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McKenna Long & Aldridge LLP is an international law firm with over 350 lawyers in Atlanta, Georgia; Washington, D.C.; Los Angeles, San Diego and San Francisco, California; Philadelphia, Pennsylvania; Denver, Colorado; and Brussels, Belgium. The firm is active in the fields of environmental regulation, environmental, civil and criminal litigation, government contracts, international trade and business, food and drug law, health care law, labor and employment law, antitrust, financial services, and general business and corporate law.

The firm’s environmental practice group, with over 30 attorneys, embraces all of the federal and state environmental statutes, including TSCA, FIFRA, CSPA, FHSA, CERCLA, RCRA, EPCRA, and state laws in the states and regions in which we practice. McKenna has long been one of the preeminent firms in the TSCA field, having represented many of the largest chemical, specialty chemical, and equipment manufacturers in the world. In addition to providing TSCA compliance counseling, we have defended many of the most significant TSCA enforcement actions prosecuted by the U.S. Environmental Protection Agency. We routinely perform TSCA systems and compliance audits and assist companies in developing their own TSCA compliance programs. We also have extensive experience with TSCA counterparts in the European Union (REACH) and in countries around the world. Our international reach has allowed us to serve clients in this increasingly globalized marketplace.

Technology Sciences Group Inc. (TSG), a wholly owned subsidiary of McKenna Long & Aldridge LLP, is a multi-disciplinary consulting firm providing scientific and regulatory expertise to chemical, agrochemical, pharmaceutical, and consumer product companies, as well as industry groups and law firms.

TSG offers a wide-range of toxicology, chemistry, exposure assessment, risk assessment, and registration services to the regulated community. TSG combines innovative approaches, precise regulatory analysis, strategic planning, and state-of-the-art scientific knowledge to provide value-added services to its customers.

TSG provides advice on U.S. regulatory compliance issues relating to FIFRA, FFDCA, TSCA, EPCRA, and other federal, state, and local laws. Drawing upon an extensive global network of affiliates, TSG can also provide advice regarding regulatory matters in Canada, Europe, Asia, and Latin America. TSG’s offices in Washington D.C., California and Canada keep TSG staff close to decision makers and the decision-making process.

TSG’s consulting team features skilled professionals from industry, government, international organizations and consulting. This mix provides for synergy and creativity in crafting solutions to client problems. The consulting staff includes former senior state and federal officials, board-certified toxicologists, chemists, certified environmental specialists and regulatory affairs experts with high-level government and international contacts, superior scientific and technical skills and solid experience.
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PREFACE TO THE FOURTH EDITION

The first edition of the TSCA HANDBOOK, published in 1987, grew out of a TSCA compliance course that McKenna, Conner & Cuneo (predecessor to McKenna Long & Aldridge LLP), organized in that year and several trade journal articles on TSCA which our attorneys wrote in the 1970s and early 1980s. At that time, no one had published a comprehensive manual on the regulation of chemical substances and mixtures under TSCA. We designed the TSCA HANDBOOK to fill that need, and to serve as a ready reference for virtually anyone who manufactures, processes, distributes or uses chemicals. We have drawn upon our experience in chemical regulation to make the TSCA HANDBOOK as practical and informative as possible.

This Fourth Edition was prompted by important developments in the TSCA area that have taken place since the Third Edition was published in 1997. Since then, EPA has promulgated extensive changes to the Inventory Update Rule; created voluntary testing initiatives such as the High Production Volume testing program; issued a new enforcement policy regarding reporting environmental contamination under TSCA § 8(e); substantially revised the PCB regulations regarding contaminated sites; used rules to raise the maximum civil penalties that can be imposed under TSCA; and finalized a sweeping new rule on biotechnology.

The outward appearance of the TSCA HANDBOOK has changed dramatically over time, but the basic structure and organization remains largely unchanged from the Second Edition in 1989. We intentionally maintained the same basic structure so that those readers accustomed to the organization of the Second and Third Editions will find the Fourth Edition comfortingly familiar.

