
IC  L  International
 Chemical Regulatory  
and Law Review

Volume 4 | Number 4 ICRL4 2021

Articles
The Stockholm Convention's 20th Anniversary
Peter Sellar and Selma Abdel-Qader

Reports
Legal Challenges to Chemical Regulatory Decisions in Europe After
Brexit
Eléonore Mullier and Simon Tilling

Chemical Safety Passport - The Russian (EAEU) Take on the Concept of
Safety Data Sheets and its Specific Features
Kirill Skobelev and Daria Zagorskaia

Recent Developments of Chemical Regulations in Latin America: A
Brief Summary
Guilherme Vilhena H. Afonso

Polymer Registrations Under K-REACH: Requirements and Practical
Approaches for Joint Registration
Jae-Seong Choi and Yu-Jeong Choi



eu.or-trustee.com • tr.or-trustee.com • uk.or-trustee.com

REGISTER 
NOW!

A unique compliance solution for complex multi-stage supply chains

• The fully automated, web-based self-service portal, to ensure 
compliance in the supply chain, by tracking and documenting 
substance volumes and importers.

• Avoiding multiple registrations and high costs along the entire 
supply chain while securing Confidential Business Information.

• Replacing our well-established REACH-Code-Model system, 
which has been used since 2008 by many leading companies 
in the chemical industry worldwide.

• Available for REACH, KKDIK & UK REACH.



ICRL 4|2021 IContents

Contents

Editorial 117
Dieter Drohmann

Article
The Stockholm Convention's 20th Anniversary 119
Peter Sellar and Selma Abdel-Qader

reports
Legal Challenges to Chemical Regulatory Decisions in Europe After Brexit:
The Opportunities and Threats from Parallel Legal Systems in the EU and the
UK

128

Eléonore Mullier and Simon Tilling

Chemical Safety Passport - The Russian (EAEU) Take on the Concept of Safety
Data Sheets and its Specific Features

132

Kirill Skobelev and Daria Zagorskaia

Polymer Registrations Under K-REACH: Requirements and Practical
Approaches for Joint Registration

135

Jae-Seong Choi and Yu-Jeong Choi

Recent Developments of Chemical Regulations in Latin America: A Brief
Summary

140

Guilherme Vilhena H. Afonso

MiscellAneous
Imprint II

Masthead III



ICRL 4|2021II Imprint

ICRL is hosted by:

Chemservice GmbH
Herrnsheimer Hauptstrasse 1b · 67550 Worms · Germany
Phone: +49 6241 95480 0 · Fax: +49 6241 95480 25
www.chemservice-group.com

ICRL is published by:

Lexxion Verlagsgesellschaft mbH
Güntzelstraße 63 · 10717 Berlin · Germany
Phone: +49 30/81 45 06-0 · Fax: +49 30/81 45 06-22
www.lexxion.eu

The digital version of the journal is open access, The printed
version is available for 50,00 € for one issue and 120,00 € for four
issues. Price includes postage and handling. In EUMember States,
VAT will be added if applicable.

ICRL is supplied under our terms of sale and supply.
Copies of our terms and conditions are available upon request.
Lexxion Verlagsgesellschaft mbH. VAT Reg.No. DE 209981990.

For further information please contact
info@lexxion.eu
Tel.: +49 30/81 45 06-0 · Fax: +49 30/81 45 06-22

Contributions
are welcome and should be submitted according to the ICRL
author guidelines. Any such contribution is accepted on the
understanding that the author is responsible for the opinions
expressed in it. More informations available at www.lexxion.eu/icrl.

Photocopying
All rights reserved. No part of this journal may be reproduced in
any form whatsoever, e.g. by photo print, microfilm, or any
other means, without prior permission of the publisher. This
journal was carefully produced in all its parts. Nevertheless,
authors, editors and publisher do not warrant the information
contained therein to be free of errors. Readers are advised to
keep in mind that statements, data, illustrations, procedural
details or other items may inadvertently be inaccurate.

Ownership and shareholdings pursuant to Section 7 lit. a No. 2
and Section 2 No. 6 of the Berlin Press Act: Shareholder of
Lexxion Verlagsgesellschaft mbH is Dr. Wolfgang Andreae,
Publisher, Berlin.

This journal may be cited as [2021] ICRL.

ISSN (Print) 2566-834X · ISSN (Online) 2566-8412



MAnAGinG eDitor
Dieter Drohmann
Chemservice

countrY corresponDents
South Korea

Jae-Seong Choi
Chemservice Asia, Seoul

China

Yue Huang
Guangzhou University, Guangzhou

North America

Lynn L Bergeson
Bergeson & Campbell, Washington.

Turkey

Yaprak Yüzak Küçükvar
REACH Global Services S.A., Istanbul

eDitoriAl BoArD
Michael Cleuvers
Dr. Knoell Consult

E. Donald Elliott
Yale Law School

Ahmet Ecmel Yorganci
REACH Global Services

Andrew Fasey
ECHA

Kristian Fischer
SZA Schilling, Zutt & Anschütz

Lawrie McLaren
Burson-Marsteller

Jean-Philipp Montfort
Mayer Brown

Eléonore Mullier
Steptoe & Johnson LLP

Tobias Schulz
VCI Landesverband Nordost

Michael Raupach
BASF SE

Volker Soballa
Evonik Industries

Tade Spranger
Center for Life Sciences & Law, University Bonn;
Rittershaus law firm

Gooh Choo Ta
National University of Malaysia

eXecutiVe eDitor
Jakob McKernan
Lexxion Publisher, Berlin
mckernan@lexxion.eu

IC  L  International
 Chemical Regulatory  

and Law Review



ICRL 4|2021 117

Editorial

As governments across Europe and the world consider further restrictions and urge us
to again get vaccinated it is natural to feel that we are ‘stuck in a moment’. The proverb
that the more things change, the more they stay the same feels more apt than ever.
However, as this issue of ICRL will attest to, the world of chemicals has not stopped
turning. The dynamics that impact regulation, evaluation and authorisation continue
unabated.

That being said, it is sometime important to also look backwards and revaluate pre-
vious developments that continue to shape the contemporary regulatory landscape.
With that mind, Peter Sellar and Selma Abdel-Qader look back at the Stockholm Con-
vention, 20 years after it was adopted. Their article retraces the history of the negoti-
ations that led to the adoption of the Convention, outlines its main provisions and takes
stock of the main achievements reached by the Convention in its 20 years of existence.
The authors conclude that although the convention has had its difficulties and does
need updating, it has proven to be an effective tool to eliminate, reduce or control the
use and trade of a set of very harmful chemicals.

Another area of life that seems to be ‘everlasting’ is Brexit. Although the Agreement
on the withdrawal of the United Kingdom of Great Britain and Northern Ireland from
the EU was signed in January 2020, uncertainties continue. In their report Eléonore
Mullier and Simon Tilling detail how for the first time, two entirely independent mar-
kets are based on the same legal text for the regulation of chemicals. The question, for
them, is not whether, and how quickly, the regulatory regimes will converge to reduce
non-tariff barriers to trade, but rather how much, and how quickly, the EU and the UK
will diverge. Their report is essential reading for any frim who wants to understand the
legal options for challenging regulatory decisions under both regimes.

In their report, Kirill Skobelev and Daria Zagorskaia examine the EAEU’s take on the
concept of safety data sheets and their specific features. With the advent of the new
Technical Regulation of the Eurasian Economic Union ‘On Safety of Chemicals’ it is
important to understand the existing requirements of Russian SDS regulations. This re-
port explains the history of the SDS regulations in Russia, highlights the role of the ex-
pert review and gives recommendations to chemical industry representatives world-
wide.

Reporting from Latin America, Guilherme Vilhena provides an overview of recent
developments in the regulation of chemicals. Concluding, Vilhena notes that ‘bolder
chemical policies are being developed in Latin America. Several countries are transi-
tioning from an absent or loose chemical regulation to major comprehensive chemi-
cal management. While many of these national chemical legislations have common-
alities, attention to detail is mandatory to ensure a thriving business in the region.’
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Concluding our final issue of the year, we have a report from Jae-Seong Choi and
Yu-Jeong Choi on how to effectively register polymers under K-REACH.

I hope you enjoy this issue of ICRL and as always I heartily encourage you, dear
readers, to get in touch with us for any feedback, questions or potential contributions.

Dieter Drohmann
Managing Editor
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The Stockholm Convention's 20th Anniversary
Peter Sellar and Selma Abdel-Qader*

Twenty years after its adoption, the Stockholm Convention remains the only international
instrument regulating a small set of (very harmful) chemical substances globally. Count-
ing 184 Parties on its 20th anniversary, the Stockholm Convention is almost universal in its
geographical coverage and can be regarded as a milestone in the global management of
chemicals. On the Stockholm Convention's 20th anniversary, this article seeks to (i) retrace
briefly the history of the negotiations that led to the adoption of the Stockholm Conven-
tion; (ii) outline its main provisions; and (iii) take stock of the main achievements reached
by the Convention in its 20 years of existence. This article suggests that, even though the
Stockholm Convention has "disappointing" features, certainly due to the difficulty associ-
ated with the negotiation of multilateral environmental agreements in general, the Con-
vention has proven to be an effective tool to eliminate, reduce or control the production/use
and trade of a set of very harmful chemicals. However, in the authors' opinion, now that
the Convention is "mature", it may be the right time to start discussing the introduction of
an enforcement mechanism to ensure that all Parties comply with the Convention. In the
next decade, the COP should focus on how to create and implement an enforcement mech-
anism that fosters compliance to ensure that human health and the environment are pro-
tected.

I. Introduction

The Stockholm Convention on Persistent Organic
Pollutants ("the Stockholm Convention" or "the Con-
vention") was adopted on 22 May 2001 and entered
into force on 17 May 2004.

Twenty years after its adoption, the Stockholm
Convention remains the only international instru-
ment regulating a small set of (very harmful) chem-
ical substances globally. Counting 184 Parties on its
20thanniversary, theStockholmConvention isalmost
universal in its geographic coverage and can be re-

garded as an international legalmilestone in the glob-
al management of chemicals.

On the Convention's 20th anniversary, this article
seeks to (i) retrace briefly the history of the negotia-
tions that led to its adoption; (ii) outline itsmain pro-
visions; and (iii) take stock of themain achievements
of the Convention in its 20 years of existence.

II. A Brief Negotiating History of the
Stockholm Convention

Persistent organic pollutants ("POPs") are chemical
substances that are persistent, bio-accumulative and
toxic and cause adverse effects to human health and
the environment. These chemicals, due to their long-
range transport properties, can circulate globally
through air, water, living organisms and migratory
species, far away from their source of release, where
they accumulate and persist in the terrestrial and
aquatic ecosystems long after their release ceases.1

The semi-volatility of this set of chemicals has re-
sulted in their detection globally, even in regions
where there is neither production nor use of those
chemicals.2 According to the 1995 Assessment on

* Peter Sellar, Partner, Fieldfisher (Belgium) LLP; Selma Abdel-
Qader, Associate, Fieldfisher (Belgium) LLP. For further correspon-
dence: Peter.Sellar@fieldfisher.com; Selma.Abdel-Qader@field-
fisher.com. The views expressed in this article are the personal
views of the authors alone.

1 Intergovernmental Forum on Chemical Safety (IFCS), Final Report
of the IFCS Ad Hoc Working Group on Persistent Organic Pollu-
tants (1996).

2 L. Ritter, K.R. Solomon, J. Forget of the Canadian Network of
Toxicology Centres and M. Stemeroff and C. O' Leary of Deloitte
and Touche Consulting Group, An Assessment Report on Persis-
tent Organic Pollutants, (1995) <http://chm.pops.int/TheConven-
tion/Overview/History/Documents/tabid/62/Default.aspx > ac-
cessed 15 October 2021.
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POPs, these chemicals "have beenmeasured on every
continent, at sites representing every major climatic
zone and geographic sector throughout the world.
These include remote regions such as the open
oceans, the deserts, the Arctic and the Antarctic,
where no significant local sources exist and the only
reasonable explanation for their presence is long-
range transport from other parts of the globe".3

The wide circulation of POPs and the increasing
knowledge of their negative effects on humans and
the environment triggered regulatory concerns in the
early 1990s, which saw regulation principally at re-
gional levels.4

The concerted international action on POPs that
started in the early 1990s must be understood
against the background of the discussions that took
place during the 1992 United Nations Conference
on Environment and Development ("UNCED")
Earth Summit during which Agenda 21 was adopt-
ed.

