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New organisational structure: The Chemicals and
Biotechnology Committee (CBC)
As of 1 January 2021, the OECD Council merged the Chemicals Committee and
the Working Party on Chemicals, Pesticides and Biotechnology to form the
Chemicals and Biotechnology Committee (CBC).
Therefore, the responsibility over the work carried out by the Working Party
on Chemicals, Pesticides and Biotechnology and its subsidiary bodies was
transferred from the Environment Policy Committee (EPOC) to the CBC. The CBC
will directly oversee and approve all of the work of the Environment, Health and
Safety Programme.
The CBC committee has 12 sub-bodies:
l

Working Party of National Co-ordinators of the Test Guidelines Programs

l

Working Party on Good Laboratory Practice

l

Working Party on Hazard Assessment

l

Working Party on Exposure Assessment

l

Working Party on Risk Management

l

Working Party on Manufactured Nanomaterials

l

Working Party on Pesticides

l

Working Party on Biocides

l

Working Party on Chemical Accidents

l

Working Party on Pollutant Release and Transfer Registers

l

Working Party on the Harmonisation of Regulatory Oversight in
Biotechnology

l

Working Party on the Safety of Novel Foods and Feeds.

The oversight and governance structure of the Environment, Health and Safety
Programme has thereby been greatly simplified and streamlined. The CBC
continues to collaborate closely with the Environment Policy Committee (EPOC)
on other horizontal policy issues related to chemical safety, such as the interface
between chemicals and waste policies.
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Methodologies for Hazard Assessment

The Hazard Assessment Programme is concerned with the hazard assessment of industrial chemicals.
The current focus of the programme is on the development and application of Integrated Approaches to
Testing and Assessment (IATA) and the exchange of experience on new hazard assessment methodologies.
IATA are frameworks used for hazard identification, hazard characterisation and/or safety assessment
of a chemical or group of chemicals, which integrate and weigh all relevant existing data and guide the
targeted generation of new data where required to inform regulatory decision-making regarding potential
hazard and/or risk. The OECD is already actively working on the development of tools and approaches such
as chemical categories and (Q)SARs which are methods for estimating properties of a chemical from its
molecular structure and have the potential to provide information on hazards of chemicals, while reducing
time, monetary cost and animal testing currently needed. The OECD (Q)SAR Project is developing guidance
material and a “Toolbox” for practical applications of (Q)SARs by governments and industry in specific
regulatory contexts.

Integrated Approaches to Testing & Assessment
The Integrated Approaches to Testing and Assessment (IATA) case studies project continues under a project team of
the Working Party on Hazard Assessment. The following case study is under review in the 6th review cycle in 2020:
l

Case Study on the use of Integrated Approaches for Testing and Assessment for the Systemic Toxicity of
Phenoxyethanol when included at 1% in a body lotion [BIAC/Cosmetics Europe]

Additional case studies will be reviewed in the 7th review cycle in 2021.
The 7th meeting of the IATA Case Studies Project will be held on 16 -17 November, 2021 to discuss case studies and
to summarise the considerations in the 7th review cycle.

Physiologically Based Kinetic Models
The Guidance Document on the Characterisation, Validation and Reporting of PBK Models for Regulatory Purposes
and the accompanying case studies were published in February 2021 (Glossy - Mono - Annex IV). PBK models are
used to describe the absorption, distribution, metabolism and excretion (ADME) of chemicals in the body. While
these models are commonly used in some types of biology studies, they are used less frequently in regulatory
toxicology. This document provides a scientifi c workfl ow for characterising and validating PBK models that rely on
in vitro and in silico (non-animal) ADME parameters. It also provides a template for reporting PBK models by modellers
and a checklist to support the evaluation of these models by regulators. In addition, a series of cases studies
illustrate the use of PBK models based on in vitro and in silico data, along with the application of the model
assessment framework proposed in the guidance. This work can facilitate using PBK models to extrapolate internal
concentrations for chemical safety evaluations from non-animal data.

QSAR Toolbox
Version 4.4 of the QSAR Toolbox was released in February 2020 along with an updated website: qsartoolbox.org.
To fix some bugs, Version 4.4.1 of the QSAR Toolbox was released in April 2020.
Version 4.5 of the QSAR Toolbox will be released in Q3 2021. New features of the QSAR Toolbox version 4.5 include:
l

An editor of workflows

l

Upgrade of the automated workflow for Skin sensitisation for Defined Approaches purposes

l

A new database on photo sensitization

A virtual meeting of the QSAR Toolbox management group will be held on 18-19 November 2021 to review the
deliverables and to discuss the principals of developing and donating new extensions to the Toolbox.
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Adverse Outcome Pathways Knowledge Base (AOP-KB)
The European Commission – DG Joint Research Centre (JRC), the US Environmental Protection Agency and the OECD
Secretariat work together on the development of the AOP Knowledge Base (AOP-KB) v2.0. The AOP-KB 2.0 project
contains three strands of activities:
1.

Further development of the AOP-XML format that would reflect any AOP-Wiki major feature addition (see
activity 3), including its promotion in the AOP stakeholder community;

2.

AOP-Wiki maintenance, taking care of the hosting and smooth operation of the AOP-Wiki, as well as the
addition of smaller, quick-win features that are prioritised and implemented in a yearly planning cycle. Recently
a complete overhaul of the user interface and the introduction of an AOP forum have been implemented and
rolled out;

3.

AOP-Wiki major feature addition, exploring, together with the stakeholder community, the requirements for
additional functionalities and their potential implementation. This includes constant interaction with EAGMST
and its subgroups when such major features impact the AOP framework itself. There are ongoing discussions on
how to better capture stressors and test methods in the AOP-Wiki.

Recent publications in the Series on Testing and Assessment
No. 329: Overview of Concepts and Available Guidance
related to Integrated Approaches to Testing and
Assessment (IATA)

No. 331: Guidance Document on Characterisation,
Validation and Reporting of PBK Models for Regulatory
Purposes

Forthcoming events

Contacts

Websites

21 June 2021
Virtual meeting
5th Meeting of the Working Party
on Hazard Assessment

Patience BROWNE
Magdalini SACHANA
Tomoko AOYAGI

www.oecd.org/env/ehs/riskassessment/hazard-assessment.htm

1 November 2021
Virtual meeting
18th Meeting of the QSAR Toolbox
Management Group meeting
15 November 2021
Virtual meeting
7th Meeting of the IATA Case
Studies Project

AOP-KB & Effectopedia:
Anne GOURMELON
Magdalini SACHANA

www.oecd.org/chemicalsafety/
risk-assessment/iata-integratedapproaches-to-testing-andassessment.htm
http://aopkb.org/
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Methodologies for Exposure Assessment

Risk to human health and the environment posed by chemicals is determined by chemical-specific hazard
properties and the extent of exposure to chemicals. The OECD assists member countries in
developing and harmonising methods for assessing the exposure of chemicals to humans and the
environment. Children are more vulnerable than adults to environmental hazards, such as those presented
by chemicals, owing to their diff erent physiological, metabolic factors and activity levels. The OECD
continues to help support governments assess the risk of chemicals to children.

Exposure to humans and the
environment

Estimating the release of chemicals
The Working Party on Exposure Assessment (WPEA) is
currently developing eight Emission Scenario Documents
(ESDs) or related documents:
1. ESD on smelting and disposal of metals used in
electrical and electronic products;
2. ESD for uses of fluorocarbon substitutes – Foam
Manufacturing;
3. ESD for uses of fluorocarbon substitutes –
Refrigeration;
4. ESD for uses of fluorocarbon substitutes – Mobile Air
Conditioning;
5. ESD for chemicals used in hydraulic fracturing;
6. ESDor the use of vapour degreasers;
7. ESD on chemicals used in fabric finishing, and
8. ESD on 3D Printing.
The ESD on the use of aqueous film forming foam was
published in February 2021.

Following the publication of two documents on
methodologies for assessing the exposure to children
in 2019, the WPEA organised a survey (lead by the
Netherlands) in member countries on parameters used
in exposure assessment for children. The results will be
reviewed by the WPEA at tits next meeting in June 2021.
The WPEA is also working on the development of a
biomonitoring database on chemicals measured in
humans. In collaboration with the EU’s IPCheM project,
the integration of biomonitoring data from Canada into
the IPCheM database has started as a pilot study with
the aim to disseminate biomonitoring data from OECD
member countries.
Regarding dermal exposure, Canada as lead country
is developing a case study on crafts and toys, with the
aim to inform a potential future guidance document on
dermal exposure.
The WPEA and the WPHA are proceeding with two
projects on occupational exposure. The first is the
occupational biomonitoring project, which is now
working on drafting a guidance document for:
l

Deriving health-based human biomarker guidance
or limit values; and

l

Using biomonitoring in exposure assessment and
risk management.