We intend periodically to revise the TSCA HANDBOOK Please feel free to contact us with questions, comments or suggestions c/o Michael Boucher, McKenna Long & Aldridge LLP, 1900 K Street, N.W., Washington, D.C. 20006 (tel: 202-496-7500).
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CHAPTER 1

TSCA OVERVIEW

1.1. INTRODUCTION

In 1971 the President’s Council on Environmental Quality (CEQ) identified a “high-priority need for a program of testing and control of toxic substances” because the existing statutory mechanisms for protecting the environment against chemical hazards were neither cohesive nor adequate.1 In addition, public concern was mounting over the risks from specific chemicals such as kepone, vinyl chloride, heavy metals, PCBs and chlorinated fluorocarbons. Responding to these concerns, Congress enacted the Toxic Substances Control Act (TSCA), which became law on October 11, 1976. 15 U.S.C. §§ 2601-2629 (2000 & Supp. I 2001).

There have been three major amendments to the Act, each adding an additional title, so that TSCA now contains four titles: Title I—Control of Toxic Substances; Title II—Asbestos Hazard Emergency Response; Title III—Indoor Radon Abatement; and Title IV—Lead Exposure Reduction. At the time of this edition, however, the U.S. Senate had proposed legislation (2003 S. 1486) to implement requirements under international treaties controlling hazardous substances, in part, by adding a new Title V to TSCA entitled, “Implementation of International Agreements.” Although Titles II, III, and IV of TSCA are important, with the exception of brief descriptions in section 1.3 of this chapter, we confine the balance of this Handbook to a discussion of Title I—the Control of Toxic Substances, the regulations implementing Title I of TSCA, and relevant guidance from EPA. Title I has remained largely unchanged since its enactment in 1976.

1.1.1. Legislative Background

The 92nd through 94th Congresses debated proposed TSCA legislation, weighing the need to protect health and the environment from unreasonable risks due to untested chemicals against the counter-balancing goal of not overburdening the chemical industry with testing and other regulatory costs that might stifle innovation. Highlights of the testimony on the proposed legislation convey the substance and intensity of the congressional debate.

After introducing S. 3149 on March 16, 1976, Senator Tunney stressed the urgent need for toxic substances legislation:


I do not think there is a way to assure a risk free society. However, the Toxic Substances Control Act will end the situation where we play Russian roulette by introducing vast numbers of untested chemicals into the environment. This legislation will assure that we will no longer thave [sic] to wait for a body count or serious health damage to generate controls over hazardous chemicals.



122 Cong. Rec. S4397, S4398 (daily ed. Mar. 26, 1976), reprinted in TSCA Legislative History at 209.

Senator Pearson shared this view:


Final congressional passage now of this legislation would first, come at a time when the need to prevent unreasonable risks of injury to health or the environment associated with the manufacture, processing, distribution, use or disposal of chemical substances has never been greater; second, close an untenable chasm in Federal legislation designed to protect human health and the environment, and third, culminate over 5 years of congressional consideration of and background work on legislation designed to control toxic substances.



Id. at S4399, reprinted in TSCA Legislative History at 214.

Russell Train, then Administrator of EPA, supported this major premise of the Act:


It is time we started putting chemicals to the test, not people.
It is time we gave the people of this country some reason to
believe that every time they take a breath or eat or drink or
touch, they are not taking their life into their hands.



Id. at S4401, reprinted in TSCA Legislative History at 217.

On July 14, 1976, the Committee on Interstate and Foreign Commerce of the House of Representatives submitted its report on H.R. 14,032. Adopting the same stance as the Senate, the House committee recognized the pervasiveness of chemicals in the air, water, and soil. It further noted that we have little or no knowledge of long-term health or environmental effects of dangerous chemicals that presently bombard the population and environment. H.R. Rep. No. 94-1341, at 3-6, reprinted in TSCA Legislative History at 411-14. The Committee resolved to change the present situation under which “the general population and the environment now serve as the laboratory for discovering adverse health and environmental effects.” Id. at 5, reprinted in TSCA Legislative History at 413.

