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ISSUE PAPER

Key Risk Assessment/Risk Management Issues

Summary Issues
· Emerging Contaminants
 are chemicals  or materials of interest that are characterized by:
· A perceived or real threat to human health or environment

· No published health standard, or an evolving standard

Emerging Contaminants generally fall into two categories:

· There is an existing health standard, but the standard is evolving or being re-evaluated 

· There is no currently published health standard

Emerging contaminants may have insufficient or limited health, science or technology information available.  They may also become of interest because a new source, pathway or detection limit has been discovered.

· Our ability to effectively address emerging contaminants, and focus limited resources on highest priorities, can be enhanced by improvements in the science, timeliness of information, stakeholder collaboration, and transparency related to the risk assessment/risk management process for emerging contaminants.  Thus, how can federal and state capacities be enhanced through collaborative efforts? 

· Prior to publishing new or revised regulatory standards and/or peer reviewed health risk information (e.g., RfDs), what conditions, considerations or criteria should trigger response or compliance actions and  the expenditure of funds (and by whom) to address emerging contaminants? 

Background: 

Chemicals entering society and the regulatory sphere
· There are hundreds of new chemicals and materials introduced into society every year as well as thousands of older chemicals in use. 

· Health and environmental officials at the federal, state, local and tribal governmental levels are responsible for regulating chemicals of interest and other substances or materials that may affect public health, welfare or the environment.  

· At the Federal level, the Environmental Protection Agency (EPA) is one of several Federal agencies that may regulate such chemicals or materials.  The following are examples of how EPA regulates these chemicals or materials:

· The Toxic Substances Control Act (TSCA) gives EPA the ability to track industrial chemicals currently produced or imported into the United States.  EPA repeatedly screens these chemicals and can require reporting or testing of those that may pose an environmental or human-health hazard.  EPA can ban the manufacture and import of chemicals that pose an unreasonable risk. 

· EPA classifies chemical substances as either "existing" chemicals or "new" chemicals. Any substance that is not on EPA's Toxic Substances Control Act Chemical Substance Inventory (commonly referred to as the TSCA Inventory) is classified as a new chemical.  There are approximately 75,000 chemical substances on the Inventory at this time but the Inventory does not capture all the chemicals in use.

· A new chemical is eligible for addition to the TSCA Inventory after specific notices/forms are submitted to EPA for review.  After review by EPA, the chemical will be listed. Once a substance is listed on the TSCA Inventory, it is considered an existing chemical.

· At the time chemicals are added to the TSCA inventory, the extent and scope of toxicological information on these chemicals varies and may not be sufficient to assess risk to human health. 

· The Safe Drinking Water Act directs EPA to periodically publish a Contaminant Candidate List (CCL), the primary source of priority contaminants for which EPA conducts research to make decisions about whether regulations are needed. The contaminants on the list are known or anticipated to occur in public water systems, but are currently unregulated by existing national primary drinking water regulations. 

· Also at the Federal level, there are a number of laws (e.g., Clean Water Act, Clean Air Act) that control the release into the environment of specific chemicals.  Other laws dictate response actions for uncontrolled releases.  For example, the Comprehensive Environmental Response, Compensation and Liability Act (CERCLA) establishes requirements for response to releases of “hazardous substances” and “pollutants and contaminants”.  The Resource Conservation and Recovery Act have similar requirements.
· States and other federal agencies also develop risk-based standards.
Assessing Risk 

· Risk assessment is the process by which the form, dimension, and characteristics of risk to human health and the environment are estimated.

· Epidemiological and toxicological studies on chemicals are performed by a wide variety of government, academic, and private entities, with varying quality controls.  Peer review and public comment seeks to ensure sufficient rigor in scientific procedures such that the results of the study can be used to help assess risk. 
· EPA has gathered information and conducted research on a subset of the total universe of chemicals in use.  This information is maintained in several programs and databases including the Integrated Risk Information System (IRIS), the Toxic Release Inventory (TRI), and those in the Office of Pesticide Programs, and the Office of Water.