The second is on occupational exposure limits (OELs). A
first survey on OEL setting was conducted and will be
reviewed by the WPEA at its meeting in June 2021.
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Recent publications in the Series on Emission Scenario Documents
No. 40
Emission Scenario Document on the Use of Aqueous Film-Forming Foams in Firefighting

Forthcoming event

Contact

28-29 June 2021
Virtual meeting
5th Meeting of the Working Party
on Exposure Assessment

Koki TAKAKI
Shintaro MURAI

Website
www.oecd.org/env/ehs/riskassessment/exposureassessment.
htm

SAFETY OF
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Approaches for determining the
Safety of Manufactured Nanomaterials
BOX 4: INVESTMENTS IN WATER SUPPLY AND SANITATION HAVE NOT KEPT PACE WITH AMBITIONS

On the nano-scale, typically within the range of 1-100 nm in at least one dimension, the properties of materials can be different
from those on a larger scale. The novel properties of nanomaterials can be applied to diverse application areas, such as in medicine,
environment and energy production. Manufactured nanomaterials are already used in a number of commercial applications; which
raises questions regarding potential unintended hazards to humans and the environment and whether nanomaterials need special
measures to deal with potential risks. There is a need for a responsible and co-ordinated approach to ensure that potential safety
issues are being addressed at the same time as the technology is developing. Therefore, the OECD Working Party on Manufactured
Nanomaterials (WPMN) was established to promote international co-operation in human health and environmental safety aspects
of manufactured nanomaterials. Its objective is to assist countries in their efforts to assess the safety implications of nanomaterials.
The OECD work on nanosafety is driven by the OECD Council Recommendation on the Safety Testing and Assessment
of Manufactured Nanomaterials, which aims to align the safety testing and assessment of nanomaterials with measures
for the safety testing and assessment of chemicals as described in existing OECD Council Acts on chemicals. At the
same time, the programme seeks to develop guidance on possible approaches that can assist regulators in assessing
the specificities of nanomaterials. For instance, the Working Party on Manufactured Nanomaterials (hereafter WPMN)
has initiated the revision of the OECD Guidance on Sample Preparation and Dosimetry published in 2012 [ENV/JM/
MONO(2012)40]. While it is recognised that some information sections are now addressed by recently published Test
Guidelines and Guidance Documents for nanomaterials, other sections deserve a revision.
The WPMN supports the work on the development and update of Test Guidelines and Guidance Documents to ensure
their applicability to nanomaterials. Following the publication in 2020 on two Guidance Documents on aquatic
toxicity testing (GD 317 on Aquatic and Sediment Toxicological Testing of Nanomaterials and GD 318 for the Testing
of Dissolution and Dispersion Stability of Nanomaterials, and the Use of the Data for Further Environmental Testing
and Assessment), public webinars were organised in January and February 2021 to promote their use.

Webinar on Nanomaterials
Webinar on nanomaterials
Guidance document No. 317: Aquatic
and sediment ecotoxicity testing of
nanomaterials
Tuesday, 26 January 15:00 CET / 09:00 EST

NANOMET

On Tuesday 26 January 2021, Anne Gourmelon (Environment
Directorate, OECD), Elijah J. Petersen (National Institute of Standards
and Technology); Alan Kennedy (Engineering Research and
Development Center) and Gregory Goss (University of Alberta)
presented the scope and use of the guidance document No. 317
on aquatic and sediment ecotoxicity testing of nanomaterials. The
guidance addresses practical aspects of carrying out valid tests
on nanomaterials, and modifications or additions to OECD Test
Guidelines procedures intended to improve the accuracy of test
results.
https://youtu.be/MKhSzqQIHZc
On Thursday 25 February 2021, Anne Gourmelon
(Environment Directorate, OECD), Kathrin Schwirn (German
Environment Agency, Umweltbundesamt, UBA); Frank von der
Kammer (University of Vienna) Research and Development
Center) and Doris Völker (German Environment Agency,
Umweltbundesamt, UBA) presented the scope, content,
and use of the Test Guideline No. 318: Dispersion Stability of
Nanomaterials in Simulated Environmental Media and its
accompanying Guidance Document. Further discussions
focused on the scope of the upcoming Test Guideline.
https://youtu.be/ODEQGkFonAo
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In addition to the projects being developed under the Test Guidelines Programme, the nanosafety programme
continues to identify specific areas that could benefit from additional guidance when testing nanomaterials. As such,
the assessment for developing a Guidance Document on concentrations of nanoparticles in biological samples for
(eco)toxicity studies was completed last year, together with an assessment on the strengths and limitations of available
analytical techniques with a particular focus on detection limits and reproducibility. This led to the development of
a project proposal that was submitted to the Working Group of the National Coordinators to the Test Guidelines
Programme (WNT).
In addition, the WPMN continues the implementation of three other projects. The first project will focus on identifying
whether there is a need for additional guidance for using Test Guidelines 201, 202 and 203 when testing nanomaterials
for their ecotoxicity. A second project underway is exploring an integrated in vitro approach for the intestinal fate of
orally ingested nanomaterials. Finally, the third project involves the development of a scoping review for a tiered
approach for reliable bioaccumulation assessment of MNs in environmental organisms minimising the use of higher
tier vertebrate tests. The results from these projects are expected to be completed during the 2nd quarter of 2021 and
lead to the development of detailed project proposals, for consideration by the WNT.
The pace of the work on the testing and assessment of nanomaterials has been strengthened by the Malta Initiative and
the support from EU funded projects such as NANOMET, NanoHarmony and Gov4Nano. The collaboration with these
projects, and the coordination efforts from the Nanosafety cluster has enhanced expert inputs into the documents
and supports the development and/ or amendment of Test Guidelines and Guidance Documents to ensure that nanospecific issues for fulfilling regulatory requirements are addressed at an early stage of the development of regulatory
tools. To this end, the WPMN Secretariat together with NanoHarmony have increased joint outreach activities to
further promote the work across different stakeholders.
Regarding the work on Advanced Materials, the WPMN has been participating and collaborating in a number of
events led by delegations regarding these materials. In addition, an Ad hoc group has been established to develop
a strategy to address the safety of these materials. A number of recommendations and proposals for next steps are
being developed and they will be discussed during the WPMN meeting in June 2021. One item up for discussion is the
potential linkage of the work on Advanced Materials with the sister project addressing Safe(r) Innovation Approaches
(SIA). The first SIA report was finalised in December 2020 opening a number of potential other potential projects for
furthering the issue, including linkages with other WPMN projects and subsidiary bodies of the OECD Chemicals and
Biotechnology Committee.
As for the work on exposure measurement and mitigation, the WPMN is assessing exposure tools and models for
workers, consumers and the environment. Denmark is leading the assessment of the global readiness of regulatory
and non-regulatory models for assessing occupational exposure to nanomaterials. As a first step, a library of existing
tools and models was completed and the minimum criteria for global readiness and regulatory acceptance were
established. The WPMN collected high-quality measurement data from occupational exposure scenarios to assess
the sensitivity and performance of models in the library. In parallel, Canada led the compilation of available tools/
models to address exposure to consumers and the environment. The results have been assessed and the final reports
are expected to be completed and published in 2021. In addition, a collaboration mechanism has been established
with the Working Party on Exposure Assessment, to further strengthen communication between the two bodies and
increase the quality of the document by including a broader perspective.
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Recent publications in the Series on Testing and Assessment
No. 97:
Developments in Delegations on the Safety of
Manufactured Nanomaterials – Tour de Table

No. 94:
Advancing Adverse Outcome Pathway (AOP)
Development for Nanomaterial Risk Assessment and
Categorisation/ PART2: Case Study on Tissue Injury

No. 96:
Moving Towards a Safe(r) Innovation Approach (SIA) for
More Sustainable Nanomaterials and Nano-enabled
Products
No. 95:
Advancing Adverse Outcome Pathway (AOP)
Development for Nanomaterial Risk Assessment
and Categorisation/ PART3: Workshop Report and
Recommendations

No. 93:
Advancing Adverse Outcome Pathway (AOP)
Development for Nanomaterial Risk Assessment
and Categorisation/ PART1: Final Project Report and
Recommendations with Methodology to Prioritise Key
Events (KEs) Relevant for Manufactured Nanomaterials
No. 92:
Ability of biopersistent/biodurable manufactured
nanomaterials (MNs) to induce lysosomal membrane
permeabilization (LMP) as a prediction of their longterm toxic effects

The OECD project on the Safety of Manufactured Nanomaterials is being implemented with the
financial assistance of the European Union. The views expressed herein can in no way be taken to
reflect the official opinion of the European Union.

Forthcoming events
22-24 June 2021,
Virtual meeting
21st Meeting of the Working Party
on Manufactured Nanomaterials

Contacts

Website

Mar GONZALEZ
Tatsuki IZAWA
Kyeong Wha CHUNG
Carole GUERRIER

www.oecd.org/chemicalsafety/
nanosafety/
www.oecd.org/chemicalsafety/
nanomet//
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Notification & Reporting Tools

BOX 4: INVESTMENTS IN WATER SUPPLY AND SANITATION HAVE NOT KEPT PACE WITH AMBITIONS

The development of I.T. Tools at OECD focuses on the harmonization of electronic formats for exchanging
information on chemicals. These formats can then be used for the development of databases or regulatory
submission tools in countries, ensuring that data gathered in one country can be exchanged seamlessly with
other countries without reformatting and that electronic dossiers developed for submission in one country
can be submitted to multiple countries or jurisdictions.

