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HEFN Catalysts Case Study:  Historical Pitfalls and Promises of Chemicals Policy Reform

For over thirty years, the U.S. chemicals policy has been constrained and distorted by the significant weakness of the federal government’s ability to protect human and ecosystem health from hazardous chemicals.  Environmental health funders, coordinated through the Catalysts Working Group at HEFN, have supported a wide-range of strategic efforts to strengthen toxic chemicals policy from state-based legislative reforms and campaigns on toxic chemicals to engaging the private sector to adopt safer chemical policies and practices.  These efforts have led to greater public awareness about the risks of toxic chemicals, individual chemical bans in various states and the adoption of comprehensive chemicals policies by companies and states.  The success of these strategic efforts together with the new leadership of the Obama administration and mounting international pressure from chemical policies in Europe, Canada and Japan have generated significant momentum for legislative reform at the federal level.  The target for this reform is the Toxic Substances Control Act (TSCA), the major environmental statute that authorizes the EPA to manage toxic chemicals.  Since its enactment in 1976, TSCA has proven to be profoundly weak and ineffective in protecting public health and the environment from toxic chemicals.  
This memo and background materials provide funders with an introduction to TSCA and its major flaws, as well as some early lessons from the EU’s chemical’s management program under REACH.  The limitations of TSCA deserve some attention for the following reasons: 1.They have shaped both the EPA’s management of toxic chemicals as well as the strategic approaches of the environmental health community to fill in the gaps and flaws of this regulatory system; 2. They point to areas for critical reform legislation that for the first time ever is seriously being taken up by Congress; and 3. Both the limitations of and the possibility for reform raise important questions for funders about the necessary strategic shifts in and needs of the environmental health community.  
Today, the major chemical trade association, the EPA and the environmental health advocates, including a broad-based campaign supported by some HEFN members, are all calling for reform of TSCA.  The political battle is no longer over whether TSCA needs reforming, but what reform will look like.  This significant change in the political landscape presents new questions regarding funder strategies for not only passing progressive legislation but for effectively implementing a strong, health-protective policy.  
Toxic Substances Control Act (TSCA): An Overview
After six years of legislative debate that followed the creation of the EPA, President Ford signed TSCA into law in 1976.  The law authorized the EPA to control chemicals that posed an “unreasonable risk” to human health or the environment.  Unlike other federal statutes, TSCA was intended to authorize regulation of both chemicals existing in commerce and new chemicals.   After three decades, the gap between the original intent of the law and its effective implementation highlights the weaknesses of TSCA.  

What happened?  The devil is very much in the details.  The following table summarizes several of the key flaws of TSCA. 
	Intent
	Outcome

	Obtaining information
Manufacturers should provide safety data on new and existing chemicals.

For new chemicals, producers must notify the EPA of the intent to manufacture or import new chemicals and provide any available data

Right to Know 

Provide the public with information on chemical production and risk


	Obtaining information: The Catch-22

To obtain data to evaluate chemicals, EPA must first determine that a chemical “may present an unreasonable risk” to human health or the environment, or human exposure or environmental release is significant.  This has created a Catch-22 situation; the agency can’t make a finding of a potential risk or significant exposure without data, but it can’t get data without evidence an “unreasonable risk” may exist.

New chemical producers are not required to conduct any testing.  As a result, most notices for new chemicals do not include any actual safety data.  

Confidential Business Information

The extensive use of “confidential business information” (CBI) has kept private large amounts of the data submitted to the agency.  



	Authority to regulate chemicals

EPA should have the authority to regulate chemicals and mixtures that present “an unreasonable risk of injury to health or the environment.”

Government regulations should “not impede unduly or create unnecessary economic barriers to technological innovation.”  Rulings should be the “least burdensome.”  


	Authority to regulate chemicals: High burden of proof
The burden for proving an “unreasonable risk” falls onto the agency.  To clear this high evidentiary hurdle, the agency has had to conduct extensive and expensive cost-benefit analysis on individual chemicals.  EPA has been able to restrict PCBs, due to a statutory mandate in TSCA, and limit uses/sources of CFCs, dioxins, asbestos, and hexavalent chromium.

If challenged in court, the EPA must show that its rule is supported by “substantial evidence,” a standard far more rigorous that the legal standard normally applied to regulatory decisions, of “arbitrary and capricious.”

High administrative burden
The EPA spent 10 years and more than $10 million preparing the cost-benefit analysis for its asbestos ruling. A federal appeals court in 1991 overturned the EPA ruling that the agency had not shown by “substantial evidence” that asbestos poses an unreasonable risk.  Since then the EPA has not attempted any actions to ban or limit toxic chemicals under TSCA.  

While TSCA provides the EPA with a range of control options—bans, restrictions, warning labels—the agency must choose the “least burdensome” rule. This means applying cost-benefit analysis to each option with the same burden of proof.  EPA must also show that the risk could not have been addressed under any other law, rendering TSCA the "statute of last resort."


