June 16, 2006

Via Electronic Mail

Dear Ms. Cadet:

On behalf of the International Council of Chemical Associations (ICCA) and the World Chlorine Council (WCC), we appreciate the opportunity to provide comments on the draft risk profiles for Pentabromodiphenyl ether (PentaBDE), Chlordecone, Hexabromodiphenyl (HBB), Lindane and Perfluorooctane Sulfonate (PFOS).

The risk profile is a critical step in the review of candidate chemicals under the Stockholm Convention.  Therefore, it is imperative that these documents accurately assess “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”.  We offer the attached comments in an effort to help clarify some of the issues outlined in these documents and improve the overall quality of the risk profiles.

If you have any questions or would like any additional information regarding these comments, please do not hesitate to contact us.

Allan Jones at allan.g.jones@sympatico.ca 
Robert Simon at robert_simon@americanchemistry.com 
Dolf Van Wijk at dvw@cefic.be 

ICCA-WCC Comments on Draft Risk Profiles

General Comments on Draft Risk Profiles

In addition to the attached comments on some of the specific draft risk profiles, ICCA and WCC wish to emphasize the following general comments.  While these comments may apply more to some of the draft profiles than others, these are generic policy issues that should be addressed in the next versions of the risk profiles and may warrant consideration by the full POPs Review Committee.

1. Lack of Information – Many of the risk profiles cite a lack of information on various topics (sources, releases, monitoring information, etc.).  If this information is not readily available, the POPRC should more directly solicit such information from Parties prior to completing the risk profile or a subsequent request should be made so this information can be explicitly evaluated at the next stage of the process.  It is imperative that governments base decisions regarding global regulation of a chemical on current and accurate data.
2. Source Characterization – Many of the draft risk profiles would benefit from a more robust source characterization.  Specifically more information quantifying the current production, uses and releases of nominated chemicals is needed in order to assess the potential risk of a substance.  Furthermore, no or only limited information is provided on trends in releases or trends of levels in the environment.  This type of information will also be critical should a chemical proceed for risk management evaluation – since this information will be essential to evaluating possible control measures.
If this information is not readily available, the POPRC should more directly solicit such information from Parties prior to completing the risk profile or a subsequent request should be made so this information can be explicitly evaluated at the next stage of the process.

3. Treatment of Precursors, Derivatives & Isomers – A risk profile should be specific to the substance nominated and any reference to analogous substances should be qualified appropriately when cited.  Furthermore, the treatment of precursors and derivatives in some of the draft risk profile raises several critical policy questions that should be addressed further by the overall POPRC.  We would like to register our objection regarding the effort to list a group of related chemicals as precursors or derivative substances when these substances have not been fully evaluated.  It is imperative that any proposal to list additional substances include an evaluation of those substances against the Annex D criteria.  To do otherwise would be to bypass the procedures outlined in Article 8 of the Convention and would undermine the integrity of the Stockholm Convention.
Any effort to list or evaluate related substances should be contingent upon a.) an evaluation of the substances against the Annex D criteria, b.) a clear determination that a specific substance is likely to degrade to the nominated chemical and c.) a clear determination of the net contribution of a substance to the environmental loadings of the nominated chemical in order to determine whether further consideration of the related substance is warranted.
4. Use of Speculative Information – A number of the draft risk profiles contain speculative information and claims that are not fully supported.  While references are sometimes cited, the POPRC should give guidance to the profile authors on the citation of speculative information and the extent to which such information will be taken into consideration.  Where appropriate, profiles should contain peer-referenced citations that both support or reject hypothesis or speculative arguments.
5. Synthesis of Information – Most of the risk profiles provide no assessment of how the information presented in the risk profile relates to “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”.  In particular there is no evaluation of whether any of the identified adverse effects may occur.
The Risk Profile Outline to be used in preparing the draft risk profile specifically states that this section should be “in the form of a risk characterization with emphasis on information that leads to the conclusive statement”.  The Risk Profile Outline also provides specific information and options that can be used to prepare the synthesis of information intended for this section.
Section 3 of each draft profile should be evaluated to ensure that it addresses the guidance provided by the POPRC on how to prepare this section of the risk profile.  Specifically, as outlined in Annex V of the first POPRC meeting report:

· This synthesis will include the integration of information on hazard, exposure and dose responses, including monitoring data, incidents and case studies, to provide an evaluation of the potential that any of the identified adverse effects may occur, including the uncertainty associated with the estimation.

