April 2, 2002

CANADIAN COMMENTS ON THE WHITE PAPER FROM THE COMMISSION OF THE EUROPEAN COMMUNITIES ON THE STRATEGY FOR A FUTURE CHEMICALS POLICY, FEBRUARY 27, 2001.

The Government of Canada would like to submit these comments on the White Paper on the Strategy for a Future Chemicals Policy.  While the proposed White Paper has many elements of interest, we have decided to limit our views to four primary concerns, notably the need for regulatory co-operation, risk assessment of existing and new chemicals, the role of industry, bans and substitutions of hazardous chemicals.

As you are aware, Canada recently renewed the Canadian Environmental Protection Act, 1999 (CEPA, 1999.)  We would be prepared to share our experience thus far and the challenges we face implementing our domestic legislation.  We would welcome a continuing dialogue between Canada and the EU on chemical risk management, including meetings between European officials and Canadian officials on the margins of OECD meetings.

The Need for Regulatory Co-operation

1. Canada hopes that the proposed EU approach will incorporate the broader chemical risk management initiatives being undertaken internationally, and will contribute to greater harmonisation of regulatory approaches.  In particular, it would be helpful for the EU to clarify the extent to which it is prepared to accept data or test results from other OECD members.

2. Given that both Canada and the European Union are reviewing their regulatory approaches, and undertaking testing initiatives, Canada would like to maximise opportunities for collaboration and co-operation between Canada and the European Union.  Future regulatory co-operation, for example, could include sharing data, full acceptance of each other’s test results, agreement on best practises, and possibly joint or shared reviews of chemicals of common concern.  Wherever possible, Canada would like to work towards greater consistency and standardisation of chemical assessment and management practices, both with the EU and internationally.

3. Given the enormity of the tasks ahead and the resources required to implement the proposed chemical strategy, the Government of Canada would encourage the EU to consider sharing its views and experience widely.  Canada would like to open a dialogue so that we can focus on issues of mutual concern and eliminate unnecessary costs and duplication of work.

Risk Assessment of Existing and New Chemicals

There are a number of recent developments in Canada that may be of interest to you.  As you may be aware CEPA, 1999 requires the Ministers of Environment and Health to categorize all ~23,000 existing substances on the Canadian Domestic Substance List by September 2006 to identify substances that have a high human exposure potential or that are inherently toxic, persistent or bioaccumulative.  CEPA, 1999 also introduces screening level assessments that may be conducted to determine if the substance is “CEPA toxic”.  A two-year review of the Canadian New Substance Notification Regulations has also just been completed.

4. The EU proposes to develop a single integrated system for new and existing chemicals. The Government of Canada looks forward to learning more about this innovative approach, and in particular, to discussing the implications of the shift in emphasis in this system from new to existing chemicals.

5. Canada would also welcome the opportunity to discuss how products manufactured outside the community that contain untested or unregistered substances may be treated.

The Role of Industry

6. The White Paper seeks to implement a life cycle approach to chemical management that will involve everyone from chemical manufacturers to downstream users.  It will shift responsibility from the State to industry to provide information necessary for the risk assessment of chemical substances.  Specifically, a company would have to demonstrate acceptable levels of safety of its product with respect to the environment and human health, rather than government bearing all the responsibility for demonstrating risk. This proposal is somewhat compatible with the risk assessment approach adopted in the Canadian Environmental Protection Act (CEPA).  Under CEPA, the industry is requested to provide all risk assessments in order for the Government to make a sound decision.  Our understanding, under the EU White paper initiative is that the industry is required to generate the necessary data, conduct the risk assessment and place on the market only those products for which the intended uses are safe.  Canada would be interested in exchanging our experiences with the EU about the implementation of a life cycle approach, and looks forward to receiving copies of any guidance material prepared for European industry and the Community that explains their new risk assessment responsibilities.

7. The Government of Canada would be interested in obtaining further information about the process to be put in place, including how manufacturers and downstream users will share the costs and responsibility for providing the required assessment information.  Canada is particularly interested in the impact and financial implications of the EU scheme for Small and Medium Sized Entreprises (SMEs). 

Bans and Substitutions of hazardous chemicals

8. The proposed European regime promotes substitution of dangerous chemicals with safer chemicals.  Under this regime, use of carcinogenic, mutagenic and reproductively toxic chemicals will require specific authorisation.  Persistent and bioaccumulating chemicals may also be subject to restrictions.  Currently, substances classified as persistent, bioccumulative and toxic (PBT) may also be banned or phased out under Canada’s Toxic Management Policy.  Under Canada’s renewed legislation, the Minister of the Environment is also required to review decisions taken by other jurisdictions, within Canada or the OECD, to legally prohibit or substantially restrict substances based on environmental or health concerns.  We would be interested to know, whether the EU will enact similar provisions or will it rely entirely on assessments generated within the Community.  Canada would welcome the opportunity to share its experience implementing the Toxic Substance Management Policy, and to obtain a better understanding of how the EU proposes to implement the proposed authorisation process and the substitution principle.
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