Amongst other things, Chapter 19 of Agenda 21
urged governments to adopt "policies and regulato-
ry and non-regulatorymeasures to identify, andmin-
imize exposure to, toxic chemicals by replacing them
with less toxic substitutes andultimately phasing out
the chemicals that pose unreasonable and otherwise
unmanageable risk to humanhealth and the environ-
ment and those that are toxic, persistent and bioac-
cumulative andwhose use cannot be adequately con-
trolled".5

In this context, the United Nations Environment
Programme ("UNEP") initiated the negotiations by,
first, asking6 the IntergovernmentalForumonChem-
ical Safety ("IFCS") to address the issue and adopt rec-
ommendations7 and, second, by adopting, in 1995, a
formal mandate for the conclusion of a treaty on
POPs through the establishment of an Intergovern-
mental Negotiating Committee ("INC").8

From late 1997 to 2000, UNEP INC sessions
brought together policy-makers, scientific/technical
experts, industry representatives, indigenous people
and non-governmental organisations from around
the globe to discuss and agree on the scope and con-
tent of an international treaty on POPs.9

The negotiations revealed a North-South divide,
as well as a European Union ("EU") - U.S. divide,
which resulted in a delicate compromise on the ob-
jective of the treaty, the need to provide a system to
include chemicals other than the twelve initial POPs
(known as the "dirty dozen") and the funding and as-
sistance mechanisms.10

The Convention was adopted on 22May 2001 and
entered into force on 17 May 2004, ninety days after
submission of the fiftieth instrument of ratification,
acceptance, approval or accession in respect of the
Convention.

The Convention embeds the precautionary princi-
ple approach, aims at protecting human health and
the environment11 and consists of 30 Articles and
seven Annexes.

3 As above.

4 Convention for the Protection of the Marine Environment of the
North East Atlantic ("the OSPAR Convention")
<https://www.ospar.org/site/assets/files/1290/ospar_conven-
tion-1.pdf> accessed on 18 October 2021; 1979 Convention on
Long-Range Transboundary Air Pollution ("LRTAP Convention")
<https://unece.org/sites/default/files/2021-05/1979%20CLR-
TAP.e.pdf>, and its 1998 Protocol on POPs and heavy metals
<https://unece.org/sites/de-
fault/files/2021-10/ece.eb_.air_.104.e.pdf> accessed 18 October
2021; the U.S.-Canada Bi-national Strategy for the Virtual Elimi-
nation of Toxic Substances
<https://nepis.epa.gov/Exe/ZyNET.exe/9100HEQ5.txt?ZyAc-
tionD=ZyDocument&Client=EPA&In-
dex=1995%20Thru%201999&Docs=&Query=&Time=&End-
Time=&SearchMethod=1&TocRestrict=n&Toc=&TocEn-
try=&QField=&QFieldYear=&QFieldMonth=&QFieldDay=&Use-
QField=&IntQFieldOp=0&ExtQFieldOp=0&Xml-
Query=&File=D%3A%5CZYFILES%5CINDEX%20DA-
TA%5C95THRU99%5CTXT%5C00000026%5C9100HEQ5.txt&U
ser=ANONYMOUS&Password=anonymous&Sort-
Method=h%7C-&MaximumDocuments=1&FuzzyDe-
gree=0&ImageQuality=r75g8/r75g8/x150y150g16/i425&Dis-
play=hpfr&DefSeekPage=x&SearchBack=ZyActionL&Back=ZyAc-
tionS&BackDesc=Results%20page&MaximumPages=1&ZyEn-
try=1> accessed 18 October 2021.

5 Agenda 21, 1992, Chapter 19(49) <https://sustainabledevelop-
ment.un.org/content/documents/Agenda21.pdf> accessed 19 Oc-
tober 2021.

6 Decision 18/32 on persistent organic pollutants of the Governing
Council
of the United Nations Environment Programme
<http://chm.pops.int/TheConvention/Overview/History/Docu-
ments/tabid/62/Default.aspx> accessed 19 October 2021.

7 L. Ritter, K.R. Solomon, J. Forget, M. Stemeroff and C.O'Leary.

8 Decision 19/13 <http://pops.int/portals/0/docs/from_old_web-
site/documents/background/gcdecision/19_13c/gcpops_e.html>
accessed 19 October 2021.

9 Peter L. Lallas, "The Role of Process and Participation in the
Development of Effective International Environmental Agree-
ments: A Study of the Global Treaty on Persistent Organic Pollu-
tants (POPs)" (2000) 19(1) UCLA Journal of Environmental Law
and Policy: 83-152 <https://escholarship.org/con-
tent/qt4b76b91f/qt4b76b91f.pdf> accessed 20 October 2021.

10 Pierre-Marie Dupuy and Jorge E. Viñuales, International Environ-
mental Law (first published 2015, Cambridge University Press,
2015) p. 211.

11 Article 1 of the Stockholm Convention.
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III. An Overview of the Principal
Provisions of the Stockholm
Convention

1. Measures to Reduce or Eliminate
Releases from Intentional Production
and Use and from Unintentional
Production

With an aim to ensure that both the intentional and
the unintentional production and use of POPs are
regulated, the Stockholm Convention divides POPs
into two broad categories, i.e., intentional and unin-
tentional POPs. It subjects them to three different
regulatory regimes and imposesdifferent obligations
on the Parties to the Convention depending on
whether the chemical is included in Annex A, B or
C.

Article 3 of the Stockholm Convention contains
the core obligations of the Parties in relation to in-
tentional POPs. These obligations can be broadly dis-
tinguished between obligations on the produc-
tion/use and obligations related to trade.12

With regard to the obligations on production/use,
Parties to the Stockholm Convention must:
i) Prohibit and/or take the legal and administrative

measures necessary to eliminate the production
and use of chemicals listed in Annex A (Article
3(1)(a)(i));

ii) Restrict the production and use of chemicals list-
ed in Annex B in accordance with the provisions
set out in that Annex (Article 3(1)(b)).

In relation to the obligations on trade, Article 3(2)
provides that:
i) A chemical listed in Annex A or Annex B can be

imported only (a) for the purposes of environmen-
tally sound disposal (as provided for in Article
6(1)(d)); or (b) for a use or purpose permitted for
that Party under Annex A or Annex B (Article
3(2)(a)).

ii) Chemicals listed in Annex A or Annex B and for
which a production or use specific exemption is
in effect, and taking into account the relevant pro-
visions in existing international prior informed
consent instruments, can be exported only (a) for

the purposes of environmental sound disposal (as
provided for inArticle 6(1)(d)); (b) to a Partywhich
is permitted to use that chemical under Annex A
or Annex B; or (c) to a State which is not a Party
to the Stockholm Convention which has provided
an annual certification to the exporting Party (Ar-
ticle 3(2)(b)).

iii) Finally, chemicals listed inAnnexAand forwhich
production and use specific exemptions are no
longer ineffect for anyParty to theStockholmCon-
vention cannot be exported unless they are des-
tined for environmentally sounddisposal in accor-
dance with Article 6(1)(d) (Article 3(2)(c)).

Annex C addresses unintentional POPs, that is sub-
stances formed and released unintentionally. With
regard to these chemicals, Article 5 of the Stockholm
Convention outlinesminimummeasures that Parties
to the StockholmConvention shall take to reduce the
unintentional releases of POPs "with the goal of their
continuing minimization and, where feasible, ulti-
mate elimination".

Among the minimum measures Parties need to
implement in relation to unintentional POPs, the
most concrete obligations are the following.

Under Article 5, Parties have the obligation to de-
velop an action plan or, where appropriate, a region-
al or sub-regional plan within 2 years of the date of
entry into force of the Convention, and implement
it as part of the implementation plan specified in Ar-
ticle 7. The action plan must identify, characterise
and address the releases of chemicals listed in Annex
C and include the elements laid down in sub-para-
graphs (i) to (vi) of Article 5(a).

Furthermore, under Article 5(d) and (e), Parties to
the Convention must promote, in accordance with
the implementation schedule of the action plan, the
use of best available techniques ("BAT") and best en-
vironmental practices ("BEP").

BAT and BEP are defined by Article 5(f) of the
Stockholm Convention as follows:
i) BATmeans themost effective and advanced stage

in the development of activities and their meth-
ods of operation which indicate the practical suit-
ability of particular techniques for providing in
principle the basis for release limitations de-
signed to prevent and, where that is not practica-
ble, generally to reduce releases of chemicals list-
ed in Part I of Annex C and their impact on the en-
vironment as a whole.12 Pierre-Marie Dupuy and Jorge E. Viñuales, p. 211.
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ii) BEP means the application of the most appropri-
ate combination of environmental control mea-
sures and strategies.13

FornewsourcesofunintentionalPOPs, Parties have
the obligation to:
– Promote and require theuseofBATswithin source

categories identified as warranting such action,
with particular initial focus on source categories
identified in Part II of Annex C. The requirement
to use best available techniques for Part II source
categories shall be phased in as soon as practica-
ble but no later than four years after entry into
force of the Convention for the Party (subpara-
graph (d) of Article 5).

– Promote, for identified categories, the use of BEPs
(subparagraph (d) of Article 5).

– Promote, in accordance with their action plan,
BATs and BEPs within source categories such as
those listed in Part III of Annex C which a Party
has not addressed above (subparagraph (e) (ii) of
Article 5).

For existing source of unintentional POPs, Parties
have the obligation to promote, in accordance with
their action plans, the use of BATs and BEPs for
source categories listed inPart II ofAnnexCand such
sources as those in Part III of the Annex (subpara-
graph (e) (i) of Article 5).

At the time of writing, 26 chemicals are listed in
Annex A; two in Annex B; and seven in Annex C.
The majority of chemicals listed in Annexes A and B
is used in pesticides.

2. Exceptions/exemptions

General exceptions and specific exemptions from the
major requirements are scattered throughout the
Stockholm Convention.

The general exemptions apply to themeasures that
control and/or limit the production/use and trade of
chemicals listed inAnnexesAandB.Theseexceptions
are laid down in notes (i) to (iii) of Annexes A and B,
Part I. General exemptions apply to the following:
i) Quantities of a chemical to be used for laboratory-

scale research or as a reference standard.14

ii) Unless otherwise specified, quantities of regulat-
ed POPs occurring as "unintentional trace conta-
minants" in products and articles.15

iii) Quantities of listed chemicals that occur as con-
stituents of articles that were manufactured or al-
ready in use before or on the date of entry into
force of the Convention's applicable obligations.16

This exception is only available toParties that have
notified the Secretariat that a particular type of ar-
ticle remains in use within that Party.17

iv) Quantities of a chemical used as a "closed-system
intermediate that is chemically transformed in the
manufacture of other chemicals that […] do not ex-
hibit the characteristics of persistent organic pol-
lutants".18 The production and use of a POP as a
closed-system intermediate needs to be notified to
the Stockholm Convention's Secretariat and ceas-
es after ten renewableyears, unless theConference
of the Parties ("COP") decides otherwise.19

In addition to the general exceptions, the Stockholm
Convention foresees specific exemptions, i.e., exemp-
tions granted for chemicals listed in Annex A or An-
nex B and on which a Party may decide to rely.

Article 4 of the Stockholm Convention establish-
es a Register of specific exemptions ("the Register")
to identify Parties that have decided to make use of
the specific exemptions granted in Annex A or An-
nex B.

TheRegistermust include a list of the types of spe-
cific exemptions reproduced from Annex A or An-
nex B; a list of the Parties that have a specific exemp-
tion listed under Annex A or Annex B; and a list of
the expiry dates for each registered specific exemp-
tion (Article 4(2)(a) to (c)).

Under Article 4(3), any State, upon becoming a
Party to the Stockholm Convention, may notify in

13 The Conference of the Parties ("COP") to the Stockholm Conven-
tion, at its first meeting held in Punta del Este, Uruguay, 2–6 May
2005, in its decision SC-1/19, established an Expert Group on
Best Available Techniques and Best Environmental Practices with
a mandate to complete further work on the enhancement and
strengthening where need be of the “draft guidelines on best
available techniques and guidance on best environmental prac-
tices relevant to Article 5 and Annex C of the Convention” as
contained in document UNEP/POPS/COP.1/INF/7.

14 Article 3(5) of the Stockholm Convention

15 Note (i) of Annex A and Annex B, Part I, to the Stockholm Con-
vention.

16 Note (ii) of Annex A and Annex B, Part I, to the Stockholm Con-
vention.

17 As above.

18 Note (iii) of Annex A and Annex B, Part I, to the Stockholm
Convention.

19 As above.
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writing the Secretariat and register for one or more
types of specific exemption listed either in Annex A
or Annex B.

Unless an earlier date is indicated in the Register
by a Party, or an extension is granted in accordance
with Article 4(7), all registrations for specific exemp-
tions expire five years after the entry into force of
the inclusion of that particular chemical in Annex A
or B.

Pursuant to Article 4(6), prior to the review of an
entry in the Register, the Party concerned must sub-
mit a report to the Secretariat to justify its continu-
ing need for the registration of that exemption. The
report is circulated by the Secretariat to all Parties.
The COPmay afterwards make all and any appropri-
ate recommendations to the requesting Party.

However, as anticipated above, under Article 4(7)
the COP may, at the request of a Party, decide to ex-
tend the expiry date. Furthermore, underArticle 4(8),
a Party withdraw an entry from the Register at any
time by notifying, in writing, the Secretariat.

Finally, in case there are no Parties registered for
a specific exemption, no new registration can be
made with respect to it.

