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DISCLAIMER

PREFACE

The European Commission’s support for the production of this publication does not constitute an endorsement of the contents, which reflect the views only of the
authors, and the Commission cannot be held responsible for any use which may be made of the information contained therein.

The Guidance „Training Pattern for Trainers” offered to you was created during the project „Chemical Safety Management Training Hub for Chemicals Users”,
financed by the European Commission under the Erasmus+ program. The project was implemented by the Nofer Institute of Occupational Medicine, Lodz, Poland
in cooperation with the Lodz University of Technology and other partners from Germany (OEKOPOL GMBH), Romania (ROMTENS FOUNDATION) and Greece (ASTIKI
MIKERDOSKOPIKI ETAIREIA PROLEPSIS, Institute of Preventive Medicine, Environmental and Occupational Health) and is addressed to downstream users (DU) and
distributors (D) of chemicals.

This work is licensed under a Creative Commons: Attribution - Non Commercial - Share Alike 4.0 International License. This work can be used freely.
The authors encourage to use, download and edit this work, on condition however that the users assign its authorship to the original authors. No users are permitted to use this work for commercial purposes unless explicit permission is given by the original author. Derivative works must be licensed using the same or similar
license. See this page for terms and conditions: https://creativecommons.org/licenses/by-nc-sa/4.0/

This guide is a complementary part of the emerging chemical safety training package, which will be available free of charge on-line from the project website
(ChemSM-Hub) starting at the end of 2020.

LEGAL NOTE

PARTNERS IN THE PROJECT

This document aims to assist users in complying with their obligations under the REACH* and CLP** Regulations. However, users are reminded that the text of the
REACH and CLP Regulations are the only authentic legal references and that the information in this document does not constitute legal advice. Usage of the information
remains under the sole responsibility of the user. The ChemSM- -HUB Team does not accept any liability with regard to the use that may be made of the information
contained in this document.
*REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (EC) No 1907/2006 of 18.12.2006 concerning the Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93
and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC |and 2000/21/EC
(OJ L 396, 30.12.2006, p. 1).
Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1563452182503&uri=CELEX:02006R1907-20190107
**REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (EC) No 1272/2008 of 16.12.2008 on classification, labelling and packaging of substances and
mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006 of 31.12. 2006
(OJ L 353, 31.12.2008, p. 1).
Available at: https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1563452427540&uri=CELEX:02008R1272-20181201
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Lodz University of Technology (TUL) came into existence in 1945 as governmental, public body. More than 21000 students are currently studying at the
University (including 800 PhD students). The educational and scientific tasks of the University are carried out by about 3,000 staff members. TUL is a leader in
research on numerous areas of science and technology in Poland and abroad. A large number of the research concerns applications of the new IT technologies in
the areas of biotechnology, electronics, telecommunication, computer science, materials engineering, technologies and nanotechnologies, medicine, environmental
protection, biomedical engineering, textile engineering, etc. TUL cooperates with over 300 institutions in 40 countries. It takes part in EU Framework Programs (15
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https://www.p.lodz.pl/en/
OEKOPOL GMBH (Institute für Ökologie und Politik) is a well-known environmental-focused consulting group based in Germany, active at the European level for over 25 years. Ökopol’s experts work on a broad variety of environmentally relevant areas including chemicals’ legislation, waste management and
waste legislation, prevention and control of industrial installations and policies on environmentally sound products, in order to assist with conservation of resources
and to limit the use of hazardous substances.
https://www.oekopol.de/en/
Institute Prolepsis, a civil non for profit organization, was established in 1990 in Athens. With a strong belief in health being a fundamental right, Prolepsis
has undertaken a leading role in the field of public health, by designing and implementing initiatives on various health issues and in different sectors (e.g. education,
workplace) targeting a wide range of audiences, such as children and adolescents, women, migrants, and the elderly, and different types of occupational groups,
such as health professionals, as well as policy makers, other NGOs and decision makers. As a coordinator or a partner Prolepsis has participated in approximately
50 EU co-funded and numerous national projects implementing research, applied and educational initiatives, aiming at health promotion and education of the public,
policy change and tackling health inequalities.
http://www.prolepsis.gr/en/
ROMTENS FOUNDATION is a non-governmental organization with more than 20 years’ experience in Workplace Health Promotion. It is the first Romanian
organization that organized such activities on national level and the only Romanian organization member of the European Network for Workplace Health Promotion.
At the same time, in the last 10 years, we have gathered expertise – nationally and at the European level – regarding programs and projects evaluation & monitoring, having been evaluated more than 60 training courses (Kirkpatrick model) and over 100 informing and education campaigns, 10 websites, as well as research
programs, public policies and organizations. In the last 18 years, Romtens organized accredited training courses for physicians, managers and employees for more
than 4000 participants.
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1. INTRODUCTION
1.1.BACKGROUND
The ChemSM-HUB Training Pattern for Trainers offered to you was created during the project Chemical Safety Management Training Hub for Chemicals Users, co-funded by the European Commission under the Erasmus+ Programme, developed by the Nofer Institute of Occupational Medicine, Poland in cooperation with the
Lodz University of Technology, Poland and other partners from Germany (OEKOPOL GMBH), Romania (FUNDATIA ROMTENS) and Greece (ASTIKI MIKERDOSKOPIKI
ETAIREIA PROLIPSIS).
Implementation of the project comes from the need to support the companies, including Downstream Users (DU) and Distributors (D) of chemicals in fulfilling their
obligations under the REACH and CLP Regulations.
REACH is the Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorization and Restriction of Chemicals. It came into force on 1 June 2007.
CLP stands for the Regulation (EC) No 1272/2008 on the Classification, Labelling and Packaging of substances and mixtures. CLP introduces the United Nations
globally harmonized system (UN GHS) for classification and labelling of chemicals into Europe. CLP entered into force on 20th January 2009.
For the purpose to support DU and D of chemicals, the project team has created an innovative training program ChemSM-HUB free of charge, available from
ChemSM-HUB platform and an application for mobile devices. The program is designed for self-education as well as for present and future trainers.
‚Training Pattern for Trainers’ (TPT) can be a road map for trainers conducting training in chemical safety management (CSM) based on the provisions of REACH and
CLP Regulations.

1.2. TRAINING FRAMEWORK
TPT is intended to prepare instructors of different professional backgrounds to effectively conduct training in chemical safety management (CSM) based on the
provisions of REACH and CLP Regulations.
The training methodology reflects the top-down approach. In this context, the entire training package has been divided into three modules: Introductory, Basic and
Advanced. The modules are divided into training sessions that contain theoretical (lectures in ppt) and practical part (set of exercises).
Presented training template is intended to help in organizing and presenting the issues covered by the training. It contains summary, learning objectives, proposed
teaching methods, session content, resources required, links to relevant guides and guidelines on the ECHA website, and further reading for each training session.
The TPT Guidance details the topics to be covered, the duration of each training session, and links to lectures and exercises dedicated to the given training session.
Due to the different professional background and the time available for training, the proposed ChemSM-HUB program can be adapted by the trainers to the real needs.
The Guidance contains the hyperlinks, so the trainer can easily move to different part of the Guidance as well as original lectures and excercises, ECHA Guidances
and other important sources.

99

GENERAL REMARKS

TRAINING PACKAGE
Self-study
INTRODUCTORY MODULE (IM) – 1 Training Session (TS) – 11 issues

Factors such as clear communication, active learning aspects and openness to learners’ feedback can help increase the impact of training on trainees’ knowledge and skills.
When planning the training, the trainer should always keep in mind following:
1. final goal
• trainer must clearly communicate learning goals to learners;
• trainer should coordinate the training activities by answering questions like:
» what do you want to achieve by the end of the training course?
» what scope of knowledge do the trainees need to achieve?
2. trainer should help learners understand how the training relates to them, including:
• their job, if appropriate;
• their career development, if appropriate;
• their previous experiences;
3. trainer should implement active learning opportunities:
• taking into account that the tasks performed under the supervision of the trainer provide an opportunity to acquire information through practical exercises;
• should encourage students to apply the acquired knowledge in practice;
• should ask trainees to develop action plans in order to use the acquired knowledge in their work;
• should stimulate the participants to interaction;
• should ask participants for feedback on the training;
4. trainer should keep in mind that thematic scope and complexity of the presentation should be adapted to the level of knowledge and experience of the participants;

IM-TS1-ISSUES: 1-11

Blended study
BASIC MODULE (BM) – 4 Training Sessions (TS) including lectures (L) and exercises (E)
BM-L-TS1
EXCERCISES – BM-E-TS1
BM-L-TS2
EXCERCISES – BM-E-TS2
BM-L-TS3
EXCERCISES – BM-E-TS3
BM-L-TS4
EXCERCISES – BM-E-TS4

5. at the beginning, it is useful to clearly determine the key topics, concepts, issues and processes covered by the training
• trainer has to ensure that there is sufficient time to go through all topics with the trainees;
• other topics for discussion or presentation should be prepared although they may or may not be covered during the training, depending on the activity and pace
of the trainees;
6. trainer should be ready to spend more time on key topics than originally planned if it is clear that the group needs extra time to work through ideas or practical
tasks, taking into account that:
• it is better to do a few things well rather than to speed through the entire curriculum and risk losing the group’s concentration;.
• if most of the group seem to understand but there are a few people who seem confused it is advisable to talk to them individually to make sure they understand the topic;
7. trainer should be flexible enough and spend time to discuss issues that are important to the group, even if not initially planned
• he/she should consider whether this approach will help achieve the overall training goal, if not, suggest moving the discussion to other appointed time;
8. trainer should use technology/social media during and between training session to keep learners engaged;
9. trainer should modify original design of training, if necessary.
A detailed training road map will allow participants to follow the learning process, and will allow trainers to make sure that their course is on the right path and is
carried out at the right pace.

Basic concepts of REACH and CLP

Introduction to REACH Regulation
Introduction to CLP Regulation
Introduction to SDS for substances
Introduction to ECHA and other sources of information

EXAM – BASIC MODULE
CERTIFICATE OF BASIC MODULE COMPLETION
ADVANCED MODULE (AM) – 7 Training Sessions (TS) including lectures (L) and exercises (E)
AM-L-TS1
EXCERCISES – AM-E-TS1
AM-L-TS2
EXCERCISES – AM-E-TS2
AM-L-TS3
EXCERCISES – AM-E-TS3
AM-L-TS4
EXCERCISES – AM-E-TS4
AM-L-TS5
EXCERCISES – AM-E-TS5
AM-L-TS6
EXCERCISES – AM-E-TS6
AM-L-TS7
EXCERCISES – AM-E-TS7

Safety data sheets - technical details and practical tips for formulators
Restrictions procedure under REACH
Authorisation procedure under REACH
Classification of mixtures - physical hazards
Classification of mixtures - health hazards
Classification of mixtures - environmental hazards
General rules of labelling

EXAM – ADVANCED MODULE
CERTIFICATE OF ADVANCED MODULE COMPLETION
Figure 1. The road map for ChemSM-Hub training
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Table 1. Stages of the ChemSM-Hub training

Practical part (exercises)

STAGES OF THE TRAINING PROCESS

AIM OF THE TRAINING

Effective training begins long before the trainer conducts an individual training session and will continue afterwards. The training can be seen as a process consisting of several interrelated stages or activities: evaluation of the participants' initial knowledge (pre-test), self-education (Introductory Module), blended teaching
combining traditional learning with on-line elements (Basic and Advanced Modules), final test and summary of project results. Each training section builds on
previous sections, reflecting the learning process in which learners move from the simple to the advanced issues and the practical part of the training.
SELF-STUDY (PRELIMINARY TRAINING)
refers to
Introductory Module

The Introductory Module will enable participants to achieve a basic understanding before attending the Basic
and Advanced level of the training.
It is designed to familiarize participants with the basic concepts and issues of REACH and CLP that will be used
and discussed throughout the training process.
This step will greatly facilitate the further process of training.

Practical part of each TS will be conducted based on the exercises dedicated to the given topic and other
appropriate materials collected on the project internet hub – ChemSM-HUB and ChemSM e-learning platform.
• Trainees will be divided into working groups of 2-3 persons per group;
• Each group will be equipped with a computer and internet access;
Trainer will
• introduce the participants to the topic and define the scope of the practical part of TS;
• show which parts of the REACH and/or CLP regulations relate to the given issue;
• explain the relevant exercises and solve some exercises as examples;
Then, trainees will
• start the practical part under the guidance of a trainer;
• be solving the tasks in the working groups;
• in case of difficulties, ask the trainer for support;
Then, the group will present the results of tasks and issues with which they have problems;
At the end of the practical part, the most important problems encountered by the trainees will be discussed.

BLENDED TRAINING
refers to
Basic and Advanced Modules

Blended learning is an education method that combines online educational materials and online interaction
options with traditional classroom methods.
It requires the physical presence of the teacher and learners, with some control over the time, place, way
or pace of learning.
During training, the trainees will participate in the face-to-face or on-line training via free or not very
expensive softwares e.g. Skype, Go-To-Meeting, Microsoft Teams.
The training will be based on materials collected on ChemSM-Hub.
The training includes theoretical and practical part. We suggest that the theoretical part constitutes 35%,
and the practical part, conducted under the supervision of the trainer, 65% of the training time.
TRAINING SESSION (TS) – general remarks for trainers

Introduction

Trainer will greet the participants, then
1. present the goals and tasks;
2. present a roadmap that will enable participants to understand how the goals set by the trainer will be achieved;
3. present the structure of the training;
4. present principle of passing the training course and receiving a certificate of its completion;
5. present the thematic scope of a given TS, and then identify its key elements.

