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Chemical Screening Programs

Listed below are several primary government programs that include, at least in part, requirements and/or protocols for the screening of chemical substances for human and ecosystem health impact potential.  This paper is not intended to contain a complete list of chemical screening programs.  It is recognized that others also exist and may be in common use.

I.
Domestic Programs

Toxic Substance Control Act (TSCA)

Established initially in 1976, TSCA greatly expanded federal authority to require testing, as well as to regulate the production, importation, use and disposal of new and existing chemicals.  Among its provisions, TSCA requires chemical manufacturers to notify EPA at least 90 days before manufacture and distribution of a new chemical substance.  It also gives the Agency the authority to require testing of new chemicals before manufacture and the power to ban or restrict chemicals that pose substantial risks to human health or the environment.  TSCA covers all organic and inorganic chemical substances and mixtures, both synthetic and naturally-occurring, with the exception of food, food additives, drugs, cosmetics, nuclear materials, tobacco, and pesticides which are covered under other programs.  Pursuant to pre-manufacture notice requirements,  manufacturers and importers must submit information on all new chemical substances that would provide EPA with the opportunity to determine if manufacture, processing, distribution in commerce, use or disposal of the substance should be delayed or prohibited because the data is insufficient to evaluate health and environmental effects, or because the substance or new use presents or will present an unreasonable risk of injury to health or the environment.  TSCA also requires manufacturers and processors to collect, maintain, and (if “significant adverse reactions” [TSCA Sec. 8(c)] trigger events occur) submit information and test data to EPA.  Frequently, little or no data on health or environmental effects are available for PMN substances, yet EPA must decide within 90 days if such substances are likely to present hazards to human health or the environment.  TSCA Section 5(e) gives EPA the authority to regulate a new substance if the Agency concludes that a chemical may present an unreasonable risk.  Also, TSCA Section 5(b) grants EPA the authority to require test data for new substances or significant new uses.
 

Pre-manufacturing Notices (PMN), Review and PMN Screening

Since TSCA was implemented, EPA has reviewed approximately 36,600 pre-manufacturing notices (PMNs)
.  The evaluation process involves many tools and models that can provide estimates and predictions on the potential hazards and exposures of a new chemical.  This information allows EPA to develop an estimate of the potential risk of a new chemical based on its proposed use(s).
As of November 1999, the Agency began screening the pre-manufacturing data on new chemicals that industry submits to EPA for evidence of PBT chemical characteristics. This additional level of screening -- conducted pursuant to EPA’s TSCA Policy Statement on PBTs resulted in EPA identifying 36 new chemicals as potential PBTs and issuing consent orders on 13 of these substances.  Permissible control actions range from banning production to prohibiting certain uses and releases, pending development of further data.
  
TSCA Inventory Update Rule (IUR)
The Environmental Protection Agency (EPA) promulgated a rule in 1986, often referred to as the Inventory Update Rule (IUR), for the partial updating of the Toxic Substances Control Act (TSCA) Chemical Inventory Database. The rule requires manufacturers and importers of certain chemical substances included on the TSCA Chemical Substances Inventory to report current data on the production volume, plant site, and site-limited status of these substances. Reporting under the Inventory Update Rule takes place at four-year intervals which began in 1986. The 2002 reporting period is from August 26, 2002 to December 23, 2002
.

Past IUR reports required reporting for organic chemical (except polymers) over 10,000 pounds and typically resulted in information reported on about 9,000 chemicals
.  In 2002, about 1,080 companies compiled and submitted IUR reports.

EPA recently adjusted the IUR reporting threshold, and also increased the reporting requirements to include use and exposure information, and expanded the scope of reporting to include inorganic chemicals.  Chemical companies will report chemical data to the EPA under the expanded IUR requirements in 2006
TSCA Section 8(e)

Section 8(e) of TSCA provides the EPA with a powerful information-gathering tool that serves as an early warning mechanism.  Section 8(e) has the broadest coverage of any of the TSCA Section 8 information reporting provisions in that all chemicals and mixtures subject to TSCA itself are subject to Section 8(e).  EPA has received and reviewed more than 15,000 TSCA Section 8(e) notices
 covering a wide range of chemical substances and mixtures and containing new data concerning serious adverse health effects, ecotoxicological effects and exposures.