At the time of writing, there are specific exemp-
tions for ten chemicals listed in Annex A20 and for
one chemical listed in Annex B.21

3. POP Stockpiles and Waste

Conscious of the need to manage stocks of POPs ap-
propriately and to ensure the environmentally sound
management of POP waste, Article 6 of the Stock-
holm Convention requires each Party to, inter alia:

i) Develop strategies to identify stockpiles consist-
ing of or containing chemicals listed either in An-
nexA or Annex B; and products and articles in use
andwaste consisting of, containing or contaminat-
ed with a chemical listed in Annex A, B or C and
identify those stockpiles;

ii) Manage stockpiles, as appropriate, in a safe, effi-
cient and environmentally sound manner; and

iii) Take appropriatemeasures so that suchwaste, in-
cluding products and articles upon becoming
waste, are handled, collected, transported and
stored in an environmentally sound manner; dis-
posed of in such a way that the persistent organic
pollutant content is destroyed or irreversibly
transformed so that they do not exhibit the POPs
characteristics; not permitted to be subjected to
disposal operations that may lead to recovery, re-
cycling, reclamation, direct reuse or alternative us-
es of persistent organic pollutants; and not trans-
ported across international boundaries without
taking into account relevant international rules,
standards and guidelines.

In relation to POPs waste, it is important to highlight
that Article 6(2) of the Stockholm Convention states
that the COP shall cooperate with the bodies of the
Basel Convention on the Control of Transboundary
Movements of HazardousWastes and their Disposal
("the Basel Convention") to, among other things, de-
terminewhat they consider to be themethods for the
environmentally sound disposal of POPs waste and
establish the levels of destruction and irreversible
transformation to ensure that the POP characteris-
tics are no longer exhibited in waste.

Within this context, theBaselConventionhaselab-
orated and adopted over the years technical guide-
lines on the Environmentally SoundManagement of
POPs waste.22 These guidelines are continuously up-
dated to take into accountnewly listedPOPsandhave
to be taken into consideration by the Parties when
complying with the obligations set out in Article 6.

4. Listing New Chemicals

Article 8 lays down a detailed procedure for listing
new chemicals to be regulated in accordancewithAr-
ticles 3 and 5 of the Stockholm Convention.

The process to review and take decisions on chem-
icals to be included in the Annexes to the Convention

20 The Register listing the specific exemptions in force for chemicals
listed in Annex A can be found at the following link:
<http://chm.pops.int/Implementation/Exemptions/SpecificExemp-
tions/ChemicalslistedinAnnexA/tabid/4643/Default.aspx> ac-
cessed 15 October 2021. In order to identify the Parties that
availed themselves of the specific exemptions, please click on the
name of the chemical.

21 The Register listing the specific exemptions in force for the chemi-
cals listed in Annex B can be found at the following link:
<http://chm.pops.int/Implementation/Exemptions/SpecificExemp-
tions/ChemicalslistedinAnnexBRoSE/tabid/5044/Default.aspx> ac-
cessed 15 October 2021. In order to identify the Parties that
availed themselves of the specific exemptions, please click on the
name of the chemical.

22 The technical guidelines on the Environmentally Sound Manage-
ment of POPs waste are available at the following link:
<http://chm.pops.int/Implementation/WasteStock-
piles/Overview/tabid/446/Default.aspx> accessed 15 October
2021.
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is a "criteria-based process"23 grounded on scientific
and socio-economic considerations. For that purpose,
the Stockholm Convention lays down the screening
criteria, the information requirements for the risk
profile and the information on the socio-economic
considerations in Annexes D, E and F respectively.

UnderArticle8(1), anyParty to theStockholmCon-
vention can submit a proposal to the Secretariat for
listing a chemical in Annexes A, B or C. The propos-
al must contain the information specified in Annex
D. Annex D sets out the information requirements
and screening criteria of the POP properties of chem-
icals that the Party needs to submit to support its pro-
posal. The Party has to provide evidence on the per-
sistence, bio-accumulation, potential for long-range
environmental transport and adverse effects on hu-
manhealth and the environment of the chemical pro-
posed for the listing.

If the Secretariat is satisfied that the proposal con-
tains all the requested information, it submits it to
the Persistent Organic Pollutants Review Committee
("POPRC").24

According to Article 8(4)(a), if the POPRC is satis-
fied that the screening criteria have been fulfilled, it
makes the proposal and its evaluation available to all
the Parties and observers, through the Secretariat,
and invites them to submit the information specified
in Annex E.

If it is not satisfied that the screening criteria have
been fulfilled, it must inform the Parties and the ob-
servers, through the Secretariat, and the proposal
must be set aside.25 In case a proposal is set aside,
any Party may resubmit such proposal and include
any concerns of the Party as well as a justification for
further consideration by the POPRC (Article 8(5)).

If the proposal can proceed, the POPRC, on the ba-
sis of the further information received, must review
the proposal and prepare a draft risk profile in accor-
dance with Annex E and, through the Secretariat,
make the draft available to Parties and observers, col-
lect their comments and, on the basis of these com-
ments, complete the risk profile (Article 8(6)).

If, on the basis of the risk profile conducted in ac-
cordance with Annex E, the POPRC decides that the
chemical is likely to lead to significant adverse ef-
fects, the proposal shall proceed, regardless of the
lack of full scientific certainty (Article 8(7)(a)). In this
case, the POPRC must, through the Secretariat, in-
vite Parties and observers to submit the socio-eco-
nomic considerations specified in Annex F. It must

thereafterpreparea riskmanagementevaluation that
includes an analysis of possible controlmeasures (Ar-
ticle 8(7)(a)).

If, on the basis of the risk profile, the POPRC de-
cides that the proposal shall not proceed, it must
make the proposal available to all Parties and ob-
servers and set the proposal aside (Article 8(7)(b)). In
this case, a Party may request the COP to invite ad-
ditional information from the proposing Party and
other Parties during a period not exceeding one year
(Article 8(8)). After that period and on the basis of
the information received, the POPRCmust reconsid-
er the proposalwith the priority assigned by the COP.

Finally, under Article 8(9), based on the risk pro-
file and the riskmanagement evaluation, the POPRC
must recommendwhether a chemical should be con-
sidered for listing in Annexes A, B or C by the COP.

The decision to list a chemical in Annexes A, B or
C is taken by the COP through an amendment of
these Annexes (Article 22(4)). The Parties should
make every effort to reach a consensus. However, if
the consensus cannot be reached, the listing must be
adopted by a 3/4ths majority vote of the Parties
present and voting (see Article 21(3)).

Based on a combined reading of Article 22 para-
graph (3)(b) and (4), the amendment enters into force
within one year from the notification of the amend-
ment unless a Party notifies that it does not wish to
be bound by it in accordance with Article 25(4) (opt-
out system). In this latter case, the amendment shall
enter into force for this Party on the ninetieth day af-
ter the date of deposit with the depositary of its in-
strument of ratification, acceptance, approval or ac-
cession (opt-in system).

5. Financial and Technical assistance to
developing countries and information
exchange

An important aspect of the Stockholm Convention,
one that surely contributed to the wide ratification

23 Paul E. Hagen and Michael P. Walls, "The Stockholm Convention
on Persistent Organic Pollutants", (2005) 19(4) Natural Resources
and Environment: 49-52 <https://www.bdlaw.com/content/up-
loads/2018/06/the-stockholm-convention-on-persistent-organic-
pollutants-paul-hagen-aba-natural-resources-environment-vol-
ume-19-number-4-spring-2005.pdf> accessed 15 October 2021.

24 Article 8(2) of the Stockholm Convention.

25 Article 8(4)(b) of the Stockholm Convention.
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of the Convention by many so-called "developing
countries", was the provision of financial and techni-
cal assistance and information exchange from devel-
oped country Parties to developing country Parties
and Parties with economies in transition.

Article 13(2) provides that developed country Par-
ties shall provide new and additional resources to en-
able developing countries and countries with
economies in transition tomeet the agreed full incre-
mental costs of implementingmeasures to fulfil their
obligations under the Convention.

Under Article 13(3), developed country Parties
may also provide and developing countries and
countries with economies in transition may avail
themselves of financial resources to assist in their
implementation of the Stockholm Convention
through bilateral, regional and multilateral sources
or channels.

Furthermore, paragraph 6 of Article 13 defines a
mechanism for the provision of adequate and sus-
tainable financial resources to developing country
Parties and Parties with economies in transition on
a grant or concessional basis to assist in their imple-
mentation of the Convention. Article 13(7) mandat-
ed the COP to adopt appropriate guidance to be pro-
vided to the mechanism. In 2005, the first meeting
of theConference of the Parties adopted the guidance
to the financial mechanism in decision SC-1/9.26

In the interim, the Convention designated the
Global Environmental Facility ("GEF") as the entity
responsible for operating the international financial
aid mechanism.27

In addition to the financial assistance, the Stock-
holm Convention provides that:
i) Each Party must facilitate or undertake the ex-

change of information relevant to the reduction or
elimination of the production, use and release of
POPs and to alternatives to POPs (Article 9);

ii) Parties shall cooperate to provide timely and ap-
propriate technical assistance to developing coun-

try Parties or Parties with economies in transition,
to assist them to develop and strengthen their ca-
pacity to implement the Stockholm Convention
(Article 12).

6. Institutions Created by the Convention

The Stockholm Convention created three interna-
tional institutions.

The most prominent institution is the COP. The
COP was established by Article 19 and it is the gov-
erning body of the Stockholm Convention. It is com-
posed of governments of countries that have accept-
ed, ratified or acceded to the Stockholm Convention.

Pursuant to Article 19, the COP reviews and eval-
uates the implementation of the Convention. It con-
siders and adopts, as required, amendments to the
Convention and its annexes, e.g. to list new chemi-
cals brought forward by the POPRC. It also adopts
the programme of work and budget of the Conven-
tion for each biennium.

The COP was convened for the first time in 2005,
i.e. one year after the entry into force of the Stock-
holm Convention as provided for by Article 19(2).
Now, the COP meets at the Secretariat at regular in-
tervals of two years, as established in decision SC-1/1.

The POPRC is, arguably, the second most impor-
tant institution establishedby theCOP, in accordance
with Article 19(6) of the Stockholm Convention. The
POPRC is composed of government-designated ex-
perts in chemical assessment or management who
are appointed on the basis of equitable geographical
distribution (Article 19(6)(a)). As seen above, the
POPRC is responsible for assessing the proposal to
list chemicals under Annexes A, B and C submitted
by the Parties against the criteria laid down in An-
nex D and to decide whether the proposal for listing
must proceed to the COP.

Finally, the Stockholm Convention establishes the
Secretariat, whose functions are performed by the
Executive Director of UNEP (Article 20(3)). The tasks
of the Secretariat include, inter alia, (a)make the nec-
essary arrangements for themeetings of theCOP and
its subsidiary bodies; (b) assistance to the Parties, on
request, in the implementation of the Convention;
(c) prepare and make available period reports based
on the information received by the Parties in accor-
dancewithArticle 15; and (d)performanyother func-
tion assigned to it by the Convention.

26 The complete set of guidance to the financial mechanism is
available at the following link: <http://chm.pops.int/Implementa-
tion/FinancialMechanism/Guidance/tabid/682/Default.aspx> ac-
cessed 15 October 2021.

27 For more information on how the financial mechanisms were
negotiated, please refer to Pia M. Kohler and Melanie Ashton,
"Paying for POPs", (2010) 15(3) International negotiation:
459-484 <https://brill.com/view/journals/iner/15/3/article-
p459_7.xml> accessed 15 October 2021.



ICRL 4|2021126

III. Comments and Conclusion

The Stockholm Convention can be regarded as a sig-
nificant step forward in the global effort to control
pollution fromharmful chemicals. Still to date, it rep-
resents the one and only international treaty that
seeks to eliminate/limit the production/use and trade
as well as to control the emissions from a set of par-
ticularly harmful chemicals.

Some early commentatorswelcomed the adoption
of the Stockholm Convention in 2001, but criticised
many of its features. Notably, commentators raised
the followingnegativepoints: the rather longprocess
for adding new chemicals;28 the rather high number
of ratifications required for its entry into force;29 the
lack of long-term or aspirational goals; and the
regime for country-specific exemptions.30

While the process to list chemicals under the
Stockholm Convention is lengthy (it lasts three to
four years as a minimum), since the entry into force
of the Convention 23 additional chemicals have been
scrutinised and entered into the Convention's An-
nexes and 184 countries, including countries that did
not initially sign the treaty, have ratified the Conven-
tion. One notable exception is the United States
which, after having negotiated the text of the Con-
vention and signed it in 2001, has yet to ratify it.

The high number of ratifications and the relative-
ly smooth functioning of the Convention can be ex-
plained by reference to the strategy to divide POPs
into threeAnnexes and subject themtovaryingoblig-
ations and to the financial/technical assistancemech-
anisms.

The strategy to divide POPs into three categories
was certainlydesigned to achieve a two-foldobjective.

Contrary to the POP Protocol to the LRTAP Con-
vention, the Stockholm Convention aimed at inte-
grating also developing countries and, as such, it was
necessary to ensure a certain degree of flexibility and
differentiation in the elimination/reduction of
POPs.31 Furthermore, as the effects of POPs on hu-
man health and the environment are global, it was
necessary to ensure the ratification of the Conven-
tion by as many States as possible.32

Therefore, the differentiated obligations and the
wording used to impose obligations to take legal and
administrative measures to eliminate intentional
POPs and to reduce the release of unintentional POPs
was the result of a delicate compromise solution
reached by the negotiating parties.33

The assistance mechanisms are not only an ac-
knowledgment of the different capacities developing
countries and economies in transition have in terms
of financial, technical and human resources; but per-
haps also indicate that Parties realised that it is in
everyone's best interest to provide assistance, when-
ever needed, in the implementation of the Conven-
tion due to the intrinsic harmful properties of, and
risks posed by, POPs.

