annex XIII

CMRs (1+2)
Identified substances art 56

Article 130 (3)
procedure

no



Granting
authorisation

Manufacture, Importer, Downstream user
“Applicant”

Application for authorisation of
use(s) of substance(s) on Annex XIII
- Identity of the substance
- Identity of applicant
- Specification of use
- CSR (unless already sibmitetd)
art. 59. 4
- Fee, art 59.7

May include:
- SEA, Analysis of alternatives, Substitution plan
art. 59. 5

Agency

Web site:
non-confidential

parts

Date of receipt
     art. 61. 1

Draft opinion(s)
T1 < T0 + 10 m

- RA for use applied for
- SEA
art. 61.1 and  61. 4

Prepare opinion(s)

Additional
information from

registrant
art. 61. 3

A
pplican

t

Web site
- broad info on uses under
authorisation
-deadline for submission of
alternatives
   art. 61. 2

Member StatesCommission

no
yes

T4 < T3 + 15 d

Granting of Authorisations

Interested third
parties

Information
alternative

substances or
technologies

art. 61. 3

Draft decision
T5 < T3/4  + 3m

Check application;
if neccesary ask
for additional info

art. 61. 3

 Wishes to
comment?

art. 61. 5

Summaries of the Commission
Decisions in the OJ

Agency
RA C'tee SEA C'tee

Comments
T3<T2 + 2 m

art. 61. 5

Agency

Consider comments and
revise draft opinion

T3 < T2 + 2 m
Adopt opinion(s)

T3 < T2 + 15 d

Indicate if he
wants to comment

T2 < T1 + 1 m

Art. 130(2)
procedure

Decision to grant or
deny authorisation



Restrictions do not apply to:
     - (use as) on site isolated intermediate
     - Sci R&D/PPORD < 1 tpa  (Annex XVI)
     - Waste treatment under conditions of
        permit within 75/442 or 91/689
     - Labscale research, Use as reference standard
        (Annex XVII)

             art. 64 and 65. 1

MS dossier
conform Annex XIV?

 art. 66. 2

SEA C'tee

Commission

T < 3 m

Agency invites interested parties

Within deadline (Td):
Comments on draft SEA opinion

Restrictions

RESTRICTION

 for manufacture, placing on the market or use of substances
on their own, in preparations or in articles
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Conformity check
T1<T0+30 d

    art. 66. 2

Agency
RA C'tee SEA C'tee

Agency invites interested parties

 Within 3 months of publication
 date (Tp)  :
 - Comments on Annex XIV
   dossier and/or
 - Submit SEA information

yes Tp

Annex XIV dossier
including proposed

restrictions on
Community level

      art. 66. 2

Restrictions

Develops Annex XIV
dossier including

proposed restrictions
on Community level

  art. 66. 1

Considers risk is not adequately
controlled and needs to be

adressed at community level
    art. 66. 1

Considers risk is not adequately
controlled and needs to be

adressed at community level
    art. 66. 2 Proposes consumer

use restrictions for
CMR cat 1 and 2

     art. 65. 2

Proposes adding
new Stockholm
POPs + UNECE

  art. 65. 3

Art 130 (3)
procedure

for inclusion of a
substance on

Annex XVI

Art 130 (3)
procedure

for inclusion of a
substance on
Annex XVII

CommissionMS

Agency
T = T0RA C'tee SEA  C'tee

Inform MS
T1<T0+45 d

    art. 66. 2

MS to conform
T2<T1+30 d

Web Site

All Annex XIV -
dossiers including

sugested restrictions +
publication dates (Tp)

  art. 66. 3

Draft opinions SEA C'tee
+ deadline (Td)

  art. 68. 1

Opinions RA/SEA C'tees
  art. 69. 2

Draft opinion SEA
T4<Tp+ 12 m

art. 68. 1

Opinion RA
T<Tp+ 9 m

      art. 67

Adopt opinion
SEA

T<Tp + 12 m
art. 68. 2

Art. 130(3)
procedure

for inclusion of a
substance on Annex XVI

Agency

no

Amendment of
Annex XVI

Amendment of
Annex XVI

Amendment of
Annex XVII



Notification C&L
- M/I identity
- Substance identity
- C&L, conc. limits (if any)
art. 110

Database
C&L inventory

art. 111 and 73. 2 (d)

Classification and labelling inventory
- substances subject to registration

- substances within scope of of 67/548
- classified preparations

art. 109

Annex I
67/548

Registration within
3 years after entry

into force?

no

Manufacturer / Importer

yes

C&L  included in
Technical dossier

art. 9.1 (iv)

Commission

Parties concerned

MS

yes

Final opinion

Prepare opinion on
CMR or respiratory

sensitisers

C&L consistent
between Ms/Is?

art. 110.3

yes

CMR or respiratory
sensitisers,

Annex XIV proposal
for harmonisation

art. 112.1

Comments

no

Placed on
the market?

no

Meets criteria for
dangerous substance/

preparation?

yes

Subject to
registration> 3

years after entry
into force?

AgencyMS C'tee

no

no

yes

Make every
effort to come
to an agreed

entry
art. 110. 3

Agreement
reached?

art. 110.3

no

yes

Decision process
for inclusion in

Annex I of 67/548

Classification and labelling inventory

Manufacturer / Importer

No further action
needed

No further action
needed

No further action
needed



Substances in articles
art. 6 (see also scope)

Producers or Importers of
articles

Substance already
registered for that use

art. 6.5

No further action
needed

yes

Substances in articles

yes

Notify to the Agency
art. 6.2

- identity  and contact details
- registration number (if available)
- the identity of the substance
- C&L
- description of the use(s)
- the tonnage range

Agency

Registration
dossier

Art. 6.1 criteria fulfilled?
- present in article > 1 tpa
- dangerous
- intended to be released

no

Art. 6.2 criteria fulfilled?
- present in article > 1 tpa

- dangerous
- likely to be released

- may adversely effect
HH or ENV

no

No further action
needed

no

yes

yes

Decides to
require M/I of articles to

register substance ?
art. 6.4

No further action
needed

no


