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§ 15:1 In general

The pollution control statutes that are the subject of most of this treatise are not
the only means that are available to federal and state officials whose job it is to
protect human health and the environment. In some cases the end-products of the
processes that generate pollutants can themselves harm humans and the
environment. In past years, a number of commercial chemicals—perfluoro chemicals,
PCBs, DDT, and asbestos to name a few—were discovered to be human and animal
toxins, and the list continues to grow. These products, as much as, or even more
than, the pollutants they generate, must be controlled if the environment is to be
protected in any meaningful way.

The statutes that regulate commercial products on the basis of their environmental
and health impacts are the subject of this and the following chapters. While the
ultimate purpose of such statutes is the same as that of the pollution control
statutes—to control undesirable side effects of human activities—the focus of the
two kinds of statutes is quite different. Pollution control statutes limit substances
that for the most part are unwanted and without value. By contrast, product control
statutes focus on materials that are desired and—at least to those who purchase,
use or otherwise benefit from them—valuable. In addition, while both types of
statutes provide authority to address existing risks, product control statutes also
authorize regulators to review new industrial, agricultural and consumer products
before they enter commerce in order to prevent or minimize the potential for future
risks. As such, product control statutes have provided a mechanism for pollution
prevention years before that term became popular.

§ 15:2 Product control statutes: distinctions between environment-based
and health-based regulation

A number of federal statutes regulate commercial products on the basis of
potential health effects, environmental impacts or both. Among them are the
Consumer Product Safety Act (CPSA)," the Virus-Serum-Toxin Act (VSTA),” the
Federal Food, Drug, and Cosmetic Act (FFDCA),® the Safe Drinking Water Act
(SDWA),* the Toxic Substances Control Act (TSCA),” and the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA).®

The following chapters treat the two statutes from the list that are most securely
within the ambit of environmental protection law—TSCA and FIFRA. The purposes
for which the two statutes were enacted include protecting the environment, and
the statutes explicitly include risk to the environment as a basis for regulatory
action.

[Section 15:2]
115 U.S.C.A. §§ 2051 to 2089.
221 U.S.C.A. §§ 151 to 159. See § 19:25.
21 U.S.C.A. §§ 301 to 399f. See §§ 16:1, 18:3.
42 U.S.C.A. §§ 300f to 300j-26.

15 U.S.C.A. §8§ 2601 to 2697. See generally §§ 16:1 et seq. (TSCA generally); § 19:33 (T'SCA as
applied to biotechnology).

®7 U.S.C.A. §§ 135 to 136y. See generally §§ 17:1 et seq. (FIFRA generally); § 19:29 (FIFRA as ap-
plied to biotechnology).
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In contrast, health-based product control statutes like the FFDCA, VSTA, and the
Public Water Systems provisions of the SDWA were enacted without mention of the
environment and focus almost exclusively on the direct effects of products on human
and animal health. On that basis these statutes would appear to be outside the
scope of a treatise on environmental protection law.

But purely health-based statutes, like the FFDCA and the Public Water Systems
provisions of the SDWA, while distinguishable from environmental protection
statutes in terms of their purpose and focus, nonetheless have much in common
with environment-based product control statutes like TSCA and FIFRA. This is
because the protection of human health is a major focus and in some cases the pri-
mary focus of the environment-based product control statutes.” Thus, issues like
risk assessment, the relationship between the costs and benefits of regulation, and
the impact of procedure on the regulatory process arise across the spectrum of prod-
uct regulation legislation.

§ 15:3 Regulation of biotechnology, nanotechnology and synthetic biology

Having acknowledged that several additional product regulation statutes could
have been included in the following chapters, we must further admit that one of the
following chapters—the chapter on biotechnology'—might reasonably have been
placed elsewhere. As it turns out, a chapter on the law of a new technology does not
fit easily anywhere in the treatise. This is because, in the past, technologies as
technologies have not been subject to separate consideration under environmental
protection law. The decision to provide a separate treatment of biotechnology in this
treatise was made because it is as a technology that government policymakers have
been confronted with the biotechnology issue. The chapter was placed in this por-
tion of the treatise because TSCA, FIFRA and the Plant Protection Act are three of
the major statutory vehicles being used to regulate the new technology.

The future appropriateness of this placement of the chapter could depend on the
future course of the technology. Now certainly well beyond the research stage,
biotechnology has not presented any truly unique risks. For the most part, the
technology has been integrated into existing industries, and its products, along with
its wastes and pollutants, are being governed by existing statutes. Accordingly, the
need for discussion of biotechnology as a distinct regulatory subject may disappear.

Nanotechnology and synthetic biology might also have been given their own
chapters in this treatise. Like biotechnology, products of these emerging technolo-
gies will still be subject to regulation based upon their intended use. For the mo-
ment, however, the primary response of the regulatory system relies upon the Toxic
Substances Control Act. Nanoscale and synthetic biological materials may or may
not present unique risks that call for their regulation apart from their more
conventional counterpart materials.?

§ 15:4 TSCA and FIFRA

As mentioned above, TSCA and FIFRA are clearly within the ambit of environmen-

"See § 5:2 (discussing the moral basis of pollution control laws) and § 15:5 (discussing the SDWA).
[Section 15:3]

'Ch 19.

2See § 19:17 (discussing the various responses to biotechnology under preexisting statutes).

3See generally Bergeson & Hester, Nanotechnology Deskbook (2008). The Project on Emerging
Nanotechnologies, Woodrow Wilson International Center for Scholars and the Pew Charitable Trusts,
http://www.nanotechproject.org/; and The Synthetic Biology Project, Woodrow Wilson International
Center for Scholars, http:/www.synbioproject.org/topics/synbio101/.
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tal protection law. TSCA was originally enacted and FIFRA was completely
overhauled in response to the string of environmental crises that marked the 1970s.
Despite the similarity of their origins, however, these two progeny of Rachel Carson’s
Silent Spring are addressed to different subsets of the chemical universe and are
dissimilar in a number of important structural respects. Below is a brief comparison
of the central features of these two statutes.

Both FIFRA and TSCA regulate primarily commercially produced chemicals.
FIFRA covers products intended for a single use—pesticides—although even within
that category products as diverse as insect repellants, weed Kkillers, disinfectants,
swimming pool chemicals and any other substance designed to prevent, destroy,
repel or reduce pests of any sort are included. TSCA, by contrast, has an open-ended
jurisdiction over commercially produced “chemical substances” from which
pesticides, along with foods, drugs, cosmetics, tobacco, nuclear material and muni-
tions, are specifically excluded. Once a potential risk to health or the environment is
identified for a chemical substance, however, TSCA provides discretion for regula-
tory action to be taken with respect to distinct categories of products that contain
that chemical substance. In a few instances, Congress has actually identified specific
products for regulation, such as PCBs and lead-based paint and formaldehyde-
containing composite wood products.

In underlying policy, both statutes reflect congressional judgment that as a gen-
eral matter the benefits of chemicals outweigh the risks chemicals present to health
or the environment. Neither recommends a flat prohibition, or even severe curtail-
ment, of overall chemical manufacture or use. Moreover, both have adopted risk/
benefit formulae as the standards for regulatory decisions.

TSCA’s regulatory regime applies to chemical substances and to mixtures of
chemical substances. There are more than 84,000 commercially-produced chemical
substances (not necessarily single chemicals) currently identified under TSCA with
new substances being added to the list each year. Over 39,000 new chemical submis-
sions have been made since 1979, of which approximately 10% have resulted in
various restrictions, additional testing requirements, and notices withdrawn in the
face of regulation.?

In contrast, FIFRA’s regime, strictly speaking, applies to products, not chemical
substances. As the EPA pesticide program is organized, however, it is the so-called
active ingredients of pesticides that receive the bulk of attention in the risk assess-
ment process. Over 500 active ingredients are currently registered under FIFRA,
with new active ingredients being introduced each year. Over time, a single active
ingredient can be used in dozens or even hundreds of different pesticide products,
with the result that there are approximately 12,000 pesticide products currently
registered in the U.S.°

FIFRA and TSCA impose two different regulatory schemes on regulated products.
FIFRA embodies a classical licensing scheme under which each pesticide is required
to obtain a government license in the form of a registration of the product and its
label.* Unregistered pesticides may not be sold and with few exceptions, registered
pesticides may only be used for the uses indicated on the EPA-approved label.

[Section 15:4]
'Compare § 16:1 (scope of TSCA) with § 17:3 (defining “pesticide” by reference to use).

2See USEPA, Statistics for the New Chemicals Review Program under TSCA, available at: http
s://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chem
icals-review.

3See generally Purdue University, the National Pesticide Information Retrieval System (NPIRS),
available at: http:/npirspublic.ceris.purdue.edu/public.html.

4See §8 17:2 to 17:31 (pesticide registration and data collection).
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Under FIFRA, each pesticide active ingredient and each new use of an active ingre-
dient receives a thorough review of health and environmental impacts based on
extensive data submissions from pesticide manufacturers. These reviews take as
much time as EPA believes necessary—in some cases, up to 10 years. For food use
pesticides, EPA also uses its authority under the FFDCA to review the safety of any
pesticide residues in food that may result from the proposed uses.’ Existing pesticide
registrations must be reviewed by EPA every 15 years.®

TSCA’s regulatory scheme is, in one sense, more complicated than FIFRA’s.” New-
chemical review under TSCA does not constitute a FIFRA-like licensing scheme
under which all new chemicals are subject to safety reviews based on extensive data
submissions. Instead, it establishes a scheme that permits, indeed forces, EPA to
subject chemicals to varying levels of scrutiny based on varying amounts of data.
The essential elements of this scheme are two: first, EPA is provided notice of intent
to manufacture new chemicals and a brief period during which it has an opportunity,
but not an obligation, to review them; second, no specific data are required to be
generated by manufacturers, although any existing health and environmental data
that the party submitting the notice of intent is aware of must also be submitted to
EPA. The scheme also builds in incentives for the voluntary generation and submis-
sion of data. The intended and actual result of TSCA premanufacturing review is a
compromise scheme that is arguably less protective of public health and the environ-
ment than a FIFRA-type licensing scheme, but also less costly to government and
less burdensome on industry.

Finally, like pollution control statutes, both FIFRA and TSCA defer in some way
to the status quo and can result in older products remaining on the market even
though they may not be as safe as newer entrants. As a practical matter, depending
on the degree to which industry agrees with EPA’s risk assessments and proposed
risk mitigation measures, the procedural hurdles under both statutes may make it
more difficult for EPA to remove a product from the market or require changes in
the labeling or usage of an existing product.