Indeed, the adverse effects of POPs, which have a
high potential for long-range transport, are not lim-
ited to a region or a determined geographical area -
they have an intrinsic potential for global reach.
Hence, developed country Parties and developing
country Parties have a vested interest in cooperating
to ensure the implementation of the Convention

In relation to the lack of a long-termor aspirational
environmental goal, its lack is certainly regrettable.
Based on the precautionary principle, embedded in
the preamble and Article 1, the Convention could
have, for example, aimed at preventing the creation
and introduction of large scale POPs into the envi-
ronment, as noted by John Buccini, Chair of the In-
tergovernmental Negotiating Committee, in his re-
marks on the 20th anniversary of the Convention.34

However, even in the absence of such a goal and
of a provision aimed at preventing the creation and
introduction of POPs into the environment, the
StockholmConvention is, inmany respects, far-sight-
ed and can be considered still "fit for purpose", in as
much as new substances are routinely proposed for
listing by Parties and scrutinised by the POPRC (the

28 Christian Vanden Blicke, "The Stockholm Convention on persis-
tent organic pollutants, Review of European", (2002) 11(3) Com-
parative and International Environmental Law: 328-342
<https://www.researchgate.net/publica-
tion/230007354_The_Stockholm_Convention_on_Persistent_Or-
ganic_Pollutants> accessed 19 October 2021.

29 Joel A. Mintz, "Two Cheers for Global POPs: A Summary and
Assessment of the Stockholm Convention on Persistent Organic
Pollutants", (2001) 14(2) Georgetown International Environmental
Law Review: 319-332 https://heinonline.org/HOL/Landing-
Page?handle=hein.journals/gintenlr14&div=17&id=&page=> ac-
cessed 19 October 2021.

30 Christian Vanden Blicke, p. 341.

31 Pierre-Marie Dupuy and Jorge E. Viñuales, p. 211.

32 Pia M. Kohler and Melanie Ashton, p. 468.

33 Christian Vanden Blicke, p. 341.

34 The video is available at <http://chm.pops.int/TheConven-
tion/Overview/20thAnniversary/tabid/8966/Default.aspx> ac-
cessed 20 October 2021.
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last substances being PFHxS, its salts and related
compounds).

In addition, although the provision of the country-
specific exemptions might be disappointing, it is im-
portant to note that such exemptions expire after five
years and Parties must justify the need to continue
benefitting from them.

Themajor disappointing aspect of the Convention
is probably the lack of an enforcement mechanism
in relation to Parties that do not implement correct-
ly or do not implement at all the provisions of the
Convention.

Even though such mechanism was arguably not
included in order to ensure endorsement by a high
number of negotiating countries, now that the Con-
vention is "mature" and supported by a high number
of stakeholders, it may be the right time to start dis-
cussing the introduction of such mechanism.

It does not need to be a "punitive" mechanism,
where a non-compliant Party is sanctioned for the
non-compliance.This is essentiallybecausenon-com-
pliance may predominantly occur in countries that
lack thenecessary technical expertise andhuman/sci-
entific resources. An enforcement mechanism that
fosters compliance through benefits (financial and
non-financial)may bemore efficient and productive.

One certainty is that, if human health and the en-
vironment are truly to be protected, non-compliance
cannot be tolerated.

In that regard, the latest Report on the effective-
ness of the evaluation of the Stockholm Convention
indicated that the percentage of Parties that have im-
plemented measures to reduce or eliminate releases
from intentional production and use of the newly
listed POPs (i.e. POPs listed after 2004) is significant-
ly lower than that for the legacy POPs (i.e., the dirty
dozen): 21-34% as against 54-66%.35 In relation to
this, the Effectiveness Evaluation Committee recom-
mends precisely paying more attention to develop-
ing, enforcing and/or strengthening national legisla-
tion and/or regulations implementing the Conven-
tion, especially indeveloping countryParties andPar-
ties with economies in transition. The same is true
for the action plans to eliminate unintentional POPs
worldwide: even though the majority of the Parties
developed the action plans further to the entry into

force of the Convention (60%), only a minority re-
viewed and updated these in accordance with Arti-
cle 5.

The enforcement of the Stockholm Convention
should therefore become a priority of the COP in the
decade to come.

In conclusion, it can be argued that, even though
the Stockholm Convention has "disappointing" fea-
tures – no international treaty is perfect - certainly
due to the difficulty associated with the negotiation
of multilateral environmental agreements in gener-
al, the Convention has proven to be an effective tool
to eliminate, reduce or control the production/use
and trade of a set of very harmful chemicals.36

35 UNEP-POPS-COP.8-INF.40.

36 As above.
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Legal Challenges to Chemical Regulatory
Decisions in Europe After Brexit: The
Opportunities and Threats from Parallel Legal
Systems in the EU and the UK

Eléonore Mullier and Simon Tilling*

I. Strategic Engagement with Chemicals
Regulations in the UK and the EU

The impact of the UK’s departure from the EU runs
counter to the general direction of travel for the reg-
ulation of chemicals. For decades global chemical in-
dustries, governments seeking open markets and in-
ternational institutions such as the UNEP and OECD
have been looking for ways to harmonise and stan-
dardise chemicals regulation and to reduce non-tar-
iff barriers to trade by seeking common ground and
consensus on a global approach. Chemicals, as the
building blocks for the manufacturing economy, are
a global commodity, often crossing multiple borders
multiple times in the journey from raw materials to
finished products or downstream use.

The UK’s decision to ‘take back control’ over its
laws by leaving the EU, and exiting its Single Market
and Customs Union, goes the other way: for global
chemicals manufacturers, formulators and distribu-
tors, there are now twomarkets to navigate, with the
inevitability of increased friction for market access.

What makes the development of particular inter-
est, though, is that, for the first time, two entirely in-
dependent markets are based on the same legal text
for the regulation of chemicals. Unlike all other mar-
kets, the question is not whether, and how quickly,
the regulatory regimes will converge to reduce non-
tariff barriers to trade, but ratherhowmuch, andhow
quickly, the EU and the UK will diverge. Divergence
is of course an inevitability, and there is plenty of ev-
idence of divergence in decision-making even with-
in the first year of independence.

There is another important consideration arising
from the circumstances of two independent markets

operating under an almost identical rulebook, and
that is the opportunity for proactive businesses to
use the two systems strategically. Global enterprises
seeking the grant or maintenance of regulatory ap-
provals, or defending their products from potential
regulatory management, or seeking competitive ad-
vantage from an innovative product or process with
sustainability credentials, will need to decide how
best to engage with the UK and with the EU, and
whether there is strategic advantage to concurrent or
sequential engagement. Given the common rule-
book, positive regulatory decisionsmade in onemar-
ket could be persuasive for decision-makers in the
other, and this provides a significant advantage. The
opposite, of course, is true for adverse decisions,
whichmakes it all themore important that decisions
can be effectively challenged both in the EU and in
the UK.

Inorder tomaximise theopportunities and tomin-
imise the risk of adverse decisions in one jurisdiction
being repeated in the other, it is therefore essential
for business operators to understand the legal op-
tions for challenging regulatory decisions under both
regimes.

II. Challenging Regulatory Decisions in
the EU

In the fifteen years since the adoption of the EU
REACH Regulation, rulings adopted on legal chal-

* Eléonore Mullier, Partner, Brussels, Steptoe & Johnson LLP.
Simon Tilling, Partner, London and Brussels, Steptoe & Johnson
LLP.
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lenges against regulatory decisions of the competent
EUauthoritieshaveplayedan importantpart in shap-
ing the interpretation and application of key EU
chemicals regulations. The extensive body of deci-
sions and judgments developed over these years is
an integral part of the sources which businesses with
operations in or with the EU have to consider for a
full grasp of their rights and obligations under EU
chemicals regulation. Both industry and public au-
thorities have at times had to change their practice
as a result of some of these rulings, confirming their
impact and hence the possible risk of dissonance
should diverging rulings be adopted in the UK.

The system of remedies established under the EU
REACHRegulation, and later extended to the EUBio-
cidal Products Regulation (“BPR”), is dual. Certain,
clearly identified decisions taken by the European
Chemicals Agency (“ECHA”) under both the EU
REACH Regulation or the EU BPR may be subject to
administrative review proceedings before an inter-
nal body of ECHA: its Board of Appeal. All other de-
cisions adopted by ECHA, decisions adopted by the
Commission, as well as the decisions of the ECHA
Board of Appeal themselves, must all be subject to
judicial review before the EU Court of Justice. Each
forum has its own specificities and this undoubted-
ly had a role in the outcome of such appeals and in
company’s decisions to bring legal challenges.

Specificities of ECHA’s Board of Appeal include
its composition: the combination of legally qualified
members and technically qualified members brings
a different perspective to appeals that inherently
touchupon technical and scientificmatters. This con-
trasts with the Court of Justice and has led both the
Board of Appeal and the Court of Justice to accept a
different scope of review: whereas the review by the
Court of Justice is limited to manifest errors of as-
sessment in areas involving complex technical and
scientific matters, the ECHA Board of Appeal can
find any error of assessment sufficient grounds for
annulment of the challenged decision.

Another important differentiator is the effect of
bringing a legal challenge. Bringing an appeal before
the ECHA Board of Appeal automatically suspends
the effects of the ECHA decision being challenged.
Before the Court of Justice, this is not automatic but
must applied for in addition to the application for
annulment. In terms of the final outcome, whereas
both the ECHABoard of Appeal and the Court of Jus-
tice have the power to annul the contested measure,

the ECHA Board of Appeal may in addition exercise
any power which lies within the power of ECHA.

Ultimately though, the final authority lieswith the
Court of Justice who is competent not only for deci-
sions which cannot be challenged before the ECHA
Board of Appeal but also for actions against the de-
cisions of the ECHA Board of Appeal. Many of the
most important decisions in terms of impacts on in-
dustry are arguably reserved to the jurisdiction of the
Court of Justice under the current regulations. This
is the case, for example, of decisions adopted under
the Authorisation title of the EU REACH Regulation
and of decisions concerning approvals of active sub-
stances under the EU BPR.

As the EU prepares to translate the ambitious ob-
jectives of the Chemicals Strategy for Sustainability
into concrete legislative proposals, one important el-
ement for industry to bear in mind is the impact of
such changes on their legal remedies. On the one
hand, changes to existing processes may result in
widening the scope of review by the competent ap-
pellate body. This couldbe the case, for example,with
the new concepts of “essential uses” and “sustainable-
by-design”, whose criteria are yet to be defined in a
legally binding manner and may need to be tested
once imposed.On the other hand, this time of change
also creates opportunities for the scope of decisions
falling under the competence of the respective appel-
lant bodies to be revisited. The biocides sector, for
example, may consider seeking more decisions
adopted under the BPR to be subject to the appeal
mechanism of the ECHABoard of Appeal than is cur-
rently the case.

Such evolution is likely to influence the scope for
divergence in appeal decisions taken in the EU and
in the UK in the coming years.

III. Challenging Regulatory Decisions in
the UK

One of the UK’s red lines during the Brexit negotia-
tions was the role of the Court of Justice of the Euro-
pean Union. The line was drawn in early 2017 with
the Government’s White Paper ‘The United King-
dom’s exit from and new partnership with the Euro-
pean Union’, setting out its policy aim to “bring an
end to the jurisdiction of the Court of Justice of the Eu-
ropean Union in the UK”. If anything, this position
only hardened during the negotiations, leading to
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other policy ambitions, such as ‘associate member-
ship’ of ECHA, being jettisoned as incompatiblewith
its hard line on jurisdictional independence.

It is therefore no surprise that the resulting legal
framework for chemicals provides the UK with a
wholly independent system for appeals and judicial
review of regulatory decisions.

The regulatory decisions themselves are taken ei-
ther by the UK chemicals agency, the Health & Safe-
ty Executive (“HSE”), or by the relevant Secretary of
State. For decisions under UK REACH, for example,
this will be the Secretary of State for the Environ-
ment, Food and Rural Affairs, whereas responsibili-
ty for decisions under GB BPR resides with the Sec-
retary of State for Work and Pensions.

As with EU REACH, under UK REACH there is a
right of appeal against certain decisions taken at
agency level. There is a defined list of HSE decisions
that can be appealed under UK REACH (as listed in
UK REACH Article 91, as amended), whereas under
GB BPR, any decision of the HSE is subject to appeal
(GB BPR Article 77, as amended). These are full mer-
it reviews, with the original decision being suspend-
ed during the duration of the appeal.

However, unlike its EU equivalents, the UK decid-
ed against creating a Board of Appeal to hear these
appeals, and instead ithasutilisedexistingstructures.

Appeals under UK REACH will be heard by the
First-tier Tribunal, General Regulatory Chamber (the
“GRC”). The GRC is part of Her Majesty’s Courts and
Tribunals Service (“HMCTS”) and has jurisdiction to
hear a number of somewhat disparate regulatory
matters, fromenvironmental appeals (which are sim-
ilar in substance to UK REACH appeals) through to
decisions concerning exam boards, driving instruc-
tors and pensions (which are not). The thread link-
ing these together is that they are all appeals against
decisions of regulators, and therefore the GRC can
build an expertise in evaluating regulatory decisions.
Further, the GRC has a lead environment judge, to
build an expertise in those areas of environmental
regulatory law that fall within the jurisdiction of the
GRC, including – now – UK REACH.