Both the Senate and the House focused upon studies indicating the high incidence of cancer in the United States and its relationship to environmental factors. The Senate pointed to five chemicals which are known potent carcinogens—vinyl chloride, bischloromethyl ether (BCME), mercury, arsenic, and asbestos—for which effective regulation was lacking. According to Senator Tunney, cancer had become the number one killer of youngsters less than 15 years of age; he added that “[t]here does not seem to be any question that it is the environmental carcinogens that are producing this cancer in youngsters.” 122 Cong. Rec. at S4398, reprinted in TSCA Legislative History at 211. Further discussion suggested that individuals often face a “silent death” when they are exposed to carcinogens daily yet are unaware of such exposure. Id.

The House committee echoed the Senate’s recognition that many chemicals in the environment cause harm that is not immediately visible. The House included vinyl chloride, asbestos, and PCBs on the list of carcinogens. Disease prevention, as distinct from treatment, the House determined, should be the hallmark of toxic substances legislation. H.R. Rep. No. 94-1341, at 4, reprinted in TSCA Legislative History at 412. The Senate also stressed the need for prevention as the best cure:


In order to protect against these dangers, the proposed Toxic Substances Control Act would close a number of major regulatory gaps, for while certain statutes, including the Clean Air Act, the Federal Water Pollution Control Act, the Occupational Safety and Health Act, and the Consumer Product Safety Act, may be used to protect health and the environment from chemical substances, none of these statutes provide the means for discovering adverse effects on health and environment before manufacture of new chemical substances. Under these other statutes, the Government regulator’s only response to chemical dangers is to impose restrictions after manufacture begins.



S. Rep. No. 94-698, at 5, reprinted in 1976 U.S.C.C.A.N. 4491, 4494. In sum, Congress had two concerns: (1) neither industry nor the government was systematically assessing the adverse effects of exposure to chemicals already in commerce, and (2) the government lacked authority to assess the safety of new chemical substances prior to their introduction into commerce. With this as a backdrop, Congress went about the task of drafting TSCA.

1.1.2. Legislative Goals

Congress intended that TSCA impose on manufacturers the responsibility for providing data on the health and environmental effects of chemical substances and mixtures. Further, the EPA Administrator was given authority to regulate those chemical substances and mixtures which “present an unreasonable risk of injury to health or the environment” and to summarily redress those which are “imminent hazards.” TSCA § 2(b)(2). Congress also provided EPA with comprehensive authority to regulate the manufacture, use, distribution in commerce, and disposal2 of chemical substances.

The key elements of this authority are as follows:

• Required testing of chemicals which may present a significant risk or which are produced in substantial quantities and result in substantial human or environmental exposure.

• Premanufacture review of new chemical substances prior to their commercial production for introduction into the marketplace.

• Regulation of existing chemical substances that present an unreasonable risk of injury to human health or the environment.

• Specific prohibitions on the manufacture, use, distribution, and disposal of PCBs.

• Broad recordkeeping and reporting requirements to ensure that the EPA Administrator would continually have access to new information regarding adverse health or environmental effects associated with chemical substances.

TSCA is administered by EPA’s Office of Pollution Prevention and Toxics (OPPT), which has developed a complex web of regulations designed to implement each of the above statutory grants of authority. To date, EPA’s primary focus has been on premanufacture reviews, regulation of new chemicals and the myriad recordkeeping and reporting requirements of TSCA § 8. With the exception of testing, including a substantial and increasing reliance upon voluntary testing programs, EPA has done little else to regulate existing chemicals.

Unlike other federal statutes, which regulate a chemical risk after the chemical has been introduced into commerce, the major objective of TSCA is to characterize and understand the risks a chemical poses to humans and the environment before it is introduced into commerce. TSCA, however, requires that before undertaking regulatory action once introduced into commerce, the EPA Administrator balance the economic and social benefits derived from the use of a chemical against that chemical’s identified risks. TSCA §§ 2, 6(c). Thus, the goal of TSCA is not to regulate all chemicals which present a risk but only those which present an “unreasonable” risk of harm to human health or the environment.