§ 15:5 Drinking water’

The Safe Drinking Water Act (SDWA) regulates one product we are all exposed
to, intimately, on a daily basis, as long as we are alive. Because it is intended for
direct consumption and is used to prepare food and drink, tap water must be
healthful. Consumers are dependent on the availability of a safe water supply, and
significant hardships arise almost immediately when water quality is impaired.

The SDWA Public Water System provisions address drinking water quality and
authorize federal drinking water standards and programs to enforce those
standards. Only public water systems—a defined subset of all water systems—must
meet drinking water standards. The regulatory scheme involves federal maximum
contaminant levels or treatment techniques that are based on health goals and
feasible control technology. These standards must be met unless a variance or
exemption is issued. Violations of the standards or variances and exemption condi-
tions may be enjoined or penalized by the federal government or by the state. Emer-
gency actions to protect against imminent endangerment also are authorized.

Long ignored as a poor relative in the family of environmental laws, the drinking

SFFDCA § 408, 21 U.S.C.A. § 346a; see infra §§ 18:7 and 19:30.
’FIFRA § 3(g), 7 U.S.C.A. § 136a(g).

"See §§ 16:3 to 16:36 (data collection, risk reporting and test rules, and other forms of
premanufacture review).

[Section 15:5]
!By Kenneth Fairbanks Gray and Jonathan T. Ryan.



§ 15:5 Law or ENVIRONMENTAL PROTECTION

water law began receiving increased attention in the 1980s. In 1986, the SDWA was
substantially amended and its enforcement provisions strengthened. As amended,
the SDWA requires more national drinking water standards, more treatment
techniques, additional monitoring for regulated and unregulated contaminants, and
increased public notification. Toxic tort lawsuits have also focused attention on
drinking water quality and SDWA health standards. The regulatory efforts of the
EPA and the generally heightened concern for health will continue to underline the
importance of the SDWA.

In addition to imposing requirements on the quality of water flowing through
consumer taps, the SDWA requires the states to prohibit the use of lead pipe,
solder, or flux in the installation or repair of any public water system or plumbing
system in a residential or nonresidential facility. The SDWA also prohibits, under
certain circumstances, the manufacture and sale of any pipe, plumbing fixture,
solder, or flux that is not lead-free.? Amendments to the SDWA in 1996 made it
unlawful for any person to introduce into commerce after August 6, 1998, any pipe,
plumbing fixture, or fitting that is not lead-free.®* EPA has established a voluntary
standard, NSF International’s ANSI/NSF Standard 61, § 9, as the performance-
based standard for lead leaching from such components.® Also in 1996, a pair of
amendments to the SDWA and FFDCA directed EPA to coordinate its investigation
and regulation of certain estrogenic substances, also referred to as “endocrine
disruptors,” under the SDWA, FIFRA, FFDCA, TSCA and any other statute avail-
able to the agency.’

Bottled water, as distinguished from water flowing through the consumer’s tap,

also is subject to comprehensive regulation. Unlike tap water, which is regulated by
EPA, bottled water is regulated by the Food and Drug Administration (FDA).°

’SDWA § 1417, 42 U.S.C.A. § 300g-6.

3SDWA § 1417(a)(3), 42 U.S.C.A. § 300g-6(a)(3).

62 Fed. Reg. 44684 (Aug. 22, 1997).

®SDWA § 1457, 42 U.S.C.A. § 300j-17; FFDCA § 408(p), 21 U.S.C.A. § 346a(p).

21 C.FR. § 165.110. In 1996, Congress amended the bottled water provisions of the Federal
Food, Drug, and Cosmetic Act, 21 U.S.C.A. § 349; § 305 of the SDWA Amendments of 1996, Pub. L. No.
104-182 (1996), 110 Stat. 1613. The 1996 SDWA Amendments require FDA, through delegation from
the Secretary of Health and Human Services, to develop standards for bottled water that are no less
than protective than the standards set forth by EPA for tap water.
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I. INTRODUCTION

§ 16:1 History

In 1971, the newly established Council on Environmental Quality identified a
need for comprehensive legislation to address potentially dangerous uses of
chemicals that other statutes did not adequately regulate." However, the push for
legislation to address the entire life cycle of chemicals faced resistance until partic-
ular environmental concerns—polychlorinated biphenyl contamination in the
Hudson River and other water bodies, polybrominated biphenyl contamination of
produce in Michigan, and depletion of the ozone layer by chlorofluorocarbon emis-
sions, among others—created an impetus for enactment of the original Toxic Sub-
stances Control Act (TSCA).

In October 1976, President Gerald Ford signed the Toxic Substances Control Act

[Section 16:1]

'Congressional Research Service, The Toxic Substances Control Act (TSCA): A Summary of the
Act and Its Major Requirements 2 (Sept. 14, 2015), https:/crsreports.congress.gov/product/pdf/RL/RL
31905.
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(TSCA). The statute reflects compromises reached on the eve of the national election
that seemed likely to allow the Democrats to continue their control over the Senate
and the House and put Democrat Jimmy Carter in the White House. TSCA gave the
United States Environmental Protection Agency (EPA or the Agency) authority to
gather information regarding chemical substances and to impose regulatory restric-
tions on chemical substances before and following their introduction in commerce.

Four decades later, on June 22, 2016, President Obama signed into law the Frank
R. Lautenberg Chemical Safety for the 21st Century Act (2016 amendments),
bipartisan legislation that overhauled TSCA’s core provisions.” The 2016 amend-
ments to TSCA were intended to update and reinvigorate the 40-year-old
cornerstone of federal chemical control law. They were the culmination of more than
10 years of legislative efforts to amend TSCA. Senator Frank Lautenberg, a New
Jersey Democrat, had introduced TSCA reform legislation in every congressional
session since 2005.°

The Government Accountability Office (previously the General Accounting Office)
(GAO) had described the need for improvements in EPA’s implementation of TSCA
as early as 1980, when a GAO report found that “€EPA had made limited progress in
identifying and controlling existing chemicals and in developing a program to control
new chemicals.”™ Among other issues, the report noted that EPA had taken action to
control only three existing chemicals. By at least 1994, the GAO was suggesting
broad legislative changes that could strengthen EPA’s ability to regulate chemicals,
including by establishing a “less burdensome” framework for EPA action, allowing
regulation under TSCA in preference to other laws, and increasing EPA authority to
obtain information on chemicals from industry.® In 2005, a GAO report recom-
mended that TSCA be amended to grant EPA additional powers to assess
environmental and health risks presented by chemicals, by increasing EPA author-
ity to require companies to conduct testing.® The 2005 report presented a range of
additional options to reduce EPA’s evidentiary burden for taking action (which had
proven to be a hurdle when the Agency lost a challenge to its 1989 regulations
prohibiting numerous uses of asbestos), to require systematic testing of existing
chemicals, and to expand regulatory control options.” On the same day that the
GAO publicly released its 2005 report, Senator Lautenberg introduced his first bill
to overhaul TSCA, which included features recommended in the GAO report.® Nei-
ther this bill nor a bill introduced by Lautenberg in May 2008 moved out of the
Committee on Environment and Public Works.’

Following the 2008 election, chemical regulation reform was at the forefront of

“Pub. L. No. 114-182, 130 Stat. 448 (2016).

3See, e.g., Safe Chemicals Act of 2010, S. 3209, 111th Cong. (2010); Safe Chemicals Act of 2011, S.
847, 112th Cong. (2011).

“U.S. Gen. Accounting Office (GAO), EPA’s Efforts To Identify and Control Harmful Chemicals in
Use, GAO/RCED-84-100, at 8 (June 13, 1984) (citing GAO, EPA Is Slow to Carry Out Its Responsibility
to Control Harmful Chemicals, CED-81-1 (Oct. 28, 1980)), https://www.gao.gov/assets/150/141813.pdf.

®GAO, Toxic Substances Control Act: Legislative Changes Could Make the Act More Effective,
GAO/RCED-94-103, at 5 (Sept. 1994), https:/www.gao.gov/assets/160/154723.pdf.

*U.S. Gov't Accountability Office, Chemical Regulation: Options Exist to Improve EPA’s Ability to
Assess Health Risks and Manage Its Chemical Review Program, GAO-05-458, at 36—37 (June 2005), ht
tps://www.gao.gov/assets/250/246667.pdf.

"U.S. Gov’t Accountability Office, Chemical Regulation: Options Exist to Improve EPA’s Ability to
Assess Health Risks and Manage Its Chemical Review Program, GAO-05-458, app. III (June 2005), ht
tps://www.gao.gov/assets/250/246667.pdf.

8Child, Worker and Consumer Safe Chemicals Act of 2005 (Kid Safe Chemicals Act), S. 1391,
109th Cong. (2005).

%See Kid-Safe Chemicals Act of 2008, S. 3040, 110th Cong. (2008).
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the Obama administration’s environmental agenda. Early on, EPA Administrator
Lisa Jackson remarked that Americans had “lost faith” in the government’s ability
to regulate chemical substances. Eight months into President Obama’s first term,
Jackson announced a set of principles for reforming TSCA." EPA also announced a
new approach to its implementation efforts under the agency’s existing TSCA
authority. This included plans to require companies to provide additional informa-
tion about chemical substances’ risks, and increasing to increase public access to
such information.

Congress also appeared poised to act on TSCA reform. The Senate and House
held hearings on TSCA in 2009 and 2010, and in 2010 Senator Lautenberg and
Congressman Bobby Rush (D-Ill.) each introduced far-reaching bills to amend
TSCA." Senator Lautenberg made another attempt, introducing a new bill in 2011.*
The 2011 bill was reported out of the Environment and Public Works Committee on
party lines in December 2012.

In April 2013, Senator Lautenberg—who had made clear that chemical regulation
reform was one of his priorities before he retired from the Senate in 2014—once
again introduced a bill to overhaul TSCA after the GAO had issued yet another
report; this one addressed EPA’s progress on its new plans for TSCA
implementation.”® After its introduction, representatives of the chemical industry
indicated that they had little to say about the bill itself, which was identical to the
2012 bill that they had opposed, but that they were waiting for a competing bill
expected to be introduced by Senator David Vitter, a Republican from Louisiana. In
an unexpected twist, however, Senator Lautenberg and Senator Vitter joined forces
in May 2013 to introduce their Chemical Safety Improvement Act. The bill embodied
significant compromises from both sides, including on preemption of state regula-
tion of chemicals.