· This integration can be carried out using different alternatives which can be combined in a weight-of-evidence approach. The alternatives include, among others, the comparison of toxicity and ecotoxicity data with detected or predicted levels of the chemical resulting or anticipated from its long-range environmental transport, evidence of effects on human health or the environment in remote areas, or concern on potential effects on humans or the environment (particularly on the higher levels of the trophic chain) based on the assessment of the reported trends in environmental concentrations or potential for significant increases in production or use at the worldwide level.

In addition to these factors, the synthesis of information should consider the following:

· What are the trends in environmental levels – specifically are levels in remote areas increasing, decreasing or constant.

· Do levels in the environment in remote areas exceed established government “levels of concern”
· Verification that levels in remote areas are a result of long-range transport rather than local or regional sources.
A determination of “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”, should analyze the information outlined above to determine:
· If levels in remote areas are due to long-range atmospheric transport, levels are increasing or constant, and levels exceed or are approaching established government “Levels of Concern” then the profile could determine that a substance is likely to cause significant adverse effects such that global action is warranted.

· If levels in remote areas are only due to local or regional sources then the profile should state this and recommend national or regional action outside of the Stockholm process.

· If levels in remote areas are due to long-range atmospheric transport, levels are decreasing and levels are below established government “Levels of Concern” then the profile should determine that a substance is unlikely to cause significant adverse effects and does not warrant global action.

· if sufficient information is not available to make a determination of “significant adverse effects” then the drafters should recommend to the POPRC additional monitoring of the substance and request additional information from countries and stakeholders

6. Concluding Statement – As outlined in the Risk Profile Outline, the focus of this section should be on “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”.  The conclusions in some of the draft risk profiles include recommendations regarding potential risk management measures that are premature and inappropriate prior to a determination that a substance is likely to cause significant adverse effects, such that global action is warranted.  All references to possible control measures should be removed from the conclusion and the concluding statement should only address the statement outlined in the Risk Profile Outline.
Furthermore, it may be appropriate not to include a concluding statement at this stage of the risk profile process.  The concluding statement is ultimately a decision of the POPRC based on the information presented in the risk profile and the synthesis of information contained in Section 3.  It may be more appropriate to leave this portion of the risk profile to the full POPRC.  Including a concluding statement at this stage could bias the review of the full POPRC and undermine a thorough scientific review of the risk profile.
7. Ensuring the Convention is Focused on Substances that Warrant Global Action – Many of the risk profiles in their current form clearly do not make that the case that these substances warrant global action.  The POPRC and the Parties should carefully consider whether the global community wishes to expend its limited resources on substances that clearly do not warrant global action – especially when there are already insufficient resources for some Parties to address their existing obligations under the Convention.  The Convention was designed to focus its efforts on substances of priority concern from a global perspective based on established criteria and factors.  Efforts to focus on substances that do not clearly “warrant global action” will prevent Parties and other stakeholders from focusing their limited time and resources on those substances that are real priorities at the international level.
ICCA-WCC Comments on Draft Risk Profiles

Comments on Draft Risk Profile for Hexabromobiphenyl
General Comments

· The language of the profile throughout (e.g. “could be”, “will be”, “is/is not expected”) is that of hypothesis or conjecture.  The POPRC should establish an expectation of the factual basis for risk profiles for nominated substances.
Sources, Section 2.1

· The risk profile would benefit from a more robust source characterization.  Specifically more information quantifying the production, uses and releases of hexabromobiphenyl are critical in assessing the potential risk of the substance.  This information will also be critical should the substance proceed to the next stage in the process for evaluating a chemical – since this information will be essential to evaluating possible control measures.

· No information is provided on trends in releases or trends of levels in the environment.

· The draft risk profile provides absolutely no information on current production, uses or releases.  All of the information is historical.  The profile specifically states that “according to information available, production and use of hexabromobiphenyl has ceased in most, if not all countries.  However, it is possible that hexabromobiphenyl is still being produced in some developing countries or countries with economies in transition.”  And yet not evidence is provided for this “possibility”.  Without a more accurate understanding of the current sources, uses and potential releases it is impossible to asses the potential risks of a substance. If this information is not readily available, the POPRC should more directly solicit such information from Parties prior to completing the risk profile or a subsequent request should be made so this information can be evaluated at the next stage of the process.

