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· The views expressed in these background papers are the views of the individual concerned, and do not necessarily reflect the views of their employers.

· These papers are intended as a thought starter, asking key questions; they are not a comprehensive review of the issue.

4. Integration of US and Global chemical initiatives
Robert Donkers, Delegation of the European Commission to the USA
John Arseneau and Bill Smith, Environment Canada
Summary

International cooperation will be necessary to achieve the goal of the sound management of chemicals by 2020. The goal of the World Summit on Sustainable Development is to ensure that, by 2020, chemicals are used and produced in ways that minimize significant adverse effects to human health and the environment, using transparent science-based risk assessment and risk management procedures. The only way this goal can be met is through the adroit collaboration of the United States and other countries.

The industrialized nations share responsibility for the assessment and management of the risks of existing and new chemicals in commerce. These chemicals are commonly found in most developed economies. The HPV challenges offer a partial solution to this problem but are unlikely to finish the job within the proposed time frame. The European Union and Canada have adopted very different strategies for meeting this challenge but are examining ways of co-operating. In order to form partnerships, the US would have to document its decisions and acquire the ability to share its assessments with other regulators, subject to the necessary protections for confidential business information. Europe and Canada already have or are in the process of acquiring this capacity.

The OECD New Chemicals Task Force is undertaking a pilot of the Mutual Acceptance of Notifications (MAN). MAN would allow companies to submit one notification (assessment dossier) and then, after national review and assessment of the risks, market anywhere. This parallel process would facilitate the more efficient introduction of new chemicals to the marketplace, and improve decision-making. Like the foregoing example, United States participation will depend on its ability to exchange information with other regulators. With any pilot, the key to success is the participation of as many countries and companies as possible.

The Globally Harmonized System of Classification and Labelling of Chemicals (GHS) is a voluntary system that provides a platform upon which countries can build their own chemical safety programs. It will have to be incorporated into national legislation. Implementation will require long-term collaboration with international organizations, industry and labour. GHS will facilitate trade and promote the sound management of chemicals.

SAICM (a strategic approach to international chemical management) is an opportunity to create synergies among an alphabet soup of multilateral environmental agreements on chemicals. substances. Policy integration would contribute to the effective management of chemicals throughout their lifecycle. SAICM could also help identify funding priorities, and capacity building needs. It may also identify gaps and emerging concerns.

Background

The global production of chemicals has increased from less than a million tonnes in 1930 to over 400 million tonnes today. Production is increasingly moving to developing countries, many of which do not have the capacity to implement regimes for the sound management of chemicals.

Chemical issues are no longer confined to the chemical industry. Chemicals are part of everyday life. Moreover, hazardous chemicals, which are not approved for use, may still enter a country through long-range transport of pollution or the importation of products and articles.

Governments and industry are being forced to become increasingly open and transparent to satisfy demands for enhanced worker’s protection and the public’s right-to-know. The focus of public concern has shifted from industrial accidents (e.g. Bhopal) to the effects of chronic low dose exposure to multiple pollutants (e.g. endocrine disruptors.) 

Hazard information is lacking for the majority of chemicals. We have to deal with a legacy of environmental contamination by persistent toxic organic chemicals and metals. Moreover, we must constantly monitor the environment to detect emerging chemical issues.

To some extent, the Chemical Industry has exercised leadership through its Responsible Care program, reducing releases of chemical substances to the environment, and through research aimed at developing greener products and processes. However, much remains to be done.

Over half the world’s chemical trade now occurs between foreign branch offices of the same company. Companies serving a North American and a world market increasingly regard different national regulatory regimes as non-tariff barriers to trade. They want governments to harmonize their requirements and they want access to an inventory of inputs that they can use and ship anywhere in the world.

Existing chemicals

Currently, the most notable initiative addressing the need for hazard data on existing chemicals in the United States is the HPV challenge. There is an interagency testing program and data can also be requested through voluntary consent orders. The EU and Canada, in contrast, have had to respond to growing public concern with their lack of progress in assessing and managing priority substances and to demands for increased public accountability and transparency. 

The European Commission has presented a draft regulation called REACH (Registration, Evaluation, Authorization and Restriction of Chemicals).The aim of REACH is to address the backlog of risk assessments of existing chemicals produced or imported in quantities over 1 metric ton per year per manufacturer/importer that have never been tested and assessed, as well as streamlining requirements of new and existing chemicals. It shifts the responsibility from government to producers and downstream industries to provide data (when necessary via testing), and to ensure the safe handling and use of their chemical-based products. REACH will be gradually introduced over the next 11-12 years, beginning with the registration of HPVs and the most hazardous substances.

A Registration dossier includes the substance’s identity, information on the manufacture and intended use, proposed classification and labelling, guidance on safe use, and assessment data/testing proposals. A Chemical Safety Report (CSR) will be required for substances manufactured or imported in quantities above 10 metric tonnes per year per manufacturer or importer.

The CSR must be kept evergreen, integrating any new exposure scenario. (See Figure 1.) It also covers classification and labelling, and instructions for safe handling and use. The manufacturer or importer must also complete a declaration that appropriate risk management measures are implemented on-site and have been communicated to downstream users for identified uses (Extended Safety Data Sheets – SDS).
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The registration dossiers will be checked for conformity with requirements by the European Chemicals Agency (proposed) and results will be referred to the member state competent authorities in which the producer or the importer is established. Evaluation serves two purposes: to review testing proposals involving live animals; and to request additional data or assessment, where the substance’s properties or use give rise to concern. In some cases, evaluations may lead to action under the authorization or restriction procedures.