Harmonised Templates for Reporting Test Summaries
The work continues to adapt the OECD Harmonised Templates for Reporting Chemical Test Summaries (OHTs) to
new or revised Test Guidelines. In addition, in a joint effort by ECHA and the OECD, some OHTs were updated to fulfil
requests and suggestions from users of IUCLID and align the templates with the specificities of IUCLID 6.5. A total of
23 revised OHTs were finalised and published in January 2021, from different Series: Physico-Chemical Properties,
Environmental Fate and Behaviour, Effects on Biotic Systems, Health Effects, Pesticide Residue Chemistry, Analytical
Methods, Emissions from Treated Articles, and Use and Exposure Information.
The European Union is leading a project to extend the current ‘OHT 201 on Intermediate Effects’ to cover the reporting
of tests made according to OECD In vitro/In chemico Test Guidelines. This will orientate future updates and use of
OHTs when dealing with reporting of non-apical observations (i.e. mechanistic information) from in vitro tests. A
revised OHT 201 (including ontology updates) together with a revised OHT 66-1 on skin sensitisation have been
finalised, using Test Guidelines on skin sensitisation as a pilot. Both revised OHTs were published in December 2020,
and further developments are contemplated to extend OHT 201 to other in vitro/in chemico Test Guidelines on
endocrine disrupters notably.
Activities continued to improve the use of OHTs for both biopesticide and pesticide submissions. The revision of
templates from several Series (including pesticide residue chemistry) prepared by EFSA and Germany, aim to
harmonise the reporting of Plant Protection Products (either chemical or micro-organisms based) study results. These
developments will be finalised in the coming months.

Contact

Website

Patience BROWNE

www.oecd.org/ehs/templates/
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IUCLID
The International Uniform Chemical Information Database (IUCLID) is a software tool used to capture and store,
submit, and exchange data on chemical substances according to the OECD Harmonised Templates for Reporting
Chemical Test Summaries (OHTs). The objective of the OECD IUCLID User Group Expert Panel is to identify world-wide
IUCLID user needs, particularly those identified by users in regulatory settings.
IUCLID 6.5 was released in October 2020. This version included the update of the IUCLID format to align with the
latest revisions to the OECD Harmonised Templates, the Globally Harmonised System of Classification and Labelling of
Chemicals (GHS), and the European CLP regulation, the Substances of Concern In articles as such or in complex objects
(Products) database and Poison Centres notifications formats. Updates were also made for the needs of regulatory
organisations in Australia and New Zealand and for the European Food Safety Authority for pesticides submissions in
Europe. The evolution of the web interface of IUCLID continues.
In Q4 2020 and Q1 2021, the OECD IUCLID User Group Expert Panel prioritised potential activities for future
development and provided feedback on the planned scope of IUCLID releases in 2021.
A service release of IUCLID 6.5.15.0 occurred on 28 April 2021 with the web user interface. Information on how to
access the classic interface, if needed, will be made available to users before the release. The next (major) release,
IUCLID 6.6, is planned for 27 October 2021.
A second edition of the document, Customisation Opportunities of IUCLID for the Management of Chemical Data - Series
0n Testing And Assessment No. 297, is expected to be published in June 2021. This document outlines what IUCLID offers
to regulatory bodies and industry as a key application to record, store, maintain and exchange data on chemicals. This
second edition contains updates on IUCLID features and processes, including the IUCLID Working Context concept
(which provides IUCLID users with a visual context for the preparation and management of their data according to
a regulatory context or data process), possibilities for data entry in multiple languages, a matrix view of the use of
IUCLID in OECD countries, and a user story from New Zealand.
In addition, a public IUCLID Customisation Forum is planned for Q3-4 2021 for developers from different regulatory
programmes and jurisdictions to share customised elements for the IUCLID application in order to create efficiencies
and promote harmonisation.

Forthcoming event

Contact

29-30 September 2021,
Virtual meeting
Meeting of the UCLID User Group Export Panel

Sally DE MARCELLUS
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Test Guidelines

The Test Guidelines Programme develops Test Guidelines and related documents needed to undertake the
first step in chemical regulation – testing for health and environmental hazards.

Virtual Meeting of the Validation Management Group for ecotoxicity testing
(VMG-eco), 22-23 October 2020
The VMG-eco discussed and reviewed the validation status, and comments received on the following draft Test
Guidelines: 1) the Endocrine Active Substance acting through the estrogen receptor using zebrafish embryos (EASZY)
assay, and 2) the Fish cell line acute toxicity test RT-gill W1 cell line assay, which are both well advanced and submitted
to the Working Party of the National Coordinators of the Test Guidelines Programme (WNT) in April 2021 for approval.
A progress report with other projects on the work plan was shared, in particular for the Rapid Androgen Disruption
Adverse Outcome Reporter (RADAR) assay and ther Zebrafish Extended One Generation Reproduction Test (ZEOGRT).

Virtual Meeting of the Expert Group on alternative methods to Skin
Sensitisation, 29-30 October 2020
The expert group on the development of alternative methods for skin sensitisation met virtually on 29-30 October
2020 to discuss TG 442C on in chemico skin sensitisation, especially the kinetic DPRA, a test method proposed for
inclusion in TG 442C and submitted for approval at the WNT in April 2021. The expert group also provided advice on
the update of TG 406 on in vivo skin sensitisation to make sure recent tests on skin sensitisation in particular in vitro
ones are considered before engaging in conducting animal tests according to TG 406.

Virtual Meeting of the Expert Group on alternative methods to Skin
Sensitisation, 29-30 October 2020
The expert group discussed the update or corrections of numerous Test Guidelines. TG 439 is being updated with
the KeraSkin SIT test method, which is highly similar to existing methods covered in this skin irritation method using
reconstructed human epidermis. TG 494 on the Vitrigel eye irritation method using human corneal epidethelium
cells was discussed with the view to increase its applicability domain to test solid chemicals. TG 405 was corrected for
outdated references to the sequestional testing strategy that has been superseded by the Guidance Document No.
263 on IATA for eye irritation/serious eye damage. The data supporting the development of a new TG on reconstructed
human epidermis for phototoxicity testing was presented and discussed by the expert group. Finally, the supporting
document and analyses for the development of a Guideline on Defined Approaches for eye irritation was extensively
discussed at the meeting. The updated TG 439, TG 494, TG 405 and the TG on phototoxicity were approved by the WNT
in April 2021.

Expert Group on Developmental Neurotoxicity (DNT), 29-31 March 2021
This project is led jointly by the EU (EFSA & JRC), Denmark and the United States. A virtual meeting took place in March
2021 and progress on case studies was reported. The drafting of a Guidance Document by two consultants with the
support of an advisory board is expected to be finalised in May 2021. Completion of some additional experimental
work and the intra-laboratory transfer are expected in Q3 2021 (Note: the completion of some of the experimental
work is currently uncertain due to lab shutdowns as a result of COVID-19).

TEST GUIDELINES
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33rd Meeting of the Working Party of the National Coordinators of the
Test Guidelines Programme (WNT-33), 20-23 April 2021
At this meeting, five new project proposals were approved on the work plan and eleven projects were completed.
Amongst the projects that were agreed to be submitted to the Chemicals and Biotechnology Committee for final
approval were:
l

A draft new Guideline on Defined Approaches on Skin Sensitisation (DASS) , which contains three defined
approaches: one known as the “2 out of 3 DA” for skin sensitisation hazard identification, and two versions of the
“Integrated Testing Strategy (ITS) DA” for skin sensitisation potency;

l

A draft new Test Guideline using fish gill cell lines for predicting acute fish toxicity;.

l

A draft new Test Guideline using zebrafish embryo for detecting chemicals that disrupt estrogenic-receptor
mediated activity;

l

A draft new Guidance Document on honeybee homing flight test following single exposure to sub-lethal doses
of chemicals;

l

A draft Guidance Document on leaching of nanomaterials from soil columns, adapted from Test Guideline 312;

l

A study report on nanomaterial removal from wastewater treatment plants;

l

A draft new Test Guideline on a phototoxicity testing using reconstructed human epidermis model;

l

A draft Detailed Review Paper on the retinoid pathway disruption impacting several organ systems;

l

Updates to TG 442C to include the kietic DPRA methd for skin sensitisation, and an update to TG 439 to include
the Kerakin method for skin irritation;

l

Expansion of the applicability domain of TG 494 (Vitrigel test method for eye irritation) to solid test chemicals;

l

Corrections to TG 405 (eye irritation, introduction) and TG 406 (skin sensitisation, introduction about the Buehler
test).

A project to support the review of data from the Local Lymph Node Assay (BrdU ELISA method) for skin sensitisation
in support of future modification of the UN GHS classification criteria for potency categorisation was approved; the
work will be overseen by the Expert Group on skin sensitisation.
Furthermore, a policy on the disclosure of confidential information for protected elements included in candidate
OECD Test Guidelines was agreed. This policy should facilitate the review of supporting data for innovative methods
until a suitable protection mechanism other than confidentiality is identified by the test developer.

Other on-going projects and activities to note
A number of other on-going projects that are active on the Test Guidelines Programme work plan had regular
teleconferences in the period from November 2020 to April 2021 to progress with Test Guidelines and other documents.
The Expert Group on physical-chemical properties of nanomaterials had a series of meetings in December 2020 to
work on the advancement of a draft Test Guideline on particle size and distribution. Other nanomaterial safety
testing projects aiming at the development of Test Guidelines and Guidance Documents met via teleconferences in
the period despite the pandemic situation that delayed progress in the laboratories.
An expert group worked actively on the development of a draft Test Guideline on anaerobic transformation of
chemicals in liquid manure and met several times via teleconferences.
An expert group on the development of a draft Test Guideline on metal release has been discussing via
teleconferences in 2020 and early 2021 the basic principles of the Test Guideline aiming at the estimation of metal and
metalloid ion release in a simplified simulated gastric fluid. This Expert Group is discussing the methodology while a
parallel European expert group is having discussions on the regulatroy application of the data generated.
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The Extended Advisory Group on Molecular Screening and Toxicogenomics (EAGMST) that oversees the AOP
Development Programme met via teleconference in December 2020. Collaborations with scientific societies
and their Journals who can support the scientific review of AOPs are being further developed. A Memorandum of
Understanding between Journals and the OECD is in preparation and a few journals have launched a pilot study
investigating how to best organise a journal review and publication of AOPs. The scientific review of 11 AOPs started
in Q1 2021, with a variety of organisations engaged in the reviews; four AOPs will be submitted for endorsement in
Q2 2021. Work continues towards the improvement of the AOP Wiki platform, via gardening and assistance to authors
and via the development of the 2.0 version of the AOP Knowledge Base, gradually increasing the user-friendliness of
the platform and addressing the broad user community needs. Plans are being made to build a community of trainers
in the short term as part of the training strategy.
Regarding the ‘omics activities ongoing under the EAGMST, most modules of the draft Transcriptomic reporting
framework (TRF) and the draft Metabolomics reporting framework (MRF) are complete. The chemical grouping
module is under preparation and the case study that combines a data generation module with the chemical grouping
module is ongoing. The chemical grouping module is expected to be part of the application modules that will be
jointly developed with WPHA members. The submission to EAGMST for commenting is anticipated in September
2021. The draft TRF and MRF will be made available at the EAGMST June 2021 meeting for information.