Theoretical part (lectures)

Theoretical part of each TS will be conducted based on the presentation dedicated to the given topic and other
appropriate materials collected on the project internet hub – ChemSM-HUB and ChemSM e-learning platform.
At the beginning, the trainer
• will show trainees how to navigate on the project hub and e-learning platform; then will
• indicate the thematic scope of the TS and the appropriate materials available on ChemSM-Hub;
• explain how the given topic fits into the overall scope of training;
• give a lecture.
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2. ABBREVIATIONS AND ACRONYMS
AM
BM
CAS
CAS Number
ChemSM-HUB
CLP
CLH
CMR
CoU
CSA
CSM
CSR
D
DNEL
DSD
DPD
DU
DU CSR
E
ECHA
EEA
ES
EINECS
EUSES
GHS
IUCLID
L
OC
PBT
PNEC
PPORD
PROC
QSAR
RAC
RCOM
REACH

RMMs
SDS
SIEF
SEAC
SR&D
SVHC
t/a
TS
vPvB
IM
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Advance Module
Basic Module
the chemical scientific database, owned by the American Chemical Society (ACS) (Chemical Abstract Service)
the number of the chemical in the CAS registry that identifies the substance
Chemical Safety Management Training Hub for Chemicals Users – title of the project implemented under the Erasmus+ program
(project No: 2017-1-PL01-KA202-038432)
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (EC) No 1272/2008 of 16.12.2008 on classification,
labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending
Regulation (EC) No 1907/2006 of 31. 12. 2006 (OJ L 353, 31.12.2008, p. 1)
Harmonised Classification And Labelling
Cancerogenic, Mutagenic and Reprotoxic substances
Conditions of use (OCs + RMMs)
Chemical Safety Assessment
Chemical Safety Management
Chemical Safety Report
Distributor
Derived No Effect Level
Dangerous Substances Directive 67/548/EWG
Dangerous Preparations Directive 1999/45/WE
Downstream User
DU Chemical Safety Report
Exercises
European Chemicals Agency
European Economic Area
Exposure Scenario
European Inventory of Existing Commercial Chemical Substances
European Union System for the Evaluation of Substances
Globally Harmonized System
International Uniform Chemical Information Database
Lecture
Operational conditions of use
Persistent, Bioaccumulative and Toxic Substance
Predicted No Effect Concentration
Product and Process Oriented Research and Development
Process category
Quantitative Structure-Activity Relationship
Risk Assessment Committee
Response to the Comments
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL (EC) No 1907/2006 of 18.12.2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council
Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396, 30.12.2006, p. 1)
Risk Management Measures
Safety Data Sheet (or MSDS – Material Safety Data Sheet), extended-SDS (containing ES)
Substance Information Exchange Forum
Socio-Economic Analysis Committee
Scientific Research and Development
Substances of Very High Concern
tons per year
Training Session
very Persistent and very Bioaccumulative Substance
Introductory Module

3. CONTENT OF THE TRAINING PROGRAM
INTRODUCTORY MODULE (IM)
IM-Training Session (TS1) - BASIC CONCEPTS OF REACH AND CLP
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH
• Substances
• Mixtures
• Substances contained in articles
• Exceptions

IM-TS1-ISSUE: 3

Activities covered by REACH
• Manufacturing
• Import into EU
• Use

IM-TS1-ISSUE: 4

Main players
• Authorities
• Industry

IM-TS1-ISSUE: 5

Roles of actors in the supply chain
• Manufacturers
• Importers
• DU
•D

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain
• Manufacturers
• Importers
• DU
•D

IM-TS1-ISSUE: 7

Communication flow among the actors in the supply chain

IM-TS1-ISSUE: 8

Safe use
• Registration dossier
• Chemical Safety Reports
• Exposure scenarios
• Safety Data Sheets

IM-TS1-ISSUE: 9

REACH procedures
• Registration
• Evaluation
• Authorisation
• Restriction
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IM-TS1-ISSUE: 10

CLP procedures
• Classification
• Labelling
• Packaging
• Notfication and communication

BM-TS1-ISSUE: 15

15. Data flow in the supply chain

BM-TS1-ISSUE: 16

16. Articles in REACH - responsibilities of entities

BM-TS2

Introduction to CLP Regulation

IM-TS1-ISSUE: 11

Interface between REACH and CLP

BM-TS2-ISSUE: 1

IM-TS1-ISSUE: 12

ECHA communication tools

1. What does CLP stand for?
• Short introduction to the topic
• Exceptions – subjects to other regulations

IM-TS1-ISSUE: 13

Public consultation

BM-TS2-ISSUE: 2

2. Chemicals covered by CLP
• Chemical substances
• Chemical mixtures
• Hazardous substances

BM-TS2-ISSUE: 3

3. Obligation under CLP
• Downstream users
• Distributors

BM-TS2-ISSUE: 4

4. Classification
• Harmonised classification
• Self-classification
• Classification of mixtures
• C&L Inventory

BM-TS2-ISSUE: 5

5. Hazard classes and categories

BM-TS2-ISSUE: 6

6. Hazard statements (phrases)

BM-TS2-ISSUE: 7

7. Labelling of substances according to CLP

4. 4. Actors in the supply chain
• Manufacturer
• Importer
• Downstream user
• Distributor

BM-TS2-ISSUE: 8

8. Packaging requirements according to CLP

BM-TS3

Introduction to safety data sheets (SDS)

BM-TS3-ISSUE: 1

1. What is safety data sheet?

BM-TS1-ISSUE: 5

5. Safety Data Sheet (SDS)

BM-TS3-ISSUE: 2

BM-TS1-ISSUE: 6

6. Chemical Safety Assessment (CSA)

2. Format of safety data sheet – introduction
• Sections of safety data sheet
• Examples of safety data sheets

BM-TS1-ISSUE: 7

7. Predicted No Effect Concentration (PNEC) and Derived No-Effect Level (DNEL)/ Derived Minimal Effect
Level (DMEL) values

BM-TS3-ISSUE: 3

3. Obligation to provide a safety data sheet

BM-TS3-ISSUE: 4

4. Obligations of actors in the supply chain regarding the safety data sheet

BM-TS1-ISSUE: 8

8. Chemical Safety Report (CSR)
BM-TS3-ISSUE: 5

BM-TS1-ISSUE: 9

9. Exposure Scenario (ES)

5. Requirements for safety data sheets
• Requirements under Article 31 p. 1
• Safety Data Sheet at request

BM-TS1-ISSUE: 10

10. Substances of Very High Concern (SVHC)
BM-TS3-ISSUE: 6

BM-TS1-ISSUE: 11

11. REACH: roles and responsibilities of actors in the supply chain

BM-TS1-ISSUE: 12

12. Obligation of downstream user (DU) under REACH

6. Other data flow in the supply chain
• Substances or mixtures offered or sold to the general public
• Information to be provided to the recipient when a safety data sheet is not required
• Information according to article 34

BM-TS1-ISSUE: 13

13. Obligation of chemical distributor (D) under REACH

BM-TS3-ISSUE: 7

7. Need to update SDS

BM-TS1-ISSUE: 14

14. IT tools on ECHA website

BM-TS3-ISSUE: 8

8. Obligations of DU upon receipt of a safety data sheet

BASIC MODULE (BM)
BM-TS1

Introduction to REACH Regulation

BM-TS1-ISSUE: 1

1. 1. What does REACH stand for?

BM-TS1-ISSUE: 2

2. REACH procedures
• Registration
• Evaluation
• Authorisation
• Restrictions

BM-TS1-ISSUE: 3

3. Chemicals covered by REACH
• Substance
• Mixture
• Article

BM-TS1-ISSUE: 4
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BM-TS4

Introduction to European Chemical Agency (ECHA) and other sources of information

BM-TS4-ISSUE: 1

1. ECHA website - short introduction to the topic

BM-TS4-ISSUE: 2

2. Structure of ECHA website
• Legislation
• Public consultations
• Information on chemicals
• Support

BM-TS4-ISSUE: 3

3. Legislation on ECHA website
• REACH Regulation
• CLP Regulation
• Biocidal Products Regulation (BPR)
• Prior Informed Consent Regulation (PIC)
• CAD/CMD

BM-TS4-ISSUE: 4

4. Public consultation

BM-TS4-ISSUE: 5

5. Info on chemicals
• Search for chemicals
• Advanced search
• Registered substances
• eChemPortal

BM-TS4-ISSUE: 6

6. Support section on ECHA website
• Guidance
• QAs
• Webinars
• Infocards
• IT tools on ECHA website
• Poison Centres
• National Helpdesk
• ECHA Database on chemicals

BM-TS4-ISSUE: 7

7. Other sources of information
• EUR-Lex
• EU-OSHA
ADVANCED MODULE (AM)

AM-TS2-ISSUE: 1

1. Restrictions on the manufacturing, placing on the market and use of certain dangerous substances,
mixtures and articles
• Short introduction to the topic
• Examples
• Substances in group
• Sometimes Restrictions depend of concentrations of substances
• Sometimes Restrictions shall enter into force on the following days
• General release from restrictions defined in the REACH Regulation

AM-TS2-ISSUE: 2

2. Restriction procedure

AM-TS2-ISSUE: 3

3. General provisions

AM-TS2-ISSUE: 4

4. How do restrictions affect downstream users?

AM-TS2-ISSUE: 5

5. Questions and answers in restrictions
• What information on restrictions is needed on the safety data sheet and when does the safety data
sheet need to be updated due to restrictions?
• Does the importer of a mixture have any obligations concerning potential impurities present in the
mixture, when the impurity is a substance listed in Annex XVII?
• Which restrictions under REACH concern textiles and leather articles?
• Entry 63 (§7 to 10) of Annex XVII to REACH on: Lead and its compounds in articles supplied to the
general public that can be mouthed by children

AM-TS3

REACH authorisation procedure

AM-TS3-ISSUE: 1

1. Purpose of authorisation

AM-TS3-ISSUE: 2

2. Classification of SVHC in the hazard class

AM-TS3-ISSUE: 3

3. General authorisation procedure

AM-TS3-ISSUE: 4

4. DU’s obligations in the context of the authorization procedure

AM-TS3-ISSUE: 5

5. Preparation for submitting the application

AM-TS3-ISSUE: 6

6. Conditions of European Commission decisions which authorization holders have to fulfill

AM-TS3-ISSUE: 7

7. Submission of a downstream user notification of uses authorised

AM-TS3-ISSUE: 8

8. Decision to authorisation and review of authorisations

AM-TS1

Safety data sheets - technical details and practical tips for formulators

AM-TS3-ISSUE: 9

9. Specific information for downstream users

AM-TS1-ISSUE: 1

1. Detailed discussion of individual sections of the safety data sheet

AM-TS3-ISSUE: 10

10. Substance from the authorization list (example)

AM-TS1-ISSUE: 2

2. Extended safety data sheet and exposure scenario

AM-TS3-ISSUE: 11

11. Examples of exemptions from authorisation

AM-TS2

Restrictions procedure under REACH

AM-TS4

Classification of mixtures – physical hazards

AM-TS4-ISSUE: 1

1. Classification of substances and mixtures - short introduction to the topic
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AM-TS4-ISSUE: 2

2. Physical hazard classes
• Explosives
• Flammable gases (including chemically unstable gases)
• Aerosols
• Oxidising gases
• Gases under pressure
• Flammable liquids
• Flammable solids
• Self-reactive substances and mixtures
• Pyrophoric liquids

AM-TS5

Classification of mixtures - health hazards

AM-TS5-ISSUE: 1

1. Classification of substances and mixtures - short introduction to the topic

AM-TS5-ISSUE: 2

2. Health hazard classes
• Acute toxicity
• Skin corrosion/ irritation
• Serious eye damage/ eye irritation
• Respiratory or skin sensitisation
• Germ cell mutagenicity
• Carcinogenicity
• Reproductive toxicity
• Specific target organ toxicity – single exposure
• Specific target organ toxicity – repeated exposure
• Aspiration hazard

AM-TS6

Classification of mixtures - Environmental hazards

AM-TS6-ISSUE: 1

1. Hazardous to the aquatic environment

AM-TS6-ISSUE: 2

2. Hazardous to the ozone layer

AM-TS7

General rules of labelling

AM-TS7-ISSUE: 1

1. Labelling and packaging of chemicals - short introduction to the topic

AM-TS7-ISSUE: 2

2. Harmonised classification and labelling

AM-TS7-ISSUE: 3

3. General rules for labelling of chemicals
• Label language
• Size of labels and its elements

AM-TS7-ISSUE: 4

4. Content of labels
• Identification of chemicals on labels
• Hazard pictograms on labels
» Precedence rules for pictograms
• Signal word
• H-statements indicating hazards in labelling
» Precedence rules for hazard statements
• P-statements indicating precautions
» Precedence rules for precautionary statements
• Supplemental information on label
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AM-TS7-ISSUE: 5

5. Other labelling requirements
• Labelling exemptions
• Areosols
• Relationship between the CLP Regulation and labelling provisions in transport
• Updating information on labels
• General rules for the application of labels
• Location of information on the label

AM-TS7-ISSUE: 6

6. Packaging requirements according to CLP
• Packaging to be fitted with child-resistant fastenings
• Packaging to be fitted with a tactile warning

AM-TS7-ISSUE: 7

7. Other packaging requirements
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WELCOME AND REGISTRATION*
4. WELCOME SESSION

INTRODUCTORY MODULE (IM)
5. INTRODUCTORY MODULE (IM)
5.1. IM-L-TS1: BASIC CONCEPTS OF REACH AND CLP

Session time:

30 min

Summary:

This is primarily an administrative session during which participants in the course will be registered (in case
the registration was not conducted on-line), officially welcomed to the course, and the course objectives
will be outlined. During this session, trainees will be provided with an opportunity to introduce themselves
to one another.

IM-TS1: BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

• Registration of participants (in case the registration was not conducted on-line beforehand);
• Officially welcome participants;
• Training objectives outlined;
• Explanation of any practical arrangements (e.g. refreshment breaks, safety procedures, etc.);
• Providing an opportunity for participants to introduce themselves to one another.

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

It is important that all trainees are registered.
Participants should be formally greeted.
Coordinator (moderator) will:
• welcome all trainees;
• present trainers and trainees;
• ask the participants to introduce themselves;
• present the goals and structure of the training;
The objectives and structure of the training should be clearly outlined.
The roles of trainers and trainees should be defined.
Participants should be given the opportunity to ask questions.
Information regarding practical arrangements for the training conditions (number and duration of coffee
breaks, lunch break, etc.) should be provided.

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

Objectives:

Session content:

Resources required:

Registration sheet for participants to sign (in case the registration was not conducted on-line beforehand);
Package for participants containing: course schedule, administrative information, copies of lecture slides,
details of security procedures, course evaluation survey.

*The above proposal for a welcome session concerns the planned blended training (traditional training with internet elements based on the on-line ChemSM-HUB).
Due to the epidemic situation in the entire European Union, the pilot training of the project changed the formula to completely on-line. The registration to the CSM
Training will be made directly by trainees on the ChemSM-HUB platform. The coordinator will send an e-mail to all participants 1 month before the training with all
the necessary details regarding the registration process.
After registering on the ChemSM-HUB platform, participants will receive access to virtual educational content such as training materials, chemical safety resources,
and other live learning tools only after completing the Initial Knowledge Check Questionnaire (pre-test). The link to the initial knowledge check questionnaire will be
provided together with the registration e-mail.
The initial knowledge check questionnaire aims to assess the participants’ level of knowledge on the elements of the CSM (chemical safety management). The
pre-test will not be graded and will only play an informative role about how well the participants know the issues and will provide the trainers with an overview of
the level of knowledge and experience of the participants. The pre-test will be limited to 1 hour and cannot be interrupted. Only a submission of the questionnaire
will ensure a successful completion of the registration process and will enable you to have unrestricted access to all the materials, tools and resources available on
the ChemSM-HUB.
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BASIC CONCEPTS OF REACH AND CLP
Session time:

Approximately 8 hrs

Summary:

The Introductory Module (IM) has been designed to facilitate understanding of the issues contained in the
Basic and Advanced Modules and is an introduction to the basic concepts of both Regulations.

Learning objectives:

The Introductory Module will enable participants to achieve a common level of basic understanding before
attending the Basic and Advanced level of training.
It is designed to familiarize participants with the basic concepts and issues of REACH and CLP that will
be used and discussed throughout the training process. Getting to know the concepts, and will greatly
facilitate the further process of training and acquiring new knowledge.

