9 February 2007

Secretariat of the Stockholm Convention

Att: POPs Review Committee

United Nations Environment Programme

11-13 chemin des Anemones

CH-1219, Chatelaine, Geneva, Switzerland

Fax: (+41 22) 797 34 60

E-mail: ssc@pops.int
Via E-Mail

CropLife International appreciates the opportunity to provide information relevant to the development of risk profiles (Annex E) and risk management (Annex F) under the Stockholm Convention on Persistent Organic Pollutants (POPs).  

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 information to assist the work of the POPs Review Committee.

CropLife International was significantly engaged in the negotiations of the Stockholm Convention, and we remain committed to its rational implementation.  If you have any questions or would like any additional information regarding these comments, please contact Mark Trewhitt at mark.trewhitt@basf.com, Berhard Johnen at bernhard@croplife.org, or Rob Gordon at ragordon@dow.com
Best regards

Mark Trewhitt BSc (Hons)

Chair - CropLife International POPs Project Team

I.
The risk profiles developed for candidate chemicals and the POPRC’s decisions regarding those risk profiles must assess the actual risk of a chemical.

The listing process for new chemicals under the Convention is inherently a risk-based process, driven by scientifically grounded evidence, as reflected in several key elements of the agreement.  These are core elements in the treaty that cannot be ignored or circumvented.


Article 8 paragraph 7 requires the POPRC to determine, on the basis of the risk profile conducted in accordance with Annex E, that a candidate chemical is “likely as a result of its long-range environmental transport to lead to significant adverse human health and/or environmental effects, such that global action is warranted.”  Unfortunately some of the initial risk profiles have failed to provide an adequate synthesis of the risk-related information upon which the POPRC can make such a determination.


To make that determination, the POPRC will necessarily have to reach several discrete conclusions:  it will need to conclude that there is (i) a likelihood of (ii) significant adverse effects that are (iii) due to the chemical’s long-range transport, (iv) such that global action is warranted.

· Likelihood refers to a probable outcome.  It does not require certainty, but the outcome must by definition be more likely than not.  To satisfy this standard the POPRC must have sufficient evidence (and, where relevant, have considered the weight of evidence where conflicting information exists) to allow it to conclude both that the chemical will, more likely than not, produce significant adverse effects, and that those effects are, more likely than not, linked to the chemical’s long-range environmental transport.  With respect to the “significance” element, this is largely a policy judgment that will have to be made on a case-by-case basis.  However, it is clear that the term must be given some operational weight in screening out low-level or de minimis effects.

· This standard is clearly one that is different from and higher than the minimum screening threshold established in Annex D.  Therefore, it cannot be sufficient simply to conclude that adverse effects are likely merely because the chemical has passed the screening criteria.  Such an approach would render the Annex E standard null without operational effect, and it is therefore a per se an invalid interpretation of the standard.  Instead, this determination effectively requires an evaluation of the chemical’s risk.  And that evaluation in turn must flow from a synthesis of the information collected pursuant to Annexes D and E -- a synthesis that integrates the information relating to hazard, exposure and dose responses.  The draft guidance that had been prepared at POPRC 1 goes some way toward setting out the factors that should be addressed in developing this synthesis.

· The risks being evaluated must also be linked to long-range transport.  Adverse effects due to local or regional sources are beyond the scope of the Convention, which focuses by its express terms on effects that flow from a chemical’s long-range transport.  It is therefore incumbent upon the Committee to take care in evaluating the information in the risk profile to focus only on effects that can be linked to long-range transport.

· The last component  -- whether global action is warranted -- is largely a policy judgment to be made based on the information established by the first three components.  It is possible that the POPRC might find that no global action is warranted even where the other elements are well-established.  That might be the case, for example, for a chemical that has long been phased out and for which there is no realistic chance of reauthorization.  It is also worth noting that the “significance” and “global action” elements are in this sense linked:  the Committee must consider whether the adverse effects are significant enough to warrant action at the legislative and regulatory level across the globe.

II.
The evaluation of whether a chemical is “likely to have significant adverse effects as a result of long-range environmental transport, such that global action is warranted” should consider:

· Annex D, paragraph 2 of the Convention, which states “where possible, a comparison of toxicity or ecotoxicity data with detected or predicted levels of a chemical resulting or anticipated from its long-range environmental transport”.  In other words, there should be evidence that a substance is likely to have significant adverse effects based on actual exposure, that is, presence in the environment (including in biota) at or approaching levels sufficient to cause such adverse effects. The determination of “likely to have significant adverse effects” should not be based simply on the measurement of a substance in the environment at any level.  The ability to measure a substance in the environment is primarily a function of the analytical technology and is not in itself an indicator of risk.

· The Risk Profile Outline adopted at POPRC-1, which specifically states that the risk profile should be “in the form of a risk characterization”.  The Risk Profile Outline also provides specific information and factors that can be used, including, 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 about 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.

· Other relevant factors, including but not limited to:
· trends in environmental levels – specifically are levels in remote areas increasing, decreasing or constant
· whether levels in the environment in remote areas exceed established government “levels of concern” which include concentrations shown to cause adverse effects in organisms based on a scientific consideration of all relevant studies and regulatory or other standards established by responsible governments as representing a level requiring attention (e.g. EU Predicted No Effect Concentrations)

· verification that levels in remote areas are a result of long-range transport rather than local or regional sources.

· The information outlined above should be analyzed 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 POPRC might 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 POPRC might 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 POPRC might 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 POPRC could recommend additional monitoring of the substance and request additional information from countries and stakeholders.

III.
In evaluating data and studies for this assessment of candidate chemicals, the following general principles should be applied:

· Studies should be critically evaluated with respect to their validity and acceptability.  Where ever possible, existing, internationally recognized approaches for assessing the validity of studies should be applied (e.g., approaches outlined in the EU Technical Guidance Document, the Klimish scoring approach, etc.)
· Decisions should be based on studies conducted using VALIDATED experimental guidelines (EPA, OECD, ASTM, ISO, etc), and preferably under Good Laboratory Practices.
· Decisions should consider the "data hierarchy" of available studies and information (e.g., valid experimental/field data should take precedence over QSAR/modeled predictions, etc.).
· Emphasis should be placed on a "weight of the evidence" approach.