Canada has a taken a different approach to the issue of existing substances. The Government uses publicly available data and industry is encouraged to submit data in its possession. Industry can be required to generate data where there is a suspicion of toxicity. The Government is also required to review decisions of other OECD nations to restrict or prohibit a substance. It has a two-track toxic management strategy: life-cycle management of toxic substances using various instruments; and virtual elimination of releases to the environment of substances that meet persistence and bioaccumulative criteria and are primarily anthropogenic.

In 1999, the Canadian Environmental Protection Act (CEPA) legislated a comprehensive review of every chemical in commerce. This review places special emphasis on chemicals that are persistent or bio-accumulative and inherently toxic (hazardous), and that have the greatest potential for human exposure. Over 23,000 substances have to be categorized by September 2006. Categorization is a priority setting tool that will systematically identify substances requiring immediate action or a further screening. Screening assessments will examine existing information from many sources, using a weight-of-evidence approach, to recommend that risk management measures be contemplated, that full-scale risk assessment be undertaken, or that no further action be taken at this time. A pilot study is testing all aspects of the screening process. Canada is finding it a challenge to move from a limited number of in-depth priority assessments to a large number of streamlined screening assessments, using information provided by industry.

Governments have minimal assessment information on chemicals in commerce. For example, Canada only has toxicity data for 8.5% and bioaccumulation data for 1% of the organic substances. Canada is using a voluntary submission challenge (June 2004) to augment publicly available data. Stakeholders were briefed about the information used, and the weight of evidence for each decision, so their attention could be brought to bear on decisions where additional data may influence the outcome. If the government is unsuccessful in getting the data it needs, it can then call for the data to be provided or testing to be undertaken by industry.

New chemicals

The OECD New Chemicals Task Force is undertaking a pilot for the Mutual Acceptance of Notifications (MAN). The pilot project is a safe way to exchange assessment information and to develop an acceptable way to document national regulatory decisions so that other regulatory agencies would have unimpeded access to the risk assessment information on which these decisions are based. 

As the first step towards this goal, companies can choose (and would not be compelled) to notify under the MAN process. They would authorize inter-governmental sharing of their assessment dossier, and, where warranted, augment their notified information. 
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The first country notified would review the notified substance, fully conduct the hazard assessment, and document and share the results. The other country when in receipt of such information would agree to use it in their risk assessment process. Each country would have to put in place measures for the effective and secure sharing of assessment information and for the protection of confidential business information. The use of common notification forms/tools would also contribute to making this vision a reality. 

The participating countries may negotiate an equivalency framework (see Figure 2) so that each regulatory authority can determine whether or not they need to adapt the exposure and risk assessment findings to their local conditions. An equivalency framework would provide a decision tree providing scientific justification why a separate or new exposure and risk assessment may or may not be necessary.

Canada and the United States are on the steering committee for the pilot of the parallel process. The process will be presented to the Task Force meeting in April 2005 for approval. Canada will be the lead for the first assessment under this process. Australia and Japan will also participate. The extent of US involvement has not yet been confirmed.

Globally Harmonized System

The Globally Harmonized System of Classification and Labelling Chemicals (GHS) will establish a common basis to classify chemical hazards and to communicate this information using a labelling system based upon universally understandable pictograms and safety data sheets. Agenda 21 provided the impetus for this work, and the implementation plan was adopted in Johannesburg in September 2002 with the view to having the system operational by 2008. The GHS document is available at: http://www.unece.org/trans/danger/publi/ghs/officialtext.html Countries lacking systems for hazard classification and labelling are to adopt the GHS as the fundamental basis for national policies for the sound management of chemicals; countries that already have systems will align them with GHS. 

GHS will help promote safer transportation, handling and use of chemicals. Harmonized criteria, symbols and warnings will promote improved understanding of hazards, helping to protect workers, consumers, and other potentially exposed populations. A more uniform system will enhance safety, improve compliance and reduce costs for companies involved in domestic and international trade. In the long run the system may lead to greater regulatory consistency among various jurisdictions.

Strategic Approach to International Chemicals Management (SAICM)

UNEP Governing Council has adopted a plan to develop a strategic approach to international chemicals management (SAICM) by 2005. 

SAICM is an opportunity to advance the international sound management of chemicals through the co-ordination of multilateral agreements, funding agencies, and capacity building efforts. A key feature of SAICM is that all stakeholders have been brought to the table in an effort to develop a shared sense of responsibility. Policy integration across all sectors at both the national and international level will help ensure that chemical risks are managed throughout their lifecycle. SAICM will consist of an overarching policy strategy, a global plan of action, and high-level declaration. The United States would like to see SAICM develop a set of strategic priorities with time lines and targets that could be incorporated into aid programmes.

Questions to be discussed:

1) Does the United States have the necessary legislative and policy tools it needs to collaborate with other nations? For example to 

· Share hazard and risk assessment information with other regulators

· Share and protect confidential business information (CBI)

2) What more needs to be done to ensure that existing high volume and low volume chemicals in commerce are assessed and properly managed?

· How can we share the burden more equitably?

· How should we set priorities for assessment and management?

3) If the goal of mutual acceptance of notifications (notified once and reviewed every where) is to be achieved, how can we promote greater participation in the OECD Pilot of the parallel process?

4) It is difficult for a country to show credible leadership if it does not ratify multilateral agreements that it has negotiated. How can the US play a more effective role in the implementation of multilateral environmental agreements designed to promote the sound management of chemicals?
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