Just a month later, in June 2013, Senator Lautenberg passed away. Senator Tom
Udall (D-N.M.) stepped in to take on the task of negotiating the bipartisan bill on
the Democratic side. After more than a year of further negotiations, Senator Barbara
Boxer (D-Cal.), then chair of the Environment and Public Works Committee, blocked
the Chemical Safety Improvement Act due to concerns that included the bill’s broad
preemption provisions, which would have restricted states’ ability to regulate
chemicals." However, the potential for a federal framework for chemical regulation
to replace a patchwork of state regulation was one of the main factors motivating
industry to support TSCA reform.

After the Republicans took control of the Senate in 2015, a new bill from Senators
Udall and Vitter proceeded through the Senate after the Environment and Public
Works Committee approved it in April 2015, with amendments that responded to
some of Senator Boxer’s concerns about preemption, as well as to calls to accelerate

©Aaron Lovell, EPA Toxics Agenda Could Strengthen Bid For TSCA Legislative Reform, Inside
EPA (Sept. 30, 2009).

"Safe Chemicals Act of 2010, S. 3209, 111th Cong. (2010); Toxic Chemicals Safety Act of 2010,
H.R. 5820, 111th Cong. (2011); see Arnold & Porter LLP, TSCA-Reform Legislation: Lessons from 2010
for the Next Congress (Oct. 2010), available at http:/www.arnoldporter.com/resources/documents/Advis
ory-With Legislation Pending in Both the House and the Senate-100710.pdf.

2Safe Chemicals Act of 2011, S. 847, 112th Cong. (2011).

13gafe Chemicals Act of 2013, S. 696, 113th Cong. (2013); see GAO, Toxic Substances: EPA Has
Increased Efforts to Assess and Control Chemicals but Could Strengthen Its Approach, GAO-13-249
(Mar. 2013), http://www.gao.gov/assets/660/653276.pdf.

14See Pat Rizzuto, Senate TSCA Modernization Talks Collapse; Reform Supporters Look to Next
Congress, Bloomberg Env’t & Energy Rep. (Sept. 19, 2014); see also David LaRoss, Senators Eye
Preemption In TSCA Reform Bill Over California’s Objections, Inside EPA (Mar. 6, 2015); Bridget
DiCosmo, Seeing ‘Opportunity,” ACC Seeks House Vote On TSCA Reform Bill, Inside EPA (Dec. 10,
2013).
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assessments of persistent, bioaccumulative, and toxic chemicals.” Meanwhile, in
June 2015, the House of Representatives passed a bill, the TSCA Modernization
Act, by a 398-1 vote.”® In December 2015, the Senate passed the Udall-Vitter bill.
Negotiations to harmonize the bills took place over the course of several months; an
aide reportedly “sprinted” to submit the final version of the bill by a House deadline
in May 2016."” On June 22, 2016, President Obama signed the amendments into
law.

§ 16:2 Overview and definitions

The core provisions of TSCA and its implementing regulations can be split into
the following five categories; a more detailed section-by-section breakdown is pre-
sented at the beginning of this chapter. A section-by-section breakdown of the the
statute that highlights key differences between the original TSCA and the 2016
amendments is in Appendix 16B.

(1) EPA authority to require testing of chemical substances and mixtures
(2) Requirements that notice be given to EPA prior to commencing manufacture
of new chemical substances, and authorization for EPA to regulate new
chemicals and significant new uses of chemical substances
(3) Requirements for EPA to prioritize existing chemical substances for risk
evaluation; to conduct such evaluations; and to issue rules regulating exist-
ing chemical substances that present an unreasonable risk
(4) Reporting and recordkeeping requirements
(56) Documentation requirements concerning import and export of chemical
substances.
EPA also is authorized to enforce the statute, including by assessment of civil penal-
ties and criminal sanctions for violations. EPA may assess fees to offset the costs of
administering the statute, and the Agency is required to use the best available sci-
ence when reaching determinations and taking actions to assess and control risks.
The 2016 TSCA amendments more clearly separate the concepts of risk assessment
and risk management (and when and how economic factors should be taken into ac-
count) and require EPA to give particular consideration to “potentially exposed or
susceptible subpopulations.” The 2016 amendments define this phrase to refer to a
group of individuals within the general population “who, due to either greater
susceptibility or greater exposure, may be at greater risk than the general popula-
tion of adverse health effects from exposure to a chemical substance or mixture,
such as infants, children, pregnant women, workers, or the elderly.”™

Although TSCA’s requirements generally apply to “persons who manufacture or
process chemical substances or mixtures,” with manufacture defined to include
import, some requirements also apply to persons who “distribute” chemical sub-
stances or mixtures. The statute and implementing regulations define the key terms
that establish the scope of EPA’s jurisdiction. These terms are broadly defined and

153, 697, 114th Cong. (2015) (Frank R. Lautenberg Chemical Safety for the 21st Century Act); Pat
Rizzuto, Revised TSCA-Reform Bill Approved With Bipartisan Vote by Senate Committee, Bloomberg
Env't & Energy Rep. (Apr. 29, 2015). Senator Boxer and Senator Ed Markey introduced a competing
bill, the Alan Reinstein and Trevor Schaefer Toxic Chemical Protection Act, that did not proceed. S.
725, 114th Cong. (2015).

1 R. 2576, 114th Cong. (2016); Pat Rizzuto, TSCA Modernization Act Sails Through House With
398 to 1 Vote, Bloomberg Env’t & Energy Rep. (June 24, 2015).

Y Anthony Adragna, The Inside Story of Congress’ Battle for Chemical Reform, Bloomberg Env’t &
Energy Rep. (June 22, 2016).

[Section 16:2]
TSCA § 3(12), 15 U.S.C.A. § 2602(12).
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provide EPA the authority to reach activities carried out by persons who
manufacture (including import), process, use, distribute, and dispose of chemical
substances and mixtures.

“Chemical substance” is defined in Section 3(2) of TSCA as any organic or
inorganic substance of a particular molecular identity, including (i) any combination
of such substances occurring in whole or in part as a result of a chemical reaction or
occurring in nature and (ii) any element or uncombined radical.?

The definition excludes any “mixture,” which is separately defined to mean any
combination of two or more chemical substances.’ Thus, each component of a mixture
is subject to the TSCA requirements that apply to chemical substances.® EPA
interprets the definition of chemical substance to include microorganisms, and
TSCA has become the primary statutory vehicle for regulating the microbial
products of biotechnology used for non-agricultural and non-pesticidal purposes.®

To avoid overlap with other statutes, certain substances are excluded from the
definition of chemical substance, including pesticides, tobacco and tobacco products,
nuclear materials, foods, food additives, drugs, medical devices, and cosmetics.’

The terms “manufacture,” “process,” and “distribute” are broadly defined, thereby
bringing many companies otherwise outside the traditional chemical “manufactur-
ing” industry within TSCA’s scope.” Thus, any manufacturing process that involves
a chemical reaction is interpreted to be the manufacture of a chemical substance.
Moreover, because the definition of “manufacture” encompasses import, entities that
act solely as chemical products importers find themselves subject to all the TSCA
requirements that apply to manufacturers.? Manufactured “articles”; are generally
considered by EPA to contain chemical substances. Thus, manufacturers and import-
ers of articles are subject to some TSCA requirements. The statute does not define
“article,” but the TSCA regulations define the term as a manufactured item, which:

(1) 1is formed to a specific shape or design during manufacture;
(2) has end use function(s) dependent in whole or in part upon its shape or
design during end use; and
(3) has either no change of chemical composition during its end use or only
those changes of composition which have no commercial purpose separate
from that of the article, and that result from a chemical reaction that occurs
upon end use of other chemical substances, mixtures, or articles; except that
fluids and particles are not considered articles regardless of shape or design.’
The term “process” generally includes activities—such as blending, formulating, and
even repackaging—that are carried out in the course of preparing a chemical
substance or mixture for distribution in commerce.

Consequently, TSCA regulations can apply not only to traditional chemical

’TSCA § 3(2)(A), 15 U.S.C.A. § 2602(2)(A).
*TSCA § 3(10), 15 U.S.C.A. § 2602(10).

*Nevertheless, various TSCA provisions discussed further below permit EPA to issue regulations
and administrative orders concerning mixtures as well as individual chemicals.

5See § 16:25, infra.

*TSCA § 3(2)(B), 15 U.S.C.A. § 2602(2)(B). Other statutes regulate these substances, including
the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), 7 U.S.C.A. §§ 136-136y; the Atomic
Energy Act of 1954, 42 U.S.C.A. §§ 2011-2297h-13; and the Federal Food, Drug, and Cosmetic Act, 21
U.S.C.A. §§ 301-399i. Chapter 17 of this treatise addresses the regulation of pesticides.

"TSCA § 3(5), (9), (13), 15 U.S.C.A. § 2602(5), (9), (13). The interpretation of these terms is
complex and rich in regulatory history. Decisions affecting compliance should be based on close analy-
sis of the section-specific regulations and EPA guidance documents.

8TSCA § 3(9), 15 U.S.C.A. § 2602(9).

°40 C.FR. § 704.3; see also 40 C.F.R. § 720.3(b).
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manufacturers, but also to producers of formulated products and even to
manufacturers and importers of durable goods that incorporate chemical products.
Thus, after focusing on the chemical industry during the early years of TSCA’s
implementation, TSCA regulations now affect diverse companies, including those
engaged in manufacturing everything from chemicals and formulated products to
microorganisms, appliances, and furniture, as well as complex equipment such as
consumer electronics.

II. TEST RULES, ORDERS, AND CONSENT AGREEMENTS
§16:3 In general

One purpose of TSCA is to provide authority for EPA to gather data on chemical
substances necessary to assess risks and make a determination whether regulation
is needed to mitigate risks. Thus, Section 4 of TSCA authorizes EPA to issue rules
and orders and to enter into consent agreements that require manufacturers (includ-
ing importers) and processors of chemical substances or mixtures to test their
products to determine their toxicity, chemical fate, or physicochemical properties,
provided that certain conditions are met.