Webinar Series on Testing and Assessment Methodologies
AOP Development Programme:
The fourth webinar in the series of Adverse Outcome Pathways
(AOPs) was organised on two occasions on Monday 23
November 2020 and on Monday 30 November 2020. These
two webinars focused on the training needs, resources, and
opportunities for Adverse Outcome Pathways (AOPs).
https://youtu.be/7ObxATifDds
Nanomaterial safety testing related guidance documents:
On Tuesday 26 January 2021, Anne Gourmelon (Environment
Directorate, OECD), Elijah J. Petersen (National Institute of
Standards and Technology); Alan Kennedy (Engineering
Research and Development Center) and Gregory Goss
(University of Alberta) presented the scope and use of the
guidance document No. 317 on aquatic and sediment
ecotoxicity testing of nanomaterials. The guidance addresses
practical aspects of carrying out valid tests on nanomaterials,
and modifications or additions to OECD Test Guidelines
procedures intended to improve the accuracy of test results.
https://youtu.be/MKhSzqQIHZc
On Thursday 25 February 2021, Anne Gourmelon
(Environment Directorate, OECD), Kathrin Schwirn (German
Environment Agency, Umweltbundesamt, UBA); Frank von der
Kammer (University of Vienna) Research and Development
Center) and Doris Völker (German Environment Agency,
Umweltbundesamt, UBA) presented the scope, content,
and use of the Test Guideline No. 318: Dispersion Stability
of Nanomaterials in Simulated Environmental Media and its
accompanying Guidance Document. Further discussions
focused on the scope of the upcoming Test Guideline.
https://youtu.be/ODEQGkFonAo
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Recent publications - Series on Testing and Assessment
Series on Testing and Assessment
This Series includes publications related to testing and assessment of chemicals; some of them
support the development of OECD Test Guidelines (e.g. validation reports, guidance documents,
detailed review papers).
No. 320
Case Study on use of an Integrated Approach to Testing
and Assessment (IATA) and New Approach Methods to
Inform a Theoretical Read-Across for Dermal Exposure
to Propylparaben from Cosmetics
No. 321
Case Study on the use of Integrated Approaches for
Testing and Assessment for Systemic Toxicity Arising
from Cosmetic Exposure to Caffeine

reproductive toxicity data gap for methyl hexanoic acid
(Annex II, Annex III)
No. 326
Identifi cation and characterisation of parkinsonian
hazard liability of deguelin by an AOP-based testing and
read across approach (Annex I)
No. 327
Mitochondrial Complex-III-mediated neurotoxicity of Read-Across to other strobilurins (Annex I)

No. 322
Case Study on the Use of Integrated Approaches for
Testing and Assessment for 90-Day Rat Oral RepeatedDose Toxicity of Chlorobenzene-Related Chemicals
No. 323
Case Study on the Use of Integrated Approaches for
Testing and Assessment to Inform Read-across of
p-Alkylphenols: Repeated-Dose Toxicity

No. 328
Report on Considerations from Case Studies on
Integrated Approaches for Testing and Assessment
(IATA) - Fifth Review Cycle
No. 329

No. 324
Prediction of a 90 day repeated dose toxicity study
(OECD 408) for 2-Ethylbutyric acid using a read-across
approach from other branched carboxylic acids (Annex
III)
No. 325
Read-across based filling of developmental and

Overview of Concepts and Available Guidance related
to Integrated Approaches to Testing and Assessment
(IATA) and the List and short description of the mapped
guidance documents related to Integrated Approaches
to Testing and Assessment)
No. 331
Guidance Document on the Characterisation, Validation
and Reporting of PBK Models for Regulatory Purposes
(Annex IV)

Forthcoming events
Week of 21 June 2021
Virtual meeting
5th Meeting of the Working Party on Hazard
Assessment

15 November 2021
Virtual meeting
7th Meeting of the IATA Case Studies Project

1 November 2021
Virtual Meeting
18th Meeting of the QSAR Toolbox Management
Group meeting

Contacts
Anne GOURMELON

Mar GONZALEZ

Nathalie DELRUE

Magdalini SACHANA

Leon Van DER WAL

Patience BROWNE

Yusuke OKU

Carole GUERRIER

Website
www.oecd.org/chemicalsafety/testing/
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Good Laboratory Practice and
Compliance Monitoring

The Working Group on Good Laboratory Practice (GLP) works to facilitate and support the implementation
by Member countries and interested non-members of the Council Acts related to Mutual Acceptance of
Data (MAD), by promoting a common understanding of, and harmonised approaches to, technical and
administrative matters related to Good Laboratory Practice and monitoring of compliance with the GLP
Principles. These Principles are quality standards for the organisation and management of test facilities and
for performing and reporting studies.

On-site evaluations
Under OECD’s on-site evaluation activity, each GLP Compliance Monitoring Programme (CMP) in OECD and full
adherent countries is evaluated every ten years. These evaluations enhance confidence that receiving authorities are
provided accurate and complete assessments of the conduct of non-clinical health and environmental safety studies
and of the quality of the data.
All on-site evaluation visits for 2020 and 2021 have been postponed to 2022 or later due to the COVID-19 pandemic.
The factors that mitigate the risk of postponing on-site evaluations to 2022 were discussed at the 35th meeting of the
Working Party on GLP in April 2021 and a revised schedule was agreed.

Guidance Documents
A draft Advisory Document on Data Integrity - Definition and Guidance for Industry, developed by a drafting
group led by the UK and France, was posted on the GLP public site for comments on 7 August to 18 September
2020. The guidance aims to promote a risk-based approach to data management that includes data risk, criticality
and lifecycle. The guidance primarily addresses data integrity and not data quality since the controls required for
integrity do not guarantee the quality of the data generated. A revised draft was finalised by the Working Party on
GLP in April 2021 and is expected to be published by mid-2021.
A working sub-group lead by Belgium and France drafted an initial guidance document for inspectors on cloud
computing in the context of GLP for discussion at the 35th Meeting of the Working Party on GLP in April 2021.
The document addresses the issues raised by the use of cloud applications that need to be solved by the GLP test
facilities and outlines what GLP inspectors expect there to be available to allow the compliance verification of such
technical solutions. The document will be further developed for review by the Working Party in 2022.
In 2020, the Working Party established sub-groups – lead by Belgium, France (Medical Products) and Switzerland - to
follow up on new and emerging technologies that may pose a challenge for regulatory GLP compliance (cloudbased solutions, artificial intelligence for histopathology analysis, block chain, predictive models (e.g. (Q)SAR) and
other advanced technology equipment). The aim of the sub-groups is to monitor the status and issues associated
with these technologies, and, when appropriate, propose the development of specific guidance to the Working
Party for eventual publication. To support this work, questionnaires were submitted to governments, test facilities
and quality assurance associations in 2020 to collect information on whether such technologies are currently used
or will be in the near future, and whether use of such technologies may raise technical or regulatory issues in the
context of GLP. The results of this survey were discussed at the at the 35th meeting of the Working Party in April
2021. Based on the discussions of the survey results and the draft cloud document, it was decided to begin to
draft a document that will more generically cover new technologies in the context of GLP, instead of developing
documents on each type of technology as they arise. This document will aim to generically address the basic
principles for facilities for implementing new technologies in accordance with GLP.
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The 34th meeting also agreed to re-evaluate OECD Consensus Document No.4 on Quality Assurance (QA) to cover
risk-based QA programmes and/or a possible document about tools of quality improvement that could be used in
GLP. A drafting group, under the leadership of France (Medical Products) and the UK, developed a draft document
that was considered at the 35th Working Party meeting in April 2021 and following another round of written
commenting will be considered for posting for public comment later in 2021. The document will be an advisory
document and replace Document No 4 on Quality Assurance. In terms of preparing a document regarding tools for
quality improvement in GLP, based on discussions within the drafting group and input received, France (Medical
Products) and the UK led the preparation of an initial draft that was considered at the 35th Working Party meeting in
April 2021. It was agreed to further develop the document as a position paper.
In March 2020, many members of the Working Party informed the Secretariat that they had received questions from
test facilities asking about ways to address the challenges at GLP test facilities posed by the COVID-19 pandemic.
Due to the travel restrictions during the pandemic, several members of the Working Party had remote inspections
instead of on-site inspections. A session was held at the 35th meeting to share experiences, issues and challenges in
remote inspections.
In 2018, Working Party members agreed there would be value in developing a Best Practice Guide (BPG) or other
approaches for imparting knowledge to individuals who may participate in on-site evaluation visits in the future,
and what such guidance should include. The Working Party would also consider whether it would be best to present
this information in a BPG for conducting on-site evaluations, on-line/e-learning training, in-person training, or a
combination of these approaches for conducting on-site evaluations. In 2019, a short questionnaire was circulated
to Working Party members to collect relevant information and the results were discussed at the 34th meeting. The
Working Party agreed to the development of a new internal webpage which was created in 2020 containing training
and guidance documents that are currently available or will be generated in the future regarding the conduct of onsite evaluations. An ad hoc subgroup, under the leadership of New Zealand, has been established to identify existing
or develop new guidance, as well as organise a training session for new or less experienced on-site evaluators just
prior to the 36th Working Party meeting in April 2022.
The 15th OECD GLP training course was originally scheduled from 24 to 28 October 2021 in Montreal, Canada. The
training course is postponed to 23-27 October 2022 due to the COVID-19 pandemic. A steering group will continue
to organise the training course.