TSCA Section 5

Under Section 5, as part of its review of new chemical notifications, EPA can, and often does, require additional test data to be developed.  Through September 2002, approximately 300 new chemical submissions included additional voluntary testing actions.
  
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA)

When EPA approves a particular pesticide for registration, the agency has assessed the chemical and found that, when used according to label directions, it does not pose unreasonable risk to public health and the environment.  A pesticide cannot be legally used if it has not been registered with EPA's Office of Pesticide Programs. In evaluating a pesticide registration application, EPA assesses a wide variety of potential human health and environmental effects associated with use of the product. The producer of the pesticide must provide data from tests done according to EPA guidelines. Product properties must be described through:

· Analysis of product residues in foods and animals and associated affects.
· Environmental fate determinations
· Degradation studies
· Metabolism studies
· Mobility studies
· Dissipation studies
· Accumulation studies
Hazards to humans and domestic animals are assessed through:

· Acute Studies
· Subchronic Studies
· Chronic Studies
· Teratogenicity and Reproduction Studies
· Mutagenicity Studies
· Metabolism Studies

· Reentry Protection
· Pesticide Spray Drift Evaluation
Hazards to non-target organisms are assessed through:

· Short-term Studies

· Long-term and Field Studies
· Product Performance

These tests evaluate whether a pesticide has the potential to cause harmful effects on humans, wildlife, fish, and plants, including endangered species and non-target organisms, as well as possible contamination of surface water or ground water from leaching, runoff, and spray drift. Potential human risks range from short-term toxicity to long-term effects such as cancer and reproductive system disorders
.

EPA Office of Prevention Pesticides and Toxic Substances (OPPTS)

OPPTS has harmonized test guidelines developed for pesticides and toxic substances to minimize variations in testing procedures under the Toxic Substances Control Act and the Federal Insecticide, and Rodenticide Act.  The following sets of guidelines were included in the harmonization effort
.

· Product Performance Test Guidelines
· Product Properties Test Guidelines
· Fate, Transport and Transformation Test Guidelines
· Spray Drift Test Guidelines 

· Ecological Effects Test Guidelines
· Residue Chemistry Test Guidelines
· Health Effects Test Guidelines
· Occupational and Residential Exposure Test Guidelines
· Biochemicals Test Guidelines
· Microbial Pesticide Test Guidelines
High Production Volume (HPV) Challenge Program

The HPV Challenge Program is an EPA initiative in which U.S. manufacturers and importers voluntarily provide basic human health and environmental effects data for 2,800 HPV chemicals; i.e., those produced or imported into the U.S. in volumes of 1 million pounds or more per year. These data comprise the HPV Screening Information Data Set (SIDS), developed by the Organization for Economic Cooperation and Development (OECD).  The OECD HPV SIDS data set represents an internationally agreed upon set of studies needed to screen HPV chemicals and identify potential hazards. These include studies for physical chemical properties (e.g., water solubility), environmental fate (e.g., biodegradation), environmental toxicity to fish and other aquatic species, and mammalian toxicity (acute toxicity, genetic toxicity, repeat dose toxicity, and reproductive and developmental toxicity).  The SIDS data set does not include the developmental neurotoxicity test (DNT). Consequently, the DNT is not part of the HPV Challenge Program. 

EPA intends to consider specific chemicals that are not voluntarily sponsored as candidates for test rules under Section 4 of the Toxic Substances Control Act.  Sponsorship entails identifying existing information and assessing its adequacy, conducting new testing only if adequate information does not exist, and providing the new and existing data to EPA. EPA is making this information accessible to the public.

Voluntary Children’s Chemical Evaluation Program (VCCEP)

The Voluntary Children’s Chemical Evaluation Program (VCCEP) is an EPA pilot program in which companies that manufacture and/or import 23
 chemicals that have been found in human blood, breast milk, and exhaled breath and in indoor air or presence in drinking water as an unregulated contaminant, are requested to volunteer to sponsor their evaluation in Tier 1 of a pilot of the VCCEP.  The program is intended to provide data to enable the public to understand the potential health risks to children associated with certain chemical exposures.