One of the benefits of the GRC over the English
Courts is that the matter can be heard by a panel,
with a legally-qualified Tribunal Judge sitting with a
specialist, non-legal,members. For appealswhich are
both technical and legal – as chemicals regulatory ap-
peals so often are – this is a useful benefit, and re-
flects the composition of the ECHA Board of Appeal

where the panel contains legally qualified and tech-
nically qualified members.

The GRC will carry out a full merits review, and
has the power either to quash the decision and remit
the matter to the HSE to take again, or substitute for
the decision any other decision which could have
been made by the HSE.

As is the case for decisions of the ECHA Board of
Appeal, there is an opportunity to appeal a decision
of the GRC to theUpper Tribunal, but only on a point
of law: there is no opportunity for further full review
of the merits of the decision. Appellants will there-
fore want to use the appeal process before the GRC
to maximum effect.

Decisions of the ECHA Board of Appeal are not
binding on the GRC, but where the same or similar
issues have been argued before the ECHA Board of
Appeal, we anticipate the panel will take an interest
in them. Again, this presents an opportunity and a
risk, and global businesses should make sure that
they have good visibility on developments in both
the EU and the UK.

Appeals under GB BPRwill not go to the GRC, but
will follow a different route. Because theHSE already
had a decision-making role under EUBPR for nation-
al authorisation of biocidal products, there was al-
ready amechanism for appealing theHSE’s decisions
set down in theBiocidal Products andChemicals (Ap-
pointment of Authorities and Enforcement) Regula-
tions 2013, regulation 14 and schedule 1. The appeal
is to the Secretary of State, who will appoint an ‘ap-
pointed person’ to hear and determine the appeal. In
practice, this has never been used, and no person has
as yet been ‘appointed’. Of course, the HSE has a
much-expanded role under GB BPR, but this appeal
mechanism has been retained for all HSE decisions.

In our view, this is an opportunity missed. From
experience of both appeals to the Tribunal and ap-
peals to the Secretary of State for other environmen-
talmatters in theUK,we are of the view that the GRC
should have been chosen to hear all appeals against
regulatory decisions of the HSE’s chemicals division.
First, thiswould have enabled expertise to be concen-
trated within the GRC, to facilitate more consistent
decision-making. Second, the GRC’s panel members
(both Judges and non-legal members) are selected
though an independent process run by the Judicial
Appointments Commission, in advance of any ap-
peal, whereas under GB BPR the Secretary of State
will make the appointment as and when the issue
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arises, with no indication of whowill hear the appeal
before an appeal is commenced, leading to inevitable
questions about independence. Third, the rules of the
Tribunal are clear and well-tested, whereas the pro-
cedure for the GB BPR appeal is rather scant in the
2013 Regulations.

In practice, this createswithin the continent of Eu-
rope three appellate bodies hearing similar adminis-
trative challenges (such as, for example, data sharing
obligations): the ECHA Board of Appeal, the GRC,
and the Secretary of State’s ‘appointed person’. This
makes it all the more important for the appellant to
ensure that it has visibility of decisions and emerg-
ing trends in all fora, so that it can use positive deci-
sions to its advantage, and be prepared to counter ad-
verse decisions that might be raised.

Of course, many of the most important decisions
are reserved to the Secretary of State, such as deci-
sions on UK REACH restrictions. Unsurprisingly,
there are no rights of appeal against decisions of the
Secretary of State. The sole option for aggrievedmar-
ket participants is to challenge such decisions
through the judicial review process, to the High
Court. Judicial review in England is itself undergo-
ing a period of change, and while a detailed analysis
is beyond the scope of this article, the overall picture

is that the courts remain reluctant to get involved in
quasi-political decisions. While judicial review re-
mains an important safeguard, it is no substitute for
early and fulsome engagement in the decision-mak-
ing process, ensuring that arguments are put forward
clearly and coherently before final decisions are tak-
en. Judicial reviewisanoptionof last resort, butwhen
all other options are exhausted, it can be a powerful
tool for an independent hearing in the English High
Court on the legality of a decision.

IV. Final Thoughts

Understanding the different routes for appeals and
legal challenges against regulatory decisions in the
EU andUK is important to the chemicals sector from
a reactive, defensive position of protecting legal
rights. It has also become a necessary source of in-
formation for operators doing business in orwith the
EU from a regulatory compliance and strategic per-
spective. Further, for international chemical busi-
nesses, it should also be considered important from
aproactive, strategic perspective, tomaximise the op-
portunity afforded by parallel but independent reg-
ulatory regimes.
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Chemical Safety Passport - The Russian (EAEU) Take on the Concept
of Safety Data Sheets and its Specific Features

Kirill Skobelev and Daria Zagorskaia*

SDS regulations are different in various countries,
and Russia is no exception to this rule. With the ad-
vent of the new Technical Regulation of the
Eurasian Economic Union 041/2017 “On Safety of
Chemicals” it’s important to understand the exist-
ing requirements of Russian SDS regulations and
get ready for the new legislation. This report ex-
plains the history of the SDS regulations in Russia,
highlights the role of expert review and gives rec-
ommendations to chemical industry representa-
tives worldwide.

I. Introduction

The chemical industry is well-acquainted with the
concept of Safety Data Sheets (SDS). First more or
less modern examples of SDS appeared in the early
twentieth century, and the formalisation of require-
ments for SDS development followed, for instance,
in the 1960s in theUnited States. At first themethod-
ology of SDS development differed from state to
state until the United Nations Economic and Social
Council decided to form a new Sub-Committee of
Experts on the Globally Harmonized System of Clas-
sification and Labelling of Chemicals in 1999. This
system, commonly abbreviated as GHS, provides a
platform for harmonisation of various chemicals’
regulations across the world, including, in particu-
lar, the format, structure and contents of SDS. The
first version of the GHS was adopted in 2002, with
the most recent ninth version published in 2021
(GHS Rev.9).

Russia’s path of SDS regulation started in 1993
with the development of GOST R (Russian national
state standard) 50587-93 “Substance (Material) Safe-
ty Passport. Basic principles. Information on mater-
ial safety at manufacturing, utilization, storage,
transportation and disposal handling”, which was
enacted in 1994. From the very beginning Russia
took a strict regulatory approach – this GOST in-
structs that an SDS, before it’s issued, must be reg-
istered in an order that is determined by an autho-
rized body.

SDS in Russia is called, if translated into English
literally, Chemical Safety Passport. To avoid confu-
sion with other kinds of SDS, Russian SDS hereafter
will be abbreviated as CSP.

The requirement to register CSP led to the forma-
tion of the CSP Register in 1995. As of November
2021, the CSPRegister containsmore than 70000 reg-
isteredChemical Safety Passports. Butwhat does reg-
istrationmean for an SDS-type document in the con-
text of the Russian regulatory system, and why is it
so important?

II. Russia’s Current CSP Regulations and
Registration Procedure

The current standard on CSP development in Russia
is GOST 30333-2007, which was enforced not only in
Russia, but also in Azerbaijan, Belarus, Kazakhstan,
Kyrgyzstan, Moldova, Tajikistan, and Uzbekistan.
Like its older counterpart, this standard contains a
requirement to register a CSP in accordance with a
procedure that is determined by a state authority.
Therefore, CSP registration procedures in different
states may not be the same.

CSP registration (as well as the CSP Register) is
handled by the Coordinating Informational Center
of CISMember States on approximation of regulato-
ry practices (CIS Center). The registration procedure
is as follows:
1. Develop the draft of a CSP for a given chemical;
2. Pay for the registration procedure;
3. Prepare the necessary documents (draft CSP, ap-

plication for registration, information letters on
product’s composition, technical specifications,
etc.);

4. Send the documents to the authorized body for ex-
pert review via e-mail;

* Kirill Skobelev, MSc in chemical engineering; CEO of Aventine,
Ltd. (Moscow, Russia). For correspondence: <k.skobelev@aven-
tine.ru>. Daria Zagorskaia, BSc in chemical engineering, lead
expert of Aventine, Ltd. (Moscow, Russia). For correspondence:
<d.zagorskaya@aventine.ru>
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5. (optional) If the expert review finds serious issues
with the CSP, the applicant will be asked to revise
the CSP;

6. Sign the documents and send the hard copies to
the authorized body.

For hazard category 1 or 2 chemicals CSP is valid for
3 years. For hazard category 3 or 4 CSP is valid for 5
years. In case CSP is amended, it requires re-registra-
tion.

The registration procedure is built around expert
review of CSP that is carried out by the authorized
body.Expertshave toevaluateaCSP inmultipleways,
i.e., to:
– checkwhetherminimal requirements for informa-

tion disclosure (they are listed in the Annex A to
the GOST 30333-2007) are met;

– examine the sources of information (all data in a
CSP must be referenced, and the list of sources
provided in the Section 16 – even for statements
like “Not applicable”) and their validity;

– check compliance with national and internation-
al legislation.

Theoretically the registration procedure can be car-
ried out by an entity based outside of Russia. Keep
inmind, though, that theauthorizedbodyworkswith
documents submitted in Russian, and, therefore, a
CSP itself must be in Russian, as well as all other nec-
essary documents. CSP must contain multiple refer-
ences to Russian legislation, such as sanitary norms,
fire safety rules, etc.

The language barrier isn’t the only hurdle in CSP
development and registration. Since the standards in
Russia and other countries are different, it’s not
enough to simply translate, for example, a REACH-
compliant SDS into Russian in order to register it.
Notable specifics of CSP include:
– various statements in a CSP must be checked and

referenced with Russian national legislation. For
instance, the sectiondescribing components of the
chemical must contain MACs in accordance with
the Russian sanitary-hygienic standards; the sec-
tion of fire safety must be referenced with Russ-
ian fire safety standards, etc.;

– hazard classification of chemical substances and
chemicals in Russia is different when compared
to other counties’ regulations. For instance, EU
CLP lacks Cat. 4 for flammable liquids, Cat. 5 for
acute toxicity – these are present in the current

state standards for hazard assessment of chemi-
cals enforced in Russia.

A detailed and well-executed CSP is extremely help-
ful for chemicals’ distributors, logistics andendusers.
Registration of CSP is not required in the strict sense
(since state standards in Russia are voluntary), but
recent studies show that a large share of SDS con-
tains incorrect data – registration can help to avoid
that problemandensureprovidingvalid information
to downstream users.

III. Expected Changes is CSP
Regulations in Russia (and EAEU)

As part of the Eurasian Economic Union (EAEU,
which includes also Armenia, Belarus, Kazakhstan
and Kyrgyzstan), Russia is getting ready to imple-
ment the new Technical Regulation 041/2017 “On
Safety ofChemicals”.Unlike state standards (GOSTs),
EAEU Technical Regulations are not voluntary and,
therefore, the industry must comply with them.

The TR EAEU 041/2017 takes a different approach
when compared to REACH and centers on chemical
products, not individual substances that make up
chemicals. Therefore, the centerpiece of the new leg-
islation is thenewprocedure for complianceof chem-
icals – chemicals’ registration.

This means that prior to executing any supplies of
a given chemical, that chemical must be registered
by an authorized body. In accordance with articles
54 and 60 of the TR EAEU 041/2017, state registra-
tion of chemicals requires the following documents:
– application;
– CSP compliant with requirements listed in the ar-

ticles 36-43 of the TR;
– testing protocols and other information.

In turn, articles 36-43 state that a CSP must be com-
pliant with the GOST 30333-2007. This means that
successful registration of a chemical will be impossi-
ble unless the applicant has a GOST-compliant CSP.

Therefore, under the TR EAEU 041/2017 Chemical
Safety Passport is going to be one of the most impor-
tant documents, an absolute prerequisite for registra-
tion of chemicals. Judging by the relatively small
numbers of registered CSPs, it’s highly likely that,
when the TR is enforced, a large number of compa-
nies will have to develop their GOST-compliant CSPs
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quickly. This will overload both distributors of chem-
icals, and expert organizations which can develop
quality CSPs. Therefore it’s wise to think about this
problem beforehand and get a correct, GOST-compli-
ant CSP in advance.

When the TR EAEU 041/2017 is enforced, the pro-
cedure of CSP registration will not be required to
avoid doubling of the regulatory load. However, it’s
more correct to say that procedure of CSP registra-
tion will still be required – only it will be done un-
der the framework of chemicals registration in accor-
dance with the TR EAEU 041/2017.

Before a chemical is registered, it cannot be sup-
plied into the territory of EAEU. Failing to get a cor-
rect CSP in time will cause disruptions in the regis-
tration procedure and impede company’s operations.

IV. Recommendations for the Industry

There are a few key points about SDS in Russia that
should be kept in mind by chemical industry repre-
sentatives across the world:
– CSP cannot be developed by simply translating an

SDS into Russian;
– A practice of CSP registration (expert review) was

established in Russia in 1994 and still continues
to this day;

– This practice will be all the more important when
the TR EAEU 041/2017 “On Safety of Chemicals”
is enforced, making a correct CSP a prerequisite
of chemicals’ registration.