Forthcoming events
20-22 April 2022
Virtual meeting
34th Meeting of the Working Group
on GLP
23-27 October 2022
Montreal, Canada
OECD GLP Training Course

Contacts

Website

Eeva LEINALA
Yusuke OKU

www.oecd.org/chemicalsafety/
testing/good-laboratorypracticeglp.htm
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Mutual Acceptance of Data (MAD)

The 1981 OECD Council Decision on the Mutual Acceptance of Data (MAD) is built on the OECD Test Guidelines
and Principles of Good Laboratory Practice (GLP). It requires OECD governments to accept non-clinical
environment and health safety data developed for regulatory purposes in another country if these data
were generated in accordance with the Test Guidelines and GLP Principles, thus increasing eﬃciency and
eﬀectiveness of chemical notification and (re-) registration procedures for governments and industry. A 1989
Council Decision-Recommendation on Compliance with GLP sets the framework for recognition of compliance
assurance among governments. The MAD system has been open to non-OECD countries since 1997.

There are now seven partner countries that are full adherents to MAD: Argentina, Brazil, India, Malaysia, Singapore,
South Africa and Thailand. Non-clinical health and environmental safety data generated in these countries must be
accepted for regulatory purposes in OECD and other adhering countries. At the moment, full adherence for Argentina
only applies to industrial chemicals, pesticides and biocides.
The Secretariat continues to work with several other countries in view of their possible provisional adherence to the
MAD Council Acts.

Contacts
Eeva LEINALA
Yusuke OKU

EVALUATION AND UPDATING OF LEGAL
INSTRUMENTS ON CHEMICAL
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Evaluation and updating of legal
instruments (“acquis”) on chemicals

With a view to strengthen and maximise the impact of OECD legal instruments, an OECD-wide standardsetting review was launched by means of letters sent by the Secretary-General to all Chairs of substantive
Committees. The goal of the review is to ensure that OECD legal instruments continue to respond, in a
timely manner, to the new challenges that governments are facing, thereby strengthening their impact and
relevance for the Membership and beyond.

Intellectual Property rights related to chemical safety data
In 2018, the 57th Joint Meeting supported an initiative to address issues associated with intellectual property rights
(IPR) and data access related to chemical safety data, and to the establishment of an ad hoc group of experts to carry
out this work. The 58th Joint Meeting supported a proposal from the ad hoc group to develop an updated version
of the 1983 Recommendation of the Council concerning the Protection of Proprietary Rights to Data submitted
in Notifications of New Chemicals [OECD/LEGAL/0203] and to consider developing a separate Best Practice Guide
(BPG) that could accompany an updated Act, in parallel with, or subsequent to, updating the Act. Draft text
prepared by the ad hoc group for a possible updated Council Act was considered at the 59th and 60th Joint
Meeting. The 60th Joint Meeting in February 2020 also considered possible elements and examples that could
be included in a BPG. Following the 60th Joint Meeting, the ad hoc group has worked to reach a consensus on the
draft text for the Act as well as develop new text for the BPG.
Based on the work of the ad hoc group a revised fin al draft is submitted to the Chemicals and Biotechnology Committee
for endorsement at its meeting of June 2021.

Contacts
Sylvie PORET
Berrak ERYASA

Website
http://www.oecd.org/chemicalsafety/oecdcouncilactsrelatedtochemicals.htm
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Chemical legislation indicator

What are countries around the world doing to tackle the risks of industrial and
consumer chemicals?
The chemical legislation indicator allows you to explore the legal frameworks set up by each country to support the
safety of human health and the environment. This map measures the progress in countries with setting up
management systems specifically dedicated to managing the risks of industrial and consumer chemicals, i.e.
chemicals which are not covered by specific legislations such a pesticides or pharmaceuticals. It is specifically
identifying legislation allowing countries to prioritise chemicals for risk management, perform a risk assessment
on priority chemicals and implement, if needed, risk reduction measures based on the outcome of the risk
assessment.

Contact

Websites

Berrak ERYASA

https://www.compareyourcountry.org/chemicallegislation

ECHEMPORTAL
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eChemPortal

The OECD eChemPortal, launched in 2007, oﬀers free public access to information on properties and hazards
of chemicals. It provides direct access to critical scientific information prepared for government chemical
review programmes. eChemPortal allows for simultaneous search of data from multiple international
databases and provides clearly described sources and quality of data.
eChemPortal - The Global Portal to Information on Chemical Substances is a web portal that provides free public
access to information on properties of chemicals.
eChemPortal version 3.4 was released in March 2021. This maintenance release includes improvements to the use in
the Substance Search of chemical name synonyms submitted by participants, alerting the user of maximum allowed
search results, the display of drop-down search lists, and for the eChemPortal manager, the creation of Video, New,
Announcement items and reporting of user statistics.
The Steering Group for the Development of the Global Portal met virtually on 20-21 April 2021 and discussed a draft
guidance document for potential data sources and the direction of development of eChemPortal in order to identify
needs for greater or specific development in 2022-24. The Steering Group also provided input on requirements and
agreed priorities for the 2021/22 development contract that focuses on maintenance, fixes, and small improvements.

Watch our webinar on eChemPortal
A webinar, Green Talks LIVE | eChemPortal: the Global
Portal to Information on Chemical Substances, was
organised on 16 September 2020 to present the objective
of the eChemPortal, how it contributes to sustainable
development by protecting human health and the
environment from risks of chemicals, avoiding duplication
of effort and reducing animal testing. Gerlinde Knetch
(Germany), Jake Sanderson (Canada) and Violaine
Verougstraete (Eurometaux) shared their experience in
improving chemical safety and how the eChemPortal supported this process.
The recording of the webinar can be found here.

Fothcoming event

Contact

Website

5-6 April 2022 (tentative)
OECD, Paris or Helsinki (to be
conﬁrmed)
Meeting of the Steering Group for the
Development of the Global Portal

Sally DE MARCELLUS

www.oecd.org/ehs/eChemPortal
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Dissemination of OECD Products

All of the products of the OECD Environment, Health and Safety Programme are available free of charge to
the general public via the internet. Additional work is devoted to improving the overall dissemination and
the use of the products of the Environment, Health and Safety Programme.

Capacity-Building for the Sound Management of Chemicals
The IOMC Toolbox for Decision-Making in Chemicals Management is a problem-solving tool that enables countries to
identify the most appropriate and efficient national actions to address specific national problems related to chemicals
management. It is managed by the Inter-Organisation Programme for the Sound Management of Chemicals (IOMC).
The IOMC Toolbox has been redesigned to provide easier and more
direct access to these resources. This new and improved platform
enables users to access information with fewer steps and clicks.
The new IOMC Toolbox was launched officially at the beginning of
November 2020.

The OECD continues to promote the IOMC Toolbox and to use it in its capacity-building efforts. Since December 2020,
webinars have been organised, both on general topics such as PRTRs, Addressing illegal trade and traffic of industrial
chemicals, pesticides and waste and Industrial chemicals management and on addressing specific training requests
from countries such as Morocco.

Contacts

Websites

Sylvie PORET
Valérie FRISON

https://iomctoolbox.org/
www.oecd.org/env/ehs/developmentcooperation-sound-management-chemicals.
htm
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Risk reduction (including socio-economic
analysis)

The activities of the programme on risk management of chemicals is focused on how to manage the use
of chemical products so that society can take advantage of their benefits while minimising risks. This includes:
the sharing of risk management approaches; collaboration to advance sustainable chemistry; the
development and sharing of methodologies and approaches for alternatives and socio-economic
assessment as well as to support substitution of harmful chemicals; and the collaboration on risk
management approaches on specific chemicals.

An expert group on Risk Management Discussions, Including Socioeconomic Analysis was established in early 2018. It
aimed to share experiences and develop lessons learnt on a range of topics such as health and environmental impacts
of regulation, including economic valuation of impacts; cost of regulating substances; and economic assessments
in chemicals management. It met virtually four times between March to May 2020 to discuss the following issues:
latest approaches across countries for risk management of chemicals, uses of taxes as a risk management tool, risk
management and valuation driven by ecological endpoints, and risk management measures for plastics.
In 2020, a mandate for a new Working Party on Risk Management was established which will subsume the discussions
on of the expert group. The Working Party was formed in early 2021 and met for an organisational meeting in March
2021 and will hold their first formal meeting 28-29 September 2021. The Working Party will oversee all the work on
risk reduction and sustainable chemistry.

