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About the OECD

The Organisation for Economic Co-operation and Development (OECD) is an
intergovernmental organisation in which representatives of 34 industrialised countries in North
and South America, Europe and the Asia and Pacific region, as well as the European Commission,
meet to co-ordinate and harmonise policies, discuss issues of mutual concern, and work together
to respond to international problems. Most of the OECD’s work is carried out by more than 200
specialised committees and working groups composed of member country delegates. Observers
from several countries with special status at the OECD, and from interested international
organisations, attend many of the OECD’s workshops and other meetings. Committees and
working groups are served by the OECD Secretariat, located in Paris, France, which is organised
into directorates and divisions.

The Environment, Health and Safety Division publishes free-of-charge documents in eleven
different series: Testing and Assessment; Good Laboratory Practice and Compliance
Monitoring; Pesticides; Biocides; Risk Management; Harmonisation of Regulatory
Oversight in Biotechnology; Safety of Novel Foods and Feeds; Chemical Accidents;
Pollutant Release and Transfer Registers; Emission Scenario Documents; and Safety of
Manufactured Nanomaterials. More information about the Environment, Health and Safety
Programme and EHS publications is available on the OECD’s World Wide Web site
(www.oecd.org/ehs/).

This publication was developed in the IOMC context. The contents do not necessarily reflect
the views or stated policies of individual IOMC Participating Organizations

The Inter-Organisation Programme for the Sound Management of Chemicals (IOMC) was
established in 1995 following recommendations made by the 1992 UN Conference on
Environment and Development to strengthen co-operation and increase international co-
ordination in the field of chemical safety. The Participating Organisations are FAO, ILO,
UNDP, UNEP, UNIDO, UNITAR, WHO, World Bank and OECD. The purpose of the
IOMC is to promote co-ordination of the policies and activities pursued by the Participating
Organisations, jointly or separately, to achieve the sound management of chemicals in
relation to human health and the environment.
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This publication is available electronically, at no charge.

For this and many other Environment,
Health and Safety publications, consult the OECD’s
World Wide Web site (www.oecd.org/ehs/)

or contact:

OECD Environment Directorate,
Environment, Health and Safety Division
2 rue André-Pascal
75775 Paris Cedex 16
France

Fax: (33-1) 44 30 61 80

E-mail: ehscont@oecd.org
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FOREWORD

As a first step towards the mutual acceptance of new chemical notifications, the OECD Clearing
House on New Chemicals has developed a multilateral notification arrangement which involves acceptance
of hazard assessments by participating jurisdictions. This process, termed the ‘Parallel Process’, enables
companies to declare to all affected countries at the time of first notification that it wants them to
cooperate, share information and build on the efforts of the country where it will first initiate manufacture
or import of the chemical. The hazard assessment is developed by the ‘lead’ jurisdiction and can then be
utilized by other participating jurisdictions when the chemical is subsequently notified in the other
participating jurisdictions.

The Parallel Process was initiated in 2005, with a pilot phase to test how the process would work in
practice. During this pilot phase, benefits to both industry and governments were realized, and
improvements to the process were identified. One such improvement was enhancing the guidance
document in order to streamline the process, to make it consistent, and to make the operation of the process
transparent to all interested parties.

This document is a summary of a complete guidance document, published elsewhere [see
ENV/IM/MONO(2012)26] for both notifiers and jurisdictions participating in the Parallel Process.

This document is published under the responsibility of the Joint Meeting of the Chemicals Committee
and Working Party on Chemicals, Pesticides and Biotechnology of the OECD.
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I. Introduction

1. This document is a summary of the publication “Standard Operating Procedures (SOP) for the
Parallel Process (PP)” [ENV/IM/MONO(2012)26]. It is intended to give a brief overview only and the
complete PP SOP should also be consulted by notifiers and jurisdictions contemplating participating in the
PP.