Congress limited the Administrator’s authority to the regulation of “unreasonable” risks “because to do otherwise assumes that a risk-free society is attainable, an assumption that the Committee does not make.” H.R. Rep. No. 94-1341, at 15, reprinted in TSCA Legislative History at 423. Nevertheless, Congress declined to expressly define the term “unreasonable risk.” Rather, Congress recognized that implementation of the “unreasonable risk” standard for triggering regulatory authority under TSCA “will of necessity vary depending on the specific regulatory authority which the Administrator seeks to exercise.” Id. at 14, reprinted in TSCA Legislative History at 422.

1.2. PRINCIPAL PROVISIONS OF TSCA

Subject to a few important exclusions (such as those for pesticides, foods, drugs, cosmetics and medical devices), TSCA § 3(2) defines the term “chemical substance” broadly to mean “any organic or inorganic substance of a particular molecular identity.” EPA has even interpreted this definition to include genetically engineered microorganisms. TSCA § 8(b) requires EPA to compile and keep current a list or “inventory” of chemical substances manufactured, imported, or processed in the United States for commercial purposes. For regulatory purposes, TSCA divides the chemical universe between “existing” chemical substances, i.e., those on the TSCA § 8(b) Inventory of Chemical Substances, and “new chemical substances,” which are not on the Inventory.

1.2.1. TSCA § 4—Testing

EPA also may require testing of chemical substances and mixtures under TSCA § 4, if it finds that they “may present” an unreasonable risk of injury to health or the environment, or if they will be produced in substantial quantities resulting in significant human or environmental exposure. Manufacturers and/or processors of chemicals subject to a testing rule must bear the cost of testing, and TSCA § 4(c) provides for cost sharing among them.

1.2.2. TSCA § 5—Premanufacture Notification

Any company intending to manufacture or import a new chemical substance must give the Agency 90 days’ prior notice under TSCA § 5. This “premanufacture notification” (PMN) requirement enables EPA to screen a new chemical before its commercial production or importation. If the new chemical “presents or will present” an unreasonable risk of injury to health or the environment, and if there is insufficient information “to permit a reasoned evaluation of the health and environmental effects of a chemical substance,” the Agency can prohibit or limit its manufacture, processing, distribution in commerce, use, or disposal. TSCA § 5(e), (f).

1.2.3. TSCA § 6—Regulation of Existing Chemicals

If the manufacture, processing, distribution, use, or disposal of an existing chemical substance or mixture “presents . . . an unreasonable risk of injury to health or the environment,” the Administrator has broad authority under TSCA § 6 to prohibit or limit production and to impose labeling or other requirements. The determination of unreasonable risk under TSCA § 6 requires a consideration of both risks and benefits. In addition, the Agency must conduct its TSCA § 6 rulemaking in accordance with the procedures of section 4 of the Administrative Procedure Act, 5 U.S.C. § 553 (1994), such as publishing a proposed rule, providing an opportunity for oral and written comment and publishing a final rule that sets forth the basis for EPA’s finding of unreasonable risk. TSCA § 6. Thus, although the Agency has broad authority to regulate existing chemicals, this authority is limited by procedural safeguards that apparently have discouraged EPA from taking action under TSCA § 6 in all but a few cases over the last 29 years. In 2005 and beyond, however, there will be new pressure on EPA to act under section 6 (or on Congress to require or facilitate such action, if needed), as EPA acquires and publishes summaries of abundant new test data on so-called high production volume (HPV) chemicals (see section 1.4 below), as EPA continues to collect and publish information about industrial chemicals under the TSCA § 8(a) Inventory Update Rule (IUR), including manufacturing and import quantities and, beginning in 2006, use and exposure information, and as EPA also continues to collect and publish information about releases of “toxic” chemicals under the Emergency Planning and Community Right-to-Know Act (EPCRA) section 313 Toxic Release Inventory (TRI).