· Other federal, state, international agencies (e.g., Agency for Toxic Substances and Disease Registry) also collect information and conduct research on new and existing chemicals and compounds. 
· For toxicity values risk assessors typically use these types of sources (some are peer reviewed and some are not):  

· Integrated Risk Information System (IRIS) and cited references. Changes are made in this database as new chemicals or chemical information becomes available, but there may be data gaps.

· The Provisional Peer Reviewed Toxicity Values (PPRTV) and cited references developed for the EPA Office of Superfund Remediation and Technology Innovation (OSRTI) programs. 

· Other toxicity values such as:

· State-established toxicity values (e.g., values available on Cal-EPA's website).

· The Agency for Toxic Substances and Disease Registry (ATSDR) Minimal Risk Levels (MRLs), addressing non-cancer effects only, available on ATSDR's website

· The EPA Superfund Health Effects Assessment Summary Tables (HEAST) database and cited references.

· Risk assessments and toxicity values for chemicals may change based on changing information about what is know about the substance, such as:

· New estimates of potential public exposure

· New analytical capabilities, allowing lower detection limits

· New health effects data  

Managing Risk

· Risk management is a process by which risk is may be reduced, ideally to acceptable levels.

· CERCLA and many state authorized cleanup statutes require responsible parties to  take response actions whenever there is a release or substantial threat of a release of hazardous substances or a release or substantial threat of a release of any “pollutant or contaminant” which may present an imminent and substantial danger to public health or welfare.  

· CERCLA response actions are risk-based in accordance with the National Oil and Hazardous Substances Spill Contingency Plan regulations.  State response action requirements are also usually risk-based.  Response actions under CERCLA must also consider ARARs. 
· There are a number of other state and federal laws (e.g., Safe Drinking Water Act), that authorize regulatory agencies to take action, or require others to take action, when there is a threat or potential threat to human health or the environment.  
· Many of legal/regulatory requirements are based on specific emission limits (e.g., NPDES permits), which consider risk and cost/benefit among other factors.

Discussion:
· Given the above background, federal and state officials, and especially site-level managers are presented with a number of challenges regarding emerging contaminants.
· Toxicological and epidemiological information is somewhat scattered among a number of databases and sources.  Sources containing toxicity values may have data gaps and sometimes lack currency related to studies and information entered into databases.  
· With regard to the data sources, there is a wide variability in the robustness, quality, currency; and existence and acceptability of peer review.  As a result, there is a wide range in applying standards and what is considered acceptable risk. 
· Risk assessors may find it difficult to characterize the uncertainty of the derived risk values and resolve technical risk assessment issues with limited/scattered health risk information.
· Given the above, it is often difficult for to come to consensus on acceptable risk values. 
· Risk Managers find it difficult to respond to public concerns or require actions when risk information is limited or questionable.
· Risk managers find it difficult to secure funding for response and compliance actions when there is limited or questionable risk information and/or no published standards.
· DoD is faced with the problem of varying risk guidance and actionable levels across geographical areas and programs.  
· There are sometimes disagreements between the regulators and regulated community about the applicability of various laws and regulations on a site-specific problem.
· Risk assessors are not always able to take advantage of the scientific tools available for conducting risk assessments such as probabilistic risk assessment and sensitivity analysis.

Recommendations:

The Work Group will develop issue papers and recommendations, in the format of this issue paper.  These issue papers will be finalized at the June ECOS/DoD Sustainability Work Group meeting scheduled for June 2006.  

The group chose the following three issues that they felt were the most important, impactful and doable:    

What is the appropriate use of provisional values in risk assessment?
What triggers the expenditures of resources/requirement of action?
How can we improve the consistency in risk assessment guidance?
�The definition provided in this paper is a working definition.  There is no established statutory or regulatory definition of emerging contaminants.  
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