A Call for Reforming (or Modernizing) TSCA
For years, industry trade associations have upheld TSCA as a sufficient and functional statute. With REACH implemented, a number of U.S. states passing individual chemical bans or setting up more comprehensive chemical management programs, and consumer confidence faltering, the trade associations have recently changed their tune.  This summer the American Chemistry Council (ACC) publicly released their principles for “modernizing TSCA”.    

In January 2009, the Government Accountability Office (GAO) identified TSCA as an area of “high-risk” for waste, fraud, abuse and mismanagement and a national priority for reform.  The High-Risk Series is a biennial report to Congress that lists the critical priorities for legislative action.  Eight months later, on September 29, 2009, in a significant departure from its past, the EPA announced its principles for reforming TSCA.  In a speech in San Francisco, Administrator Jackson highlighted Senators Lautenberg and Boxer and Representatives Waxman and Rush’s efforts to lead reform, noting that “we are working together with President Obama on this issue.” 
While there is general agreement on some principles, the devil is of course in the details.  Major points of contention include:  1. Power to obtain information to bridge data gaps: how much of the burden is shifted to industry; how much data is required; how can the quality of data be assessed; and what chemicals require data. 2. Power to regulate: what is the burden of proof for regulating, and is it the same for all regulatory actions (e.g. labeling the same burden of proof as a phase out); how is safety defined; and 3. How will adequate resources be provided to EPA to accomplish timely and credible assessments of toxic chemicals?  

Pressure from across the pond: the EU’s REACH 

On June 1, 2007, the new EU legislation for chemical management, Registration, Evaluation, Authorisation and restriction of CHemicals (REACH) went into effect.  REACH requires that the chemical industry provide basic health and safety information for all chemicals produced or marketed at 1 tonne (2,250 pounds) per year as a condition to enter or remain on the market. This includes existing and new chemicals, and applies to EU producers as well as non-EU companies that sell into the EU.  REACH gives the European Chemicals Agency (ECHA) the authority to issue a “candidate list” of chemicals prioritized for regulation.  These are “substances of very high concern”, characterized as carcinogenic, mutagenic or toxic to reproduction (CMRs); and/or persistent, bioaccumulative and toxic (PBTs); or individual chemicals of an “equivalent level of concern,” such as endocrine disruptors.  Once chemicals are placed on the candidate list, companies must obtain authorization for each chemical use. Companies are also required to disclose the presence of candidate list chemicals in products to downstream users and consumers upon request.

REACH is a complex management system but there are 4 key points to highlight:  

1. “No data, no market.” However, for chemicals in production of 1 to 10 tons per year, very minimal data is required.

2. Industry bears the burden for providing all data. 

3. Authorization for chemicals of concern requires that the company demonstrate they can “adequately control” exposure.  If adequate control is not demonstrated, authorization may be granted if the socioeconomic benefits are greater than the risks and no suitable alternative is available.

4.  Disclosure of information is a two-way street along the production chain.  Suppliers must provide hazard information and downstream users must provide information on chemical use.
Funder engagement on toxic chemicals 
Efforts to remove toxic chemicals from the market and environment and shift society towards safer chemicals represent the largest core are of investment within HEFN.  In 2005 the Catalysts working group identified four strategic objectives in this area:  

1. Policies:  reform chemicals policy at the local, state and federal level
2. Markets & Technologies:  accelerate transitions beyond the toxic chemicals economy

3. New constituencies and communities: build broad-based political capacity to promote ecological health

4. Infrastructure:  build capacity for strategic collaboration in the field.

While these objectives are understood to be interrelated and synergistic, Catalyst funders have been varied in their approach to a given objective or set of objectives, and have selected objectives according to the priorities of the individual foundations.   

Questions for funder discussion
In public spaces, the ACC, the EPA and the environmental health NGOs (e.g. principles of the Safer Chemicals, Healthy Families included in the background materials) all support reform. How does this affect the strategic approach of the NGO community? 
If the political battle over what reform looks like becomes a Washington-insider game, how could this influence the role for those organizations working at the state and community levels? And further, as the political battle plays out over the details of legislative language, what types of expertise are needed at the table that might be missing or underrepresented in the environmental health NGO community currently?

Strengthening the legislative language of TSCA must be met with a regulatory agency that has the resources and political will to take swift action using the best available science. How can the NGO community effectively support the Administration while also holding its feet to the fire when necessary?  

Up to this point, Catalyst funders have by agreement supported a diversity of grantees and strategies moving towards chemicals policy reform, as well as some strategic infrastructure to connect the efforts.  This approach has successfully engaged numerous foundations in building a broad base of participants and stakeholders in the current reform advocacy efforts – without requiring a high level of funder consensus.  What kind of funder strategy will be needed for the new phase of work ahead – getting a strong bill through Congress and implementing the law?
Shifting the burden of proof from the EPA to determine risk to the industry proving safety is not a simple panacea.  Problems of data quality and conflicts over the scientific and legal interpretation of safety will persist.  This has become a serious issue for NGOs in the EU.  Looking around the corner, what are some long-term needs in the environmental health community to strengthen its ability to stay at the table during political negotiations as well as to transition quickly and effectively into the implementation phase of this work?  