§ 16:4 Authority to issue testing rules

EPA Section 4 Authorities to Require Testing

Mechanism Circumstances When EPA Statutory Provi- Original TSCA

May Require Testing sion or 2016 Amend-
ments

By rule only Where EPA makes an TSCA § 4(a)(1)(A)G1), Original TSCA
“exposure-based” finding for a 15 U.S.C.A.
chemical substance or mixture | § 2603(a)(1)(A)(ii)
Where EPA finds that a TSCA § 4(a)(1)(B), 15 Original TSCA
mixture’s effects “may not be U.S.C.A.
reasonably and more ef- § 2603(a)(1)(B)

ficiently determined or
predicted by testing the
chemical substances which
comprise the mixture”

14



Toxic SUBSTANCES

§ 16:4

EPA Section 4 Authorities to Require Testing

Mechanism

Circumstances When EPA
May Require Testing

Statutory Provi-
sion

Original TSCA
or 2016 Amend-
ments

By rule, administra-
tive order, or consent
agreement

Where EPA makes a “risk-
based finding” for a chemical

TSCA § 4(a)(1)(A)d),
15 US.C.A

Original TSCA—
for requiring by

substance or mixture 2 DA)G rule.

§ 2603(a)(1)(A)G) 2016 amend-
ments—for
requiring by
administrative
order or consent
agreement

To review premanufacture and | TSCA § 4(a)(2)(A)(), 2016 amend-
significant new use notices 15 U.S.C.A. ments

under Section 5 or to perform | §2603(a)(2)(A){)

risk evaluations under Section

6(b)

To implement risk manage- TSCA § 4(a)(2)(A)Gi), 2016 amend-
ment requirements imposed 15 U.S.C.A. ments

under Section 5(e), 5(f), or 6(a) | § 2603(a)(2)(A)({i)

At the request of a federal TSCA § 4(a)(2)(A)(ii), | 2016 amend-
implementing authority, to 15 U.S.C.A. ments

meet regulatory testing needs | § 2603(a)(2)(A)(ii)

regarding toxicity and

exposure under another

federal law

To determine whether a TSCA § 4(a)(2)(A)(iv), | 2016 amend-
chemical substance, mixture, 15 U.S.C.A. ments

or article intended solely for $ 2603(a)(2)(A)(iv)

export presents an unreason-

able risk of injury to health or

the environment within the

United States

To establish the priority of an | TSCA § 4(a)(2)(B), 15 | 2016 amend-
existing chemical substance U.S.C.A. ments

for risk evaluation

§ 2603(a)(2)(B)

The 1976 legislation empowered EPA to issue regulations requiring a manufac-
turer or processor of a chemical substance to generate new test data. EPA must first
make one of two alternative findings to issue such a rule.

First, EPA may find that the manufacture, processing, distribution in commerce,

use, or disposal of the substance “may present an unreasonable risk” of injury to
health or the environment (a “risk-based finding”).! Pursuant to a 1988 holding of
the D.C. Circuit Court of Appeals, EPA has taken the position that it can rely on
inference to establish a hazard finding, provided that the available evidence
indicates that the probability of exposure is more than just theoretical.?

[Section 16:4]

TSCA § 4(a)(1)(A){), 15 U.S.C.A. § 2603(a)(1)(A)Q).

2Chemical Mfrs. Ass'n v. U.S. E.PA., 859 F.2d 977, 28, 28 Env’t. Rep. Cas. (BNA) 1510, 19 Envtl.
L. Rep. 20001 (D.C. Cir. 1988). Rejecting an industry challenge to a test rule requiring toxicological
testing to determine the health effects of 2-ethylhexanoic acid, the court stated:

We hold . . . that EPA can establish the existence and amount of human exposure on the basis of inferences
drawn from the circumstances under which the substance is manufactured and used. EPA must rebut industry-
supplied evidence attacking those inferences only if the industry evidence succeeds in rendering the probability
of exposure in the amount found by EPA no more than theoretical or speculative. The probability of infrequent
or even one-time exposure to individuals can warrant a test rule, so long as there is a more-than-theoretical
basis for determining that exposure in such doses presents an “unreasonable risk of injury to health.”

Id. at 979.
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Alternatively, the Agency may make an “exposure-based finding.” The criteria for
an exposure-based finding require first that “substantial” production occurs (which
EPA interprets as production or importation of at least one million pounds of the
substance or mixture). Additionally, as a matter of regulatory interpretation, EPA
has followed certain practices which require that at least one of the following must
occur to support the exposure-based finding: the substance or mixture enters or may
reasonably be anticipated to enter the environment in “substantial” quantities (at
least one million pounds or 10% of production/importation, whichever is lower), or
there is or may be “substantial” human exposure (1,000 workers or 10,000 consum-
ers or 100,000 members of the general population) or there is or could be “signifi-
cant” human exposure (as determined on a case-by-case basis).*

In conjunction with either a “risk-based finding” or an “exposure-based finding,”
EPA also must find that there is insufficient information and experience from which
health and environmental effects can be determined, and that testing is necessary
to develop the needed information. In making the required findings, EPA relies on
publicly available information as well as information submitted to the Agency under
TSCA. As of this writing, well over 200 chemical substances and mixtures have
been the subject of testing requirements under TSCA Section 4.°

For mixtures, EPA also may require testing by rule when the health or
environmental effects of the mixture cannot be reasonably and more efficiently
determined or predicted by testing the chemical substances comprising the mixture.®

§ 16:5 Additional authority to require testing

The 2016 amendments to TSCA granted EPA additional authority to require test-
ing not only by rule, but also by administrative order and by entering into consent
agreements.' Specifically, EPA may now require the development of new informa-
tion by rule, order, and consent agreement if the Agency makes a risk-based finding
and the related findings regarding insufficiency and the necessity of testing.” In ad-
dition, and without the need for a risk- or exposure-based finding, EPA may require
development of new information by rule, order, and consent agreement for a
substance or mixture if the information is necessary:

(1) to review premanufacture and significant new use notices under Section 5 or

to perform risk evaluations under Section 6(b);
(2) to implement risk management requirements imposed under Section 5(e),
5(f), or 6(a);

(3) to meet regulatory testing needs regarding toxicity and exposure under an-

other federal law; or

(4) to determine whether a chemical substance, mixture, or article intended

*TSCA § 4(a)(1)(A)i), 15 U.S.C.A. § 2603(a)(1)(A)i).

58 Fed. Reg. 28736 (May 14, 1993). EPA published this numerical threshold after the Fifth
Circuit Court of Appeals instructed the Agency to “articulate the standards or criteria on the basis of
which it found the quantities of [a chemical substance] entering the environment . . . to be ‘substantial’
and the human exposure potentially resulting to be ‘substantial.’” Chemical Mfrs. Ass'n v. E.P.A., 899
F.2d 344, 360, 31 Env’t. Rep. Cas. (BNA) 1321, 20 Envtl. L. Rep. 20837 (5th Cir. 1990).

A complete list is available at Sunset dates of chemicals subject to final TSCA section 4: test
requirements and related section 12(b) actions, EPA, https://www.epa.gov/assessing-and-managing-che
micals-under-tsca/sunset-dates-chemicals-subject-final-tsca-section-4-test (modified Nov. 30, 2018).

*TSCA § 4(a)(1)(B), 15 U.S.C.A. § 2603(a)(1)(B).

[Section 16:5]

'TSCA § 4(a)(2), 15 U.S.C.A. § 2603(a)(2). However, EPA entered into and codified a number of
negotiated testing agreements long before the 2016 amendments. 40 C.F.R. Pt. 790.

T'SCA § 4(a)(1), 15 U.S.C.A. § 2603(a)(1).
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solely for export presents an unreasonable risk of injury to health or the
environment within the United States.®

In 2020, EPA used this additional authority for the first time when the Agency
determined new information was necessary to finalize the risk evaluation for C.I.
Pigment Violet 29 (PV29)—one of the first 10 chemical substances undergoing a
Section 6(b) risk evaluation after the 2016 amendments.” EPA issued two
administrative testing orders to two manufacturers of PV29, requiring them to
generate and submit certain physical-chemical properties information concerning
PV29’s solubility and occupational worker inhalation exposure.

In addition, the Agency now possesses a limited ability to require development of
new information for purposes of prioritizing existing chemical substances for risk
evaluations, pursuant to Section 6(b).” EPA may only require development of new
information in this situation if the information is necessary to establish the priority
of a substance. When EPA requires information for the purposes of prioritizing a
chemical substance, the Agency may not require information for purposes of
establishing or implementing “a minimum information requirement of broader
applicability.” In addition, EPA must designate the chemical substance as high-
priority or low-priority within 90 days of receiving the information.” Moreover, the
amended Section 4 does not authorize EPA to issue administrative orders or to
enter into consent agreements to require testing if the Agency only can make an
exposure-based finding. The Agency is limited to requiring testing by rule in such
instances.®

When requiring development of new information pursuant to these additional
authorities created by the 2016 amendments, EPA must identify the need for the
new information, describe how reasonably available information was used to inform
the decision to require new information, and explain the basis for any decision that
requires the use of vertebrate animals.® Furthermore, if the Agency chooses to
require the development of new information by issuing an administrative order,
rather than a test rule or a negotiated testing agreement, EPA must explain why is-
suing an order was warranted.

The 2016 amendments instituted a “tiered testing” process for the development of
new information. EPA is required to use the results of screening-level tests and as-
sessments of available information to determine whether additional testing is
necessary. In some cases, however, EPA may determine that available information
justifies proceeding immediately to more advanced testing of potential health or
environmental effects or potential exposure.*

§ 16:6 Vertebrate testing

The 2016 amendments include provisions intended to reduce the use of vertebrate
animals in testing “to the extent practicable, scientifically justified, and consistent

*TSCA § 4(a)(2)(A)(i)—(v), 15 U.S.C.A. § 2603(a)(2)(A)(i)—(iv).

4See C.I. Pigment Violet 29 (Anthral2,1,9-def:6,5,10-d’e’f’'ldiisoquinoline-1,3,8,10(2H,9H)-tetrone)
TSCA Section 4 Test Order, Regulations.gov, https:/www.regulations.gov/docket?D=EPA-HQ-OPPT-
2020-0070.

T'SCA § 4(a)(2)(B), 15 U.S.C.A. § 2603(a)(2)(B).
*TSCA § 4(a)(2)(B)(ii), 15 U.S.C.A. § 2603(a)(2)(B)(ii).
'TSCA § 4(a)(2)(B){d), 15 U.S.C.A. § 2603(a)(2)(B){).
*TSCA § 4(a)(1), 15 U.S.C.A. § 2603(a)(1).

T'SCA § 4(a)(3), 15 U.S.C.A. § 2603(a)(3).