Teaching methods:

Preliminary self-study

Session content:

The absolute basis of each teaching process is the mastery of concepts specific to a given discipline. The
Introductory Module is an overview of the most important issues covered by two Regulations on chemical
safety management: REACH and CLP.
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Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

FAQ

FAQ will be presented at each subsequent issue.

WHAT DO REACH AND CLP STAND FOR?
Summary:

REACH is the Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December
2006 concerning the Registration, Evaluation, Authorization and Restriction of Chemicals. It came into force on
1st of June 2007.
The REACH Regulation was introduced to streamline and improve the old legal framework for European Union
(EU) chemicals. REACH also created the European Chemicals Agency (ECHA) which has a central co-ordination and implementation role in the overall process. ECHA is located in Helsinki, Finland and manages the
registration, evaluation, authorisation and restriction processes for chemical substances to ensure consistency
in chemical safety management across the countries in which REACH applies.
CLP is the Regulation (EC) No 1272/2008 on the Classification, Labelling and Packaging of substances and
mixtures. CLP introduces the United Nations globally harmonized system (UN GHS) for classification and
labelling of chemicals into Europe. CLP entered into force on 20th January 2009.
CLP Regulation stands for classification, labelling and packaging of chemicals; introduces a new system for the
classification and labelling of chemicals across the EU based on the Globally Harmonized System of the United
Nations (UN GHS). It concerns hazardous substances and mixtures that meet the criteria for physical, health or
environmental hazards, as set out in parts 2-5 of Annex I of CLP.
CLP Regulation is directly related to the REACH Regulation, establishes hazard statements, precautionary
statements and pictograms providing information in the context of ensuring adequate protection of human
health and the environment.

Learning objectives:

After completing this part of training session, trainees should:
• get general knowledge what REACH stands for;
• get general knowledge what CLP stands for.

Session content:

The session contains the basic issues covered by REACH and CLP.

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

Sources of REACH Regulation

• The REACH and CLP Regulations, as well as other related pieces of legislation, are published in the Official
Journal of the European Union, available from EUR-Lex website: https://eur-lex.europa.eu/homepage.
html?locale=en
• Always Check the current consolidated version:
REACH Regulation: https://eur-lex.europa.eu/search.html?DTN=1907&DTA=2006&qid=1594276587260&DB_TYPE_OF_ACT=regulation&DTS_DOM=ALL&excConsLeg=true&typeOfActStatus=REGULATION&type=advanced&SUBDOM_INIT=ALL_ALL&DTS_SUBDOM=ALL_ALL
CLP Regulation: https://eur-lex.europa.eu/search.html?DTN=1272&SUBDOM_INIT=ALL_ALL&DTS_
DOM=ALL&typeOfActStatus=REGULATION&type=advanced&DTS_SUBDOM=ALL_ALL&excConsLeg=true&qid=1594276333964&DB_TYPE_OF_ACT=regulation&DTA=2008&locale=en;
• Links to these texts can be found also in the section on Regulations of the ECHA website:
https://echa.europa.eu/Regulations/reach/legislation

5.1.1.IM-TS1–ISSUE1: WHAT DO REACH AND CLP STAND FOR?
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

WHAT DO REACH AND CLP STAND FOR?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation
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ECHA documents:

Further reading:

FAQ
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• Links to the texts of Regulations can be found in the section on Regulations of the ECHA website:
http://echa.europa.eu/Regulations
• The „Understanding REACH” section of the ECHA website provides concise and basic information on REACH:
http://echa.europa.eu/Regulations/reach/understanding-reach
• The REACH guidance documents provide explanatory and supplementary information to the legal text. They
are the result of both consultation of relevant stakeholders and close co-operation between the National
Competent Authorities and the European Commission. Final guidance documents and draft versions in the
process of being updated as well as fact sheets and formats are available on the ECHA website on Guidance
on REACH and CLP implementation
http://echa.europa.eu/support/guidance-on-reach-and-clp-implementation
• The Navigator tool will help you to identify your specific obligations under REACH. You can find a link to the
Navigator on the ECHA website. Please follow the link below and choose under title „Use the Navigator” the
link „Start a new Navigator session”:
http://echa.europa.eu/support/guidance-on-reach-and-clp-implementation/identify-your-obligations
• Other useful ECHA websites:
https://echa.europa.eu/Regulations/reach/legislation
https://echa.europa.eu/Regulations/enforcement
http://echa.europa.eu/support/helpdesks/national-helpdesks/list-of-national-helpdesks
Bergkamp L (ed) (2013) The European Union REACH Regulation for Chemicals: Law and Practice, Oxford
University Press
Black H (2008) Chemical reaction: The U.S. response to REACH, Environmental Health Perspectives,
March, 116(3), A124-A127
Cefic (2010) Review of the scope of REACH and other relevant EU legislation according to Article 138(6)
REACH: description of gaps and overlaps, December
European Commission Environment Directorate General (2007) REACH in brief, October
Gubbels–van Hal I, Pelkmans J (2009) Is REACH going well?, CEPS, No.198, November
Milieu Environmental Law and Policy (2012) Technical assistance related to the scope of REACH and other
relevant EU legislation to assess overlaps, Final Report (revised), March
Panko J, Paustenbach D J, Spencer Williams E (2009) The European Union’s REACH Regulation: a review
of its history and requirements, Critical Reviews in Toxicology, Volume 39, Issue 7
Vaughan S (2015) EU Chemicals Regulation-New Governance, Hybridity and REACH, Law School, University of Birmingham, UK, Edward Elgar Publishing Limited

5.1.2. M-TS1-ISSUE2: CHEMICALS COVERED BY REACH
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

CHEMICALS COVERED BY REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

CHEMICALS COVERED BY REACH

For the FAQ selected and downloaded from the ECHA website, click here.
Summary:

The issue concerns chemicals covered by REACH including substances as such, identified by a CAS number,
substances contained in mixtures, and substances contained in articles. Substances exempted from all
aspects of REACH (total exemption) and substances exempted from certain aspects of REACH (partial
exemption) are listed. Then, the definitions of a substance, intermediate, mixture and article are given. The
two types of substances contained in articles are described. An example of chemical substance identification is provided.

Learning objectives:

After completing this part of training session, trainees should:
• get to know chemicals covered by REACH;
• get to know definitions of chemicals (substances, intermediates, mixtures, articles) under REACH;
• get to know exemptions from all aspects of REACH (total exemptions) and certain aspects of REACH
(partial exemptions)

Session content:

Chemicals covered by REACH:
• substances
• mixtures
• substances contained in articles.

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.
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ECHA documents:

ECHA (2017) Guidance for identification and naming of substances under REACH and CLP, May, Version 2.1;
ECHA (2012) Guidance for monomers and polymers, April, Version 2.0, Guidance for the implementation of
REACH;
ECHA (2016) Guidance on registration, November, Version 3.0;
ECHA (2017) Guidance on requirements for substances in articles, June, Version 4.0.

Further reading:

AeroSpace and Defence (2017) Sectoral Guidance for Substances in Articles under REACH, Version 1,
November;
Helpdesk (2016) REACH info 6: Articles requirements for producers, importers and distributors;
Swedish Chemical Agency (2018) Grouping of chemical substances in the REACH and CLP Regulations.

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

ACTIVITIES UNDER REACH
Summary:

The issue concerns activities covered by REACH and contains definitions of MANUFACTURING, IMPORT
and USE that are useful in identifying the role that the company plays in the supply chain.
Manufacturing occurs through chemical synthesis, smelting or extracting for example from crude oil or
plant material. Import refers to the community area, i.e. European Union and European Free Association
(EFTA), with the exception of Switzerland. The definition of use includes all activities to which the substance or mixture may be subjected.
The REACH Regulation covers activities such as the production of chemicals on the territory of the Community, the import of chemical products from outside the Community and their application (use) on this
territory.

Learning objectives:

After completing this part of training session, trainees should:
• get to know basic activities covered by REACH;
• get to know definitions of basic activities under REACH including manufacturing, import into EU, use.

Session content:

Activities under REACH:
• manufacturing
• import into EU
• use

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA (2017) Guidance in a nutshell on requirements for substances in articles, December, Version 3.0
ECHA (2016) Guidance on registration, November, Version 3.0;

5.1.3.IM-TS1-ISSUE3: ACTIVITIES COVERED BY REACH
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

ACTIVITIES COVERED BY REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

Further reading:

Danish Chamber of Commerce (2009) Guidance to importers of articles from non-EU countries, December

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation
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5.1.4. IM-TS1-ISSUE4: MAIN PLAYERS
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

MAIN PLAYERS

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use
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IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

MAIN PLAYERS
Summary:

Learning objectives:

The issue concerns main players under REACH among which it stands out the authorities at the EU level
(European Commission, European Chemicals Agency and the group of experts that advises them, called
Caracal), authorities at the member state level (the governments, National Helpdesks and National Inspectorates) and the industry subject to them.
The European Commission takes final decisions concerning authorisation, restrictions and harmonised
classification and labelling, determines the test methods and fees charged by ECHA.
European Chemicals Agency (ECHA) provides information on chemicals and their safe use through a unique
free database, provides guidelines and other materials on its website and works with the European Commission and the governments on identifying substances giving cause for concern.
The authorities at member state level are responsible for enforcing REACH by establishing official controls
and penalties for non-compliance. The leading enforcement authority is usually the State Sanitary Inspection, the State Sanitary Inspection of the Ministry of Internal Affairs and the Military Sanitary Inspection.
The industry has to prove the safety of the products manufactured, imported and used by chemicals
registration. Substances without registration can not be placed on the market and used. The burden of
responsibility for chemical safety lies with companies. Small and medium-sized companies have the same
tasks as large ones.
After completing this part of training session, trainees should:
• get to know who are the main players under REACH;
• be familiar with the basic role of the European Commission
• be familiar with the basic role of the European Chemical Agency;
• get to know the member state competent authorities for implementation of REACH and CLP
• be familiar with the basic role of industry

Session content:

Main players:
1. Authorities
• EU level
• Member State (MS) level
2. Industry

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA (2017) Guidance for identification and naming of substances under REACH and CLP, May, Version 2.1;
ECHA (2016) Guidance on registration, November, Version 3.0;

Further reading:

Lees E, Vinuales J E (ed) (2019) The Oxford Handbook of Comparative Environmental Law, Oxford University Press;
Only Representatives Organisation (2014) Best practice guide, May, Version 1.0

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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5.1.5. IM-TS1-ISSUE5: ROLES OF ACTORS IN THE SUPPLY CHAIN
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

ROLES OF ACTORS IN THE SUPPLY CHAIN

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

ROLES OF ACTORS IN THE SUPPLY CHAIN

Summary:

This part of the Introductory Module includes definitions of the manufacturer, importer, downstream user
(DU) and distributor (D) as participants in the supply chain.
The company’s obligations imposed by REACH depend on its role in the supply chain, which is why it is
necessary to define this role in order to fulfill the obligations. A manufacturer produces chemicals from natural
materials such as petroleum, mineral ores or plants, or produce them by chemical synthesis. An importer can
import chemical substances in the following types of goods: substances as such, intermediates for the synthesis of substances, substances contained in semi-finished chemical products, substances in finished chemical
products, substances contained in articles where their release is not intended, substances contained in articles
with intended substances released.
The category of DU includes: formulators, re-fillers, industrial end-users, professional end-users, producers
of articles. Also, the re-importer and importer, when only representative has been appointed, have DU
rights and obligations.
The companies that only store and further distribute chemicals or change the brand name of a substance
into a new one fall into the category of distributor unless they perform activities referred to in REACH as
“use”. In this case they are considered DU.

Learning objectives:

After completing this part of training session, trainees should:
• get general knowledge of roles of companies in the supply chain under REACH, including manufactures,
importers, DU and D;
• get to know definitions of basic actors in the supply chain.
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Session content:

Roles of actors in the supply chain under REACH:
• role of manufacturers;
• role of importers;
• role of DU;
• role of D.

OBLIGATIONS OF ACTORS IN THE SUPPLY CHAIN
Summary:

This issue concerns obligations of companies, so-called actors in the supply chain: manufacturers, importers, downstream users (DU), distributors (D) of chemicals.
Manufacturers and importers have two main obligations under REACH.
1) They must submit to ECHA a registration dossier for each substance they produce/import in quantities of 1 t/a or
more. If their production/import exceeds 10 t/a, they must attach a chemical safety report (CSR) to the registration
dossier that contains exposure scenarios (ES) for each identified use, their and their customers, and the conditions of
safe use described.
2) They must provide their customers with information on the safe use of all hazardous substances in the safety data
sheet and, if they carried out a chemical safety assessment, they must additionally provide this information in the ES
(annexed to the SDS).
Downstream users (DU) have mainly three obligations under REACH.
1) They must implement the conditions of safe use indicated in the SDS and ESs.
2) They must provide the information on safe use down the supply chain by means of SDS (if necessary, also in ESs).
3) DU must communicate up the supply chain if they have new information on the risks of substances or do not agree
with the recommended risk management measures.
The obligations of distributors (D) under REACH relate mainly to communication. D must forward information they
receive with the chemicals to their customers. This information flow is based on standardised formats such as the
SDS and the ESs. D have to forward information from their customers up to their suppliers, such as: new information
on hazards, information on unidentified uses and exposures, or information on risk management measures. This
information flow is not standardized.

IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here

Learning objectives:

After completing this part of training session, trainees should:
• get to know main obligations of actors in a supply chain.

IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

Session content:

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

Obligations in a supply chain of:
• manufacturers;
• importers;
• downstream users (DU);
• distributors (D).