The VCCEP consists of three tiers, which a sponsor may commit to separately. EPA is now asking companies to volunteer to sponsor chemical(s) they manufacture or import in Tier 1 of the VCCEP pilot. As part of their sponsorship, companies would collect and/or develop health effects and exposure information on their chemical(s) and integrate that information in a risk assessment. A “Data Needs Assessment” would also be developed by the sponsor. The Data Needs Assessment would discuss the need for additional data, which could be provided by the next tier, to fully characterize the risks the chemical may pose to children.  The information submitted by the sponsor would be evaluated by a group of scientific and relevant experts with extensive and broad experience in toxicity testing and exposure evaluations, a Peer Consultation Group. This Group will forward its opinions to EPA and the sponsor(s) concerning the adequacy of the assessments and the need for development of any additional information to fully assess risks to children. EPA will consider the opinions of the Peer Consultation Group and announce whether additional higher tier information is needed. If additional information is needed, sponsors will be asked to volunteer to provide the next tier of information. If additional information is not needed, EPA and the sponsors will cooperate to conduct appropriate risk communication and, if necessary, risk management. 
Companies have until June 25, 2001 to submit a commitment letter to EPA volunteering to sponsor their chemical(s) in Tier 1 of the VCCEP.   For the VCCEP chemicals not sponsored, needed testing may be proposed in a future test rule under TSCA section 4.

PBT TRI Reporting Thresholds

On October 29, 1999 EPA published a final rule under section 313 of the Emergency Planning and Community Right-to-Know Act of 1986 (EPCRA), which lowers the Toxics Release Inventory (TRI) reporting thresholds for persistent bioaccumulative toxic (PBT) chemicals and adds certain other PBT chemicals to the TRI.  The final rule includes lowered reporting thresholds for PBT chemicals and a special, lower, reporting threshold for dioxin. The rule also includes modifications to certain reporting exemptions and requirements for the chemicals newly subject to the lower reporting thresholds
.
The PBT Profiler

The PBT Profiler is an online PBT screening methodology jointly by EPA, The American Chemistry Council, The Chlorine Chemistry Council, The Synthetic Organic Chemical Manufacturers Association and with the support and contributions of Environmental Defense. The PBT Profiler will predict P, B, and (fish chronic) T characteristics from chemical structure. When the user accesses the PBT Profiler on the Internet, the program prompts the user to enter the CAS Registry Numbers (RNs) of chemicals under consideration. The PBT Profiler is linked to a database containing the CAS RNs and the associated chemical structures for over 100,000 discrete chemical substances. If the CAS RN is in the database, the PBT Profiler will translate the CAS RN into a chemical structure, predict the PBT characteristics, and provide a PBT Profile in an easy to understand format. 

In addition, the PBT Profiler compares the results of a profile with the PBT criteria established for Premanufacture Notices (PMNs) submitted under section 5 of TSCA; and the final rule for reporting chemicals under the Toxic Chemical Release Inventory (TRI), under section 313 of the Emergency Planning and Community Right-to-Know Act (EPCRA). EPA does not rely solely on results of screening level methods, such as the PBT Profiler, to regulate chemicals. EPA reminds users that any screening level method should be used with caution.  The PBT Profiler is useful for establishing priorities for chemical evaluation when chemical-specific data are lacking. If the PBT Profiler identifies an issue of potential concern, additional data should be gathered and/or additional analyses conducted to come to an informed decision about the chemicals under review.

EPA Endorcine Disrputor Screening Program
The Endocrine Disruption Screening Program (EDSP) is mandated to use validated methods for the screening and testing of chemicals to identify potential endocrine disruptors, determine adverse effects, dose-response, assess risk and ultimately manage risk under current laws. These methods or assays once developed and validated should allow EPA to identify and characterize the endocrine activity (specifically, estrogen, androgen and thyroid) of pesticides, commercial chemicals, and environmental contaminants. While EPA has some data on endocrine-disrupting pesticides, currently insufficient scientific data are available on most of the estimated 87,000 chemicals produced today to allow for an evaluation of endocrine associated risks.  To address this issue, EPA is developing a two-tiered screening and testing process. In Tier 1, EPA hopes to identify chemicals that have the potential to interact with the endocrine system. In Tier 2, EPA will determine the specific effect caused by each endocrine disruptor and establish the dose at which the effect occurs. This approach will enable EPA to gather the information needed to identify endocrine disruptors and take appropriate regulatory action, as mandated by Congress. In 2001, EPA chartered the Endocrine Disruptor Methods Validation Subcommittee (EDMVS) under Federal Advisory Committee Act (FACA) and National Advisory Council for Environmental Policy and Technology (NACEPT). EDMVS provides people and organizations the opportunity to express their concerns and work to ensure that scientifically-sound validation processes are developed for animal- and non-animal-based screens and tests. EDMVS' mission is to critically examine every step of the validation process, provide advice to EPA, and suggest or consider new assays, or chemical tests
.