Hence it’s highly recommended to abandon the prac-
tice of creating a Russian SDS by translating an orig-
inal SDS and develop a CSP with a trusted expert or-
ganization instead – and to do that in advance, be-
fore the new Technical Regulation is implemented.



ICRL 4|2021 135Reports

Polymer Registrations Under K-REACH: Requirements and Practical
Approaches for Joint Registration

Jae-Seong Choi and Yu-Jeong Choi*

In Korea, polymers are required to be registered un-
derK-REACH.Variouspathwaysareavailable to com-
plywith registrationobligationsdependingon inven-
tory listing status or suitability to meet the exemp-
tion criteria. Particularly, joint registration of poly-
mer substances is now a new challenge to K-REACH
registrants against the limited deadline. And widely
generated new study data is also an important factor
to be carefully discussed between co-registrants in
the joint registrations. Understanding on grouping
approach could be improved further to make poly-
mer registration more efficient and correct during
the next phases of joint registration.

I. Introduction

As polymers have improved its productivity and
properties to replace existing materials, we can find
polymers from almost everything in our life. COV-
ID-19 increases the demand for disposable products
related topersonalhygieneandhealthprotectionand
these changes have pushed the growth of polymer
industry further. Moreover, recycled polymers are al-
so now being recognized related to the continuity of
using consumer goods, and high-performance poly-
mers are continuously developed to be used for var-
ious industrial uses.

In line with the growing polymer market, chemi-
cal regulations have also beendeveloped for safer use
and better understanding of polymers. As regulators
already understand the complexity of evaluating
polymers, numerous investigations have been care-

fully undertaken to find a reasonable and accurate
way to regulate polymers. Meanwhile, in Korea, reg-
ulations on polymers have been introduced rapidly
and proactively compared to the country’s market
size in global. Specifically, the revision of K-REACH1

triggered the joint registrations of polymer sub-
stances, which can be a new challenge to the indus-
try to meet the demands of each registrant for a suc-
cessful joint registration.

The following chapters are intended to provide
regulatory requirements information and potential
impacts and recommendations for polymer registra-
tions under K-REACH.

II. K-REACH Polymer Definition

In addition to the general meaning of a polymer sub-
stance, the OECD developed the definition of poly-
mer2 which is commonly adopted in chemical regu-
lations.

K-REACH also follows the OECD’s definition for
identifying polymer substance. Once a substance
meets the definition as polymer, this substance can
be registered with less study requirements under K-
REACH. As it can be a huge benefit, the competent
authorities (NIER3, KECO4) strictly require regis-
trants to submit analytic information (see below) to
see if the substance meets the polymer definition or
meets the exemption criteria. In-house analysis re-
sult is also acceptable.

<Analytic data required for polymer registra-
tion/exemption>
1) GPC analysis report (or other type of analysis, if

GPC is not applicable)
– Chromatograph of standard and test material
– Molecular weight distribution plot with Slice ta-

ble
– Number average molecular weight value
– Calibration plot of standard material
2) Monomer information (incl. content (%))
3) Molecular structure
4) Unreacted residual monomer analysis report (for

polymers with Mn < 10,000 Da)

* Jae-Seong Choi, Branch Manager, Chemservice Asia. For Corre-
spondence: <js.choi@chemservice-asia.com>. Yu-Jeong Choi,
Project Leader, Chemservice Asia, For Correspondence:
<yj.choi@chemservice-asia.com>.

1 Korean-REACH: Act on Registration, Evaluation, etc. of Chemicals
(Act No. 18034)

2 See, <https://www.oecd.org/env/ehs/oecddefinitionofpolymer.htm>

3 National Institute of Environmental Research
<https://nier.go.kr/NIER/eng/index.do>

4 Korea Environment Corporation <https://www.ke-
co.or.kr/en/main/index.do>
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III. Polymer of Low Concern (PLC)
Exemption

“Polymer of low concern” is a globally known con-
cept that is considered to be of low concern to hu-
man health and the environment based on the ana-
lytic information. The K-REACH also adopted this
concept to enable registrants to undergo a simpler
process to complywith regulation, when itmeets the
exemption criteria as shown in Figure 1.

When a polymermeets the exemption criteria, the
registrant can apply for exemption confirmation to
replace the registration obligation by KECO’s ap-
proval. Once it is approved, OECD studies are not re-
quired for the substance, and there will be no author-
ity’s hazard evaluation phase which could trigger ad-
ditional animal studies to prove the hazard of the
substance. Furthermore, registrants do not need to
be concerned about inaction, in the case of increas-
ing business, since the PLC exemption does not spec-
ify a tonnage band. Frequently, submitted analysis
data is rejected to be updated or renewed when it
doesn’t contain any piece of information required by
KECO. Therefore, it is recommended to check in de-
tails in advance of preparing the PLC exemption un-
der K-REACH.

IV. Polymer Registration – Reduced
Study Requirements

K-REACH requires study data depending on the reg-
istration tonnage band of each registrant just like in
EUREACH. That is,more studies are required for the
higher tonnage bands. But in the case of polymer, the
scope of required study can be reduced compared to
the non-polymer substances. Practically, it is known
as “2-tonnage-band-lower” requirements for poly-
mers with additional data that prove the substance
identity as polymer. Furthermore, some of the test
items are not scientifically relevant for polymers (e.g.
Boiling point, vapor pressure, biodegradation).

Chemical Safety Report (CSR) can also be waived
for the polymers unless the registration tonnage
band is above 1,000 tons/year. As briefly mentioned
above, the amount of study requirements for poly-
mers corresponds to the 2-tonnage-band-lower than
non-polymers which trigger the obligation to submit
the CSR for above 10 tons/year registrations. As it is
expected that most of the polymer joint registrations

with above 1000 tons/year will be completed in 2021,
CSR could be rarely prepared for the polymer regis-
trations as of 2022.

V. Polymer Joint Registration and
Potential Obstacles

Existing chemicals listed in Korean inventory, have
been pre-notified after the K-REACH revision and
joint registrations have been made by pre-notifiers
who intend to register a substance together with oth-
ers. There are also polymer substances among the
listed existing chemicals, and the registration dead-
lines are given in the same way with non-polymer
substances. Since polymer substances aremore com-
plex than non-polymers in terms of substance iden-
tity, operation of joint registration of polymer sub-
stancesneed tobe conductedmore efficiently tomeet
the registration deadline.

Before looking into the factors that make polymer
registrations more difficult, it is always good to re-
member that opting out from the joint registration
is possible when it can be more beneficial. There are
defined conditions to get approval from the author-
ity for the individual registration (see below).

<Acceptable reasons for individual registration>
1) Where the disclosure of trade secrets of the enter-

prise is expected to cause considerable commer-
cial loss; or

2) Where more expenses are incurred for joint sub-
mission than individual submission; or

3) Where the classification and labeling of a chemi-
cal substance is different on the same test item;
or

4) Where the opinion of a person disagrees with an
opinion of a representative in choosing test data
for the same test item;

1. CAS Number Basis Identification

Firstly, it is important to understand that the K-
REACH registration scheme is based on the sub-
stance level,whichmakes sense fornon-polymer sub-
stance registration but not suitable for the polymers.
On one hand, some polymers with different CAS
numbers can be almost identical to each other. On
the other hand, a polymer has diverse toxicological
characteristics based on the wide range of molecular
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weightorproductgrades.Apolymercanbedescribed
in various ways in terms of toxicological properties,
however, the joint registration of this polymer starts
involvingallmanufacturers/importersof everygrade
of the substance into one group to find a chance to
consolidate every aspect into one registration. This
could trigger intensive communications and discus-
sions among co-registrants to find the most prefer-
able way to operate the registration. Thus, required
tasks for joint registration can be considerably
greater than the cases of non-polymer joint registra-
tion.

Theoretically, if there are various product grades
that derive various hazard properties for one poly-
mer substance, creation of a separate joint registra-
tion group (also referred to as “CICO”5) is allowed.
But in reality, in order to maximize the efficiency of
cost/workload or with other reasons, the conclusion
on dividing CICOwould be drawn to staywith 1 joint
registration group. In this case, not only molecular
weight ranges, but also other factors (i.e. Feedstock,

monomer residues, molecular structure) triggers
complex and lengthy discussions from the initial
phase of joint registration to establish the agreed
boundary compositionas apart of theSIP (Substance
Identity Profile) of CICO.

Although theboundarycomposition isdefinedun-
der co-registrants’ agreement, there will be more ar-
guable discussions to prepare the registration
dossiers. Considering that a polymer substance may
have different product grades related to the proper-
ties or molecular weight ranges, conducting toxico-
logical studiesmay also not be simple to decide a suit-
able sample for the test. Minor components,
monomer residues or molecular weight ranges may
beconsidered for selecting themost appropriate sam-
ple(s) for the tests.

Furthermore, justifying the representative sample
could be much trickier when it is decided within CI-
COtouseexistingstudydataownedbyco-registrants.
Test materials applied for each study need to be
matched to the justification for choosing the repre-
sentative sample. Therefore, the more data owner
would end up to the more complexity to justify the
representing sample for developing registration
dossiers.

5 Chemical substance Information Communicative Organization;
corresponds to “SIEF” in EU

Figure 1: K-REACH PLC exemption criteria flow chart (Source: Chemservice, 2021)
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2. Differences in Interests Between
Domestic and International
Companies

Keeping consistency of toxicological interpretation
on a substance in different jurisdictions has been a
very important goal for international companies.
Meanwhile, domestic registrants would rather focus
to secure registration compliance to enable massive
amounts of manufacturing. The differences in inter-
ests between domestic registrants and international
companies have been one of the major obstacles to
register a substance in Korea, and conflicts between
registrants can bemade inmore seriousways in poly-
mer CICOs.

As the application area of polymer’s end-product
is extensive, toxicological studies and investigations
on polymers had already been made to comply with
regulations on consumer goods. Andmostly, interna-
tional companies have been contributing to this area
more than Korean companies. Furthermore, consor-
tium activities aremore actively conducted in the EU
associated with REACH registration obligations to
monomers. Consequently, many of the polymers are
grouped by intercompany industries and toxicologi-
cal investigations are linked among polymers that
can be grouped into certain criteria. Therefore, reg-
istering a polymer substance under K-REACH re-
quires precise approach to generate new study data
or conducting a Read-Across which may trigger a se-
rial impact to other polymers classification.

However, it is easily observable that domestic reg-
istrants underestimate the consequences from gen-
erating new studies or Read-Across justifications.
Meeting the registration deadline is more important
to domestic registrants than data consistency, unless
there is any action which triggers toxic chemical in-
ventory listing. And implementation of the govern-
mental supportingprogramalso helpsK-REACHreg-
istrants by reducing costs; to conduct new studies
that could encourage domestic registrants to gener-
ate new studies, rather to adopt toxicological ap-
proaches developed by international companies.

3. Limited Testing Capacity

Compared to the deadline of the first phase of the re-
vised K-REACH joint registration, the time to do the
polymer-specific tests (e.g. GPC analysis, monomer

residue analysis, polymer stability tests) for all poly-
mers listed in the inventory by local laboratories was
not enough. And many of laboratories located out-
side of Korea had to have time to establish proper
methods or facilities to meet the test methods re-
quired by K-REACH, especially for the polymer sta-
bility test which has not been conducted internation-
ally. Furthermore, animal tests had also been adjust-
ed within the scope of OECD test guidelines for en-
hancing correctness of testing results by adopting
consideration on the characteristics as polymer. Con-
sequently, the registrations had been delayed to have
enough discussion between laboratories and regis-
trants or even to wait for the time when contracted
laboratory is capable to initiate studies. Although the
number of required study data is reduced for poly-
mer registration, generating new study data has been
another challenge for registrants.

VI. Recommendations for Non-Korean
Manufacturers

1. Proactive Actions for Global Data
Consistency

Asmentioned in the chapter of the joint registration,
data owners consider global data consistency when
registering a substance. Comparatively speaking, Ko-
rean companies showed a tendency to prioritize cost
efficiency rather than global data quality, data and
classification consistency in registering a substance.
In this regard, there are CICOs that turned down of-
fers from owners of study data in place. Instead of it,
they chose to replace test study requirementsbywaiv-
ing justification or published free data, or even con-
ductednew tests in SouthKorea.Also,Korean author-
ity’s supportingprogramforSmall andMedium-sized
Enterprises (“SME”) has helped Korean companies to
conductnumerous tests. Through the supportingpro-
gram, Korean authority produces demanding tests
and provides test reports to K-REACH registrants at
an affordable price, or simply compensates some
parts of testing costs after industries conduct tests in
laboratories in South Korea. As long as a CICO satis-
fies the application requirements regarding CICO
structure (e.g., CICO consists of more than two Ac-
tive SMEs), it is straightforward to get supported for
generating test studies that the CICOs are seeking.
The Korean authority helps to conduct test studies
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which are ‘not available’. In case the data owner is not
very responsive in a timely manner, or the costs of-
fered by the data owner are not affordable for CICO
members, relevant studies can be considered as ‘not
available’. That is why there have been many new
tests, even for substances of which reliable data is in
place or of which new studies are not really neces-
sary, based on the Read-Across approach. While per-
forming those tests, the importanceofmonitoring the
process is often overlooked. Global industry needs to
acknowledge that the goal of registration is the same
with domestic companies, but there are differences
in understanding the process. Therefore, it is neces-
sary to think about how to complete registration in
harmony with them and take a strategic approach.