1.2.4. TSCA § 6(e)—PCB Regulation

TSCA § 6(e) prohibits the manufacture, processing, distribution in commerce or use of polychlorinated biphenyls (PCBs) except in a totally enclosed manner. Yet, section 6(e)(2)(B) authorizes the EPA Administrator to permit the manufacture, processing, distribution in commerce, or use of PCBs in other than a totally enclosed manner “if the Administrator finds that [a specific activity] will not present an unreasonable risk of injury to health or the environment.” Additionally, any person may petition the Administrator for an exemption from the section 6(e) ban, which the Administrator may grant by rule upon finding that no unreasonable risk of injury to health or the environment would result and that good faith efforts had been made to develop a chemical substitute for PCBs. These exemptions, however, are limited to one year from the date they are granted. TSCA § 6(e)(3)(B).

1.2.5. TSCA § 8—Recordkeeping and Reporting

To complement its broad regulatory authority under sections 4, 5, 6 and 7, TSCA § 8 authorizes the Administrator to require manufacturers, processors and in some cases distributors to undertake recordkeeping and reporting. Under section 8(a), EPA can require companies to collect, maintain, and submit information on production and processing of chemicals (and mixtures, but only if “necessary for the effective enforcement of the [Act]”); under section 8(c), EPA can require manufacturers and processors of chemical substances and mixtures to maintain records of significant adverse reactions alleged to have been caused by their chemicals; under section 8(d), EPA can require companies to search their files and to provide lists and copies of health and safety studies they have on chemical substances and mixtures that they manufacture, process or distribute in commerce; and under section 8(e), companies must immediately report information concerning substantial risks associated with chemical substances and mixtures that they manufacture, process or distribute in commerce.

1.2.6. TSCA §§11, 15, 16 and 17—Enforcement

TSCA § 11 gives EPA broad authority to inspect establishments that hold chemicals and to subpoena information for enforcement of the Act. TSCA §§ 15, 16, and 17, respectively, list prohibited acts, their attendant civil and criminal penalties, and the jurisdiction of the district court for specific enforcement and seizure.

1.3. TSCA AMENDMENTS—TITLES II, III AND IV

In October 1986, Congress passed the Asbestos Hazard Emergency Response Act of 1986 (AHERA), Pub. L. No. 99-519, 100 Stat. 2970 (codified as amended at 15 U.S.C. §§ 2641-2655 (1994)), now Title II of TSCA. AHERA was designed to remedy major problems identified with EPA’s present asbestos-in-schools program. It requires EPA to establish a comprehensive regulatory framework of inspection, management, planning, operations and maintenance activities, and appropriate abatement responses for controlling asbestos-containing materials in schools.

In October 1988, Congress added a third title to TSCA under which EPA must study indoor radon pollution, publish model construction standards for new buildings, give technical advice on abatement to states and federal agencies, and establish a grant program to assist states in developing their own radon control programs. Act of Oct. 28, 1988, Pub. L. No. 100-551, 102 Stat. 2755 (codified as amended at 15 U.S.C.A. §§ 2661-2671 (West 1982 & Supp. 1997)).

In October 1992, the fourth and currently final title was added to TSCA. Act of October 28, 1992, Pub. L. 102-55, 106 Stat. 3924 (codified at 15 U.S.C. §§ 2681-2691 (1994)). Title IV—Lead Exposure Reduction—requires EPA, the Occupational Safety and Health Administration and the Department of Housing and Urban Development to develop lead paint abatement training and certification programs for contractors who engage in lead-based paint activities, to identify lead-based paint hazards and communicate such hazards to the public through a lead hazard information pamphlet, and to define safe levels of lead in various media.