IM-TS1-ISSUE: 4

Main players

Resources required:

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

IM-TS1-ISSUE: 6

OBLIGATIONS OF ACTORS IN THE SUPPLY CHAIN

ECHA documents:

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

ECHA (2014) Guidance for DU, October, Version 2.1
ECHA (2017) Guidance for identification and naming of substances under REACH and CLP, May, Version
2.1
ECHA (2017) Guidance on data-sharing, January, Version 3.1
ECHA (2010) Guidance on intermediates, December, Version 2
ECHA (2016) Guidance on registration, November, Version 3.0;
ECHA (2017) Guidance on Scientific Research and Development (SR&D) and Product and Process Orientated Research and Development (PPORD), October, Version 2.1
ECHA (2016) Practical guide for SME managers and REACH coordinators. How to fulfill your information
requirements at tonnages 1-10 and 10-100 t/a, July, Version 1.0

IM-TS1-ISSUE: 11

Interface between REACH and CLP
Further reading:

IM-TS1-ISSUE: 12

ECHA communication tools

ACEA, CLEPA, JAMA, KAMA (2018) Automotive industry guideline on REACH
Van Arnam F D (2008) A Practical Guide to REACH – The EU Chemical Classification System, International Law
News, Volume 37, Number 2, Spring

IM-TS1-ISSUE: 13

Public consultation
FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA (2014) Guidance for DU, October, Version 2.1
ECHA (2016) Guidance on registration, November, Version 3.0;
ECHA (2015) Guidance on the compilation of safety data sheets, November, Version 3.1

Further reading:

Walters D (2017) Within REACH?: Managing chemical risks in small enterprises, Routledge

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

5.1.6. IM-TS1-ISSUE6: OBLIGATIONS OF ACTORS IN THE SUPPLY CHAIN
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5.1.7. IM-TS1-ISSUE7: COMMUNICATION FLOW IN THE SUPPLY CHAIN

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.14: Occupational Exposure Assessment, August, Version 3.0
ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.15: Consumer Exposure Assessment, July, Version 3.0
ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.16: Environmental Exposure Assessment, February, Version 3.0

Further reading:

Chemical Industries Association (2018) Compiling Extended-Safety Data Sheets. Tips and recommendations for
substances, March
Chemical Industries Association (2018) Compiling Extended-Safety Data Sheets. Tips for writing extSDS for
mixtures, March
Chemical Industries Association (2018) Receiving Extended-Safety Data Sheets. 5 steps for assessing and
extracting information, March
DU of Chemicals Co-ordination Group (DUCC) (2015) Sector-specific approaches towards developing and
communicating information for the safe use of mixtures
Heinemeyer G, ES in toxicology In: Reichl F X, Schwenk M (ed) (2014) Regulatory toxicology, Springer

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

COMMUNICATION FLOW IN THE SUPPLY CHAIN

Summary:

Learning objectives:

Session content:
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This issue concerns upstream and downstream communication flow.
UPSTREAM COMMUNICATION FLOW: The flow of information up the supply chain (to registrant) mainly
relates to: unidentified uses, information on new hazards caused by the substance and inappropriate risk
management measures. This information can be provided directly by any actor in the supply chain (producer or importer) with information about their use directly from each actor (end-user, DU, formulator) or via
a sector organization.
DOWNSTREAM COMMUNICATION FLOW: At the same time, information on safe use is provided from
the registrant down the supply chain. This is a downstream communication flow. Registrants prepare
registration dossiers, and additionally chemical safety report (CSR) for substances manufactured/imported
above 10 t/a. CSR contains exposure scenarios (ES) which remain in ECHA while a safety data sheet (SDS)
with attached ES is passed on in the supply chain. ES attached to the SDS are generally a simplification of
those that are included in the CSR at the time of registration of the substance.
After completing this part of training session, trainees should:
• get to know what means communication flow in the supply chain;
• get to know the meaning and purpose of ES development;
• learn the difference between the upstream and downstream communication flow in the supply chain.
Communication flow in a supply chain:
• upstream
• downstream

5.1.8. IM-TS1-ISSUE8: SAFE USE
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

SAFE USE

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation
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5.1.9. IM-TS1-ISSUE9: REACH PROCEDURES

SAFE USE
Summary:

Learning objectives:

Session content:

Resources required:

REACH requires the safe use of chemicals throughout the supply chain and, to this end, imposes obligations to provide
information on their safe use in a given supply chain.
The information on safe use is provided in:
• Registration Dossier;
• Chemical Safety Report (CSR);
• Exposure Scenarios (ES);
• Safety Data Sheets (SDS)/ Extended Safety Data Sheets.
Chemical Safety Report (CSR) documents Chemical Safety Assessment (CSA) undertaken as part of the REACH
registration process, and is the key source from which the registrant provides information on safe use to all users of
chemicals through the exposure scenarios (ES).
ES is a communication tool introduced by REACH, which describes how a substance can be safely used by all actors
in the supply and is developed for the identified uses. Exposure scenario plays two roles:
• it constitutes the main part of Chemical Safety Assessment/Chemical Safety Report developed for substances
produced/imported in amount 10 t/a or more.
• it constitutes attachment to SDS for hazardous substances produced/imported in amount 10 t/a or more.
SDS equipped with ES are so-called EXTENDED SDS.
After completing this part of the training session, trainees should:
• get to know how information on safe use is provided in the supply chain;
• get to know the purpose of including the safe use information in the registration dossier;
• get to know when Chemical Safety Reports (CSR) is prepared and what it concerns;
• know how the information on safe use contained in the registration dossier is passed down the supply chain;
• get to know the purpose of Exposure Scenarios;
• get to know what role does Safety Data Sheets/Extended Safety Data Sheets play in the supply chain.
Safe use
• Registration dossier
• Chemical Safety Reports
• Exposure Scenarios
• Safety Data Sheets/ Extended Safety Data Sheets
Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA (2015) Guidance on the compilation of safety data sheets, November, Version 3.1
ECHA (2018) Guide on Safety data sheets and Exposure scenarios, June
https://echa.europa.eu/support/practical-examples-of-chemical-safety-reports

Further reading:

Apatsidou, M., Konstantopoulou, I., Foufa, E., Tsarouhas, K., Papalexis, P., Rezaee, R. ... Tsitsimpikou,
C. (2018). Safe use of chemicals by professional users and health care specialists. Biomedical Reports, 8,
160-165.
https://doi.org/10.3892/br.2018.1037

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH PROCEDURES

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

REACH PROCEDURES
Summary:

The issue covers 4 main procedures under REACH: registration, evaluation, authorisation and restrictions.
REGISTRATION
REACH requires the registration of all substances classified and non-classified as hazardous according to CLP
manufactured or imported in quantities of at least 1 t/a (including substances in mixtures and substances in articles
if they are to be released under normal or reasonably foreseeable conditions of use) by submitting a registration
dossier to ECHA. The following elements of registration are distinguished:
1) technical dossier, which is supplied to ECHA for substances produced/imported in amount 1 t/a or more
per registrant
2) chemical safety report (CSR), which is supplied for substances produced/imported in amount at least 10 t/a
3) ES (ES), which are part of CSR and are developed for all identified uses in a given supply chain.
The scope of information submitted by the registrant in the technical dossier depends on the volume of production/import of substances (Annex VI to XI REACH). In successive Annexes, which concern increasing tonnage,
further required information are added. Registration dossiers must be submitted in IUCLID 6 format using Tool
REACH-IT from ECHA website. Companies registering the same substance are required to exchange data and
jointly submit a registration dossier. The rule ‚one substance, one registration’ applies. Chemical safety report
(CSR) is developed based on the chemical safety assessment (CSA), which are carried out to ensure that the risks
associated with exposure to a substance during its manufacture and identified uses are controlled when specific
operating conditions and risk management measures are applied. CSA/CSR is also the basis for other REACH
processes, including authorizations and restrictions. In this part of the Introductory Module, substances that do
not have to be registered are listed. Also, substances that have some specific provisions under REACH, but are not
exempt from registration are distinguished.
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EVALUATION
There are three evaluation processes under REACH (evaluation of information provided during registration):
1) dossier evaluation, which takes place in the registration process (IT system will only check if the registration
data are complete)
2) checking the testing proposals (registrants shall submit proposals for any tests they wish to carry out)
3) substance evaluation, which assesses the risk for consumers exposed to different sources, as well as the risk
resulting from total emissions to the environment. Risk to employees has a lower priority, but it is also evaluated.
First step of substance evaluation is placing it on a list of substances to be evaluated within three years (CoRAP –
the community rolling action plan). Inclusion is based on risk-based criteria, which refer to hazards, exposures and
amounts of substance used. In addition, the interests and capacities of EU Member States are crucial for inclusion
in the CoRAP list. The competent authorities of the Member State have twelve months to evaluate the substance
(Article 46 (4) REACH). The evaluation is not limited to substances of very high concern. Any classified substances
may also be subject to evaluation.
The second criterion is the type of uses. Substances used in consumer products or where high emissions to the
environment are expected will be prioritized. Two results of substance evaluation are possible: 1) there is no
risk associated with the production and use of the substance 2) the risk is identified, for example for employees,
consumers or the environment and further actions to manage risk must be taken.
AUTHORISATION
The authorisation concerns only those substances that raise very high concern (SVHC). The authorisation process
aims to ensure that SVHC substances are progressively replaced by less hazardous substances or technologies
where technically and economically feasible alternatives are available.
The authorisation procedure consists of the following stages:
1) proposal to identify the substance as SVHC
2) 45-day public consultation
3) identification of the substance as SVHC and including it in the Candidate List
4) inclusion of substance into Annex XIV of REACH (Authorisation List); 90-day public consultation as part
of the process
5) the opinion of the Member State Committee
6) ECHA’s recommendation submitted to the European Commission
7) the decision of the European Commission to include the substance in the Authorisation List.
Only if the authorisation is granted, industry may continue using the substance. Authorisation procedure does not
have a tonnage limit.
RESTRICTIONS
The Annex XVII of REACH regulation contains the list of restrictions of certain hazardous substances, mixtures and
articles for their marketing and use on the European market. A restriction can apply to any substance on its own,
in a mixture or in an article, including those that do not require registration. The list is often known as REACH
restricted substances list or simply as REACH annex XVII.
The restrictions do not apply to individual companies but refer to the risk occurring at the level of the whole
Community, prohibiting or limiting only certain uses of the substance. The type of restrictions is specified in Annex
XVII to REACH. Authorisation and restriction procedures work in a complementary way. The restriction procedure
consists of the following steps:
1) proposal of restriction
2) publication of proposal by ECHA
3) public consultations
4) ECHA Committees (RAC, SEAC) opinions
5) transmission of the opinions to the European Commission
6) the final decision of European Commission and Member States
7) publication of restriction in Annex XVII of REACH.
Restriction procedure does not have a tonnage limit.
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Learning objectives:

After completing this part of training session, trainees should:
• get to know the basic procedures (processes) under REACH including registration, evaluation, authorisation and restrictions;
• learn the mandatory documents, the registrer must submit to ECHA for registration of chemical substances, including technical documentation and chemical safety report;
• get to know three evaluation processes under REACH;
• get to know which substances are subject to authorization under REACH and what canditate list is;
• get to know what Annex XIV to REACH is;
• get to know which substances may be subject to restrictions under REACH and what Annex XVII to
REACH contains.

Session content:

REACH procedures:
• Registration;
• Evaluation;
• Authorisation;
• Restrictions.

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2007) Guidance for the preparation of an Annex XV dossier for restrictions, June, Guidance for the
implementation of REACH
ECHA Guidance on Information Requirements and Chemical Safety Assessment

Further reading:

Cefic (2011) REACH Restriction Regime – The Basics, April
Cihak R (2009) REACH – an overview, Interdisciplinary Toxicology, June, 2(2), 42-44
HSA (Health and Safety Authority) (2013) REACH – Authorisation Information Sheet, March
HSA (Health and Safety Authority) REACH Authorisation process – useful links & supporting material
HSE (Health and Safety Executive) (2016) UK REACH Competent Authority Information Leaflet Number 19 –
Authorisation, July
HSE (Health and Safety Executive) (2016) UK REACH Competent Authority Information Leaflet Number 20 –
Restrictions, July
Jongeneel W P et al. (2014) Health Impact Assessment in REACH restriction dossiers, Development of a
structured HIA format, RIVM Report
Schuur A G, Traas T P (2011) Prioritisation in process of the European chemical substances Regulations REACH
and CLP, RIVM report
SGS (2016) REACH Newsletter, No 3, August

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

5.1.10. IM-TS1-ISSUE12: CLP PROCEDURES
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here
IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players
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IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP PROCEDURES

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

Public consultation

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

ECHA documents:

ECHA Guidance on Information Requirements and Chemical Safety Assessment
ECHA (2019) Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008,
March, Version 4.0
ECHA (2017) Guidance on the Application of the CLP Criteria, July, Version 5.0

Further reading:

Brekelmans P, de Groot R, Desel H Health Hazards Classification and Labelling In: Reichl F X, Schwenk M
(ed) (2014) Regulatory toxicology, Springer
Catone T, Di Prospero Fanghella P (2011) The CLP Regulation: origin, scope and evolution, Ann Ist Super
Sanita, Vol. 47, No. 2: 126-131
CNRS Chemical Risk Prevention Unit (PRC) (2009) CLP criteria (classification, labelling and packaging for
substances and mixtures), January
Concawe (2017) Hazard classification and labelling of petroleum substances in the European Economic
Area, report no. 13/17, Brussels, November
Greim H, Snyder R (ed) (2019) Toxicology and Risk Assessment: A Comprehensive Introduction, Wiley,
Second Edition
HSA (Health and Safety Authority) (2014) Hazard Labelling and Packaging according to the CLP Regulation,
Information Sheet, May
Van Leeuwen C J, Vermeire T G (ed) (2007) Risk Assessment of Chemicals: An Introduction, Springer,
Second Edition
Wilrich C et al. (2018) Classification of Chemicals According to UN-GHS and EU-CLP: A Review of Physical
Hazard Classes and Their Intricate Interfaces to Transport and Former Eu Legislation, Open Science Journal
3(2), May

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

CLP PROCEDURES

Summary:

The issue covers 3 main procedures under CLP: CLASSIFICATION, LABELLING, PACKAGING
CLASSIFICATION is the starting point for hazard communication. The most hazardous substances, in
particular those that cause respiratory sensitization, cancer, mutations, or are toxic for reproduction, have
a harmonised classification so as to ensure harmonised risk management across the European Union. For
most substances, the classification is not harmonised. Even when a substance has a harmonised classification, it may not be for all the hazard classes. In these cases, companies (manufacturers, importers or
DU) need to self-classify their substances and mixtures. To make self-classification, the classifier must first
collect all available information and evaluate this information in accordance with the classification criteria
and then decide on the appropriate classification. Classification of the mixture can be made on the basis
of data on the mixture, on similar mixtures or on individual components of the mixture. Once a substance
or mixture is classified, the identified hazards must be communicated to other actors in the supply chain,
including consumers.

Learning objectives:

Session content:
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5.1.11. IM-TS1-ISSUE11: INTERFACE BETWEEN REACH AND CLP
IM-TS1 - BASIC CONCEPTS OF REACH AND CLP
For IM-L-TS1 click here

This is done by LABELLING. CLP defines the content of the label and arrangement of various elements
on the label. This part of the Introductory Module contains conditions in which labelling is required, what
information should be included on the label and labelling elements.

IM-TS1-ISSUE: 1

What do REACH and CLP stand for?

IM-TS1-ISSUE: 2

Chemicals covered by REACH

The PACKAGING of a hazardous chemical must be designed, constructed and fastened so that the contents
can not escape at any time (Annex II, Part 3 CLP). So, the packaging materials must be strong and solid,
and resistant to damage by the contents.

IM-TS1-ISSUE: 3

Activities covered by REACH

IM-TS1-ISSUE: 4

Main players

After completing this part of training session, trainees should:
• get to know the basic procedures (processes) under CLP, including classification, labelling and packaging;
• get to know elements of classification;
• get to know elements of labelling.

IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

Procedures of CLP:
• Classification
• Labelling
• Packaging
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5.1.12. IM-TS1-ISSUE12: ECHA COMMUNICATION TOOLS

IM-TS1-ISSUE: 11

INTERFACE BETWEEN REACH AND CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1 - BASIC CONCEPTS OF REACH AND CLP

IM-TS1-ISSUE: 13

Public consultation
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IM-TS1-ISSUE: 5
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IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA COMMUNICATION TOOLS

IM-TS1-ISSUE: 13

Public consultation

INTERFACE BETWEEN REACH AND CLP

Summary:

Learning objectives:

REACH and CLP are two independent but interrelated regulations on chemicals in the EU. Both Regulations
introduced hazard communication tools: labelling and Safety Data Sheets (SDS). Labelling rules are set out
in CLP whereas the Safety Data Sheet (SDS) rules are set out in REACH. A CLP label must always be used
together with SDS. The classification of a substance is one mandatory part of REACH registration dossier
whereas the classification criteria are set out in CLP Regulation. The core of REACH is registration and the
core of CLP is notification, classification and labelling.
After completing this part of training session, trainees should:
• get to know main connections and differences between REACH & CLP

Session content:

Interface between REACH and CLP
• common and independent fields of both Regulations

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

Further reading:
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Pietro Pistolese(a) and Luigia Scimonelli CLP Regulation and REACH Regulation: links, implementation and
control in Italy. Ann Ist super sAnItà 2011 | Vol. 47, no. 2: 157-164.
The interface between REACH, CHIP/CLP and COSHH/DSEAR
https://app.croneri.co.uk/feature-articles/interface-between-reach-chipclp-and-coshhdsear?product=135

ECHA COMMUNICATION TOOLS

Summary:

REACH-IT is the central IT system that plays a central role in communication between ECHA, industry and
Member State competent authorities. IUCLID is a software application to record, store, maintain and exchange data on intrinsic and hazard properties of chemical substances. ECHA provides the software for free on the
IUCLID 6 website. Only dossiers prepared in IUCLID 6 are accepted.
PACT provides an overview of the substance-specific activities that authorities are working on under REACH
and CLP Regulation.
Chesar is an application developed by ECHA, whose aim is to help companies to carry out their chemical
safety assessment and to prepare their chemical safety report and ES for communication in the supply chain.
QSAR Toolbox is a tool to assess the potential hazardous properties of a substance, by using structure-activity
(Q)SAR models, read-across approaches and substance grouping methods.

Learning objectives:

After completing this part of training session, trainees should:
• get to know communication tools between Authorities and Industry under REACH

Session content:

Communication tools:
• REACH-IT
• PACT
• IUCLID
• Chesar
• Toolbox
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Relevant ECHA links

FAQ

https://echa.europa.eu/support/dossier-submission-tools/reach-it
https://echa.europa.eu/pact
https://echa.europa.eu/support/registration/creating-your-registration-dossier/what-is-iuclidhttps://echa.europa.eu/-/chesar-updated
https://echa.europa.eu/support/oecd-qsar-toolbox
https://echa.europa.eu/tools

PUBLIC CONSULTATION
Summary:

PUBLIC CONSULTATIONS are a tool for public participation in decision-making. Under REACH, public consultation
is mandatory in following areas:
Authorisation proposals:
SVHC proposed for inclusion on the CANDIDATE LIST are subjected to 45-day public consultation. Substances proposed for inclusion on the AUTHORISATION LIST are subjected to 90-day public consultation.
Restrictions proposals:
Annex XV restriction reports are subjected to 6-month public consultation. The draft Committee for
Socio-economic Analysis (SEAC) opinions are subjected to 2-month public consultation. SEAC then adopts
its opinion, taking into account, where appropriate, further comments received during the 60 days of the
public consultation.
Testing proposals:
REACH requires that new testing of a substance involving vertebrate animals is only carried out as a last,
only when strictly necessary. ECHA publishes all test proposals involving vertebrate animals, for endpoints
specified in Annexes IX and X under REACH, on the webpage before the testing is carried out. After a
testing proposal has been published, third parties have 45 days to submit „scientifically valid information
and studies that address the relevant substance and hazard endpoint, relating to the testing proposal”
(REACH, Article 40 (2)).
Harmonised classification and labelling proposals:
The CLH are subjected to 60-day public consultation (unless specified otherwise).

Learning objectives:

After completing this part of training session, trainees should:
• get to know the areas subject to public consultation under the REACH Regulation

Session content:

Public consultation:
• Authorisation proposal
• Restrictions proposal
• Testing proposal
• Harmonized classification and labelling proposal

Resources required:

Internet access, computer, laptop, projector.
Presentation “Basic concepts of REACH and CLP” IM-TS1 in ppt available from the ChemSM-HUB
e-learning platform.

Relevant ECHA links:

https://echa.europa.eu/public-consultations
https://echa.europa.eu/participate-in-the-public-consultation

Further reading:

https://www.acea.be/uploads/publications/AIG-4.0_English.pdf
https://www.reachlaw.fi/services/svhcs-support/
https://www.tuvsud.com/en/e-ssentials-newsletter/consumer-products-and-retail-essentials/e-ssentials-4-2020/eu-reach-public-consultation-of-the-23rd-update-of-candidate-list

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

For the FAQ selected and downloaded from the ECHA website, click here.

5.1.13. M-TS1-ISSUE13: PUBLIC CONSULTATION
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IM-TS1-ISSUE: 5

Roles of actors in the supply chain

IM-TS1-ISSUE: 6

Obligations of actors in the supply chain

IM-TS1-ISSUE: 7

Communication flow in the supply chain

IM-TS1-ISSUE: 8

Safe use

IM-TS1-ISSUE: 9

REACH procedures

IM-TS1-ISSUE: 10

CLP procedures

IM-TS1-ISSUE: 11

Interface between REACH and CLP

IM-TS1-ISSUE: 12

ECHA communication tools

IM-TS1-ISSUE: 13

PUBLIC CONSULTATION
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BASIC MODULE (BM)

The safety data sheet has been identified as a communication tool down the supply chain, while the
Chemical Safety Assessment (CSA) carried out as part of the registration process as the basis for the
preparation of the Chemical Safety Report (CSR).
Then DNEL/DMEL and PNEC values are briefly described.
Exposure scenario is a document generated by the registrant during REACH registration and is the main
component of the chemical safety report.
The identification of a substance as a substance of very high concern listed on the candidate list for
inclusion in Annex XIV of REACH is the procedure for dealing with the most dangerous chemicals. It is
indicated which substances can be considered as SVHC.
A large part of the lecture is devoted to the roles and responsibilities of actors in the supply chain, with
particular emphasis on the obligations of the DU and distributor.
REACH-IT plays a central role in dossier submission and communication between ECHA and companies.
The new version of REACH-IT will only accept dossiers prepared in IUCLID 6 format. A large part of the
lecture is the flow of information in the supply chain, there are references to Articles 31-36 of Title IV and
Articles 37-39 of Title V of the REACH Regulation. The next part is ‚ES as elements of an extended safety
data sheet’ and the last one ‚articles in REACH’, what is an article and responsibilities of article producers.

6. BASIC MODULE (BM)
6.1. BM-TS1: INTRODUCTION TO REACH REGULATION
BM-TS1

INTRODUCTION TO REACH REGULATION
For BM-L-TS1 click here.

EXCERCISES – practical part of BM-TS1
For BM-E-TS1 click here.
BM-TS2

Introduction to CLP Regulation
For BM-L-TS2 click here.

EXCERCISES – practical part of BM-TS2
For BM-E-TS2 click here
BM-TS3

Learning objectives:

The aim of the lecture is to introduce trainees to the REACH Regulation.
After completing this training session, trainees should:
• get acquainted with the REACH Regulation of the European Union;
• get to know the function of the REACH Regulation;
• learn the basic definitions of substances, mixtures and other deadlines related REACH;
• become familiar with the role of participants of the supply chain.
The lecture is supplemented with exercises (see BM-E-TS1).

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

Session content:

1. What does REACH stand for?
2. REACH procedures
• Registration
• Evaluaion
• Authorisation
• Restiction
3. Chemicals covered by REACH
• Substance
• Mixture
• Article
4. Actors in the supply chain
• Producer
• Importer
• Downstream user
• Distributor
5. Safety Data Sheet (SDS)
6. Chemical Safety Assessment (CSA)
7. Predicted No Effect Concentration (PNEC) and Derived No-Effect Level (DNEL)/ Derived Minimal Effect
Level (DMEL) values

Introduction to SDS for substances
For BM-L-TS3 click here.

EXCERCISES – practical part of BM-TS3
For BM-E-TS3 click here.
BM-TS4

Introduction to ECHA and other sources of information
For BM-L-TS4 click here.

EXCERCISES – practical part of BM-TS4
For BM-E-TS4 click here.
INTRODUCTION TO REACH REGULATION
Session time:

8 hrs

Summary:

This training session is an introduction to REACH Regulation.
REACH is the Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorization and Restriction of Chemicals. It came into
force on 1 June 2007.
The lecture describes the main issues covered by REACH Regulation including procedures of REACH, chemicals
covered by REACH and obligation of actors in the supply chain.
A brief description of the chemical safety assessment (CSA), chemical safety report (CSR), safety data sheet (SDS)
and exposure scenario (ES) is provided.
In addition, substances of very high concern (SVHC) and IT tools on the ECHA website such as REACH-IT and
IUCLID are briefly discussed.
Finally, the lecture discusses in detail the data flow in the supply chain.
The lecture is supplemented with exercises (see BM-E-TS1).
The Regulation was adopted to improve the protection of human health and the environment from the risks that
can be posed by chemicals. Companies have to identify and control the risks. They have to demonstrate that the
substance can be safely used and inform users about risk reduction measures. If risk management is not possible,
the use of a substance can be limited in a number of ways. In the longer term, substances posing the greatest
hazard should be replaced by less dangerous alternatives.
This lecture briefly characterizes the four procedures under REACH: registration, evaluation, authorisation
and restriction.
Then the definitions of substance, mixture and article as well as producer, importer, DU, distributor, supplier of a
substance or mixture, product supplier, subsidy of substance or mixture and recipient of an article are given.
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8. Chemical Safety Report (CSR)
9. Exposure Scenario (ES)
10. Substances of Very High Concern (SVHC)
11. REACH: roles and responsibilities of actors in the supply chain
12. Obligation of downstream user (DU) under REACH
13. Obligation of chemical distributor (D) under REACH
14. IT tools on ECHA website
15. Data flow in the supply chain
16. Articles in REACH - responsibilities of entities

EXCERCISES – practical part of BM-TS2
For BM-E-TS2 click here
BM-TS3
EXCERCISES – practical part of BM-TS3
For BM-E-TS3 click here.
BM-TS4

Resources required:

Internet access, computer, laptop, projector.
Presentation “Introduction to REACH Regulation” BM-L-TS1 in ppt and Exercises BM-E-TS1 available
from the ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2014) Guidance for DU, October, Version 2.1

Further reading:

Bergkamp L (ed) (2013) The European Union REACH Regulation for Chemicals: Law and Practice, Oxford
University Press
Black H (2008) Chemical reaction: The U.S. response to REACH, Environmental Health Perspectives,
March, 116(3), A124-A127
Carlsen L, Foss Hansen S, Tickner J A (2007) Chemicals Regulation and precaution: does REACH really
incorporate the precautionary principle, Environmental Science and Policy, 10, 395-404
Cefic (2010) Review of the scope of REACH and other relevant EU legislation according to Article 138(6)
REACH: description of gaps and overlaps, December
Cihak R (2009) REACH – an overview, Interdisciplinary Toxicology, June, 2(2), 42-44
Danish Chamber of Commerce (2009) Guidance to importers of articles from non-EU countries, December
European Commission Environment Directorate General (2007) REACH in brief, October
Gubbels–van Hal I, Pelkmans J (2009) Is REACH going well?, CEPS, No.198, November
Helpdesk (2016) REACH info 6: Articles requirements for producers, importers and distributors
Only Representatives Organisation (2014) Best practice guide, May, Version 1.0
Panko J, Paustenbach D J, Spencer Williams E (2009) The European Union’s REACH Regulation: a review
of its history and requirements, Critical Reviews in Toxicology, Volume 39, Issue 7
Schuur A G, Traas T P (2011) Prioritisation in process of the European chemical substances Regulations
REACH and CLP, RIVM report
Van Arnam F D (2008) A Practical Guide to REACH – The EU Chemical Classification System, International
Law News, Volume 37, Number 2, Spring
Vaughan S (2015) EU Chemicals Regulation-New Governance, Hybridity and REACH, Law School, University of Birmingham, UK, Edward Elgar Publishing Limited
Walters D (2017) Within REACH?: Managing chemical risks in small enterprises, Routledge

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

6.2. BM-TS2: INTRODUCTION TO CLP REGULATION
BM-TS1

Introduction to REACH Regulation
For BM-L-TS1 click here.

EXCERCISES – practical part of BM-TS1
For BM-E-TS1 click here.
BM-TS2

48
48

INTRODUCTION TO CLP REGULATION
For BM-L-TS2 click here.

Introduction to SDS for substances
For BM-L-TS3 click here.

Introduction to ECHA and other sources of information
For BM-L-TS4 click here.

EXCERCISES – practical part of BM-TS4
For BM-E-TS4 click here.
INTRODUCTION TO CLP REGULATION
Session time:

3 hrs

Summary:

This training session is an introduction to CLP Regulation.
CLP is the Regulation (EC) No 1272/2008 on the Classification, Labelling and Packaging of substances and
mixtures. CLP introduces the United Nations globally harmonized system (UN GHS) for classification and labelling
of chemicals into Europe. CLP entered into force on 20th January 2009.
The purpose of CLP Regulation is to ensure a high level of protection of human health and the environment, as
well as the free movement of substances, mixtures and articles. Classification is the starting point for hazard
communication.
The lecture discusses obligations of downstream users and distributors of chemicals under CLP Regulation,
including classification, labelling and packaging of chemicals.
At the beginning of the lecture, substances and mixtures to which CLP does not apply are listed. Substances
are divided into two groups: well defined substances (mono-constituent substance, multi-constituent substance,
substances defined by chemical composition and other parameters), poorly defined or varied substances (so-called
UVCB substances – substances of unknown or variable composition, complex reaction products or biological
materials). There is a difference between the MULTI-CONSTITUENT SUBSTANCE (consisting of substances which
do react with one another) and the MIXTURE (consisting of substances which do not react with one another).
Next, the obligations of downstream users and distributors under CLP are described.
Classification of mixtures can be carried out on the basis of test results obtained for the mixture, using bridging
principles or using the calculation method. Specific concentration limits are given in Part 3 of Annex VI, generic
cut-off values – in Table 1.1 in Annex I, generic concentration limits – in Parts 3-5 of Annex I to CLP.
Next, information on the classification of substances and mixtures as very toxic is given. Harmonized classification
and labelling (CLH) refer mainly to substances of highest concern (carcinogenic, mutagenic, reproductive toxicants
and respiratory sensitisers) and for other substances on a case-by-case basis.
Three situations are mentioned in which the CLH proposal can be submitted to ECHA. Then, the hazard classes
and categories are briefly characterized and the self-classification is discussed. For a substance that already has a
harmonised classification (an entry in Annex VI to CLP), the harmonised hazard classification is legally binding for
the hazard classes and differentiations covered in the entry. The hazard classes and differentiations not covered
in the entry must be evaluated and self-classified, as appropriate. Mixtures must always be self-classified before
being placed on the market, as they are not subject to CLH.
C&L Inventory is a database, which contains classification and labelling information on notified and registered
substances received from manufacturers and importers. It also includes the list of harmonised classifications. The
database is refreshed regularly with new and updated notifications.
This lecture also provides brief information on labelling, but this topic is discussed in more detail in a separate
lecture (AM-TS7).
As far as packaging is concerned, definitions of package, packaging and intermediate packaging are given.