2. Implementation of Polymer
Consortium and Grouping
Approaches

Grouping several CAS numbers into one set of pro-
file can be very useful to register polymers because
very similar polymers can be defined in many ways
of CAS numbers. There is always a high chance of
referring hazard data to each other for cross-reading,
when it comes to registering polymers. Additional-
ly, once such a grouping approach is well established
in Korea, the same approach can be continuously
used in other jurisdictions in the future. For these
reasons, it will be necessary for global companies to
put intensive efforts into preparing K-REACH poly-

mer registrations, so that they canmaintain continu-
ity of grouping approach and global data consisten-
cy.

Forming a consortium together with Korean co-
registrants will help non-Korean companies for dri-
ving joint registrations in preferableways,which can
also help to adopt appropriate grouping approaches.
Frequently, Korea based manufacturers act as Lead
and their service providers do not put the global da-
ta consistency as a priority. Therefore, taking the lead
role in CICO via Only Representative will also be a
great option to convey accurate approaches and in-
formation to CICO.

VII. Conclusion

Registering polymers under K-REACH requires less
hazard information than other substances. Butmuch
more efforts are needed to establish accurate and ef-
ficient polymer registrations, especially when the
registration needs to be prepared under the joint reg-
istration scheme. Confidentiality could also bemuch
more important for polymers to register jointly with
competitors because information of feedstocks,
monomers, compositions, manufacturing processes
anduse informationassociatedwith the supply chain
need to be fully or partially disclosed to prepare reg-
istration dossiers. Therefore, expertise and experi-
ence ofmediator in joint registration (i.e. Consultant,
service provider) could be a key factor of successful
joint registration.
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Recent Developments of Chemical Regulations
in Latin America: A Brief Summary

Guilherme Vilhena H. Afonso*

I. Background

Chemicals are part of our daily life. Literally, they are
everywhere, from natural origin to manufacturing
and waste processing. Chemicals may be present in
different forms and span a variety of products and
applications, culminating in myriad danger expo-
sures to humans and the environment. Chemical pol-
lution has been determined to be one of the plane-
tary boundaries1, meaning that anthropogenic activ-
ity shall be within a threshold for safe operation. The
planetary boundaries concept asserts that the planet
has a limited capacity to [re]assimilate elements to
the biogeochemical cycle, i.e., a reintegration of these
elements into thebiotic andabioticnaturalpathways.
Although chemical pollution is not yet comprehen-
sively understood, exceeding the threshold limitmay
result in drastic changes and a ripple harmful effect.

In this sense, chemical management and chemical
safetyhavebecomeprominent, encouragingstakehold-
ers to provide safer chemical management through
their lifecycle.Governments, inspecial thosewithmore
developed economies, have been implementing their
framework for chemicals. In theUnited States, e.g., the
regulation that provides protection from unreasonable
risk and controls the manufacture and sales of chemi-
cals dates back to 1976when theToxic SubstancesCon-
trol Act (TSCA) was created2; another bold example is
the European Union inventory of existing substances,
releasedin19903.Anexpressiveamountofpublications
have focused on investigating the chemical framework
of the United States, Canada, Europe, and Australia,
setting aside a relevant part of the world. While richer
countries were experiencing an increase in chemical
awareness, the poorest countries were lagging behind.

With the advent of globalization (and more fre-
quent trades), chemical inventories are becoming a
commonly important aspect recognized in chemical
management systems, covering not only chemical
substances manufactured in the national territory
but also those imported and present in products and
articles. It is soon expected that the majority of na-
tions (if not all) will count on chemical inventories

as a tool for chemical administration at the pace that
national chemical management trends globally.

Countries in developing regions are slowly starting
toconsideradoptingsoundchemicalmanagementna-
tionwide. During the last decade (2010-2019) it is ob-
servable an intense activity towards the consolidation
of chemical regulations, especially in Latin America.
The region is scored 117,2 billion Euro in chemical
sales in 2019, representing 3.2% of the world market
share4. Althoughwith relevant participation in the in-
ternational chemical business, LatinAmerica is affect-
ed by a research and dissemination lapse. Thus, there
is an imperative demand for the study and dissemi-
nation of regional and national chemical regulations,
including their advocacy and stewardship efforts.

II. Latin America Outline

Latin America is one of the regions of intense recent
activities regardingchemical regulationdevelopment
and implementation. However, the scenario is chal-
lenging to understand because of the little consisten-
cy among countries, even when embraced by trading
blocs. The condition for chemical management sys-
tems so as for chemical inventories is incipient.

* Guilherme Vilhena has a Master's Degree in Environmental and
Resource Management and currently works as a regulatory con-
sultant for chemical regulations focusing on Latin America. For
Correspondence: <guilherme_vilhena@hotmaill.com>.

1 Rockström J., Steffen W., Noone K., et al. (2009). A safe operating
space for humanity. Nature 2009 (461), pp. 472–475. Available
at <https://doi.org/10.1038/461472a>.

2 TSCA, created by Public Law 94-469 - Oct. 11, 1976, regulates
commerce and protect human health and the
environment by requiring testing and necessary use restrictions on
certain chemical substances, and for other
purposes. More at <https://www.govinfo.gov>.

3 As published in O.J. C 146A, 15.6.1990 relating to the classifica-
tion, packaging and labelling of dangerous
substances, as amended by Directive 79/831 /EEC. More at
<https://eur-lex.europa.eu>.

4 European Chemical Industry Council (2021). 2021 facts and
figures of the European chemical industry. Available at
<https://cefic.org>.
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The majority of countries in the region have been
working on comprehensive chemical regulation in
the last years. The process to integrate the registra-
tion, evaluation, and control of chemicals has been
on the rise at least since 2015, when countries start-
ed to form committees, have national meetings, and
participate in international conferences. The time co-
incides with the formation of international and re-
gional supporting projects5. The instruments under
development will facilitate the implementation of a
systematic compilation of information on produc-
tion, trade, and use of substances, creation of a reg-
istry (notification and registration) of chemicals, an
inventory of substances, and lead to a proper risk and
assessment prioritization. This promising ambition
not only has to overcome the main difficulties
present in countries with economies in transition,
but also to deal with emerging issues. Themost com-
mon adversities are related to building and sustain-
ing the program, which includes infrastructure, spe-
cialized personal, assessment laboratories, invest-
ments, instabilities (political and economic), avail-
able data, and ensuring compliance.

Although the GHS is almost completing one
decade from its creation, the system still lacks imple-
mentation in Latin America. The GHS is present in
eight countries in the region, while nine countries do
not have it implemented, and one is elaborating a
draft tomake it mandatory. The GHS is an important
tool intended to connect national chemical safety
with international standards; therefore, it works as
a gateway to abetter and transitional chemical frame-
work national-wise. Despite this crucial characteris-
tic, regional companies may lack the capacity and re-
sources to implement it.

Still regarding driving forces, the willingness to
ascend as an Organisation for Economic Co-opera-
tion and Development (OECD) member has been es-
sentially driving the implementation and advance-
ment of chemical control mechanisms. Latin Ameri-
ca has only three countries participating in OECD as
fullmembers (Colombia, Chile, andMexico), one key
partner (Brazil), and three prospective future mem-
bers (Argentina, Costa Rica, and Peru). Table 1 high-

lights those countries concerning the advancements
of national chemical regulations and provides con-
siderations about chemical enforcement to come.

III. Countries Progression

This passage will provide on most recent events on
the country-to-country approach, the GHS imple-
mentation conditions, and the national regulation on
inventory, registration, and control of chemicals. Ar-
gentina, Brazil, Chile, Colombia, Costa Rica, Mexico,
and Peru are portrayed in detail, where chemical ad-
vancements are presented to date.

1. Chile

The recent chemical history in Chile can be traced
back to the 2000s when the Official Chilean Norm
(NCh) 2190 and 382 were adopted respectively in
2003and2004.NCh2190 is responsible to implement
pictogramsused to risk identification,whileNCh382
defined the classification and hazard substances (lat-
er updated by the National Institute of Standardiza-
tion - INN in 2019 and 2017, accordingly). Until then,
there were no similar regulations to GHS (for classi-
fications and risk pictograms), yet a slight reference.
Just in 2016 Chile issue Decree 43, responsible for the
former recognition of GHS standards in the country;
however, it should still use the corresponding pic-
tograms of NCh 2190, thus not making GHS manda-
tory.

Chile’s Ministry of Environment has been work-
ing to strengthen the assessment, registration, pro-
hibition, and monitoring of chemical substances. In
2017, Chile published the National Chemical Safety
Policy action plan 2017-2022, aiming to protect hu-
man health and the environment by reducing the
risks associated with handling, storage, transport,
trade, use, and disposal of chemicals. The action plan
providedan integralplan toaccess chemicals through
its life cycle.

It culminated in the creation of the proposed clas-
sification, labeling, and notification of chemical sub-
stances and mixtures regulation in 2018. Such pro-
posal went to public comments in 2018 still, and in
2020 the final draftwas forwarded toContraloría, the
governmental body responsible for proper approval
and authorization to implement the legislation. Just

5 Programmes and projects from International Council of Chemical
Associations (ICCA), Strategic Approach to International Chemi-
cals Management (SAICAM), United Nations Environmental
Programme (UNEP), and the Organisation for Economic Co-
operation and Development (OECD), to cite a few.
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Figure 1: Implementation and development status of national chemical regulation by country, and adoption of
the Globally Harmonized System of Classification and Labelling of Chemicals (GHS) nationwide. Note that
Ecuador is represented as having a national regulation in force for chemical registration and inventory
(embedded in the environ environmental code); however, no implementation of such tools was found in
practice.

Table 1: Representation of Latin American countries with national chemical control in force or to be
implemented, its considerations, and current status

Country Argentina Brazil Costa Rica Chile

Observation Prospective OECD
member

OECD key partner (requested
to join in 2017)

Invited to join as a mem-
ber(May 2020) OECD member (2010)

GHS Resolution 801/2015
(rev. 5)

ABNT NBR 14.725 family(rev.
1 and 4). Considering rev. 7

RTCR 478/2018;RTCR
481:2015 (rev. 6) Decree 57/2021 (rev. 7)

National Legis-
lation

Regulatory frame-
work for chemical
substances risk
management (Bill
4.339/2019)

Implements the inventory,
risk assessment and control
of chemical substances
(Draft, 2018; Bill 6.120/2019)

-

Regulations for the
classification, labeling
and notification of
hazardous chemicals
and mixtures (Decree
57)

Risk considera-
tion under Government Government - Industry

Amount thresh-
old ≥ 1 ton/year ≥ 1 ton/year - ≥ 1 ton/year

Status
Delivered to Con-
gress in September
2019

Draft (2018) shelved;Bill
6.120/2019 under revision in
Deputy Chamber

Evidence indicates that it
is under elaboration, al-
though not available to
the public

At official gazette on
February 2021
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as Chile was the first country to become a member
of OECD in South America, it again becomes the pi-
oneer to promulgate its notification scheme and
chemicalsmanagement system.Decree 57, published
in February 2021, is the regulation that provides for
the classification, labeling, and notification of haz-
ardous chemicals and mixtures.

According to Decree 57, manufacturers and im-
porters of chemicals including dangerous substances
that are not supervised by special regulations have
the responsibility to notify the authority for sub-
stances over one ton per year via the environmental
authority portal. Decree 57 is also responsible for
making the GHS standard gradually mandatory in
the country (until then voluntary): for substances of
industrial use from February 9, 2022, and for sub-
stancesofnon-industrialuse, suchasdomesticorgen-
eral consumer goods, fromFebruary 9, 2025; formix-
tures of industrial use from February 9, 2023, and for
mixtures ofnon-industrial use fromFebruary9, 2027.

2. Colombia

Pieces of legislation have emerged over the years, but
it was in 2012 that the country published the “Nation-
al Profile of Chemical Substances”. The document’s
purpose, created in collaboration with the ministry

of the environment and the United Nations Industri-
al Development Organization (UNIDO), was to con-
ceive a strategic focus on chemical substances, main-
ly integrating chemicals, health, and environment,
without neglecting the legal, economic, social, and
political elements.

It took four years for the “Risk Management Poli-
cy Associated with The Use of Chemicals” to be elab-
orated, i.e., in 2016. The policy aims to cover the gaps
hitherto existing, coherently integrate risk manage-
ment processes and the life cycle stages of chemical
substances on an interministerial approach.

In 2017, the country updated its national profile
of chemical substances issuing the “National Profile
of Chemical Substances: Volume II”. The document
concentrated on bringing up-to-date chemicals and
amounts utilized in the country (what can be consid-
ered aprecursor step of the chemical inventory),with
priority concerns related to the topic, including pri-
oritization of chemical substances for pure industri-
al use by hazards following the GHS 6th revision. In
the same year, the bill came to light suggesting com-
prehensivemanagement of industrial chemicals, un-
dergoing several public consultation rounds.