1.4. EPA’S IMPLEMENTATION OF TSCA

Although TSCA is now almost 30 years old, EPA’s progress in gathering health and environmental effects data on new and existing chemical substances has been slow. For example, between 1979 (when EPA established the TSCA Inventory) and September 30, 2002, the Agency reviewed 30,906 new chemical submissions (called “pre-manufacture notifications” or “PMNs”) and an additional 9,052 exemption notices, but less than a third of the PMNs filed with EPA typically contain any data. About 15 percent of PMNs have some (primarily acute) mammalian toxicity data; about ten percent have measured data on physico-chemical properties and/or environmental fate attributes; and about five percent have some (mostly fish acute) ecotoxicity data.

The lack of data on new chemicals has forced EPA to base its premanufacture review of many new chemicals on so-called “structure activity relationships” (SAR) analysis, in which EPA predicts the characteristics and potential effects of the new chemical based upon the known characteristics and effects of structurally similar chemicals. Initially controversial, EPA’s use of SAR analysis is now generally accepted. In 1988, in an attempt to increase the amount of data available on new chemicals, EPA implemented a policy to require testing of certain new chemicals. Making use of its TSCA § 5(e) authority, EPA began requiring testing of new chemicals that will be produced in high volumes or that fall within certain categories of concern, including since 1999 a category for persistent, bioaccumulative, and toxic (PBT) new chemicals.

As of September 30, 2004, EPA had issued 1,280 TSCA § 5(e) consent orders, 729 of which were with so-called Significant New Use Rules (SNURs) and 570 non-5(e) SNURs, covering 7.92 percent of the 32,559 TSCA § 5 notices, which include PMNs, Low Volume Exemptions (LVEs), Test Marketing Exemption Applications (TMEAs), Low Release/Low Exposure Exemptions (LoREX), and Polymer Exemptions.3 In addition, as of September 30, 2004, PMN submitters voluntarily agreed to perform toxicity testing on over 300 chemicals before EPA completed its review of the PMN, and to withdraw 1,662 PMNs in the face of prospective EPA regulation under section5(e). Overall, EPA has taken or threatened to take some action on a new chemical in 3,812 cases, about 9 percent of all section 5 notices received by EPA as of September 30, 2004.

In response to the initial controversy over SAR analysis, EPA conducted a study in 1993 to evaluate its effectiveness as a tool to predict a chemical’s toxicity. The study involved 144 chemicals that had been the subject of European Union (EU) pre-market notifications.4 EPA conducted its typical SAR analysis on these 144 chemicals to predict their toxic properties and to carry out preliminary hazard assessments and then compared these predicted properties to the properties identified through tests conducted on these same compounds. From the study, EPA concluded that SAR analysis is useful and effective in identifying chemicals that may be toxic but has limitations in predicting the exact type and level of toxicity. Nevertheless, EPA believes that selectively incorporating specific testing schemes into SAR analysis would improve its chemical review process. Since EPA’s 1993 study, however, Congress has made no plans to amend TSCA Title I to require any up-front toxicity testing of new chemical substances. The EU’s efforts to modernize its assessment and management of chemical substances under the proposed Registration, Evaluation and Authorization of Chemicals (REACH) legislation has prompted some reconsideration in the United States of the need for up-front toxicity testing of new chemicals (among other things), but it is unclear at present what action Congress will take in this area, if any.5

As EPA has gained experience in reviewing new chemical notifications, its PMN regulations also have evolved, most notably in several significant amendments in March 1995. Designed to streamline the PMN review process, these amendments allow EPA to review more notices in a shorter time with fewer resources. Briefly, they introduced sweeping changes in the polymer and low volume exemptions, a new exemption for low release/low exposure (LoREX) chemicals and a simplified process for issuing expedited significant new use rules for chemicals not the subject of TSCA § 5(e) orders.

In 1997, under the authority of TSCA § 5, EPA also promulgated new rules governing the way that EPA reviews and regulates the use of intergeneric microorganisms in commerce and commercial research (intergeneric microorganisms are created to contain genetic material from organisms in more than one taxonomic genera). Prior to 1997, EPA reviewed microbial products of biotechnology for ten years under the authority of a 1986 policy statement that declared intergeneric microorganisms “new chemicals” under TSCA § 5 and used pre-existing TSCA regulations intended for new chemicals to notify new biotechnology products. The 1997 rulemaking superseded EPA’s biotechnology program under the 1986 policy.