49
49

Learning objectives:

Proposed teaching methods:

Session content:

Resources required:

ECHA documents:
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The aim of the lecture is to introduce trainees to basic issues of CLP Regulation, including key terms and
definitions as well as basic procedures under CLP Regulation.
The lecture is supplemented with exercises (see BM-E-TS2).
After completing this training session, trainees should:
• learn about the use of substances with certain hazardous properties that may pose a risk to human
health and / or the environment;
• get acquainted with criteria for substances and mixtures classification – general rules;
• get acquainted with criteria for substances and mixtures classification and know in which part of the
CLP Regulation these criteria have been listed and discussed;
• know the basic downstream users (DU) obligations under CLP Regulation;
• get to know the methods of mixtures classification.
• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.
1. What does CLP stand for?
• Short introduction to the topic
• Exceptions – subjects to other regulations
2. Chemicals covered by CLP
• Chemical substances;
• Chemical mixtures;
• Hazardous substances;
3. Obligation under CLP;
• Downstream user;
• Distributors obligations;
4. Classification;
• Harmonised classification
• Self-classification
• Classification of mixtures;
• C&L Inventory
5. Hazard classes and categories
6. Hazard statements (phrases)
7. Labelling of substances according to CLP
8. Packaging requirements according to CLP
Internet access, computer, laptop, projector.
Presentation “Introduction to CLP Regulation” BM-L-TS2 in ppt and Exercises BM-E-TS2 available
from the ChemSM-HUB e-learning platform.
ECHA (2019) Introductory Guidance on the CLP Regulation, January, Version 3.0

Further reading:

Brekelmans P, de Groot R, Desel H Health Hazards Classification and Labelling In: Reichl F X, Schwenk M (ed)
(2014) Regulatory toxicology, Springer
Catone T, Di Prospero Fanghella P (2011) The CLP Regulation: origin, scope and evolution, Ann Ist Super
Sanita, Vol. 47, No. 2: 126-131
Greim H, Snyder R (ed) (2019) Toxicology and Risk Assessment: A Comprehensive Introduction, Wiley, Second Edition
Helpdesk (2016) REACH info 6: Articles requirements for producers, importers and distributors
Schuur A G, Traas T P (2011) Prioritisation in process of the European chemical substances Regulations
REACH and CLP, RIVM report
Van Leeuwen C J, Vermeire T G (ed) (2007) Risk Assessment of Chemicals: An Introduction, Springer, Second Edition

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

6.3. BM-TS3: INTRODUCTION TO SDS FOR SUBSTANCES
BM-TS1

Introduction to REACH Regulation
For BM-L-TS1 click here.

EXCERCISES – practical part of BM-TS1
For BM-E-TS1 click here.
BM-TS2

Introduction to CLP Regulation
For BM-L-TS2 click here.

EXCERCISES – practical part of BM-TS2
For BM-E-TS2 click here
BM-TS3

INTRODUCTION TO SDS FOR SUBSTANCES
For BM-L-TS3 click here.

EXCERCISES – practical part of BM-TS3
For BM-E-TS3 click here.
BM-TS4

Introduction to ECHA and other sources of information
For BM-L-TS4 click here.

EXCERCISES – practical part of BM-TS4
For BM-E-TS4 click here.
INTRODUCTION TO SAFETY DATA SHEETS (SDS) FOR SUBSTANCES
Session time:

3 hrs

Summary:

This training session is an introduction to the safety data sheets (SDS) of substances under REACH.
The main purpose of REACH is to improve high standards in the area of environmental and health protection by
adopting specific procedures and providing information on chemicals and their safe use in the supply chain.
Chemical manufacturers and importers are required to obtain or develop SDS for each hazardous chemical they
produce or import. Each supplier of a substance or mixture is legally required (Article 31 (1) REACH) to provide SDS to
all DOWNSTREAM USERS (DU) and DISTRIBUTORS of substances or mixtures.
DU as participants in the supply chain receive information on the hazards caused by substances and mixture in the
safety data sheets. SDS are an effective and mandatory method for providing information on the safe use of substances and mixtures down the supply chain in accordance with Regulation (EC) No 1907/2006 (REACH).
The required format and content of the safety data sheet in the EU (and in other countries that have adopted the
REACH Regulation) are set out in Annex II to REACH.
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When DU receive SDS, they should identify, apply and recommend appropriate protection measures to adequately
control the risk. The obligations under REACH regarding the provision of information in the supply chain, including
requirements related to safety data sheets, are described in Title IV of the REACH Regulation (INFORMATION IN THE
SUPPLY CHAIN).
SDS must be prepared in accordance with Annex II REACH if the substances fall into one of the following categories:
• meet the criteria for classification as HAZARDOUS in accordance with the CLP Regulation (Article 3 CLP);
• are PERSISTENT, BIOACCUMULATIVE and TOXIC (PBT) or VERY PERSISTENT AND VERY BIOACCUMULATIVE
(vPvB) in accordance with the criteria in Annex XIII of REACH;
• are included in the CANDIDATE LIST of substances that may be subject to the authorisation procedure (Annex XIV
REACH).
In addition, Article 31 (3) specifies the conditions under which SDS for the mixture must be provided ON REQUEST.
The lecture is supplemented with exercises (see BM-E-TS3).
Learning objectives:

Proposed teaching methods:

Session content:

After completing this training session trainees should:
• become familiar with the legal grounds for compiling and delivering SDS;
• understand the role of SDS in the supply chain.
• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.
1. What is safety data sheet (SDS)?
2. Format of safety data sheet – introduction
• Sections of safety data sheet
• Examples of safety data sheet
3. Obligation to provide a safety data sheet
4. Obligations of actors in the supply chain regarding SDS
5. Requirements for safety data sheets
• Requirements under Article 31 p. 1
• Safety Data Sheet at request
6. Other data flow in the supply chain
• Substances or mixtures offered or sold to the general public
• Information to be provided to the recipient when SDS is not required
• Information according article 34
7. Need to update SDS
8. Obligations of DU upon receipt of SDS

Resources required:

Internet access, computer, laptop, projector.
Presentation “Introduction to SDS for substances” BM-L-TS3 in ppt and Exercises BM-E-TS3 available
from the ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2015) Guidance on the compilation of safety data sheets, November, Version 3.1

Further reading:

ACEA, CLEPA, JAMA, KAMA (2018) Automotive industry guideline on REACH
Brekelmans P, de Groot R, Desel H Health Hazards Classification and Labelling In: Reichl F X, Schwenk M
(ed) (2014) Regulatory toxicology, Springer
Heinemeyer G, ES in toxicology In: Reichl F X, Schwenk M (ed) (2014) Regulatory toxicology, Springer

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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6.4. BM-TS4: INTRODUCTION TO ECHA AND OTHER SOURCES OF INFORMATION
BM-TS1

Introduction to REACH Regulation
For BM-L-TS1 click here.

EXCERCISES – practical part of BM-TS1
For BM-E-TS1 click here.
BM-TS2

Introduction to CLP Regulation
For BM-L-TS2 click here.

EXCERCISES – practical part of BM-TS2
For BM-E-TS2 click here
BM-TS3

Introduction to SDS for substances
For BM-L-TS3 click here.

EXCERCISES – practical part of BM-TS3
For BM-E-TS3 click here.
BM-TS4

INTRODUCTION TO ECHA AND OTHER SOURCES OF INFORMATION
For BM-L-TS4 click here.

EXCERCISES – practical part of BM-TS4
For BM-E-TS4 click here.
INTRODUCTION TO ECHA AND OTHER SOURCES OF INFORMATION
Session time:

2 hrs

Summary:

This training session concerns the ECHA website and other sources of information chemical safety management.
The lecture describes what information can be found on ECHA website, including key terms and definitions for each
relevant and related issue and other sources of information in particular EUR-Lex and EU-OSHA.
The most important Regulations and directives in European Union on ECHA website are presented and explained.
The sections ‘SEARCH FOR CHEMICALS’ and ‘SUPPORT’ are presented, including print screen examples.
European Chemicals Agency (ECHA) implements and coordinates the EU’s groundbreaking chemicals legislation,
like: REACH, CLP, BPR, PIC. The ECHA website includes tools and practical advice to support companies in meeting
obligations imposed by the REACH and CLP. On the ECHA website you can find 4 main sections: Legislation, Public
consultations, Information on chemicals and Support. Slightly lower is the bar that allows searching for chemicals by
name or by CAS or EC number.
This lecture provides information on REACH Regulation on ECHA website, in particular on the four processes of
REACH. Once a substance is identified as an SVHC, it is included in the Candidate List on ECHA website. A list of
substances subject to the authorization procedure and a list of substances restricted under REACH are also published.
If a substance is undergoing PBT/vPvB assessment under the substance evaluation process, this is indicated in the
PBT assessment list, which is available on the ECHA website.
Under CLP Regulation on ECHA website the database named Classification and Labelling Inventory (C&L Inventory)
has been developed. It contains information on notified and registered substances received from manufacturers and
importers. It also includes the list of harmonised classifications, although a harmonized classification is available separately on the ECHA website as Annex VI to CLP. The harmonized classification and labelling of hazardous substances
are updated through an ‚Adaptation to Technical Progress (ATP)’ which is issued yearly by the European Commission.
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In Support section you can find guidance documents, questions and answers (Q&As), webinars and infocards.
On ECHA website there are IT tools, such as: REACH-IT, IUCLID 6, CHESAR, QSAR Toolbox and ECHA Cloud Services.
REACH-IT plays a central role in dossier submission and communication between ECHA and enterprises. The new version
of REACH-IT will only accept dossiers prepared in IUCLID 6 format.
Chesar is an application developed by ECHA to help companies to carry out their chemical safety assessments (CSAs)
and to prepare their chemical safety reports (CSRs) and ES (ESs) for communication in the supply chain.
The QSAR Toolbox is a software application intended to be used in filling gaps in (eco)toxicity data needed for
assessing the hazards of chemicals. It incorporates information and tools from various sources into a logical
workflow, which involves grouping chemicals into chemical categories.
ECHA Cloud Services is a secure online platform used to distribute ECHA’s IT applications into a private cloud
environment. Pursuant to CLP Article 45, poison centers have been established as bodies responsible for receiving
information relating to emergency health response.
The ECHA-term database provides access to terms with their definitions in 23 official EU languages. National
helpdesks have been established as the first point of contact for questions related to REACH and CLP Regulations in
national languages. EUR-Lex provides free access to EU law in 24 official languages.
Learning objectives:

Proposed teaching methods:
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The aim of this training session is to introduce trainees to the ECHA website and other sources of information
concerning management of chemical safety.
The lecture is supplemented with exercises (see BM-E-TS4).
The lecture provides guidance about the availability of information on the ECHA website, specifically:
• Guidance documents,
• Candidate List of substances of very high concern for Authorisation,
• C&L Inventory,
• List of substances restricted under REACH,
• Harmonised classification and labelling (CLH) listed in Annex VI,
• IUCLID (International Uniform Chemical Information Database).
The lecture presents possibilities of searching information on the EUR-Lex website, specifically the authentic
Official Journal of the European Union, EU law (treaties, directives, Regulations, decisions, consolidated
legislation, etc.), preparatory documents (legislative proposals, reports, green and white papers, etc.), EU
case-law (judgments, orders, etc.), and international agreements.
After completing this training session, trainees should:
• understand ECHA responsibilities
• be able to find necessary information via ECHA website
• be able to find legal acts via Eur-Lex
• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

Session content:

1. ECHA website - short introduction to the topic
2. Structure of ECHA website
• Legislation
• Public consultations
• Information on chemicals
• Support
3. Legislation on ECHA website
• REACH Regulation
• CLP Regulation
• Biocidal Products Regulation (BPR)
• Prior Informed Consent Regulation (PIC)
• CAD/CMD
4. Public consultation
5. Info on chemicals
• Search for chemicals
• Advanced search
• Registered substances
• eChemPortal
6. Support section on ECHA website
• Guidance
• QAs
• Webinars
• Infocards
• IT tools on ECHA website
• Poison Centres
• National Helpddesk
• ECHA Database on chemicals
7. Other sources of information
• EUR-Lex
• EU-OSHA

Resources required:

Internet access, computer, laptop, projector.
Presentation “Introduction to ECHA and other sources of information” (in ppt) BM-L-TS4 and Exercises
BM-E-TS4 available from ChemSM-HUB e-learning platform.

Relevant ECHA links:

https://echa.europa.eu/

Further reading:

European Commission Environment Directorate General (2007) REACH in brief, October

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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ADVANCED MODULE (AM)

SDS - TECHNICAL DETAILS AND PRACTICAL TIPS FOR FORMULATORS

7. ADVANCED MODULE (AM)
7.1. AM-TS1: SDS – TECHNICAL DETAILS AND PRACTICAL TIPS FOR FORMULATORS

AM-TS1

SDS - TECHNICAL DETAILS AND PRACTICAL TIPS
FOR FORMULATORS
For AM-L-TS1 click here

EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

Restriction procedure under REACH
For AM-L-TS2 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
AM-TS5

Classification of mixtures - health hazards
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here
AM-TS7
EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here

56
56

General rules of labelling
For AM-L-TS7 click here

Session time:

7 hrs

Summary:

This training session concerns safety data sheets and extended safety data sheets under REACH and provides
useful guidance to formulators of chemical mixtures for creating data sheets.
The lecture discusses in detail all 16 sections of the safety data sheet (SDS) and the rules for their preparation
in accordance with Annex II to REACH, as well as the exposure scenario (ES) for the extended safety data
sheet (eSDS).
The lecture is addressed in particular to formulators of chemical mixtures, which independently create safety
data sheets in order to provide relevant information to both suppliers and customers.
Knowing the rules for compiling a safety data sheet is important for formulators, as they must provide
customers with the right information to enable safe use of the mixture. The lecture contains rules for entering
information on substances in a mixture into section 3.2 of the safety data sheet, together with examples.
First, a brief definition of the formulator and formulation is given, and then the individual sections of the safety
data sheet are discussed in detail.
In section 3, there are rules for the listing of substances in a mixture in section 3.2 of SDS. Generic and specific concentration limits as well as M-factor are defined. The section 3 is closed with five examples.
Section 8 gives occupational exposure limit values (TWA, STEL, C) and biological limit values (BLV) for the
substance or each substance in a mixture that are currently used in the Member State where the safety data
sheet was provided, aslo including the legal basis of each, if available. Where a chemical safety report is
required or where a DNEL or a PNEC is available, the relevant DNELs and PNECs for the substance shall be
given in this section for the ES attached to the SDS.
In section 11, the calculation of ATEmix of the mixture from the ATE values for all relevant ingredients is
explained for oral, dermal and inhalation toxicity.
In section 12, a lot of specialized data is given.
After describing all sections of the SDS, the exposure scenario (ES) was defined. Exposure scenarios may include a number of “contributing scenarios”. A contributing scenario describes each contributing activity within
the identified use (e.g. mixing, transferring into small containers, applying a substance by spraying etc.).
The lists of alternative ways to include the exposure scenario information into the SDS are provided.
This training session details what needs to be checked after receiving the exposure scenario and, depending
on the result, what actions should be taken.
The Title Section of the exposure scenario typically includes use descriptors which aim to describe the uses
in a highly standardized way. The descriptor system is based on six lists of descriptors with standard entries
and codes. In this training session, the relationship between individual sections of the exposure scenario and
individual sections of SDS is shown.
Section 4 of ES includes advice to the downstream users on how they can verify that their use is covered by the
exposure scenario if their conditions of use do not match the supplier’s ES exactly. One of the verification methods is
known as ‘scaling’.
Scaling is a mathematical method to show that the substance is still used under the use conditions described
in the ES when some parameters differ. It can be used when the following conditions are met:
1) there is an exposure limit (DNEL/PNEC)
2) the supplier (registrant or DU) has used an exposure model for assessment
3) the supplier provides information for scaling.
Exposure models are used to estimate exposure. The tools are: Ecetoc TRA (worker, consumer, environment), MEASE (worker), EMKG-Expo-Tool (worker), Stoffenmanager (worker), ART (worker), EUSES
(environment), ConsExpo (consumer). The training session provides an example of exposure scenario and
contributing scenarios.
Basic information about the safety data sheet is provided in ChemSM-HUB BM-L-TS3.
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Learning objectives:

The aim of the lecture is to introduce trainees to safety data sheet and exposure scenario.
The lecture is supplemented with exercises (see AM-E-TS1).
After completing this training session (the lecture and the exercises) trainees should:
• understand technical details of individual sections of SDS;
• understand practical examples of individual sections of SDS;
• know how to develop individual sections of SDS;
• know what an extended safety data sheet (eSDS) is;
• become familiar with exposure scenarios as elements of extended safety data sheet (eSDS);
• read, evaluate and implement eSDS;
• learn how to improve and standardize communication in the supply chain.