Valuation of health effects
The Chemicals and Biotechnology Committee and the Environmental Policy Committee’s Working Party on Integrating
Economic and Environmental Policies are collaborating on the design of coordinated valuation studies. This entails
the conduct of several valuation studies (e.g. studies surveying the willingness to pay to avoid certain health impacts
or environmental outcomes) with a focus first on morbidity endpoints relevant to chemicals exposure in different
OECD countries. The concept is to coordinate the development of the survey instrument, implement the survey
using the consolidated instrument and analyse and compare the valuation results.Additional endpoints, including
environmental endpoints, could then be considered.
A project team for this initiative held virtual workshops in April 2020 to discuss five survey instruments for endpoints
including asthma, chronic kidney disease, I.Q. loss, fertility loss, (very)low birth weight. The surveys are in the
preparatory phase (i.e. programming, translation) for launching in the field in Q2/Q3 of 2021. In addition, the next five
endpoints are being decided and survey instrument development will begin in Q2 of 2021.
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Perfluorinated chemicals
The OECD/UNEP Global Perfluorinated Chemicals Group was established in 2012 to facilitate the exchange
of information on PFASs (Per and Poly- Fluoro Alkyl Substances) and to support a global transition towards safer
alternatives.
A number of reports are being finalised in the framework of the group that are planned for publication in Q2/Q3 2021:
l

A project on expanding the current terminology of PFASs: the goal of this project is to provide guidance to all
stakeholders so that they communicate around PFASs using the same language. More specifically, this project aims
to systematically expand the current PFASs terminology to solve existing issues within the current terminology
and accommodate newly identified PFASs. Also Fact Cards of Major PFAS Groups are being developed;

l

A report, which complements the recent published report on availability and current uses of alternatives in food
packaging is being developed to include information on the hazard profiles of the identified alternatives;

l

A report is also in final review stages on the availability and current uses of alternatives in paints, coatings and
varnishes.

The Group regularly organises webinars to share information on PFASs and risk management. The recording of all
webinars can be accessed from the OECD PFASs webportal at: oe.cd/pfas-videos.

Contacts
Eeva LEINALA
Marie-Ange BAUCHER

Websites
http://www.oecd.org/chemicalsafety/sacame.htm
https://oe.cd/pfass

SUSTAINABLE CHEMISTRY (INCLUDING SUSTAINABLE PLASTICS,
ALTERNATIVES ASSESSMENT AND SUBSTITUTION
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Sustainable chemistry (including sustainable
plastics, alternatives assessment and substitution)

The Guidance on Key Considerations for the Identification
and Selection of Safer Chemical Alternatives was
published in March 2021. This guidance was developed
with the aim to advance broader agreement on a
general approach and criteria for the selection of safer
alternatives, with a focus on chemical substitution. It is
intended to advance a consistent understanding of the
minimum requirements needed to determine whether a
chemical alternative is safer than the priority chemical,
product, or technology for substitution, independent of
the entity performing the assessment or the alternatives
assessment framework being used.

The project on sustainable design of plastics from
a chemicals perspective aims to identify the key
considerations that should be taken into account at the
design stage in regards to the influence on chemical
selection on each step in the product life cycle as well
as the potential trade-off between the considerations. It
is based on the preparation of two sets of case studies
focusing on different sectors and then on specific
applications within these sectors: construction and
packaging.
The four case studies are now being finalised and a report
on Considerations for Sustainable Plastics Design is under
development. Finalisation and publication is planned for
Q3 2021.
This project is conducted in cooperation with the OECD
Working Party on Resource Productivity and Waste.

Recent publications - Series on Risk Management
No. 60
Guidance on Key Considerations for the Identification and Selection of Safer Chemical Alternatives

Forthcoming event

Contacts

Website

28-29 September 2021
Location to be determined
1st Meeting of the Working Party
on Risk Management

Eeva LEINALA

https://www.oecd.org/
chemicalsafety/risk-management/

Marie-Ange BAUCHER

V. Development of Instruments for
the Assessment and Management of
Pesticides and Biocides
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Pesticides

The Pesticide Programme aims to harmonise the testing and assessment of agricultural pesticides and
to promote work sharing and risk reduction. It achieves this by helping OECD countries to co-operate
in the review of both chemical and biological pesticides used in agriculture.

Pesticide Residue Chemistry Expert Group (RCEG)
The Pesticide Residue Chemistry Expert Group (RCEG) is currently working on an update of TG 509 (Crop Field
Trials) and a revision of the 2009 Guidance Document on Definition of Residue. The group is also progressing with the
development of a new Guidance Document and Test Guideline on residues in honey.

OECD Network on Illegal trade of Pesticides
The OECD Network on Illegal trade of Pesticides (ONIP) continues to monitor and act against illegal trade in pesticides
for instance by working to develop training for inspectors and to disseminate the recent OECD Recommendation of
the Council on Countering the illegal trade of Pesticides and the accompanying Best Practice Guidance. In cooperation
with the Slovak Republic and ONIP a combined workshop and training course for inspectors tentatively planned for
the first half of 2021 was postponed due to COVID 19 restrictions. Activities continue to disseminate this activity in
the SAICM context, amongst others via presentations and discussion in the FAO/WHO Joint Meeting on Pesticide
Management as well as co-organising the IOMC webinar “Addressing Illegal trade and traffic Industrial Chemicals,
Pesticides and Waste for Beyond 2020” on March 29th 2021 (see the video recording, presentations and key messsages).

Drone Sub-group of the Working Group on Pesticides (WGP)
The Drone Sub-group of the Working Group on Pesticides (WGP), established to implement the recommendations
from the Seminar on Evolving Digital and Mechanical Technologies for Pesticides and Pest Management (26 June
2019), developed a questionnaire to collect information to characterise whether the risks associated with drone /
unmanned aerial vehicle application of pesticides differ from those associated with conventional technologies and, if
so, to formulate guidance on the requirements. The questionnaire was was sent to specific organisations and networks
(16 September - 31 October 2020) and the Sub-group is discussing the findings from the information collected. The
aim is to report to the Working Group on Pesticides in June 2021.

The Expert Group on the Electronic Exchange of Pesticide Data (EGEEPD)
The Expert Group on the Electronic Exchange of Pesticide Data (EGEEPD) revised its terms of reference at
its meeting in May 2020 to focus on digital transformation of pesticide risk assessmeis continuing the activity to
identify and report on common global high-level data elements for pest control product labels to facilitate a greater
understanding of label data elements across countries and support governments’ efforts to modernize labelling
processes. The aim is to report to the Working Group on Pesticides in June 2021. The Expert Group also continued
discussion on potential synergies and integration between systems (national, GHSTS, OHT, IUCLID).
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Expert Group on Bio-Pesticides (EGBP)
As regards the work of the Expert Group on Bio-Pesticides (EGBP), progress was made on the drafting of a scoping
document on test methods for micro-organisms, a working paper on bacteriophages and a guidance document on
baculoviruses.

Ad Hoc Expert Group on RNAi-based Pesticides
The Ad Hoc Expert Group on RNAi-based Pesticides is progressing with the drafting of the Working Document on
on Human Health Risks from the Application of sprayed or externally applied dsRNA-Based Pesticides.

Other
The OECD’s Environment Directorate and Public Governance Directorate have begun a new initiative to review Mexico’s
regulatory framework for pesticides. Its purpose is to identify the gaps, barriers, obstacles, implementation flaws or
inefficiencies that affect the regulatory framework of pesticides in Mexico and to offer proposals and recommendations
for improvement. To support the work, questionnaires were distributed to stakeholders and government agencies in
Mexico responsible for the management of pesticides from March to September 2020. Based on the responses as
well as a series of virtual meetings with relevant agencies and stakeholders, a report, including assessments and
recommendations, was completed in the first quarter of 2021. It is expected to be published in Q3 2021.

Fothcoming events
TBC 2021/2022
Location to be conﬁrmed
OECD Network on Illegal trade of Pesticides (ONIP)

4-5 May 2021
Virtual meeting
Meeting of the Expert Group on the Electronic
Exchange of Pesticides Data

TBC 2021/2022
Location to be conﬁrmed
Workshop and training for inspectors organised by
the Slovak Republic and ONIP

28 June to 2 July 2021
Virtual meeting
36th Meeting of the Working Group on Pesticides and
Meeting of the Expert Group on Bio-Pesticides

Contacts
Patience BROWNE
Leon VAN DER WAL
Magdalini SACHANA
Sally DE MARCELLUS
Chrsitiana OLADINI-JAMES

Website
www.oecd.org/chemicalsafety/pesticides-biocides/agriculturalpesticides.htm
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Biocides

Work on Biocides (non-agricultural pesticides) closely parallels the work on agricultural pesticides:
harmonisation of testing of product release rates to the environment and eﬃcacy to ensure the validity
of label claims, producing emission scenarios and promoting sharing of information about risk reduction
approaches.

The Expert Group on Claims Development for Biocides Treated Articles (EGCDTA) published the guidance document
describing principles of claims development for articles treated with disinfectants in November 2020. Further work
investigates the claims development of insecticidal or insect repellent treated articles.
The Expert Group on Biocides Chemistry (EGBC) published the Guidance Document on Flammability Testing of Plant
Protection and Biocidal Products in December 2020.
Guidance Documents on the efficacy of insecticides against various pests such as bed bugs and tropical ants are
currently under development and revised documents will be submitted for further review to the Working Party on
Biocides and the Working Party of the National Coordinators to the Test Guidelines Programme in 2021. Application
methods of the insecticides include baits and various contact insecticides.
In September 2020 the Working Party on Biocides decided that projects about the post-Covid 19 crisis and its
impacts for future management of emergency crises are of highest priority. Therefore, the dedicated (post) Covid-19
Working Group (WG-PC19) met virtually on January 15th 2021 to discuss a survey questionnaire investigating the
post-Covid 19 crisis and its impacts for future management of emergency crises. This project is led by the Secretariat
and will develop a lesson-learned document based on the outcome of the survey, which took place from February –
March 2021.