19TSCA § 4(a)(4), 15 U.S.C.A. § 2603(a)(4).
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with the policies of [TSCA].”* Before EPA can request or require testing using
vertebrate animals under Section 4, it must consider, “as appropriate and to the
extent practicable and scientifically justified,” reasonably available existing
information.? EPA must also encourage and facilitate the use of alternative scientifi-
cally valid test methods for Section 4 testing, as well as the grouping of chemical
substances where appropriate and joint testing conducted by industrial consortia to
avoid unnecessary duplication of vertebrate testing.® The 2016 amendments also
required EPA to take steps to promote the development of alternative testing
methods, including by preparing a strategic plan within two years of the amend-
ments’ enactment to promote the development and implementation of alternative
test methods.® In addition, the amendments require that development of informa-
tion even for voluntary submission to EPA under TSCA involve consideration of
alternative testing methods or strategies identified by EPA.°

In June 2018, EPA issued its strategic plan for developing and adopting alterna-
tives to vertebrate testing—referred to as “new approach methodologies” or
“NAMs”—for integration into TSCA decision-making processes for new and existing
substances.® The strategic plan described NAMs as any technology, methodology,
approach, or combination thereof that avoids the use of intact animals and that can
be used to provide information on chemical hazard and risk assessment. The strate-
gic plan had three components: (1) identifying, developing, and integrating NAMs
for TSCA decisions; (2) building confidence that the NAMs are scientifically reliable
and relevant for TSCA decisions; and (3) implementing the reliable and relevant
NAMs for TSCA decisions. For the first three years, EPA planned to focus on eight
near-term needs and activities, including maintenance and updating of a list of
NAMs. EPA published the first list of NAMs in June 2018 and released the first
update in December 2019. The Agency also planned to propose a process for select-
ing NAMs for the list. Other near-term activities were related to identifying and
cataloging existing information about NAMs, improving information technology
platforms for integrating information from multiple databases, and collaborating
with outside stakeholders.” The strategic plan set five intermediate-term objectives
for 2021 to 2024 (three to five years after issuance of the plan). The intermediate-
term objectives focus on the further assessment of NAM research needs for TSCA
purposes and increasing the use of NAMs to screen chemicals for prioritization, to
prioritize chemicals for risk evaluation, to conduct risk evaluation, and to make
other risk-based decisions under TSCA. The strategic plan’s long-term objective is to
reduce and eventually eliminate vertebrate animal testing, but the plan does not set
a timeframe for achieving this overall objective.

§ 16:7 Roles of Section 4 testing
EPA’s Section 4 testing authority proved an important tool for developing data

[Section 16:6]
TSCA § 4(h), 15 U.S.C.A. § 2603(h).
>TSCA § 4(h)(1)(A), 15 U.S.C.A. § 2603(h)(1)(A).
*TSCA § 4(h)(1)(B), 15 U.S.C.A. § 2603(h)(1)(B).
*TSCA § 4(h)(2), 15 U.S.C.A. § 2603(h)(2).
*TSCA § 4(h)(3), 15 U.S.C.A. § 2603(h)(3).

®EPA, Strategic Plan to Promote the Development and Implementation of Alternative Test
Methods Within the TSCA Program, EPA Doc. No. EPA-740-R1-8004 (June 22, 2018).

"Another near-term activity was launching a website for NAMs. EPA maintains a NAMs page on
the EPA website; the page provides information on EPA’s implementation of the strategic plan. See
Alternative Test Methods and Strategies to Reduce Vertebrate Animal Testing, EPA, https://www.epa.go

v/assessing-and-managing-chemicals-under-tsca/alternative-test-methods-and-strategies-reduce (last
updated May 28, 2020).
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needed for programs the Agency administers under other environmental statutes.
For example, in the 1990s, EPA proposed regulations to require testing by
manufacturers and processors of more than 20 hazardous air pollutants in order to
gather data to support regulatory decisions mandated under the Clean Air Act.!
EPA did not finalize the proposed testing rule, but entered into enforceable consent
agreements with some manufacturers pursuant to which the manufacturers
conducted testing.’

Section 4 test rules also have been leveraged to assist other agencies, such as the
Occupational Safety and Health Administration (OSHA), that may need data regard-
ing a substance’s health and environmental effects.®* To ensure that the testing
performed under TSCA is responsive to the needs of other agencies, the original
TSCA established the 10-member Interagency Testing Committee (ITC) to recom-
mend chemical substances for priority consideration for such testing.*

The 2016 amendments to Section 4 introduced to TSCA a stronger action-forcing
provision that requires EPA to initiate regulatory action upon receiving information
that indicates “that there may be a reasonable basis to conclude that a chemical
substance or mixture presents a significant risk of serious or widespread harm to
human beings.” Within 180 days of receiving such information, EPA must initiate
action under Section 5 (for new chemical substances or uses), 6 (for existing chemi-
cal substances), or 7 (for imminently hazardous chemical substances) “to prevent or
reduce to a sufficient extent such risk.” Alternatively, EPA may publish a finding,
“made without consideration of costs or other nonrisk factors,” that the risk is not
unreasonable. The publication of a finding that a risk is not unreasonable is a final
agency action for purposes of judicial review.

§ 16:8 Procedures and requirements for test rules, orders, and consent
agreements

A test rule identifies the substance or mixture to be tested and sets deadlines for
completion of the testing," which is performed according to established test

[Section 16:7]

161 Fed. Reg. 33178 (June 26, 1996); see also 62 Fed. Reg. 67466 (Dec. 24, 1997); 63 Fed. Reg.
19694 (Apr. 21, 1998).

68 Fed. Reg. 33125 (June 3, 2003) (final enforceable consent agreement and testing consent or-
der for 1,2-ethylene dichloride); 64 Fed. Reg. 20298 (Apr. 26, 1999) (final enforceable consent agree-
ment and testing consent order for methyl isobutyl ketone).

3See In Vitro Dermal Absorption Rate Testing of Certain Chemicals of Interest to the Occupational
Safety and Health Administration, 69 Fed. Reg. 22402 (Apr. 26, 2004).

“TSCA § 4(e)(1), 15 U.S.C.A. § 2603(e)(1). TSCA requires the ITC to update its list of recom-
mended chemical substances and mixtures every six months. The Committee also can designate from
this list up to 50 chemical substances and mixtures for the priority testing list for which a testing or
information-gathering rulemaking should be initiated within one year. TSCA § 4(e)(1)(A), 15 U.S.C.A.
§ 2603(e)(1)(A).

*TSCA § 4(f), 15 U.S.C.A. § 2603(f). At the time TSCA was enacted, Congress was particularly
concerned about chemical substances that presented risks from cancer, gene mutations, or birth
defects. Prior to passage of the 2016 amendments, Section 4’s action-forcing provision was narrower in
scope and required EPA to take appropriate regulatory action only if the “significant risk of serious or
widespread harm to human beings” was from cancer, gene mutation, or birth defects.

*EPA may extend this 180-day period by up to 90 days if it publishes a notice of the extension
with an explanation of the need for more time. TSCA § 4(f), 15 U.S.C.A. § 2603(f).

[Section 16:8]

"The rules governing issuance of test rules, exemptions, and testing consent agreements are codi-
fied at 40 C.F.R. §§ 790.1 to 790.99.
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standards.? A test rule will specify that it applies to manufacturers, to processors, or
to both.® The rule also will identify which entities will initially be required to submit
letters of intent to conduct testing.” This will depend on which activities are associ-
ated with the risks being evaluated (e.g., manufacturing or processing).” Thus, when
promulgating a test rule, EPA often will identify two “Tiers” of entities subject to
the test rule. While legally subject to a test rule, persons in the second Tier need not
comply with the requirements of the test rule unless directed to do so in a
subsequent notice. Frequently, manufacturers of a chemical substance subject to a
test rule are placed in Tier 1, while processors of the substance are placed in Tier 2.°
However, persons in Tier 2 may be subject to claims for reimbursement by a
manufacturer who actually performs the test.’

Entities subject to the test rule may seek an exemption if they can demonstrate
that testing would be redundant.® Exempted persons must, if asked by those who
conducted a test, reimburse those persons for a share of the testing cost. If the par-
ties cannot agree on a reimbursement schedule among themselves, EPA may impose
one.’

EPA’s implementation of the test rules program was hindered in the early years
by the time and resources needed to build a record to support each rule. EPA
determined that case-by-case rulemaking was too burdensome and resource-
intensive. The Agency therefore developed an alternative practice of negotiating
consent agreements with chemical manufacturers and processors who agreed to
fund or perform the needed testing. Such testing agreements can be negotiated
more quickly and efficiently than a rule can be developed.™

Procedures for negotiating testing agreements had been integrated into the regula-
tions for development and promulgation of test rules long before the 2016
amendments.' The procedures afford manufacturers, processors, and other
interested parties up to six months to negotiate an agreement with EPA, though

’EPA has developed generic test guidelines on which chemical-specific test standards in TSCA
Section 4 test rules and consent agreements are based. 50 Fed. Reg. 39252 (Sept. 27, 1985) (codified at
40 C.F.R. Pts. 796 to 798). In addition, EPA may base test standards on certain internationally agreed-
upon test guidelines developed by the Organisation for Economic Co-operation and Development
(OECD). 50 Fed. Reg. 39472 (Sept. 27, 1985) (codified at 40 C.F.R. Pt. 796). These standards are
periodically reviewed and revised to keep them current. See, e.g., 62 Fed. Reg. 43820 (Aug. 15, 1997)
(codified at 40 C.F.R. Pt. 799, Subpt. H) (establishing 11 new health effects testing guidelines for TSCA
Section 4 test rules); 65 Fed. Reg. 78746 (Dec. 15, 2000) (codified at 40 C.F.R. Pt. 799, Subpt. E)
(establishing 15 new health effects testing guidelines). EPA has also prescribed good laboratory prac-
tices for conducting tests under Section 4. 40 C.F.R. §§ 792.1 to 792.195.

%40 C.F.R. § 790.42.

40 C.F.R. § 790.42.

°40 C.F.R. § 790.42.

®See, e.g., 40 C.F.R. § 799.5085 (chemical testing requirements for first group of high production
volume chemicals).

’See 40 C.F.R. Pt. 791.

8TSCA § 4(c), 15 U.S.C.A. § 2603(c); 40 C.F.R. §§ 790.80 to 790.99. EPA will conditionally approve
a request for an exemption if the Agency has received a letter of intent to conduct the testing from an-
other party; if the chemical substance or mixture is equivalent to another substance or mixture for
which data have been, or are being, submitted under a test rule; or if submission of required test data
concerning that chemical substance or mixture would be duplicative of data that have been, or are be-
ing, submitted to EPA in accordance with a test rule. 40 C.F.R. § 790.87.