By contrast, EPA’s regulation of existing chemicals under TSCA § 6 remains almost nonexistent. Since the enactment of TSCA in 1976, EPA has used section 6 to control just six existing substances or chemical groups: (1) polychlorinated biphenyls (PCBs); (2) chlorofluorocarbons; (3) dioxin; (4) metalworking fluids; (5) asbestos; and (6) hexavalent chromium. Of these, Congress mandated the regulation of PCBs under section 6(e), and EPA ultimately abandoned regulation of dioxin and chlorofluorocarbons in favor of more comprehensive regulatory schemes under the Resource Conservation and Recovery Act and the Clean Air Act.

In general, EPA has found TSCA § 6 regulation of existing chemicals to be highly resource-intensive and procedurally difficult. The statute requires EPA to consider the effects of the chemical on health and the environment, the magnitude of the exposure to the chemical, the benefits of the chemical, the availability of substitutes, and the economic consequences of the rule, all before taking action under section 6. In addition, EPA must conduct its section 6 rulemaking in accordance with the Administrative Procedure Act, so that no rule is promulgated under section 6 without input from the regulated community and the general public.

EPA’s most celebrated and ultimately unsuccessful attempt to regulate an existing chemical under TSCA § 6 was its 1989 rule phasing out most uses of asbestos. The U.S. Court of Appeals for the Fifth Circuit overturned this rule, because the court felt that EPA lacked substantial evidence to justify a complete ban. Corrosion Proof Fittings v. EPA, 947 F.2d 1201 (5th Cir. 1991). EPA spent ten years preparing its rule, had a huge body of scientific evidence on the adverse health effects of asbestos and, still, its rule was overturned, because a ban was not justified. EPA has used the Corrosion Proof Fittings case to disparage the procedural safeguards of TSCA § 6 as unworkable, but the case really may illustrate the value of the legal standard of section 6, which requires EPA to use the least burdensome form of regulation and to base its decision upon substantial evidence.

On a positive note, EPA is making progress toward reviewing existing chemicals through a combination of TSCA § 4 test rules, enforceable consent agreements (ECAs), voluntary testing agreements, and voluntary testing programs. In 1998, EPA initiated two important new voluntary testing programs for industry, namely, the High Production Volume (HPV) Challenge Program and the Voluntary Children’s Chemical Evaluation Program (VCCEP), which is in a pilot phase. Although only 23 chemicals currently are proposed for testing under the pilot VCCEP, as of May 28, 2004, industry has voluntarily undertaken to test 2,223 of the approximately 2,800 chemicals manufactured in, or imported into, the United States in amounts equal to or exceeding one million pounds per year. The HPV Challenge Program has become the centerpiece of EPA’s existing chemicals program. For HPV chemicals that are not “sponsored” for voluntary testing, EPA is planning to develop a testing requirement under a TSCA § 4 test rule.

In addition, as of May 2004, the Agency had addressed approximately 154 chemicals in TSCA § 4 test rules (EPA did not issue its first test rule until 1984) and another 250 chemicals in so-called “Decisions not to Test.” EPA has negotiated testing agreements or entered into ECAs to test approximately 60 additional chemicals, and industry is voluntarily testing a further 60 or so chemicals outside of the VCCEP and the HPV Challenge Program. The Agency blames the rulemaking process for its failure to require testing more often and has responded in recent years by significantly increasing its reliance upon voluntary testing initiatives. Hence, the HPV Challenge Program constitutes a new paradigm, with its enormous jump in the number of existing chemicals undergoing testing.

It is hard to predict what the future holds for Title I of TSCA. A 1994 GAO report recommended that Congress amend TSCA to reduce procedural requirements for EPA to regulate existing chemicals, to place a greater burden on industry to compile data on existing chemicals and to require a certain minimum amount of pre-market data in all PMNs.6 Congress has not acted upon the GAO report, however, leaving
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