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GMA’s issues of concern
Regulations should outline a reasonable, clearly defined approach for identifying, evaluating, and restricting chemicals where warranted in the whole of Maine commerce, not just a particular category of use.  The following are important considerations:
· The process needs to have an integrated way of considering chemicals with hazards in the context of their intended uses in products that have exposure scenarios of concern and to then identify priorities for action by Maine.

· The priority setting process and risk management decisions need to consider factors which are frequently used to limit human exposure to chemical ingredients, e.g. the type and design of both products and packaging; directions for use and label warnings; protective equipment during product use, directions for disposal.

· The process and outcome should be oriented to identifying real priorities of concern to public health and the environment—the important few, vs. the trivial many.

· In moving from initial priorities to final determinations, DEP should engage with producers and users of priority chemicals to acquire information and expertise that is available.   

· Also in moving from initial priorities to final determinations, exposure assessments should be done to allow Maine to identify those products containing the priority chemicals that contribute significantly to  exposure (based not only on concentration of the chemical in the product but also the intended use of a product and resulting routes of exposure including ingestion, inhalation, and dermal.

· In performing exposure assessment, these should focus on intentional ingredients looking at exposure pathways that result for intended use.  

· Consideration needs to be given to whether a truly better alternative has been identified for use as a replacement for the priority chemical in that product for that particular use; i.e., the alternative must have undergone the met same scrutiny and upheld to the same standards prior to its identification as such.

Comments on the protocol for designating priority chemicals
The protocol for designating priority chemicals should be risk-based prioritization considering both hazard and use/exposure information.  To ensure that priority setting is focused on the “important few”, the selection criteria should include 1) indicators of high potential for hazard, e.g. CMR, PBT and 2) indicators of high potential for exposure, e.g. production level, found in drinking water, air, used in consumer products, especially those intended for children, emission/discharge data, found in biomonitoring.

In final determinations, on a weight-of-evidence approach comparing hazard level to anticipated exposure levels must be made, not simply considering the “presence” of a chemical in any given medium such as drinking water, air, or biomonitoring information.

The degree of uncertainty is a relevant factor in priority setting, however there needs to be some reason for suspected concern. For initial round of prioritization, the state should identify potential priorities and rationale, identify important data gaps and invite the public to provide information to fill gaps needed for final determination.  This could then be repeated with the public release of updated information to allow for further input.

The Canadian approach to chemical prioritization should be understood and considered by Maine.  For example, in the initial data gathering, Canada used available data when possible, and inserted modeled data for persistence, bioaccumulation and aquatic toxicity when data was not available.  During comment periods, stakeholders were invited to provide study data to replace model information.  

The state should employ data quality standards as developed by Organization for Economic and Co-Operative Development based on the Klimisch method and use a weight of evidence approach when multiple studies are available.  For final determinations per-Canada’s approach, the relative uncertainty of and degree of confidence in exposure and effects databases that serve as the basis for decision-making in the assessment of high intrinsic toxicity or the adequacy of margins of exposure including appropriate safety factors should be explicitly delineated and must be consistent across screening assessments. Consideration must be given to aspects such as:

•
interspecies and intraspecies variation, 

•
nature of the critical effect, 

•
dose spacing in the critical study, 

•
steepness of the dose-response curve, 

•
extent of the database as the basis for characterization of hazard for all effects including that considered critical, 

•
degree of protection provided by the critical effect level, and whether or not estimates of exposure are based on, for example, environmental monitoring or modeled data or higher-confidence internal doses (e.g., levels in blood). 

The process should have built-in steps to trigger review/re-evaluation when significant new data/information emerges which would alter the decision.  In part, this depends on findings and the strength of evidence behind them. If the determination is a close call, there might be a shorter turnaround.  If the determination indicates a large margin of safety and no action is taken, there should be long turnaround. 
GROCERY MANUFACTURERS ASSOCIATION

1350 I Street, NW :: Suite 300 :: Washington, DC 20005 :: ph 202-639-5900 :: fx 202-639-5932 :: www.gmaonline.org

[image: image2.wmf] 

_1130323965.doc
[image: image1..pict][image: image2..pict]