*TSCA § 4(c)(3)(A), 15 U.S.C.A. § 2603(c)(3)(A); 40 C.F.R. Pt. 791.

%See, e.g., 47 Fed. Reg. 335 to 336 (Jan. 5, 1982); 46 Fed. Reg. 53775 (Oct. 30, 1981) (preliminary
and final decisions not to propose a test rule for alkyl phthalates or benzyl butyl phthalate).

"See Procedures Governing Testing Consent Agreements and Test Rules, 40 C.F.R. Pt. 790. EPA
reviewed its testing consent order and test rule development process and expected to propose efficiency-
enhancing amendments to these procedures by late 1998. See 63 Fed. Reg. 22690, 22694 (Apr. 27,
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EPA may extend negotiations at its discretion if it seems likely that the parties can
reach a final agreement. If an agreement cannot be reached, EPA will proceed to
develop a test rule. If an agreement is reached, it will be implemented as a consent
order specifying the required tests and a schedule for performing them, and requir-
ing signatory manufacturers and processors to comply with other TSCA require-
ments that are triggered by test rules. Signatory parties also must acknowledge
that they are subject to the TSCA enforcement provisions that apply to test rules.*
EPA has posted testing results obtained using its Section 4 testing authority and
voluntary testing agreements in ChemView, the Agency’s publicly accessible online
database for regulatory and health and safety information about chemical
substances.*

Although the 2016 amendments to TSCA specifically contemplate negotiated test-
ing agreements (a feature that was included in the amendments to acknowledge
EPA’s prior practices in this regard), as of this writing, the Agency has not entered
into any negotiated Section 4 testing agreements.

§16:9 Voluntary testing initiatives prior to the 2016 amendments

Beginning in the late 1990s, the Agency launched several initiatives aimed at
fulfilling its priority data needs through programs that encourage voluntary testing
by the U.S. chemical industry. These initiatives focused primarily on (1) organic
high production volume (HPV) chemical substances and (2) chemical substances of
particular potential concern to children (the Voluntary Children’s Chemical Evalua-
tion Program, or VCCEP)." Following the HPV program’s inception in 1998, chemi-
cal manufacturers and importers “sponsored,” i.e., developed and submitted basic
hazard data for, more than 2,200 chemical substances.? To address chemical sub-
stances that were eligible for sponsorship but were not sponsored, the first HPV test
rule concerning 17 “orphan” chemical substances was published on March 16, 2006.°
EPA also utilized its authority under TSCA Section 8(a) and (d) to issue rules to
gather production volume and exposure information in addition to existing health
and safety data on orphan HPV chemical substances.*

The Chemical Assessment and Management Program (ChAMP) was a subsequent
effort announced by the Agency in March 2008, intended to encourage voluntary

1998). The Agency did eventually amend its procedures, but not until a decade later. See 75 Fed. Reg.
56472 (Sept. 16, 2010).

240 C.F.R. § 790.60(a)(13).

BData Development and Information Collection to Assess Risks, EPA, https://www.epa.gov/assessi
ng-and-managing-chemicals-under-tsca/data-development-and-information-collection-assess-risks.
[Section 16:9]

'Chemical substances produced in annual volumes of at least one million pounds are considered
HPV chemicals. See Data Collection and Development on High Production Volume (HPV) Chemicals,
65 Fed. Reg. 81686, 81688 (Dec. 26, 2000). On December 26, 2000, EPA launched the VCCEP Pilot by
asking companies that manufactured or imported one or more of the 23 chemical substances selected
for the program to volunteer to sponsor their chemical substances and provide information on health
effects, exposure, risk, and data needs. See Voluntary Children’s Chemical Evaluation Program, 65
Fed. Reg. 81700 (Dec. 26, 2000). Thirty-five companies and 10 consortia responded, volunteering to
sponsor 20 chemical substances. In July 2011, the EPA Office of the Inspector General released a
report that criticized the VCCEP for failing to achieve children’s health protection goals. EPA, EPA’s
Voluntary Chemical Evaluation Program Did Not Achieve Children’s Health Protection Goals (July 21,
2011), https:/www.epa.gov/sites/production/files/2015-10/documents/20110721-11-p-0379.pdf. The VC-
CEP is no longer active.

’See Charles M. Auer, Old TSCA, New TSCA, and Chemical Testing, 158 Daily Env’t Rep. (BNA
Bloomberg) B-1 (Aug. 16, 2016).

3See Testing of Certain High Production Volume Chemicals, 71 Fed. Reg. 13708 (Mar. 16, 2006).
71 Fed. Reg. 47122 (Aug. 16, 2006); 71 Fed. Reg. 47130 (Aug. 16, 2006).
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testing by the U.S. chemical industry.” ChAMP was a voluntary program created to
implement commitments that the United States made at the Security and Prosper-
ity Partnership of North America Leaders Summit in August 2007. The United
States agreed to complete screening-level hazard, exposure, and risk characteriza-
tions on an estimated 6,750 chemical substances, including HPV chemical sub-
stances and Moderate Production Volume (MPV) chemical substances.® Based on
these assessments, the Agency planned to prioritize the substances to indicate
whether additional data or control measures were needed to address potential
hazards and risks. The ChAMP effort built on EPA’s prior work under the HPV
Challenge Program and the data collected under the 2006 Inventory Update Rule.’

Following the 2008 election, the Obama administration suspended the ChAMP
program, concluding that the categorization of thousands of chemicals would take
years and would be based on incomplete information in the absence of mandatory
data submission or testing requirements.® As discussed in Section 16:29, the Obama
administration instead announced a new approach to assessing existing chemical
substances.

III. PREVENTION OF UNREASONABLE RISK: REGULATION OF NEW
CHEMICAL SUBSTANCES

§16:10 Introduction

A major theme of TSCA is the anticipation and prevention of new and unreason-
able risks from exposure to chemical substances and mixtures. A new risk may arise
in two ways: through the manufacture of a new chemical substance or through the
use of an existing chemical substance in a new way that involves increased human
exposure or release to the environment. Thus, to the extent TSCA was crafted to en-
able EPA to gather and review test data and related information about chemical
substances, the cornerstone provision of the 1976 legislation arguably was Section
5—which permits EPA to assess and take measures to prevent new risks through
(1) premanufacture review and regulation of new chemical substances and (2)
promulgation of “significant new use rules” or “SNURs.”

Premanufacture review permits EPA to identify and take steps to regulate and
gather data concerning chemical substances for which concerns might exist before
they enter the stream of commerce. SNURs identify chemical substances or catego-
ries of substances of potential concern to EPA and require notice to EPA before such
substances may be used in a manner not specifically permitted by the SNUR. Sec-
tion 5 was the first piece of U.S. environmental legislation to incorporate principles
that would later be dubbed “pollution prevention.”

As discussed in Section 16:13, the 2016 amendments enhanced EPA’s role as a
gatekeeper by incorporating a requirement into Section 5 that EPA make an affir-
mative determination (before a new substance may be manufactured) regarding
whether a substance presents or is not likely to present an unreasonable risk to

*Jeff Kinney, North American Agreement Said to Provide Targeted Approach for Testing, Regula-
tion, 53 Daily Env’t Rep. (Bloomberg BNA) A-8 (Mar. 19, 2008).

®HPV chemicals are those substances that are reported under the 2006 Inventory Update Report-
ing rule (IUR), now known as the Chemical Data Reporting rule, as being produced or imported in
quantities greater than or equal to one million pounds a year. MPV chemicals are those substances
that are reported under the 2006 IUR as being produced or imported in quantities greater than or
equal to 25,000 and less than one million pounds per year.

’See 70 Fed. Reg. 75059, 75068 (Dec. 19, 2005).

®Maria Hegstad, Industry Attacks EPA Chemical ‘Action Plans’ In Advance of TSCA Reform,
Inside EPA (Nov. 24, 2009); Pat Rizzuto, Chemical Assessment, Management Program Officially
Superseded by New EPA Approach, 189 Daily Env’t Rep. (Bloomberg BNA) A-13 (Oct. 2, 2009).
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health or the environment.

§ 16:11 Premanufacture review of new chemical substances—The role of
the TSCA Chemical Substance Inventory

Section 5 of TSCA creates notification requirements that must be satisfied before
a company may lawfully manufacture or import a “new chemical substance.” A new
chemical substance is one that is subject to TSCA but does not already appear on
the TSCA Chemical Substance Inventory (TSCA Inventory or the Inventory)." The
Inventory is inclusive of all chemical substances that are manufactured or imported
for industrial uses as well as substances that are used in formulating virtually
every commercial and consumer product distributed in U.S. commerce and in
products exported to other countries. Listed on the Inventory are organics and
inorganic chemical substances; polymers; and chemical substances of unknown or
variable composition, complex reaction products, and biological materials (sometimes
referred to as UVCBs). Thus, the TSCA Inventory functionally constitutes a
comprehensive listing of all “existing” chemical substances. The TSCA Inventory
was created and is maintained pursuant to Section 8(b), which requires EPA to
compile, keep current, and publish a list of each chemical substance that is
manufactured or processed in the United States.?

The Inventory was created shortly after enactment of the original statute and
therefore comprises all chemical substances manufactured in or imported to the
United States for commercial purposes since January 1, 1975. EPA compiled the
initial TSCA Inventory in 1979 based on information collected from manufacturers
and importers through EPA’s initial Inventory reporting regulations.® Naturally oc-
curring substances are considered to have been automatically included on the
Inventory.*

Today, more than 86,000 chemical substances are listed on the TSCA Inventory.®
As discussed in Section 16:35, the 2016 amendments to TSCA Section 8 required
that the Inventory be updated to reflect which chemical substances are currently
“active” and which are “inactive.” Following a rulemaking and exercise requiring
reporting to EPA by chemical manufacturers, importers, and processors, EPA
completed the process for making these designations in 2019.° It is unlawful to
manufacture, process, or use for commercial purposes a substance which is listed as
“inactive” on the Inventory. Nevertheless, substances that are designated as “inac-
tive” on the Inventory are not subject to the full Section 5 notification requirements
for “new chemicals.” Instead, any entity that wishes to “reactivate” a substance
because it intends to manufacture, import, or process it in the U.S. may do so by
submitting to EPA a simplified notice, known as a Notice of Activity (NOA) Form
B

An entirely new substance is added to the Inventory only when EPA receives a
notice of commencement (NOC) of manufacture of the new substance following its
successful completion of the Section 5 premanufacture review process, discussed in

[Section 16:11]
'TSCA § 3(9), 15 U.S.C.A. § 2602(9).
>TSCA § 8(b)(1), 15 U.S.C.A. § 2607(b)(1).
340 C.F.R. §§ 710.1 to 710.4.
440 C.F.R. § 710.4(b).