Approvals of FDA Regulated Products

FDA's regulatory approaches to marketing approval of the products it regulates are as varied as the products themselves. These differences are dictated by the laws FDA enforces and the relative risks that the products pose to consumers.

Some products -- such as new drugs and complex medical devices -- must be proven safe and effective before companies can put them on the market. The agency also must approve new food additives before they can be used in foods. Other products -- such as x-ray machines and microwave ovens -- must measure up to performance standards. And some products -- such as cosmetics and dietary supplements -- can generally be marketed with no prior approval.

At the heart of all FDA's medical product evaluation decisions is a judgment about whether a new product's benefits to users will outweigh its risks. No regulated product is totally risk-free, so these judgments are important. FDA will allow a product to present more of a risk when its potential benefit is great -- especially for products used to treat serious, life-threatening conditions.

FDA reviews the results of laboratory, animal and human clinical testing done by companies to determine if the product they want to put on the market is safe and effective. FDA does not develop or test products itself. The Agency does this pre-market review for new human drugs and biologics (such as vaccines, blood products, biotechnology products and gene therapy), complex medical devices, food and color additives, infant formulas, and animal drugs.

FDA has streamlined its review process for medical products in recent years to help speed important new treatments to patients. For example, the average review time for an innovative new drug is now only 6 months, and some have been approved even faster
. 

U.S. Department of Agriculture Food Safety and Inspection Program

The U.S. Department of Agriculture (USDA) Food Safety and Inspection Program (FSIP) screens the human food supply for the presence of agricultural chemicals, animal drugs and environmental contaminants
.  USDA takes enforcement action when individuals or firms are found responsible for repeat drug, pesticide, or other chemical residue violations in animals presented for slaughter.  A repeat violator is a firm with 2 violations within a 12-month period, with the second violation occurring after receipt of the FSIS Notification.  A FSIS Recall Committee reviews test information to determine if a recommendation for product recall or other action is warranted
.

Consumer Product Safety Commission and the Federal Hazardous Substances Act

The Federal Hazardous Substances Act requires that certain hazardous household products ("hazardous substances") bear cautionary labeling to alert consumers to the potential hazards that those products present and to inform them of the measures they need to protect themselves from those hazards.  Any product that is toxic, corrosive, flammable or combustible, an irritant, a strong sensitizer, or that generates pressure through decomposition, heat, or other means requires labeling, if the product may cause substantial personal injury or substantial illness during or as a proximate result of any customary or reasonable foreseeable handling or use, including reasonable foreseeable ingestion by children.  The FHSA gives the Commission authority to ban by regulation a hazardous substance if it determines that the product is so hazardous that the cautionary labeling required by the act is inadequate to protect the public
.

Department of Health and Human Services National Toxicology Program

The NTP is an interagency program whose mission is to evaluate agents of public health concern by developing and applying tools of modern toxicology and molecular biology. The program maintains an objective, science-based approach in dealing with critical issues in toxicology and is committed to using the best science available to prioritize, design, conduct, and interpret its studies.  Three agencies form the core of the NTP: 

· National Institute of Environmental Health Sciences of the National Institutes of Health (NIEHS/NIH) 

· National Institute for Occupational Safety and Health of the Centers for Disease Control and Prevention (NIOSH/CDC) 

· National Center for Toxicological Research of the Food and Drug Administration (NCTR/FDA