Recent publications - Series on Biocides
No. 15
Guidance on Principles for Claim Development of Treated Articles
No. 16
Guidance Document on Flammability Testing of Plant Protection and Biocidal Products
No. 17
Towards a Sustainable Use of Biocides

Forthcoming event
26 May 2021
Virtual meeting
Meeting of the Working Group on
Biocides

Contacts
Sylvie PORET
Leon VAN DER WAL
Yuna KIM
Ilona JANUS

Website
www.oecd.org/chemicalsafety/
pesticides-biocides/biocides.htm

DEVELOPMENT OF INSTRUMENTS FOR THE ASSESSMENT AND
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AND PRODUCTS

VI. Development of instruments
to assist countries in dealing with
releases of hazardous chemicals from
installations and products
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Chemical Accidents

The Chemical Accidents Programme works to develop guidance on prevention of, preparedness for, and
response to chemical accidents. It facilitates the sharing of information and experiences of both OECD and
non-member countries. The Programme is managed by the Working Group on Chemical Accidents (WGCA).

A report on Good Practices for the Management of Inspections at Hazardous Installations was published in February
2021. This document presents the results from a project that aimed to share experience and good practices through
the collection of case studies. Nineteen examples of good practices for the management of inspections at hazardous
installations have been provided through 2020 from eleven delegations: Austria, Canada, Estonia, Finland, Germany,
Italy, the Netherlands, Norway, Costa Rica, the Major Accident Hazards Bureau of the European Commission’s Joint
Research Centre (JRC MAHB), and the United Nations Economic Commission for Europe (UNECE). Delegations were
invited to describe a practice that has been particularly effective for managing inspections at hazardous installations,
for example that has helped solve a particular problem or has improved a practice that is no longer useful/effective/
appropriate. The report highlights some of the common goals and issues that could be identified from the case
studies collected, as well as a set of general conclusions drawn from them.
Activities continued to revise the flagship publication ‘ OECD Guiding Principles for Chemical Accident Prevention,
Preparedness and Response’; a first draft version was developed and will be reviewed in 2021, aiming for publication
in early 2022. Work was also initiated to update and consolidate the four OECD legal instruments dealing with
chemical accidents.

Recent publications - Series on Chemical Accidents
No. 33
Good Practices for the Management of Inspections at Hazardous Installations: Project Report (Case Studies)

Forthcoming event
19-21 October 2021
Location to be conﬁrmed
31st Virtual Meeting of the
Working Group on Chemical
Accidents

Contacts
Bertrand DAGALLIER
Marie-Ange BAUCHER
Christiana OLADINI-JAMES

Website
www.oecd.org/chemicalsafety/
chemical-accidents/

POLLUTANT RELEASE AND TRANSFER REGISTERS

RELEASES OF HAZARDOUS CHEMICALS FROM INSTALLATIONS AND PRODUCTS. 37

2.

Pollutant Release and Transfer Registers
(PRTRs)and Best Available Techniques (BAT)

PRTRs are databases of selected pollutant releases to air, water and soil, and of wastes transferred oﬀ-site
for treatment or disposal. The programme aims to help individual countries in developing PRTRs, improving
release estimation techniques and sharing of data between countries.
Furthermore, the programme has started activities on exchanging experience and developing guidance on
using Best Available Techniques or similar concepts to reduce environmental pollution.

Pollutant Release and Transfer Registers
The Working Party on Pollutant Release and Transfer Registers (WP-PRTRs) focuses on i) improving PRTRs, ii)
harmonising PRTRs across the world, and iii) enhancing the use of PRTR data.
The Working Party finalised and published in November 2020 an update of the Resource compendium of PRTR release
estimation techniques Part II: Summary of techniques for non-point (diffuse) sources.
To assist countries in improving and harmonising their PRTRs, the WG-PRTRs is reviewing and updating the harmonised
lists of pollutants and reporting sectors.
To promote the use of PRTR data, the WP-PRTRs published an Action Plan for tracking progress towards the UN
Sustainable Development Goals (SDGs) using PRTR data in December 2019, and the draft report of this project based
on the Action Plan was discussed at the fourth WP-PRTRs meeting in January 2021. Furthermore, the WP-PRTRs agreed
to start a project to review and update of the document on Uses of PRTR Data and Tools for their presentation.

Recent publications - Series on PRTRs
No. 19: Resource compendium of PRTR release estimation techniques Part II: Summary of techniques for non-point
(diffuse) source

Forthcoming event
26-28 January 2022
Location to be conﬁrmed,
5th Meeting of the Working Group
on PRTRs

Contact

Website

Koki TAKAKI
Shintaro MURAI

www.oecd.org/chemicalsafety/
pollutant-release-transfer-register/
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Best Available Techniques (BAT)
The OECD’s project on Best Available Techniques (BAT) for preventing and controlling industrial pollution aims to
exchange best practices across countries that already have BAT-based policies, and provide assistance to governments
that seek to adopt BAT-based permitting. The project is overseen by the OECD’s Expert Group on BAT, which meets
face to face once a year.
The project is in its second phase (2019-2021) and consists of the following three activities:
l

Development of a Guidance Document on Determining Best Available Techniques (BAT), BAT-Associated Environmental
Performance Levels and BAT-Based Permit Conditions providing the governments with relevant steps, tools and best
practices on how to identify and establish BAT, BAT-associated emission levels (BAT-AELs) and other environmental
performance levels (BAT-AEPLs), as well as BAT-based permit conditions, including emission limit values. This
guidance document was published in 2020.

l

Conducting a study on the value chain aspects of the BAT determination. This study is exploring the challenges and
opportunities linked to incorporating value chain aspects when establishing BAT.

l

Carrying out cross-country comparisons of BAT Reference Documents (BREFs) and associated emission levels for
selected sectors. It is to allow international benchmarking and increase the potential of harmonisation of BAT-AELs
across countries. At the meeting of the Expert Group on BAT in July 2020, it was agreed to develop comparisons of BREFs
for thermal power plants, textile industry and cement industry

Draft documents will be reviewed by the 6th Meeting of the Expert Group on BAT in November 2021.

The OECD BAT project has been produced with the financial assistance of the European Union. The
views expressed herein can in no way be taken to reflect the official opinion of the European Union.

Recent publications - Series on BAT
Guidance Document on Determining Best Available Techniques (BAT), BAT-Associated Environmental Performance Levels
and BAT-Based Permit Conditions

Forthcoming event
8-9 November 2021
Location to be determined
6th Meeting of the OECD Expert
Group on BAT

Contacts

Website

Berrak ERYASA
Koki TAKAKI

oe.cd/BAT
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Environmental Safety

The programme on the Harmonisation of Regulatory Oversight in Biotechnology is focused on environmental
risk/safety assessment of transgenic (genetically modified) crops as well as other organisms of commercial
interest. It aims to ensure that the information used in risk/safety assessment, as well as the methods used
to collect this information, is as similar as possible among regulatory authorities. This improves mutual
understanding amongst countries, increases the eﬃciency of the risk/safety assessment process and avoids
duplication of eﬀort. It also reduces barriers to trade.
The Working Party on the Harmonisation of Regulatory Oversight in Biotechnology (WP-HROB) met in March 2021
and endorsed two Consensus documents on the biology of key crop species, wheat (leads: Australia and United
States), and rice (lead: Japan) for publication expected in Q2 2021. These documents will revise and update the
original publications of 1999. Progress was made on other Consensus documents under preparation on the biology
of mosquito Anopheles gambiae (leads: AUDA-NEPAD, AFSI and Australia) and Micro-algae (leads: Canada and United
States).
The future document on “Environmental Considerations for Risk/Safety Assessment for the Release of Transgenic
Plants” will be composed of a core section on the general concept, followed by seven examples of Considerations in
Annexes. The WP-HROB meeting decided to finalise and publish the document by the end of 2021.
Regarding the OECD Council Recommendation on the Safety of Recombinant-DNA Organisms (2006), a survey was
conducted with delegations at the end of 2020 on the general purpose and scope of this legal instrument, to inform
its review and possible update/revision. The result of the survey was discussed at the Joint Session of the WP-HROB
and WP-SNFF meetings in March 2021, and a plan for next steps will be developed and discussed by the WPs. Other
proposals are being developed for new projects on enhanced information exchange on new breeding techniques,
and safe-by-design applied to biotechnology products.
A compilation of recent activities and developments in delegations related to biosafety issues (April 2020 – March
2021) will be published in the second quarter of 2021, for the first time. The information was provided by OECD
members, partner countries and observer organisations participating in the work, and the publication is intended to
be issued annually.
The OECD Product Database, containing information on genetically-engineered (G.E.) plant varieties approved for
being cultivated or used in foods and feeds, continued to be completed and updated. A total of 362 entries are now
available in the system, keeping pace with new information provided by member countries as well as a number of
non-members. Since November 2020, information on new or updated entries provided by Argentina for the first
time, Australia and the European Commission were entered in the database, to be completed soon by contributions
received from other countries.