Further reading:

ACEA, CLEPA, JAMA, KAMA (2018) Automotive industry guideline on REACH
Chemical Indutries Association (2018) Compiling Extended-Safety Data Sheets. Tips and recommendations for
substances, March
Chemical Indutries Association (2018) Compiling Extended-Safety Data Sheets. Tips for writing extSDS for
mixtures, March
Chemical Industries Association (2018) Receiving Extended-Safety Data Sheets. 5 steps for assessing and extracting
information, March
DU of Chemicals Co-ordination Group (DUCC) (2015) Sector-specific approaches towards developing and
communicating information for the safe use of mixtures
Heinemeyer G, ES in toxicology In: Reichl F X, Schwenk M (ed) (2014) Regulatory toxicology, Springer.

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

Session content:

1. Detailed discussion of individual sections of SDS
Section 1: Identification of the substance/mixture and company /undertaking
Section 2: Hazards identification
Section 3: Composition/information on ingredients
Section 4: First-aid measures
Section 5: Fire-fighting measures
Section 6: Accidental release measures
Section 7: Handling and storage
Section 8: Exposure controls/personal protection
Section 9: Physical and chemical properties
Section 10: Stability and reactivity
Section 11: Toxicological information
Section 12: Ecological information
Section 13: Disposal considerations
Section 14: Transport information
Section 15: Regulatory information
Section 16: Other information
2. Extended safety data sheet (eSDS) and exposure scenario (ES)

7.2. AM-TS2: RESTRICTIONS PROCEDURE UNDER REACH
AM-TS1
EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

ECHA documents:

Internet access, computer, laptop, projector.
Presentation “Safety data sheets - technical details and practical tips for formulators” (in ppt) AM-L-TS1
and Exercises AM-E-TS1 available from ChemSM-HUB e-learning platform.
ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.14:
Occupational Exposure Assessment, August, Version 3.0
ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.15:
Consumer Exposure Assessment, July, Version 3.0
ECHA (2016) Guidance on Information Requirements and Chemical Safety Assessment. Chapter R.16:
Environmental Exposure Assessment, February, Version 3.0
ECHA (2015) Guidance on the compilation of safety data sheets, November, Version 3.1

AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
Classification of mixtures - health hazards
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here
AM-TS7
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RESTRICTION PROCEDURE UNDER REACH
For AM-L-TS2 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here

AM-TS5
Resources required:

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

General rules of labelling
For AM-L-TS7 click here
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AM-TS1

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

Session content:

1. Restrictions on the manufacture, placing on the market and use of certain dangerous substances,
mixtures and articles
• Short introduction to the topic
• Examples
• Substances in group
• Sometimes Restrictions depend of concentrations of substances
• Sometimes Restrictions shall enter into force on the following days
• General release from restrictions defined in the REACH Regulation
2. Restrictions procedure
3. General provisions
4. How do restrictions affect downstream users?
5. Questions and answers in restrictions
• What information on restrictions is required in the SDS and when does the SDS need updating due to
restrictions?
• Does the importer of a mixture have any obligations concerning potential impurities present in the
mixture, where the impurity is a substance listed in Annex XVII?
• Which restrictions under REACH concern textiles and leather articles?
• Entry 63 (§7 to 10) of Annex XVII to REACH on: Lead and its compounds in articles supplied to the
general public that can be mouthed by children.

Resources required:

Internet access, computer, laptop, projector.
Presentation “Restriction procedure under REACH” (in ppt) AM-L-TS2 and Exercises AM-E-TS2 available from ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2007) Guidance for the preparation of an Annex XV dossier for restrictions, June, Guidance for the implementation of REACH
ECHA (2008) Guidance on Socio-Economic Analysis – Restrictions, May, Guidance for the implementation of REACH

Further reading:

Olaf Wirth, Dirk Jepsen & Tom Persich (2018) REACH BEYOND 2018 - RESTRICTION AND AUTHORISATION AS REGULATORY ALTERNATIVES SUMMARY. https://www.researchgate.net/publication/337487239_REACH_BEYOND_2018_-_RESTRICTION_AND_AUTHORISATION_AS_REGULATORY_ALTERNATIVES_SUMMARY
ACEA, CLEPA, JAMA, KAMA (2018) Automotive industry guideline on REACH
Carlsen L, Foss Hansen S, Tickner J A (2007) Chemicals Regulation and precaution: does REACH really
incorporate the precautionary principle, Environmental Science and Policy, 10, 395-404
Cefic (2011) REACH Restriction Regime – The Basics, April
European Commission Environment Directorate General (2007) REACH in brief, October
HSE (Health and Safety Executive) (2016) UK REACH Competent Authority Information Leaflet Number
20 – Restrictions, July
Jongeneel W P et al. (2014) Health Impact Assessment in REACH restriction dossiers, Development of a
structured HIA format, RIVM Report
SGS (2016) REACH Newsletter, No 3, August
Swedish Chemical Agency (2018) Grouping of chemical substances in the REACH and CLP Regulations

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here
RESTRICTION PROCEDURE UNDER REACH
Session time:

1 hr

Summary:

This training session concerns restrictions procedure under REACH. Restrictions are an instrument to
protect human health and the environment from unacceptable risks posed by a substance or an article
containing a substance that is on the Authorisation List (Annex XIV REACH). Restrictions are normally used
to limit or ban the manufacture, placing on the market (including import) or use of a substance, but can
impose any relevant condition, such as requiring technical measures or specific labels. Restriction may also
apply to substances manufactured or imported below 1 t/a. The imposition of a restriction results in the
inclusion of the substance in Annex XVII of REACH.
If a substance used by a downstream user is subject to a restriction, he may continue to apply it only if he
fulfills the restriction conditions. Restrictions do not apply to substances in scientific research and development, on-site isolated intermediates and hazardous substances in cosmetics.
The supplier should specify in section 15 of the safety data sheet whether the substance used by the
recipient is subject to restrictions. This part of the lecture describes the restriction procedure.
Then, there are four FAQ concerning restrictions, such as:
1) What information on restrictions is needed on the SDS and when does the SDS need to be updated due
to restrictions?
2) Does the importer of a mixture have any obligations concerning potential impurities present in the
mixture, where the impurity is a substance listed in Annex XVII?
3) Which restrictions under REACH concern textiles and leather articles?
4) Entry 63 (7 to 10) of Annex XVII to REACH on: Lead and its compounds in articles supplied to the
general public that can be mouthed by children.

Learning objectives:

The aim of the lecture is to introduce trainees to restrictions on the manufacture, placing on the market
and use of certain dangerous substances, mixtures and articles (Annex XVII REACH).
The lecture is supplemented with exercises (see AM-E-TS2).
After completing this training session, trainees should:
• be able to comprehend the need to protect human health and the environment from unacceptable risks
associated with chemicals;
• become familiar with the legal bases of restrictions of the manufacturing, placing on the market and
use of certain dangerous substances, mixtures and articles.

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.
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7.3. AM-TS3: AUTHORISATION PROCEDURE UNDER REACH
AM-TS1

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

AUTHORISATION PROCEDURE UNDER REACH
Session time:

1 hr

Summary:

This training session concerns authorisation procedure under REACH. The lecture describes how to deal with substances listed in Annex XIV to REACH and provides information on the obligations of a manufacturer or importer intending
to place them on the market. The lecture also presents the obligations of a downstream user using substances from
the list of substances subject to authorization (Annex XIV).
Identification of a substance as a substance of very high concern (SVHC) is simultaneous with its inclusion in the Candidate List and such a substance is a candidate for inclusion in Annex XIV REACH (the Authorisation List). The lecture
lists substances that may be subject to the authorization procedure.
The purpose of authorisation is the proper control of the risks from SVHC and replacement of these substances by
suitable alternatives or technologies where these are economically and technically viable. Authorisations granted are
valid until the European Commission decides to change or withdraw the authorisation. Authorisations granted for
certain uses are covered by the review period, which is determined on a case-by-case basis.
To continue to use the authorisation, the holder must submit a review report at least 18 months before the end of the
review period. The review report should only cover those parts of the original application that have been changed and
should contain elements indicated in the lecture. If the authorisation holder places the substance subject to authorisation or a mixture containing such a substance on the market, it must include the authorisation number on the label
and pass on information about the authorisation in exposure scenarios annexed to the safety data sheet.
This lecture contains steps to be taken to apply for authorization and links under which more information can be
obtained.

Learning objectives:

The aim of the lecture is to familiarize participants with the obligations arising from the use of substances
from the list of substances subject to authorization (Annex XIV) and the authorization procedure.
The lecture is supplemented with exercises (see AM-E-TS3).
After completing this training session, trainees should:
• become familiar with the list of substances subject to the authorization procedure;
• become familiar how to use ECHA’s website to obtain authorization for a substance on the list of
substances subject to authorization (Annex XIV);
• become familiar with the application procedure and placing substances on the list of substances subject
to the authorization procedure.

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

Session content:

1. Purpose of Authorisation
2. Classification of SVHC in the hazard class
3. General authorisation procedure
4. DU’s obligations in the context of the authorization procedure
5. Preparation for submitting the application
6. Conditions of European Commission decisions which authorization holders have to fulfill
7. Submission of a downstream user notification of uses authorised
8. Decision to authorisation and review of authorisations
9. Specific informations for downstream users
10. Substance from the authorization list (example)
11. Examples of exemptions from authorisation

Restriction procedure under REACH
For AM-L-TS2 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

AUTHORISATION PROCEDURE UNDER REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
AM-TS5

Classification of mixtures - health hazards
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here
AM-TS7

General rules of labelling
For AM-L-TS7 click here

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here
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Resources required:

Internet access, computer, laptop, projector.
Presentation “Authorisation procedure under REACH” AM-L-TS3 (in ppt) and Exercises AM-E-TS3
available from ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2011) Guidance on the preparation of an application for authorisation, January, Version 1
ECHA (2011) Guidance on the preparation of socio-economic analysis as part of an application for authorisation, January, Version 1

Further reading:

FAQ

Olaf Wirth, Dirk Jepsen, Tom Persich (2018) REACH BEYOND 2018 - RESTRICTION AND AUTHORISATION
AS REGULATORY ALTERNATIVES SUMMARY. https://www.researchgate.net/publication/337487239_REACH_BEYOND_2018_-_RESTRICTION_AND_AUTHORISATION_AS_REGULATORY_ALTERNATIVES_SUMMARY
ACEA, CLEPA, JAMA, KAMA (2018) Automotive industry guideline on REACH
Carlsen L, Foss Hansen S, Tickner J A (2007) Chemicals Regulation and precaution: does REACH really
incorporate the precautionary principle, Environmental Science and Policy, 10, 395-404
Danish Chamber of Commerce (2009) Guidance to importers of articles from non-EU countries, December
European Commission Environment Directorate General (2007) REACH in brief, October
HSA (Health and Safety Authority) (2013) REACH – Authorisation Information Sheet, March
HSA (Health and Safety Authority) REACH Authorisation process – useful links & supporting material
HSE (Health and Safety Executive) (2016) UK REACH Competent Authority Information Leaflet Number
19 – Authorisation, July
Jongeneel W P et al. (2014) Health Impact Assessment in REACH restriction dossiers, Development of a
structured HIA format, RIVM Report
Swedish Chemical Agency (2018) Grouping of chemical substances in the REACH and CLP Regulations
Van Arnam F D (2008) A Practical Guide to REACH – The EU Chemical Classification System, International
Law News, Volume 37, Number 2, Spring

AM-TS5
EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

AM-TS7

CLASSIFICATION OF MIXTURES - PHYSICOCHEMICAL HAZARDS
Session time:

3 hrs

Summary:

This training session concerns classification of mixtures in terms of physical hazards.
16 classes of physical hazards in accordance with Part 2 of Annex I to CLP are discussed. At the beginning
of each hazard class, the key terms and definitions are provided.
Then, the classification criteria that are used to classify substances and mixtures to particular hazard
categories are discussed.
Finally, the label elements for each hazard category are presented, such as: pictogram, signal word, hazard
statement, precautionary statements.

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

Learning objectives:

The aim of the lecture is to introduce trainees to CLP classification rules for physical hazards.
The lecture is supplemented with exercises (see AM-E-TS4).
After completing this training session, trainees should:
• get acquainted with the rules of mixtures classification for physical hazards according to the criteria laid
down in part 2 of Annex I to CLP.

Restriction procedure under REACH
For AM-L-TS2 click here

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

For the FAQ selected and downloaded from the ECHA website, click here.