National Institute of Environmental Health Sciences

The National Institute of Environmental Health Sciences (NIEHS) is one of 27 Institutes and Centers of the National Institutes of Health (NIH), which is a component of the Department of Health and Human Services (DHHS).  Human health and human disease result from three interactive elements: environmental factors, individual susceptibility and age. The mission of the National Institute of Environmental Health Sciences (NIEHS) is to reduce the burden of human illness and dysfunction from environmental causes by understanding each of these elements and how they interrelate. The NIEHS achieves its mission through multidisciplinary biomedical research programs, prevention and intervention efforts, and communication strategies that encompass training, education, technology transfer, and community outreach.  NIEHS is investigating whether exposure to certain chemicals contributes to the development of cancer or reproductive disorders
.

Agency for Toxic Substances and Disease Registry (ATSDR)

ATSDR is directed by congressional mandate to perform specific functions concerning the effect on public health of hazardous substances in the environment. These functions include public health assessments of waste sites, health consultations concerning specific hazardous substances, health surveillance and registries, response to emergency releases of hazardous substances, applied research in support of public health assessments, information development and dissemination, and education and training concerning hazardous substances
.  ATSDR produces "toxicological profiles" for hazardous substances found at National Priorities List (NPL) sites. These hazardous substances are ranked based on frequency of occurrence at NPL sites, toxicity, and potential for human exposure. Toxicological profiles are developed from a priority list of 275 substances. ATSDR also prepares toxicological profiles for the Department of Defense (DOD) and the Department of Energy (DOE) on substances related to federal sites.  So far, 275 toxicological profiles have been published or are under development as "finals" or "drafts for public comment"
. 

National Institute for Occupational Safety and Health

The National Institute for Occupational Safety and Health (NIOSH) is the federal agency responsible for conducting research and making recommendations for the prevention of work-related injury and illness. NIOSH is part of the Centers for Disease Control and Prevention (CDC) in the Department of Health and Human Services.  The Occupational Safety and Health Act of 1970 created both NIOSH and the Occupational Safety and Health Administration (OSHA). OSHA is in the U.S. Department of Labor and is responsible for developing and enforcing workplace safety and health regulations. NIOSH is in the U.S. Department of Health and Human Services and is an agency established to help assure safe and healthful working conditions for working men and women by providing research, information, education, and training in the field of occupational safety and health
.

NIOSH publishes the NIOSH Pocket Guide to Hazardous Chemicals (NPG).  The NPG is intended as a source of general industrial hygiene information on several hundred chemicals/classes for workers, employers, and occupational health professionals. The NPG does not contain an analysis of all pertinent data, rather it presents key information and data in abbreviated or tabular form for chemicals or substance groupings (e.g. cyanides, fluorides, manganese compounds) that are found in the work environment. The information found in the NPG should help users recognize and control occupational chemical hazards.  The NPG includes the following information about chemicals.

· Chemical names, synonyms, trade names, conversion factors, CAS, RTECS, and DOT numbers

· NIOSH Recommended Exposure Limits (NIOSH RELs)

· Occupational Safety and Health Administration (OSHA)

· Permissible Exposure Limits (PELs)

· NIOSH Immediate Dangerous to Life and Health values

· (NIOSH IDLHs) (documentation for those values can be found elsewhere on this website)

· A physical description of the agent with chemical and physical properties

· Measurement methods

· Personal Protection and Sanitation Recommendations

· Respirator Recommendations

· Information on Health Hazards including route, symptoms, first aid and target organ information

II.
International Programs

Canadian Environmental Protection Act - Domestic Substances List

One of the new initiatives in the Canadian Environmental Protection Act, 1999 (CEPA 1999) requires the Minister of the Environment and the Minister of Health to “categorize” and then if necessary, conduct screening assessments of substances listed on the Domestic Substances List (DSL) to determine whether they are “toxic” or capable of becoming “toxic” as defined in the Act.  Substances that are deemed a priority will be considered for risk management under CEPA.  Under the Act, a substance is “toxic” if it is entering or may enter the environment in a quantity or concentration or under conditions that:

· Have or may have an immediate or long-term harmful effect on the environment or its biological diversity

· Constitute or many constitute a danger to the environment on which life depends

· Constitute or may constitute a danger in Canada to human life or health.