2. The vision of Mutual Acceptance of new substance Notifications (MAN) includes acceptance of
hazard assessments by participating jurisdictions as the first step. Under the PP, a company notifies to
multiple jurisdictions using a Predetermined Set of Information (PSI), and authorises participating
jurisdictions to share information when conducting their reviews. A jurisdiction chosen by the notifier
agrees to serve as the lead jurisdiction and to conduct the hazard assessment or review/accept a hazard
assessment provided by the notifier. Input is provided from the other participating jurisdictions. The final
hazard assessment can then be used in the risk assessment of a chemical in other participating jurisdictions.

I1. Overview of the PP
Determining the participating jurisdictions

3. The notifier identifies the jurisdictions (agencies granted authority by a government or group of
governments to oversee the regulation of chemicals within a particular geographic region) to which they
intend to submit a notification. The notifier then makes a request for a jurisdiction to act as lead and
contacts the other jurisdictions where it wishes to notify a chemical and requests their agreement to
participate as secondary or observer jurisdictions.

4. Agreement to Participate (ATP) letters must be signed by each participating jurisdiction and the
notifier every time there is a new PP notification. The notifier must complete the Multi-lateral Limited
Disclosure Agreement (MLDA) in the ATP letter and send it to all of the participating jurisdictions.
Participating jurisdictions must then amend and sign the cover letter (first page of the ATP) and then send
the ATP letter back to the notifier. The notifier must then sign the MLDA and provide copies of all the
signed ATP letters to the lead jurisdiction.

Pre-Notification Consultation phase

5. The required information for a notification will depend on the type of chemical, the quantity
being introduced, and also the way that it will be introduced and used within the jurisdictions. Therefore,
the notifier should propose the PSI for a chemical on a case by case basis; however, there are general
requirements described in the complete PP SOP.

6. The notifier provides the proposed PSI to the lead jurisdiction who oversees and coordinates
communications with the other participating jurisdictions and organises the Pre-Notification Consultation
(PNC) meeting. Once the lead and secondary jurisdictions and the notifier agree on the contents of the PSI
it can be finalised.

Notification and Assessment Phase

7. The notifier submits the notification package to the lead jurisdiction and summaries or full copies
of the studies listed in the final PSI to the other participating jurisdictions. The lead jurisdiction will then
carry out the hazard assessment as per its legally required assessment time-frame and the regulatory
assessment procedures in that jurisdiction.
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8. The hazard assessment is shared with all participating jurisdictions and the notifier. The notifier
may wish to stagger notification to the secondary jurisdictions.
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111. Flowchart of the PP

Notifier requests a jurisdiction to act as lead

v

Notifier contacts the remaining jurisdictions and asks them to participate

A
Notifier completes the MLDA section of the ATP
letter and provides this to participating jurisdictions

v

Participating jurisdictions amend and sign the ATP
letter and send it back to the notifier

v

Notifier provides proposed PSI to the lead jurisdiction: lead
jurisdiction distributes it to participating jurisdictions

v

Lead jurisdiction receives and collates comments on proposed
PSI from participating jurisdictions and sends them to notifier

v

Lead jurisdiction organises and chairs the PNC

v

The lead jurisdiction prepares and distributes summary of PNC

v

Notifier amends the proposed PSI as agreed with the
participating jurisdictions and sends it to the lead jurisdiction:
lead jurisdiction distributes it to participating jurisdictions

\

The lead jurisdiction informs all participants that the final PSI has been
established and that the notification can commence in the lead jurisdiction.

v

Lead jurisdiction screens the notification package
v

Lead jurisdiction reviews/prepares draft hazard assessment

and distributes to participating jurisdictions and the notifier

y
Participating jurisdictions and the notifier review the hazard
assessment and provide comments to lead jurisdiction

v

Changes requested?
Note: any of the participating jurisdictions or the notifier can
Yes opt out of the PP at any stage and are not obliged to agree
with the hazard assessment prepared by the lead jurisdiction.

LN0

A

Finished hazard assessment report sent out to participating jurisdictions
and the notifier. Notification can begin in the secondary jurisdictions
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