With an eye on OECD partnership since 2013, the
advancements in chemical regulation were a confir-
mation for the association of positive engagement.
OECD officially invented Colombia to participate in

Table 1: Continued

Country Colombia Mexico Peru

Observation OECD member (2020) OECD member (1994) Prospective OECD member

GHS Decree 1.496/2018(rev.
6) NOM-018-STPS-2015 (rev. 5) -

Legislation Name

Comprehensive man-
agement of chemicals
for industrial use
(2020)

Comprehensive National
Policy for Management of
Chemical Substances (2019)

Regulation and control of dangerous sub-
stances and similar for domestic, industrial
and/or public health use (MINSA 439/2020)

Risk consideration
under Industry Industry (expected) Industry (expected)

Amount threshold ≥ 100 Kg /year - No threshold

Status
Open for public partic-
ipation until February
26, 2021

The Industry association
proposed changes to the cur-
rent draft

Joint GHS and chemical regulation to be
close implemented. Public consultation end-
ed on September 24, 2020
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theorganization in2018.The initial adoptionsofGHS
guidelines were present subsequently by Decree
1496, although dependent on ministries for imple-
mentation. Amid various public consultations about
the comprehensive management of chemicals in the
country, it did not last much until Colombia finally
ascended as an official OECD member in 2020, be-
coming thenewest SouthAmericanmember, and the
third in Latin America. The event encouraged the im-
plementation of GHS by the Ministry of Labor, the
only one to adopt the guidelines so far. Resolution
773/2021 came after three waited years. Among the
aspects of importance, Resolution 733/2021 leans
over the European system of classification, labeling,
and packaging of chemical substances (CLP) for
chemicals in the country. The industryhas 24months
and 36 months to comply with the changes in chem-
ical substances and mixtures, respectively.

Although considered a late GHS adoption, Colom-
bia is further advancing the national regulation on
chemical safety and management. Colombia’s Na-
tional Association of Industries (ANDI) expressed
their concerns over the chemical regulation present-
ed in July 2020 mostly about the registry require-
ments and hazard-based provisions, generating an-
other stage of public consultation. The latest draft
scopes those substances identified and classified by
the GHS. The draft creates theNational Inventory be-
sides a foreseen registry as complementary data for
those substances identified as priorities, imposing
importers and manufacturers that deal with 100 kg
of substance or more to conduct the environmental
and health risk assessment and propose risk reduc-
tion and management plans. The criteria for priori-
ty substances will be defined by further regulations.
The last revision was posted in December 2020 and
World Trade Organization (WTO) has been notified.
Once open for public participation until February 26,
2021, the country is every time closer to the final pub-
lication.

3. Brazil

In 2013, the National Chemical Safety Commission
(CONASQ) proposed creating a Regulation of Chem-
ical Substances Workgroup formed by representa-
tives of the public and private sector, civil society,
and labor to discuss and suggest a framework to con-
trol and assess risks from chemicals. The framework

would further enhancepropermanagement of chem-
icals in the national market, address competencies
and institutional arrangements, and work as a foun-
dation for programs.

The workgroup met 16 times from June 2014 to
December 2015, resulting in the first Draft Law that
intensifies the control on chemicals. This initial draft
went to public inquiry for 45 days (terminated on
September 28, 2016), where they received comments
from diverse stakeholders. An updated version went
under scrutiny by the Environmental Ministry until
mid-2017. Motivated by governmental expectation
and formal request to join the OECD, the amended
proposal for the inventory, evaluation, and control of
chemical substances was submitted to the National
Congress in December 2018.

The Draft Law imposed on importers and manu-
facturers the obligation to provide information on
the National Registry when dealing with substances
equal to or greater than 1 ton per year; provide com-
plementary information to support the risk assess-
ment; provide information for registration for sub-
stances considered new; update the information
when there is a change in data; and comply with the
risk management measures.

At the time, the ambition was for the legislation
to be enforced by 2021. The late submission to the
National Congress in December 2018 resulted in an-
other delay in the bureaucratic process. The change
of government in January 2019 implied the Civil
House to retrogress the proposal to the Ministry of
Environment in order to undergo a reassessment and
ratify the interest of the new managers. Already in
April 2019, the former Minister of the Environment,
Ricardo Sales, shelved the draft until further notice.
In the same month, president Jair Bolsonaro signed
Decree 9759/2019, which dissolves CONASQ, the
main governmental body to promote and advance
chemical safety in the country, likewise its 19 years
of contribution.

Thankfully, an alternative proposal, similar to the
previousone, ispresent in theLowerHouse. InMarch
2021, it received an amendment and it is being recon-
sidered by 4 in-house commissions.

4. Argentina

Argentina officially adopted GHS 5th version in 2017.
Resolution 801/2015 intended to implement GHS on
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early dates; however, it was amended twice by Reso-
lution 3359/2015 and Resolution 155/2016. Altogeth-
er, GHS became mandatory for substances on Janu-
ary 1st, 2017, and for mixtures from June 1st, 2017. In
Argentina, the GHS is supplemented by the Argen-
tine Institute of Standardization and Certification
(IRAM) norms 41400/2013 (SDS) and IRAM
41.401/2020 (Labels).

The adoption of GHS guidelines was the initial
doorway to advance the national chemical policy. In
2018, a bilateralmemorandumof understanding and
cooperation was signed between Argentina and
Brazil. Among the agreement’s specific objectives is
the cooperation on policy formulation, technical co-
operation, the exchange of information, the develop-
ment of communication and awareness strategies.
Besides strengthening collaboration, the memoran-
dum was expected to intensify trades between the
two countries since similar regulations would take
place. This cooperation resulted in a faster elabora-
tion of national chemical regulation. The first nation-
al chemical regulation was published in June 2019
with the purpose to strengthenmechanisms for eval-
uatingandmanagingchemical risks, creatingachem-
ical inventory of produced or imported substances.
The system is much similar to the one proposed in
Brazil: it will be implemented in phases; theministry
of the environment and sustainable development is
the responsible agency; chemicals will be evaluated
by a special committee (creating a chemical priority
list for chemical management); it is foreseen 3 years
of adaptation time; and manufacturers and im-
porters must provide an annual update.

Concomitantly, the local government issued Res-
olution 192/201923, which created a national list of
existing, restricted, and prohibited chemical sub-
stances, continuously being populated. Moreover,
Decree 504/2019 was closely published, implement-
ing an interministerial group responsible to coordi-
nate different governmental areas to guarantee ratio-
nal management of chemical substances, fulfilling
the national and international commitments as-
sumed. The draft lawwas presented to public discus-
sion in September 2019, right before the country’s
election in October. It turns out that the change in
government affected further progress, and the draft
was withdrawn by Argentina’s executive power.
Meanwhile, an improvedversion isbeingdraftedand
will be presented to congress only after the elections
in October 2021.

5. Mexico

In 2009, the first step towards a national chemical in-
ventory occurred in close collaboration with SAICM.
The inventory has 5,852 chemicals present, consid-
ers 2009 as the base year, and has its foundation on
previous chemical lists from the environmental
agency, from the national chemical industry associa-
tion (ANIQ), and other 16 regulations addressing
chemicals. In 2014, the National Institute of Ecology
and Climate Change (INECC) published the “Update
of the National Inventory of Chemical Substances
2010-2013”, still as an informative document rather
than a regulatory scheme. The intention was to cre-
ate a foundation for a more solid system that would
initiate a solid management structure in the country.
The database ends to display chemical information
basedonmultiple identifiers (CASnumber,UNnum-
ber, chemical name, commercial name, and syn-
onyms), and substances’ eco-toxicological informa-
tion, such as biodegradation, persistence, toxicity,
and solubility.

Although the inventorywasmore characterized as
a catalog since it did not impose any action on the
national market, it was the initial step for a pilot
project to be established. In 205, the normNOM-018-
STPS-2015 was responsible to incorporate GHS stan-
dards inMexico, with a transitional period of 3 years.
In the same year, the GHS adoption encouraged
ANIQ, in cooperation with the local government, to
start the elaboration for an enhanced chemical inven-
tory and registry version, aimed to adequate the da-
ta according to the recently adopted GHS 5th version.

In 2018, the National Institute of Statistics and Ge-
ography (INEGI) published the “Guidelines for the
Use of the National Catalog of Chemical Substances
for Statistical and Geographic Purposes”. The docu-
mentconsidered informationprovidedby thenation-
al chemical industry and importers, in addition to be-
ing a homologation tool for substances previously
collected.

Until then, no information was requested on a
mandatorybasis. This changed in2019when theGen-
eral Health Council (CSG) proposes the “Comprehen-
sive National Policy for the Management of Chemical
Substances”. CSG’s proposal intended to put the bur-
den of proof on companies to show that substances
are safe; enable authorities to impose restrictions and
bans on chemicals after an assessment; impose oblig-
ations on producers or importing companies to pro-
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vide regular information; etc. Expected to be submit-
ted to Congress in 2020 and be approved by 2021, the
bill is delayed. Eventually, in December 2020, ANIQ
proposed changes to the national chemical substance
inventory, which includes the possibility to improve
the management of chemicals by assessing the sub-
stance through its lice cycle.According toANIQ’spro-
posal, the suggested inventory would serve as a ba-
sis for future chemical regulation advancement, sup-
port abetterdecision-makingprocess, andcontribute
to the national industry. It is predicted that the agen-
cies are working together to strengthen and stream-
line the proposal implementation process, present-
ing a project that does not only control but also pro-
motes and develops the industry’s production. Un-
fortunately, neither ANIQ and CSG have made
changes available to the public yet.

6. Peru

Peru has not adopted GHS and therefore any further
enhanced policy for sound chemical management.
Nonetheless, it was observed an activity increase re-
lated to the topic in the last years. Influenced by the
regional and national trend, Peru published a sound
management chemical bill in June 2020.

Peru intends to adopt GHS guidelines and imple-
ment an improved chemical management system on
single legislation. The “Regulation and Control of
Dangerous Substances and Similar for Domestic, In-
dustrial and/or Public Health Use” proposes to create
anational register of chemicals; the classificationand
labeling of substances; a health and environmental
risk assessment process; and provide for the risk
management measures for substances that are haz-
ardous to the environment, or are carcinogenic, mu-
tagenic or toxic to reproduction.

The draft also proposes certification to those in-
tended to deal with chemicals (sanitary authoriza-
tion), which would have to be renewed every 3 years.
The regulation is under the Health Ministry’s cus-
tody, it went under public consultation in September
2020. No further information, amendments, or
changes were disclosed until now. There is a possi-
bility that the chemical legislation proponents are
waiting for the change of government (scheduled for
June 2021) to then present forward the proposal, giv-
en the delay in their neighbors Brazil and Argentina
when under the same circumstances.

7. Costa Rica

In 2017, Costa Rica issued the Technical Regulation
(RTCR) 481/2015 responsible to provide labeling re-
quirements for hazardous chemicals. The require-
ments are based on GHS 6th revision and enter into
force on December 30, 2022, after a 5-years adapta-
tion time. Meanwhile, chemicals may circulate with
an old or new label design until then. Another legis-
lation related to GHS is RTCR 478/2015, published in
2017 andmandatory sinceMay 2018. RTCR 478/2015
aims to establish requirements and procedures for
the registration, import, and control of dangerous
chemicals.

According to RTCR 478/2015, chemical products
are divided into those that have Chemical Abstracts
Service (CAS) numbers and those that do not have
it. Consequently, registration for dangerous chemi-
cals without CAS number are required to provide
Safety Data Sheets (SDS) and labeling, while those
addressed by CAS number are required only to pro-
vide a proper label. Moreover, it is not required to
present or obtain substance assessments if it is not
already published, a substance classification criteri-
on of a single component or mixture is used instead.
Furthermore, RTCR 478/2015 requires a license for
the substance to be imported and distributed nation-
wide, which can be acquired by the health ministry.
Therefore, those interested in doing business in Cos-
ta Rica should apply for the certificate “Certificado
de Livre Venda de Produtos Químicos Perigosos”.

Costa Rica has a National Chemical Policy imple-
mented by Executive Decree 40148/2016. The Policy
established theTechnical Secretariat of Coordination
for the Management of Chemical Substances as the
responsible agency to coordinate the necessary ac-
tions to facilitate the policy implementation, includ-
ing to (i) Reduce risks in the rational management of
chemical substances, including articles andmerchan-
dise, throughout their life cycle; (ii) Promote knowl-
edge, information, and public awareness as an em-
powering element in decision-making; (iii) Discuss
governance as a critical aspect addressed through a
multisectoral approach to achieve the soundmanage-
ment of chemicals; (iv) Strength institutional capac-
ity building and technical assistance; (iv) Prevent and
control international illicit traffic of chemical sub-
stances.

Consequently, an action plan has been under dis-
cussion since then and is in the process of consolida-
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tion forpublication.The industrial chemicalmanage-
ment pragramme is part of the action plan and is al-
so under development.

IV. Conclusions & Recommendations

Bolder chemical policies are being developed in Latin
America. Several countries are transitioning from an
absent or loose chemical regulation tomajor compre-
hensive chemicalmanagement.Whilemany of these
national chemical legislations have commonalities,
attention to detail is mandatory to ensure a thriving
business in the region.
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