The DSL includes substances that were, between January 1, 1984, and December 31, 1986, in Canadian commerce, used for manufacturing purposes, or manufactured in or imported into Canada in a quantity of 100 kg or more in any calendar year. The purpose of the List was to define what was 'New to Canada' and it has been amended from time to time following assessment under the New Substances Notification Regulations and currently contains approximately 23,000 substances. Types of substances on the DSL include simple organic chemicals, pigments, organometallic compounds, surfactants, polymers, metal elements, metal salts and other inorganic substances, products of biotechnology as well as substances that are of “Unknown or Variable Composition, complex reaction products, or Biological materials” (referred to as UVCBs). Although "new substances" are also included on the DSL only those substances which have not or will not be evaluated as a new substance will be examined under the DSL Categorization and Screening exercise.

European Union (EU) REACH Proposal

On October 29, 2003, the European Commission released a proposed a new
regulatory framework for chemicals known as REACH, the Registration,
Evaluation and Authorization of Chemicals.  This REACH proposal is
currently being actively debated within the EU system and has yet to be
formally considered by either the EU Council or EU Parliament both of which
must review and approve any final proposal.  As currently proposed REACH
would establish a new program on data collection, testing and authorization
for both new and existing chemicals. The REACH proposal would require the
submission by industry of data on the hazards, exposure and risk assessment
for up to 30,000 substances, while also setting up an authorization process
that could restrict or ban certain substances deemed to pose a significant
risk to public health or the environment
.

Recent reports suggest that it is too early to draw conclusions on what the final version of the program will look like.  “With the European Commission signaling it is prepared to make major changes to its chemical regulatory proposal known as REACH, leading European lawmakers questioned Jan. 19 the wisdom of carrying out the
legislative process until the new changes are submitted,” concluded an article in  a January 21, 2005 BNA newsletter.  The article quotes the legislative leader responsible for the measure within the European Commission as saying, “The problem is that at the current time, there are so many uncertainties and possible new changes under consideration that it would be better for the Commission to put forward a revised proposal now before we go further
." 

EU Interim PBT Strategy

The EU Institute for Health and Consumer Protection European Chemicals Bureau has identified 25 potential PBT (persistent, bioaccumulative, toxic) or vPvB (very persistent, very bioaccumulative) substances.  An additional 25 substances have been identified for further review in 2004/2005
.
United Nations Economic Commission for Europe (ENECE) Convention on Long Range Transboundary Air Pollution POPs Protocol

This protocol focuses on a list of 16 substances that have been singled out according to agreed risk criteria.  The substances comprise eleven pesticides, two industrial chemicals and three by-products/contaminants. The ultimate objective is to eliminate any discharges, emissions and losses of POPs. The Protocol bans the production and use of some products outright (aldrin, chlordane, chlordecone, dieldrin, endrin, hexabromobiphenyl, mirex and toxaphene).  Others are scheduled for elimination at a later stage (DDT, heptachlor, hexaclorobenzene, PCBs). Finally, the Protocol severely restricts the use of DDT, HCH (including lindane) and PCBs. The Protocol includes provisions for dealing with the wastes of products that will be banned.  It also obliges Parties to reduce their emissions of dioxins, furans, PAHs and HCB below their levels in 1990 (or an alternative year between 1985 and 1995). 

Stockholm Convention on Persistent Organic Pollutants

The Stockholm Convention on Persistent Organic Pollutants (POPs) entered into force on 17 May 2004.  Overall the Convention is focused on controlling the production, use and/or emission of 12 POPs of “historical concern
.”  The treaty includes a mechanism for considering additions to the list of POPs.  The majority of countries will have until May 2006 to submit National Implementation Plans (including National Action Plans for management of unintentional POPs) outlining how they will meet the Convention’s obligations.  
The United Nations Environmental Programme Rotterdam Convention

The Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous Chemicals and Pesticides in International Trade was adopted in 1998. The Convention establishes the principle that export of a chemical covered by the Convention can only take place with the prior informed consent of the importing party.  The Convention establishes a "Prior Informed Consent procedure," a means for formally obtaining and disseminating the decisions of importing countries as to whether they wish to receive future shipments of specified chemicals and for ensuring compliance with these decisions by exporting countries.