Synthesis of Information, Section 3
· Given that the profile states that there is no known production or use of hexabromobiphenyl, the only potential value for addition of hexabromobiphenyl as a POP under the Convention is to reduce the possibility of reintroduction or use.  There is no indication in the profile that is a concern.  The POPRC should clarify or seek guidance whether the addition of a substance for precautionary or preventative purposes on the basis of provided for hexabromobiphenyl is appropriate, as this will potentially set precedent for many substances in the future.  The POPRC and the Parties should carefully consider whether the global community wishes to expend its limited resources on substances that clearly do not warrant global action – especially when there are already insufficient resources for some Parties to address their existing obligations under the Convention.  The Convention was designed to focus its efforts on substances of priority concern from a global perspective based on established criteria.  Efforts to add substances that do not clearly “warrant global action” will prevent Parties and other stakeholders from focusing their limited time and resources on those substances that are real priorities at the international level.
This section includes no assessment of how the information presented in the risk profile relates to “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”.  In particular there is no evaluation of whether any of the identified adverse effects may occur.

The Risk Profile Outline to be used in preparing the draft risk profile specifically states that this section should be “in the form of a risk characterization with emphasis on information that leads to the conclusive statement”.  The Risk Profile Outline also provides specific information and options that can be used to prepare the synthesis of information intended for this section.

Section 3 should be revised to specifically address the guidance provided by the POPRC on how to prepare this section of the risk profile.  Specifically, as outlined in Annex V of the first POPRC meeting report:

· This synthesis will include the integration of information on hazard, exposure and dose responses, including monitoring data, incidents and case studies, to provide an evaluation of the potential that any of the identified adverse effects may occur, including the uncertainty associated with the estimation.

· This integration can be carried out using different alternatives which can be combined in a weight-of-evidence approach. The alternatives include, among others, the comparison of toxicity and ecotoxicity data with detected or predicted levels of the chemical resulting or anticipated from its long-range environmental transport, evidence of effects on human health or the environment in remote areas, or concern on potential effects on humans or the environment (particularly on the higher levels of the trophic chain) based on the assessment of the reported trends in environmental concentrations or potential for significant increases in production or use at the worldwide level.

In addition to these factors, the synthesis of information should consider the following:

· What are the trends in environmental levels – specifically are levels in remote areas increasing, decreasing or constant.

· Do levels in the environment in remote areas exceed established government “levels of concern”
· Verification that levels in remote areas are a result of long-range transport rather than local or regional sources.
A determination of “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”, should analyze the information outlined above to determine:

· If levels in remote areas are due to long-range atmospheric transport, levels are increasing or constant, and levels exceed or are approaching established government “Levels of Concern” then the profile could determine that a substance is likely to cause significant adverse effects such that global action is warranted.

· If levels in remote areas are only due to local or regional sources then the profile should state this and recommend national or regional action outside of the Stockholm process.

· If levels in remote areas are due to long-range atmospheric transport, levels are decreasing and levels are below established government “Levels of Concern” then the profile should determine that a substance is unlikely to cause significant adverse effects and does not warrant global action.

· if sufficient information is not available to make a determination of “significant adverse effects” then the drafters should recommend to the POPRC additional monitoring of the substance and request additional information from countries and stakeholders
Concluding Statement, Section 4
As outlined in the Risk Profile Outline, the focus of this section should be on “whether a chemical is likely, as a result of long-range environmental transport, to cause significant adverse effects on human health and/or the environment, such that global action is warranted”.  The profile does not make this case and does not address the guidance provided by the POPRC on how to prepare this section of the risk profile.
Furthermore, it may be appropriate not to include a concluding statement at this stage of the POPRC process.  The concluding statement is ultimately a decision of the POPRC based on the information presented in the risk profile and the synthesis of information contained in Section 3.  It may be more appropriate to leave this portion of the risk profile to the full POPRC.  Including a concluding statement at this stage could bias the review of the full POPRC and undermine a thorough scientific review of the risk profile.