®About the TSCA Chemical Substance Inventory, EPA, https:/www.epa.gov/tsca-inventory/about-t
sca-chemical-substance-inventory.

6See 84 Fed. Reg. 21772 (May 15, 2019).
"See discussion infra in Section 16:35.

23



§ 16:11 Law or ENVIRONMENTAL PROTECTION

detail below.® EPA also updates and refines information it maintains concerning
substances listed on the Inventory through its “Chemical Data Reporting” (CDR)
rule, which requires manufacturers (including importers) to periodically submit in-
formation on the chemical substances they produce domestically or import into the
United States.® EPA also has issued guidance under which manufacturers and
importers may request corrections to the Inventory, but in practice such corrections
now are rarely sought or allowed, given how long it has been since the original
Inventory was established.*

Prior to importing or manufacturing a chemical substance, an importer or
manufacturer must ascertain whether the substance appears on the TSCA
Inventory. There are two portions of the TSCA Inventory: a non-confidential por-
tion, which is available to the public, and a confidential portion, which lists chemi-
cal substances whose identities have been claimed as confidential by their
manufacturers and which may be reviewed only by EPA.** In conjunction with its ef-
forts to modernize the Inventory so that it more accurately conveys the identities of
chemical substances currently in commerce, the 2016 amendments require EPA to
undertake a plan to systematically review existing confidentiality claims for
Inventory-listed substances that are “active” in commerce (i.e., those which have
been produced or processed during the preceding 10-year period)."”” The 2016 amend-
ments also required EPA to develop a system to assign a unique identifier to each
specific chemical identity that is protected from disclosure (because it is treated as
confidential business information or “CBI”) and to publish a list (to be updated each
year) of the unique identifiers.”® The TSCA Inventory posted in September 2019 was
the first to include this unique identifier information. Confidential chemical identi-
ties also are represented to the general public using generic names that are intended
to be as descriptive as possible while still masking the portion of the chemical’s
identity that is the important trade secret.

To determine whether a substance is on the non-confidential portion of the TSCA
Inventory, it is advisable to search the frequently updated electronic version of the
TSCA Inventory.” EPA will search the confidential portion of the TSCA Inventory
on behalf of any person who demonstrates a bona fide intent to manufacture or
import a chemical substance for commercial purposes.”

In some cases, potential manufacturers may intend to use reactants whose specific
chemical identities are held confidential by their suppliers. Similarly, a potential
importer may intend to bring into the United States a substance whose identity is
known only to its foreign manufacturer. In these instances, the domestic or foreign
manufacturer of the confidential substance can provide a letter of support, including
specific chemical identity information, directly to EPA. Manufacturers and import-
ers of such chemical substances should take steps to ensure that they are promptly
apprised of any changes in the chemical composition of the substances they obtain
to avoid inadvertently producing or importing a different substance than the one

8See § 16:18, infra.

See § 16:35, infra. The regulations governing updates and refinements to the Inventory were
formerly known as the “Inventory Update Reporting” rule. See 76 Fed. Reg. 50816 (Aug. 16, 2011).

145 Fed. Reg. 50544 (July 29, 1980). Requests for correction must address inadvertent errors in
describing the chemical identity of manufactured and imported substances.

“Confidential substances are also identified on the non-confidential portion of the Inventory by
generic name.

12Gee discussion infra § 16:35.

BTSCA § 14(g)(4), 15 U.S.C.A. § 2613(g)(4); see also 83 Fed. Reg. 30168 (June 27, 2018).

“Access to the TSCA Inventory and related information is available at https:/www.epa.gov/tsca-i
nventory.

°40 C.F.R. § 720.25(b).
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authorized.

Determining whether a substance is on the Inventory can involve complex issues
of chemical nomenclature. Many potential violations of Section 5 arise from errors
in determining chemical identity or in understanding chemical nomenclature
conventions used by EPA, which may lead manufacturers mistakenly to believe that
a substance is listed on the TSCA Inventory. EPA has developed numerous policy
statements and guidance documents on how to identify certain chemical substances
for the purpose of assigning unique and unambiguous descriptions for each
substance listed on the TSCA Inventory.” To ensure the 2016 amendments were not
misinterpreted by EPA officials as a mandate to “undo” or “clean up” certain Inven-
tory listings that have presented challenges to EPA and the regulated community
alike, the legislation provided instruction to EPA regarding nomenclature. The 2016
amendments require that EPA maintain the long-established use of Class 2 chemi-
cal nomenclature and the Soap and Detergent Association Nomenclature System,
and also that individual members of categories of “statutory mixtures” identified by
EPA be treated as included on the Inventory.” EPA is also given discretion to recog-
nize multiple Inventory listings as a single chemical substance if a manufacturer or
processor demonstrates that a chemical substance appears multiple times under dif-
ferent names."

Polymers meeting certain criteria may be subject to a specific exemption to the
Section 5 notification procedures. This can substantially simplify the ordinary
requirements for new substances subject to premanufacture notification. In general,
polymers are characterized as substances having a sequence of one or more types of
repeating monomer units bonded to two or more other molecules and having a mo-
lecular weight distribution among the molecules present in the chemical substance
that is primarily attributable to differences in the number of monomer units
contained in the substance.” Although many polymers are produced in accordance
with this exemption to the premanufacture notification (PMN) requirement
(discussed in more detail later) that permits them not to be identified on the Inven-
tory, nonexempt polymers and others that manufacturers have elected to submit
through the PMN process are listed. In such cases, polymers are identified on the
Inventory based on their starting materials. Under the so-called “two percent rule,”
all monomers and other reactants used at greater than 2% by weight in the
manufacture of the polymer (based on the dry weight of the polymer manufactured)
must be listed; monomers and other reactants used at 2% or less are listed only if
the manufacturer so requests.”

EPA revised the 2% rule in 1995 to allow alternative methods for determining the
level of reactant or monomer in a polymer. The weight percentage may be based on

5See EPA’s Review Process for New Chemicals: Policies and Guidance, EPA, https://www.epa.gov/r
eviewing-new-chemicals-under-toxic-substances-control-act-tsca/epas-review-process-new-chemicals#po
licies.

YTSCA § 8(b)(3)(A), 15 U.S.C.A. § 2607(b)(3)(A).

BTSCA § 8(b)(3)(B), 15 U.S.C.A. § 2607(b)(3)(B).

YEPA, Toxic Substances Control Act: Inventory Representation for Polymeric Substances (not
dated), https:/19january2017snapshot.epa.gov/sites/production/files/2015-05/documents/polymers.pdf.

240 C.F.R. § 720.45(a)(2); see also EPA, Instruction Manual for Reporting under the TSCA § 5
New Chemicals Program (2015), https://www.epa.gov/sites/production/files/2015-06/documents/instructi
on_manual 2015 5-26-2015.pdf. The decision whether to list reactants used at less than 2% affects the
manufacturer’s ability to vary the formulation of the polymer. The quantities of each reactant listed on
the Inventory as part of a polymer may be varied without submission of a premanufacture notice. The
polymer will be considered a new chemical substance, however, if (1) any reactant included in the
name listed on the Inventory is eliminated or (2) any reactant not included in the name listed on the
Inventory is used at a level above 2%. See 48 Fed. Reg. 41132, 41134 (Sept. 13, 1983); 60 Fed. Reg.
16298, 16304 to 16305 (Mar. 29, 1995).
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either (1) the weight of monomer or other reactant actually “charged,” or added, to
the reaction vessel (which was formerly the only permissible methodology); or (2)
the minimum weight of monomer or other reactant required in theory to account for
the actual weight of monomer or other reactant chemically “incorporated,” or
combined, in the polymer.*

§ 16:12 Premanufacture review of new chemical substances—The
premanufacture notice (PMN) requirement

A person who intends to manufacture or import a chemical substance that does
not appear on the TSCA Inventory must satisfy TSCA’s PMN requirements. Section
5(a), as amended in 2016, requires such persons to notify EPA at least 90 days
before manufacturing or importing a new chemical substance for commercial
purposes and to await a risk determination by EPA." The PMN must be submitted
electronically using software available from EPA and must contain all information
specified in the form, to the extent it is known to or reasonably ascertainable by the
submitter.”? The required information includes the chemical name and molecular
formula and structure of the chemical substance to be manufactured; categories or
proposed categories of use; estimates of total amounts to be manufactured or
processed for each use; a description of byproducts resulting from manufacture,
processing, use, or disposal; estimates of employee exposure; and the method to be
used to dispose of the substance.’

The PMN submitter is generally not required to develop any new health or safety
information or test data before submitting the PMN (although EPA has authority to
order the development of new information if the Agency determines the information
is necessary to review the PMN).” However, the submitter must provide all data in
the submitter’s possession, or information known to or reasonably ascertainable by
him or her, concerning the health or environmental effects of the chemical
substance.” Even if development of toxicity data for the purposes of PMN submis-
sion is not required, manufacturers may nonetheless wish to develop and submit
such data with the PMN under certain circumstances. EPA has published informal
guidance, which is available from the EPA Office of Pollution Prevention and Tox-
ics, identifying categories of chemical substances for which the Agency is likely to

2160 Fed. Reg. 16304 to 16305, 16310 to 16311. The amendment, according to EPA, provides a bet-
ter indicator of polymer properties while at the same time allowing manufacturers greater flexibility in
commercial innovation; reducing the number of premanufacture notices, see § 16:12, infra, represent-
ing only slight variations in polymer composition; and providing greater consistency with international
reporting policies. EPA warned, however, that use of the “incorporation” method could have regulatory
consequences, e.g., where the percentage of chemical incorporation increases from 2% or less to greater
than 2% due to a modification in the manufacturing process, even though no change occurs in the
amounts and identities of the reactants actually charged. See 60 Fed. Reg. 16304; 58 Fed. Reg. 7661,
7664 to 7665 (Feb. 8, 1993). For additional guidance, consult EPA’s Polymer Exemption Guidance
Manual, EPA 744-B-97-001 (June 1997), https://www.epa.gov/sites/production/files/2015-03/documents/
polyguid.pdf.