The Convention also contains provisions for the exchange of information among Parties about potentially hazardous chemicals that may be exported and imported.  The Convention covers pesticides and industrial chemicals that have been banned or severely restricted for health or environmental reasons by Parties and which have been notified by Parties for inclusion in the PIC procedure. 

United Nations Economic and Social Council Globally Harmonized System

The Globally Harmonized System (GHS) for the classification and labeling of hazardous chemicals is an initiative to promote common, consistent criteria for classifying chemicals according to their health, physical and environmental hazards, and to develop compatible labeling, safety data sheets for workers, and other information based on the resulting classifications. In July 2003 the United Nations Economic and Social Council (ECOSOC) formally adopted the GHS and authorized its translation into official UN languages and dissemination throughout the world. The intent is that countries which lack systems for hazard classification and labeling will adopt the GHS as the fundamental basis for national policies for the sound management of chemicals, and that countries which already have systems will adapt them to be consistent with the GHS. The U.S. has been participating in GHS activities with a number of other countries and key industry, worker, and public interest stakeholders.  The 1992 United Nations Conference on Environment and Development (UNCED, or Earth Summit), the 2002 World Summit on Sustainable Development (WSSD) and the Intergovernmental Forum on Chemical Safety (IFCS) have all endorsed the need for the GHS, and IFCS and WSSD have set a goal of 2008 for its implementation

CEC Sound Management of Chemicals Program

The Sound Management of Chemicals (SMOC) project is an ongoing initiative to reduce the risks of toxic substances to human health and the environment in North America. The project provides a forum for: a) identifying priority chemical pollution issues of regional concern; b) developing North American Regional Action Plans (NARAPs) to address these priority issues; c) overseeing the implementation of approved NARAPs; and d) facilitating and encouraging capacity building in support of the overall goals of SMOC, with emphasis on the implementation of NARAPs

Substance selection is pursued pursuant to recommendations of the selection criteria task force and based upon the following principles: 

· All three countries should benefit in health or environmental terms from development and implementation of NARAPs 

· Transboundary environmental movement is a concern.

· Concerns about human health or environmental risk are substantiated by scientific evidence 

· Application of a precautionary approach to decisions to manage substances in keeping with Principle 15 of the Rio Declaration on Environment and Development  

· To the extent possible, criteria should be consistent with and complementary to ones already developed as part of each country's national or international commitments 

· Action should complement and help implement broader regional or international commitments 

· Substance selection should also consider socio-economic factors during the choice of management strategies for action in a manner consistent with health and environmental protection, in support of sustainable development 

· Substance selection should be a transparent process with a reporting system to enable public accountability and with the reasons for selection or rejection made clear 

· Substance selection should be designed to utilize existing resources of the Parties and make decisions within the North American region in the most effective manner possible 

· Substance selection should take account of emerging science and regional needs in the review and development of selection criteria and process
. 

.

International HPV Program
In 1998, the International Council of Chemical Associations (ICCA), in co-operation with the OECD and its member countries, launched the High Production Volume (HPV) Chemicals Initiative.  Under this voluntary programme, harmonized, internationally agreed upon data and initial hazard assessments for approximately 1000 HPV chemicals, will be available by the end of 2004. The chemicals selected for this initiative represent more than 90% of the global chemicals production. This information will provide a sound scientific basis for global, regional or national risk assessments
.
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� http://ecb.jrc.it/


� The 12 substances are aldrin, chlordane, dieldrin, DDT, endrin, heptachlor, hexachlorobenzene, mirex, toxaphene, polychlorinated biphenyls (PCBs), dioxins and furans.


� http://www.epa.gov/oppfead1/international/globalharmon.htm


� ttp://www.cec.org/programs_projects/pollutants_health/project/index.cfm?varlan=english&projectID=25


� CEC, Process for Identifying Candidate Substances for Regional Action under the Sound Management of Chemicals Initiative, Report to the North American Working Group on the Sound Management of Chemicals by the Task Force on Criteria.  Available at:  http://www.cec.org/programs_projects/pollutants_health/smoc/criter.cfm?varlan=english#1


� http://www.icca-chem.org/section02b.html
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