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

General rules of labelling
For AM-L-TS7 click here

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here

EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here

7.4. AM-TS4: CLASSIFICATION OF MIXTURES - PHYSICOCHEMICAL HAZARDS
AM-TS1

Classification of mixtures - health hazards
For AM-L-TS5 click here

CLASSIFICATION OF MIXTURES - PHYSICAL HAZARDS
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
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Session content:

1. Classification of substances and mixtures - short introduction to the topic
2. Physical hazard classes:
• Explosives
• Flammable gases (including chemically unstable gases)
• Aerosols
• Oxidising gases
• Gases under pressure
• Flammable liquids
• Flammable solids
• Self-reactive substances and mixtures
• Pyrophoric liquids
• Pyrophoric solids
• Self-heating substances and mixtures
• Substances and mixtures which in contact with water emit flammable gases
• Oxidising liquids
• Oxidising solids
• Organic peroxides
• Corrosive to metals

AM-TS4
EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
AM-TS5

Internet access, computer, laptop, projector.
Presentation “Classification of mixtures - physical hazards” (in ppt) AM-L-TS4 and Exercises AM-E-TS4
available from ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2017) Guidance on the Application of the CLP Criteria, July, Version 5.0

Further reading:

Concawe (2017) Hazard classification and labelling of petroleum substances in the European Economic Area,
report no. 13/17, Brussels, November
Milieu Environmental Law and Policy (2012) Technical assistance related to the scope of REACH and other
relevant EU legislation to assess overlaps, Final Report (revised), March
Van Leeuwen C J, Vermeire T G (ed) (2007) Risk Assessment of Chemicals: An Introduction, Springer, Second
Edition
Wilrich C et al. (2018) Classification of Chemicals According to UN-GHS and EU-CLP: A Review of Physical Hazard
Classes and Their Intricate Interfaces to Transport and Former Eu Legislation, Open Science Journal 3(2), May

FAQ

AM-TS6

EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

Restriction procedure under REACH
For AM-L-TS2 click here

General rules of labelling
For AM-L-TS7 click here

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here
CLASSIFICATION OF MIXTURES - HEALTH HAZARDS
Session time:

6 hrs

Summary:

This training session concerns classification of mixtures hazardous to human health.
10 health hazard classes in accordance with Part 3 of Annex I to CLP are discussed and key terms and definitions, hazard categories for each hazard class and methods of mixtures classification are also presented.
Classification criteria for substances into specific hazard categories are presented. They are followed by
the classification criteria for mixtures, specifying generic concentration limits of ingredients that trigger the
classification of the mixture.
Finally, for each hazard class, label elements are presented, including pictograms, signal words, standerised
hazard and precautionary statements.

Learning objectives:

The aim of the lecture is to introduce trainees to CLP classification rules for health hazards.
The lecture is supplemented with exercises (see AM-E-TS5).
After completing this training session, trainees should:
• get acquainted with the rules of mixtures classification for health hazards according to criteria laid
down in part 3 of Annex I to CLP;
• know how to find the concentration limit (specific or generic) for eye damage, eye irritation, skin
irritation, skin sensitization, respiratory tract sensitization, carcinogenicity, mutagenicity, reprotoxicity
and systemic target organ toxicity of a mixture;
• be able to classify simple mixtures for health hazard, taking into account the additive effect of its
ingredients when required.

For the FAQ selected and downloaded from the ECHA website, click here.

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here

7.5. AM-TS5: CLASSIFICATION OF MIXTURES - HEALTH HAZARDS
AM-TS1

CLASSIFICATION OF MIXTURES - HEALTH HAZARDS
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here

AM-TS7
Resources required:

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
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Proposed teaching methods:

Session content:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.
1. Classification of substances and mixtures - short introduction to the topic
2. Health hazard classes
• Acute toxicity
• Skin corrosion/ irritation
• Serious eye damage/ eye irritation
• Respiratory or skin sensitisation
• Germ cell mutagenicity
• Carcinogenicity
• Reproductive toxicity
• Specific target organ toxicity – single exposure
• Specific target organ toxicity – repeated exposure
• Aspiration hazard

Resources required:

Internet access, computer, laptop, projector.
Presentation “Classification of mixtures - health hazards” (in ppt) see AM-E-TS5 and Exercises see AM-E-TS5
available from ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2017) Guidance on the Application of the CLP Criteria, July, Version 5.0

Further reading:

Brekelmans P, de Groot R, Desel H Health Hazards Classification and Labelling In: Reichl F X, Schwenk M (ed)
(2014) Regulatory toxicology, Springer
CNRS Chemical Risk Prevention Unit (PRC) (2009) CLP criteria (classification, labelling and packaging for substances and mixtures), January
Concawe (2017) Hazard classification and labelling of petroleum substances in the European Economic Area,
report no. 13/17, Brussels, November
Greim H, Snyder R (ed) (2019) Toxicology and Risk Assessment: A Comprehensive Introduction, Wiley, Second
Edition
Milieu Environmental Law and Policy (2012) Technical assistance related to the scope of REACH and other
relevant EU legislation to assess overlaps, Final Report (revised), March
Van Leeuwen C J, Vermeire T G (ed) (2007) Risk Assessment of Chemicals: An Introduction, Springer, Second
Edition

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.

7.6. AM-TS6: CLASSIFICATION OF MIXTURES - ENVIRONMENTAL HAZARDS
AM-TS1
EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
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SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

AM-TS2

Restriction procedure under REACH
For AM-L-TS2 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
AM-TS5

Classification of mixtures - health hazards
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

CLASSIFICATION OF MIXTURES - ENVIRONMENTAL HAZARDS
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here
AM-TS7

General rules of labelling
For AM-L-TS7 click here

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here
CLASSIFICATION OF MIXTURES - ENVIRONMENTAL HAZARDS
Session time:

3 hrs

Summary:

This training session concerns classification of mixtures hazardous to the aquatic environment and to the ozone layer.
2 hazard classes are discussed, namely: „Hazardous to the aquatic environment” and „Hazardous to the ozone layer” in
accordance to Part 4 and 5 of Annex I to CLP.
At the beginning of each hazard class, the key terms and definitions and classification criteria are provided, followed
by the methods of mixtures classification as hazardous to the aquatic environment or to the ozone layer.
Then, label elements are presented for each hazard class, including pictograms, signal words, standardized hazard and
precautionary statements.
The basic elements used for classification for aquatic environmental hazards are: acute and chronic aquatic toxicity,
potential for or actual bioaccumulation and degradation (biotic or abiotic) of organic chemicals.
“Hazardous to the aquatic environment” (Part 4 of Annex I to CLP) is differentiated into short-term (acute toxicity)
aquatic hazard and long-term (chronic toxicity) aquatic hazard. Acute toxicity has one category while chronic toxicity is
classified into four different categories based on the degree of toxicity.
Next, the lecture discusses the substance classification criteria and M-factors for highly toxic components of mixtures.
Then, discusses are led on bioaccumulation, organic substances considered as rapidly degradable in the environment,
and inorganic compounds and metals, for which the concept of degradability has limited or no meaning.
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The approach to hazard classification for the aquatic environment is layered (multilevel) and depends on the type of information available for the mixture itself and its components. Elements of the layered approach include: classification
based on tested mixtures, classification based on bridging principles, the use of ‚summation of classified components’
and/or an ‚additivity formula’.
Finally, in this lecture, label elements for category acute 1 and categories chronic 1, 2, 3 and 4 are provided, such as:
pictogram, signal word, hazard statement and precautionary statements.
According to Part 5 (Additional hazards) of Annex I to CLP, there is one hazard class: “Hazardous to the ozone layer”
described. Classification criteria for substances and mixtures are given with generic concentration limits for substances
(in a mixture), classified as hazardous to the ozone layer (category 1), that trigger classification of the mixture as
hazardous to the ozone layer (category 1).
Finally, label elements for hazardous to the ozone layer are given, such as: pictogram, signal word, hazard statement
and precautionary statements.
Learning objectives:

Proposed teaching methods:

Session content:

The aim of the lecture is to introduce trainees to CLP classification rules for environmental and additional hazards.
The lecture is supplemented with exercises (see AM-E-TS6).
After completing this training session, trainees should:
• be able to classify mixtures according to the given criteria into the category: acute 1, chronic 1-4.
• be able to calculate acute aquatic toxicity and chronic aquatic toxicity, using the mathematical formulas given.
• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.
1. Classification of substances and mixtures - short introduction to the topic
2. Environmental hazard classes
• Hazardous to the aquatic environment
• Hazardous to the ozone layer

Resources required:

Internet access, computer, laptop, projector.
Presentation “Classification of mixtures - environmental hazards” (in ppt) AM-L-TS6 and Exercises AM-E-TS6
available from ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2017) Guidance on the Application of the CLP Criteria, July, Version 5.0

Further reading:

Concawe (2017) Hazard classification and labelling of petroleum substances in the European Economic
Area, report
no. 13/17, Brussels, November
Lees E, Vinuales J E (ed) (2019) The Oxford Handbook of Comparative Environmental Law, Oxford University Press
Milieu Environmental Law and Policy (2012) Technical assistance related to the scope of REACH and other
relevant EU legislation to assess overlaps, Final Report (revised), March
Van Leeuwen C J, Vermeire T G (ed) (2007) Risk Assessment of Chemicals: An Introduction, Springer,
Second Edition

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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7.7. AM-TS7: GENERAL RULES OF LABELLING
AM-TS1

SDS - technical details and practical tips for formulators
For AM-L-TS1 click here

EXCERCISES – practical part of AM-TS1
For AM-E-TS1 click here
AM-TS2

Restriction procedure under REACH
For AM-L-TS2 click here

EXCERCISES – practical part of AM-TS2
For AM-E-TS1 click here
AM-TS3

Authorisation procedure under REACH
For AM-L-TS3 click here

EXCERCISES – practical part of AM-TS3
For AM-E-TS1 click here
AM-TS4

Classification of mixtures - physical hazards
For AM-L-TS4 click here

EXCERCISES – practical part of AM-TS4
For AM-E-TS1 click here
AM-TS5

Classification of mixtures - health hazards
For AM-L-TS5 click here

EXCERCISES – practical part of AM-TS5
For AM-E-TS1 click here
AM-TS6

Classification of mixtures - environmental hazards
For AM-L-TS6 click here

EXCERCISES – practical part of AM-TS6
For AM-E-TS1 click here
AM-TS7

GENERAL RULES OF Labelling
For AM-L-TS7 click here

EXCERCISES – practical part of AM-TS7
For AM-E-TS1 click here
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GENERAL RULES OF LABELLING
Session time:

2 hrs

Summary:

This training session concerns general rules of labelling. The presentation describes the requirements for labelling and
packaging of substances and mixtures before placing them on the EU market, in accordance with the provisions of the
CLP Regulation.
Classification and labelling represent the starting point for hazard communication that uses classification codes introduced by CLP Regulation. The presentation discusses how to communicate the hazard using labels. It defines the content
of the label and the organisation of the various label elements on it, according to CLP Regulation.
It includes pictograms, signal word code(s), hazard statement code(s), supplamental hazard statement code(s).
The presentation provides examples of labels as this is an important communication tool that provides consumers
with information about a product’s composition, nutritional profile, and quantity of contents so that trainees can make
product comparisons and selections.
The label shall be written in the official language(s) of the Member State where the substance or mixture is placed on
the market. The presentation includes a table showing the dimensions of the label and dimensions of the pictogram
depending on the capacity of the package. Then, the product identifier for the substance and mixture is described.
The requirements that the pictogram must meet are given. For physical, health and environmental hazards, used
PICTOGRAMS with assigned classes and categories are given.
Precedence rules for pictograms are also provided.
According to the classification of the substance or mixture, appropriate signal word should be used. The signal word
is used to:
• dicate the relative level of severity of hazard, and
• alert the user about a potential hazard on the label.
=The signal words are ‚DANGER’ and ‚WARNING.’ ‚Danger’ is used for the more severe hazards categories, while
‚Warning’ is used for the less severe.
The use of HAZARD STATEMENTS (so-called H-phrases) and PRECAUTIONARY STATEMENTS (so-called P-phrases) is
briefly described.
Then the lecture goes on to discuss Annex II to CLP, Part 1-3
Part 1 contains supplemental hazard information: the EUH phrases are listed for physical and health properties.
In Part 2 there are special rules for supplemental label elements for certain mixtures: the EUH phrases are listed for
certain mixtures.
Part 3 contains special rules on packaging: information on the use of child-resistant fastenings and tactile warnings.
Certain label elements may be omitted from the label of packages that do not exceed 125 ml of capacity when the
substance or mixture is classified for certain hazard classes and categories.
If substances and mixtures are stored, awaiting for further transport, other labelling requirements may continue to
apply, going beyond the scope of the CLP Regulation and transport Regulations. Examples are given in this sense.
Finally, ‚package’, ‚packaging’ and ‚intermediate packaging’ are defined.

Learning objectives:
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The aim of the lecture is to introduce trainees to CLP labelling and packaging rules for physical, health,
environmental and additional hazards.
The lecture is supplemented with excercises (see AM-E-TS7).
After completing this training session, trainees should:
get acquainted with classification and labelling list (C&L), which is a central database containing information on the classification and labelling of notified substances, available on the EU market;
get to know the general rules for the labelling of chemicals
learn the rules for creating labels;
learn the rules of packaging requirements according to CLP

Proposed teaching methods:

• Lecturing;
• Informal discussion with participants;
• Brainstorming;
• Interactive Talks;
• Illustrative Talks;
• Group Discussions;
• Panel Discussions;
• Role Playing Exercises;
• Workshop Methods;
• Classroom Exercises.

Session content:

1. Labelling and packaging of chemicals - short introduction to the topic
2. Harmonised classification and labelling
3. General rules for labelling of chemicals
• Label language
• Size of labels and its elements
4. Content of labels
• Identification of chemicals on labels
• Hazard pictograms on labels
» Precedence rules for pictograms
• Signal word
• H-statements indicating hazards in labelling
» Precedence rules for hazard statements
• P-statements indicating precautions
» Precedence rules for precautionary statements
• Supplemental information on label
5. Other labelling requirements
• Labelling exemptions
• Areosols
• Relationship between the CLP Regulation and labelling provisions in transport
• Updating information on labels
• General rules for the application of labels
• Location of information on the label
6. Packaging requirements according to CLP
• Packaging to be fitted with child-resistant fastenings
• Packaging to be fitted with a tactile warning
7. Other packaging requirements

Resources required:

Internet access, computer, laptop, projector.
Presentation “General rules of labelling” (in ppt) AM-L-TS7 and Exercises AM-E-TS7 available from
ChemSM-HUB e-learning platform.

ECHA documents:

ECHA (2019) Guidance on labelling and packaging in accordance with Regulation (EC) No 1272/2008, March, Version
4.0

Further reading:

Brekelmans P, de Groot R, Desel H Health Hazards Classification and Labelling In: Reichl F X, Schwenk M
(ed) (2014) Regulatory toxicology, Springer
Concawe (2017) Hazard classification and labelling of petroleum substances in the European Economic
Area, report no. 13/17, Brussels, November
HSA (Health and Safety Authority) (2014) Hazard Labelling and Packaging according to the CLP Regulation,
Information Sheet, May

FAQ

For the FAQ selected and downloaded from the ECHA website, click here.
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Contact
Nofer Institute of Occupational Medicine
ul. św. Teresy od Dzieciątka Jezus 8
Code: 91-348 Łódź, Poland
Email: impx@imp.lodz.p
ISBN: 978-83-63253-36-3