Recent publications - Series on the Harmonisation of Regulatory Oversight
in Biotechnology
‘Biotechnology Update’ / ICGB Newsletter No.38, December 2020, OECD Internal Co-ordination Group on
Biotechnology,

Forthcoming event
30 March - 1 April 2022
Location to be determined
36th meeting of the Working
Party on the Harmonisation
of Regulatory Oversight in
Biotechnology

Contacts
Akihiro KAGOSHIMA
Bertrand DAGALLIER
Natsuo KOMOTO
Christiana OLADINI-JAMES

Website
www.oecd.org/biotrack
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The Global Forum on Biotechnology

The Global Forum on Biotechnology, established in 2010, is one of 16 Global Forums created by OECD
Committees. Global Forums are generally not oﬃcial OECD bodies, but are best described as broad
communities or networks of stakeholders in the areas of responsibility of one or more Committees. OECD
Committees have an interest in hearing the views of these stakeholders, but their capacity to accommodate
(non-Member) partners as participants is limited.

Collaboration continues with partner countries and international organisations involved in biosafety, in particular
on the occasion of the meetings of the OECD Working Parties i) on the Harmonisation of Regulatory Oversight in
Biotechnology, and ii) for the Safety of Novel Foods and Feeds held remotely in March 2021. These events were attended
online by delegates from Argentina, Brazil, Costa Rica, Kenya, Paraguay, the Philippines, the Russian Federation, South
Africa, Thailand, Uruguay, Viet Nam, the African Biosafety Network of Expertise (AUDA NEPAD), and other observer
Organisations. Thanks to this collaboration, these economies strengthened their participation in related projects,
Paraguay presented its new simplified procedures for the approval of genetically-engineered crops, while Argentina
reported its recent legislations in the national biosafety regulatory framework and shared information on approved
GE plant varieties that were included to the OECD BioTrack Product Database for the first time.

Contact
Bertrand DAGALLIER
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Safety of Novel Foods and Feeds

The programme on the Safety of Novel Foods and Feeds addresses risk/safety assessment issues related to
the products of modern biotechnology, that is, foods and feeds derived from transgenic crops. This improves
mutual understanding amongst countries, increases the eﬃciency of the risk/safety assessment process and
avoids duplication of eﬀort, while reducing barriers to trade.

The Revised Consensus Document on Compositional Considerations for New Varieties of Potato (Solanum tuberosum)
(leads: the Netherlands and South Africa) was published in December 2020, updating the previous version as expected
by regulators, risk assessors and breeders of this major crop consumed worldwide. Activity continued to revise the
consensus document on the composition of Maize (Zea mays), initially issued in 2002; The first full draft presented by
the United States (lead) was reviewed at the meeting of the Working Party for the safety of Novel Foods and Feeds
(WP-SNFF) in March 2021, for publication expected by the end of 2021. Progress was also made on the review of the
OECD Council Recommendation on the Safety of Recombinant DNA Organisms, project jointly conducted with the
Working Party on the Harmonsiation of Regulatory Oversight in Biotechnology (WP-HRBOB).
For the second consecutive year, a compilation of recent activities related to the safety assessment of novel foods
and feeds in delegations (April 2020–March 2021) will be published soon. The information was provided by OECD
members, partner countries and observer organisations participating in the work.
A project proposal for developing a Consensus Document on Considerations for Collaborative Work on the Safety
Assessment of Novel Foods and Feeds was agreed at the WP-SNFF meeting in March 2021, to be co-led by Canada,
Australia, the African Biosafety Network of Expertise of AUDA-NEPAD, and BIAC; an Ad hoc group will be established
to launch the project and start drafting the document.
In addition, two webinars on emerging issues are contemplated for being set up during the 2nd half of 2021 1) on
potential food safety challenges for cellular agriculture, and 2) on the FAO/WHO feed safety report dealing with new
types of feed ingredients. Other projects are considered for possible joint development with the WP-HROB, including
1) to consider how the concept of “safe-by-design” could be applied to biotechnology products, and 2) to enhance
information exchange on New Breeding Techniques.

Recent publications - Series on the Safety of Novel Foods and Feeds
The OECD work on biosafety and food/feed safety assessment aims to assist countries evaluating the potential risks of
transgenic products, ensure high safety standards, and foster mutual understanding of relevant regulations.
No.33: Revised Consensus Document on Compositional Considerations for New Varieties of Potato (Solanum
tuberosum).

Forthcoming event
28-30 March 2022
Location to be conﬁrmed
29th Meeting of the Working Group
for the Safety and Novel Foods and
Feeds.

Contacts
Bertrand DAGALLIER
Natsuo KOMOTO
Christiana OLADINI-JAMES

Website
www.oecd.org/biotrack
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Most EHS Publications can be downloaded directly from OLIS or our website:
 www.oecd.org/ehs/publications

If you are unable to find what you are looking for, please contact the Secretariat:
 Email: ehscont@oecd.org
 Fax: +33 (0)1 44 30 61 80
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WEBSITES
Find more information about the EHS work Programme from our homepage and related linked pages:

EHS Homepage
Biocides
Biosafety and Food/Feed Safety

www.oecd.org/chemicalsafety
www.oecd.org/chemicalsafety/biocides.htm
www.oecd.org/chemicalsafety/biotrack

Chemical Accidents

www.oecd.org/env/accidents

Exposure Assessment

www.oecd.org/env/exposure

Global Portal to Information on Chemical Substances

www.echemportal.org

Good Laboratory Practice

https://oe.cd/good-laboratory-practice

Harmonised Templates

www.oecd.org/ehs/templates/

Harmonisation of Classification of Labelling

www.oecd.org/env/classify

Hazard Assessment

www.oecd.org/chemicalsafety/risk-assessment

Mutual Acceptance of Data (MAD)

https://oe.cd/mad

New Chemicals

www.oecd.org/env/newchemicals

Pesticides

www.oecd.org/env/pesticides

Pollutant Release and Transfer Registers

www.oecd.org/env/prtr

(Q)SARS

www.oecd.org/env/hazard/qsar

Risk Assessment

www.oecd.org/env/riskassessment

Risk Management

www.oecd.org/env/riskmanagement

Safety of Manufactured Nanomaterials

www.oecd.org/chemicalsafety/nanosafety/

Strategic Approach to International Chemicals Management

www.oecd.org/env/saicm

Sustainable Chemistry

www.oecd.org/env/sustainablechemistry

Test Guidelines

https://oe.cd/test-guidelines
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ENV/EHS Staff Directory
Email: ehs.contact@oecd.org

NAME

PROGRAMME

PHONE

ABADIE, Fabienne

Resource Management Adviser

19.66

AOYAGI, Tomoko

Hazard Assessment and IATA

98.46

BAUCHER, Marie-Ange

Chemical Accidents, Risk Management, Sustainable Chemistry

94.22

BROWNE, Patience

Pesticides, Hazard Assessment, IATA and QSAR

19.11

CHOI, Eugene

Test Guidelines

76.98

CHUNG, Kyeong Wha

Nanosafety

49.84

DAGALLIER, Bertrand

Biotechnology/Food Safety and Chemical Accidents

84.51

DE MARCELLUS, Sally

Hazard Assessment, Pesticides

19.42

DELRUE, Nathalie

Test Guidelines

98.44

DIDERICH, Bob

Head of Division

14.85

ERYASA, Berrak

Best Available Techniques

78.76

FRISON BEAU, Valérie

Capacity Building

89.34

GONZALEZ, Mar

Nanosafety, Test Guidelines

76.96

GOURMELON, Anne

Test Guidelines, IATA

98.49

GUERRIER, Carole

Assistant, Test Guidelines/AOPs, Nanomaterials

44.94

IZAWA, Tatsuki

Nanosafety

14.63

JANUS, Ilona

Assistant, Risk Management, Sustainable Chemistry, Biocides, Capacity
Building

79.07

KAGOSHIMA, Akihiro

Biosafety

98.19

KIM, Yuna

Biocides

46.97

KOMOTO, Natsuo

Biosafety, Food Safety, Nanosafety, Chemical Accidents

83.45

LEINALA, Eeva

Risk Management, Sustainable Chemistry, GLP and MAD

76.30

MURAI, Shintaro

PRTR and Exposure Assessment

13.17

OKU, Yusuke

Good Laboratory Practices and Test Guidelines

76.19

OLADINI-JAMES, Christiana

Assistant, Pesticides, GLP/MAD, Chemical Accidents, Biotechnology/Food
Safety

16.48

PORET, Sylvie

Biocides, Capacity Building, Outreach Programme

89.45

SACHANA, Magdalini

Hazard Assessment, Pesticides

64.23

SEFTEL Emily

Assistant to Head of Division and Administrative assistant

74.47

TAKAKI, Koki

Exposure Assessment, PRTRs and Best Available Techniques

16.77

THABET, Hannah

Communications and Publications co-ordinator

64.39

VAN DER WAL, Leon

Biocides, Test Guidelines, Pesticides

93.10

WALDMEIER, Esther

Assistant, Hazard Assessment & IATA, Exposure Assessment and PRTR, BAT

86.50

The Environment, Health and Safety Progress Report is issued every eight
months, between the meetings of the Joint Meeting of the Chemicals Committee
and the Working Party on Chemicals, Pesticides and Biotechnology. It provides
an update on recent publications, as well as the main recent or upcoming
events of the EHS Programme.
This report is produced for participants in the Programme’s activities; but the
Secretariat hopes that it is also of value to a broader audience with an interest
in human health and environmental safety issues connected with the use of
chemicals, pesticides and biotechnology.

www.oecd.org/chemicalsafety