[Section 16:12]

TSCA § 5(a)(1), 15 U.S.C.A. § 2604(a)(1). As previously explained, although the PMN provision
refers only to “manufacture,” this term is defined under TSCA to include importation. TSCA § 3(7), 15
U.S.C.A. § 2602(7). Thus, both manufacturers and importers are subject to the PMN requirements.
See, e.g., 40 C.F.R. § 720.57.

240 C.F.R. §§ 720.40, 720.45.

%40 C.F.R. § 720.45. EPA amended the PMN rules in 1995 to require that submitters provide the
currently correct Chemical Abstracts Index Name or Chemical Abstracts Preferred Name for each
chemical substance included in the notice. See 60 Fed. Reg. 16298 to 16302.

“TSCA § 4(a)(2)(A){), 15 U.S.C.A. § 2605(a)(2)(A)i).
5See 40 C.F.R. § 720.50.
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initiate regulatory action to obtain toxicity data during the PMN review process. To

avoid delays in PMN review, many companies provide the specified data with the
PMN.°

§ 16:13 Premanufacture review of new chemical substances—EPA risk
determination is required

The 2016 amendments to TSCA made modifications to the Section 5 provisions to
require that EPA reviewers make an affirmative determination on all PMNs before
manufacture may commence.' Previously, if EPA took no regulatory action on a
PMN submission, the person who submitted the PMN could begin to manufacture
or import the chemical substance 90 days after the PMN filing. EPA may extend
this 90-day review period up to an additional 90 days “for good cause.” If EPA does
not render a determination within the 90-day review period (or extension period),
the agency must refund the review fees required to be submitted with the PMN.?

If EPA issues a determination authorizing manufacture, the person who submit-
ted the PMN may begin to manufacture or import the chemical substance. That
person must submit a notice of commencement of manufacture (NOC) on a standard
electronic reporting form to EPA on, or within 30 calendar days after, the first day
of manufacture or importation for a nonexempt* commercial purpose.” The chemical
substance is added to the TSCA Inventory and becomes an existing chemical
substance as soon as EPA receives a complete NOC; thereafter, others may
manufacture or import the substance without filing a PMN. Thus, the TSCA Inven-
tory has the potential to change daily; EPA has been able to provide updates to the
public portion periodically during recent years. Notwithstanding the investment of
time and resources required to prepare and submit new chemical notifications to
EPA, the Agency receives NOCs for only a fraction of the PMNs received. Between
the date the amended statute went into effect and the beginning of August 2020,
the rate of NOCs received represented approximately one-third of the submissions
EPA received and reviewed in the new chemicals review program.® Notices received
by EPA for certain exemptions do not result in the chemical substance notified be-
ing listed on the Inventory; thus, substances subject to such exemptions remain
“new chemicals” for purposes of the Inventory and the new chemical notification
requirements.

It bears emphasis that the NOC may be filed only by the PMN submitter and only
after nonexempt commercial manufacture begins. The first nonexempt manufacture—
and not the first commercial sale—triggers the NOC requirement. An NOC should
not be filed if, for example, following completion of PMN review, a company sells

®A comprehensive set of interpretive guidance documents on the PMN requirements is available
on EPA’s website at EPA’s Review Process for New Chemicals: Policies and Guidance, EPA, https://ww
w.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/epas-review-process-new-c
hemicals#policies.

[Section 16:13]
'TSCA § 5(a)(1)(B)(ii), 15 U.S.C.A. § 2604(a)(1)(B)(ii).
>TSCA § 5(c), 15 U.S.C.A. § 2604(c).
*TSCA § 5(a)(4)(A), 15 U.S.C.A. § 2604(a)(4)(A).

“A nonexempt purpose would include the initial commercial-scale (e.g., non-R&D) quantity that is
produced in or imported for domestic use. Sections 16:15 through 16:20 discuss other exempt purposes.

°40 C.F.R. § 720.102. See About the TSCA Chemical Substance Inventory: How are chemicals
added to the Inventory?, EPA, https://www.epa.gov/tsca-inventory/about-tsca-chemical-substance-invent
ory#howare.

®Statistics for the New Chemicals Review Program under TSCA, EPA, https:/www.epa.gov/review

ing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-review#noc (last
updated Aug. 5, 2020).
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excess stocks of a chemical substance manufactured under the R&D exemption.’

§ 16:14 Premanufacture review of new chemical substances—EPA review
and regulatory responses

After a PMN is submitted, EPA evaluates the information in the PMN, and other
information available to the Agency, to make a regulatory determination. TSCA, as
amended in 2016, establishes three categories of such determinations. First, EPA
may determine that a new chemical substance “presents an unreasonable risk” to
health or the environment." If EPA makes such a finding, it must take certain
regulatory actions; these include either issuing a Section 6 rule, which takes effect
upon publication, or issuing an administrative order under Section 5(f), which
would take effect at the end of the PMN review period. Such action would limit or
prohibit the manufacture and use of the substances.” To date, no Section 5(f) or Sec-
tion 6 actions have been taken in the PMN context by EPA during the period follow-
ing the 2016 amendments to TSCA.®

The second category of risk determinations permits EPA to find:

(1) that insufficient information is available “to permit a reasoned evaluation of
the health and environmental effects” of the new chemical substance;

(2) that in the absence of sufficient information to evaluate health and
environmental risks, the substance “may present an unreasonable risk” to
health or the environment; or

(3) that the substance is or will be produced in “substantial quantities” and ei-
ther that it may be anticipated to enter the environment in substantial
quantities or that there is or may be “significant or substantial human
exposure to the substance.”

If EPA makes one or more of the findings in this second category of determina-
tions—an “insufficient information” determination, a “may present an unreasonable
risk” determination, or a “substantial quantities” (an “exposure-based”) determina-
tion—the Agency must issue an administrative order under Section 5(e) that
prohibits or limits the manufacture, processing, distribution in commerce, use, or
disposal of the substance to the extent necessary to protect against an unreasonable
risk of injury to health or the environment.’ The order takes effect on the expiration
of the applicable review period. Such Section 5(e) orders are issued “pending the
development of additional information.” In such cases, the PMN submitter may
commence manufacture but must comply with the order’s terms and might generate
additional data intended to provide EPA with sufficient data to undertake a more
thorough evaluation and perhaps amend or revoke the administrative order (or
some of its restrictions). Adversarial orders under Section 5(e) can be administra-
tively difficult for EPA. Consequently, during the PMN review process, EPA might
engage actively in discussions and negotiations with the PMN submitter. Such
discussions often result in the notice submitter agreeing to withdraw its notice or to
voluntarily “suspend” the notice review for a period sufficient to gather information

"See 51 Fed. Reg. 15096, 15101 (Apr. 22, 1986).
[Section 16:14]

TSCA § 5(a)(3)(A), 15 U.S.C.A. § 2604(a)(3)(A).

*TSCA § 5(H)(2)—(3), 15 U.S.C.A. § 2604(f)(2)—(3).

3Statistics for the New Chemicals Review Program under TSCA, EPA, https:/www.epa.gov/review
ing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-review#stats (last
updated Aug. 5, 2020).

*TSCA § 5(a)(3)(B), 15 U.S.C.A. § 2604(a)(3)(B).
*TSCA § 5(e)(1)(A), 15 U.S.C.A. § 2604(e)(1)(A).
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that might alter EPA’s initial findings, or to consider entering into a negotiated
agreement. Thus, both prior to, and following, the 2016 amendments to TSCA, the
use of negotiated Section 5(e) consent orders is a practice that continues to be the
predominant mechanism for restricting uses and requiring the submission of test
data on new chemical substances. Nearly 600 of the approximately 3,000 substances
reviewed since the 2016 amendments have become the subject of consent orders
with restrictions on manufacture.’

The third determination EPA may make is to conclude that the new chemical
substance “is not likely to present an unreasonable risk” to health or the environ-
ment; in such instance, no regulatory action would be taken.” If EPA advises the
PMN submitter that the new chemical substance is not likely to present an unrea-
sonable risk to health or the environment, the PMN submitter may commence
manufacturing immediately.® Although EPA also must publish its finding in the
Federal Register “as soon as practicable before the expiration” of the applicable
review period, Federal Register publication is not a prerequisite for the commence-
ment of manufacturing.® As of August 2020, the Agency had made a “not likely to
present an unreasonable risk” determination for more than 500 of approximately
3,000 substances reviewed since the 2016 amendments.™

EPA must make these Section 5 determinations “without consideration of costs or
other nonrisk factors,” and must give consideration to whether there will be “an un-
reasonable risk to a potentially exposed or susceptible subpopulation identified as
relevant by the Administrator under the conditions of use.”* “Potentially exposed or
susceptible subpopulations” is a term that reappears throughout the 2016 amend-
ments to TSCA. The amended Section 3 definitions specify that the phrase refers to
“a group of individuals within the general population identified by the [EPA]
Administrator who, due to either greater susceptibility or greater exposure, may be
at greater risk than the general population of adverse health effects from exposure
to a chemical substance or mixture, such as infants, children, pregnant women,
workers, or the elderly.”*?

The PMN review process consists of four distinct, successive technical phases: the
chemistry review phase, the hazard (toxicity) evaluation phase, the exposure evalu-
ation phase, and the risk assessment/risk management phase. These phases are
structured to permit EPA staff to reach a determination within 90 days of receipt of
the PMN. EPA has illustrated the process in the following flowchart.

®Statistics for the New Chemicals Review Program under TSCA, EPA, https:/www.epa.gov/review
ing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-review#stats (last
updated Aug. 5, 2020).

"TSCA § 5(a)(3)(C), 15 U.S.C.A. § 2604(a)(3)(C).
STSCA § 5(g), 15 U.S.C.A. § 2604(g).
TSCA § 5(g), 15 U.S.C.A. § 2604(g).

9See Statistics for the New Chemicals Review Program under TSCA, EPA, https://www.epa.gov/re
viewing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-review (last
updated Aug. 5, 2020).

UTSCA § 5(a)(3)(A), (C), 15 U.S.C.A. § 2604(a)(3)(A), (C).
2TSCA § 3(12), 15 U.S.C.A. § 2602(12).
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Most PMNs historically have contained little or no toxicity test data;* for this rea-
son, much of the toxicity evaluation has rested on structural similarity to analogous
chemical substances about which more is known.” EPA also considers the extent of
human exposure to the substance or its byproducts that might occur during
manufacture, processing, use, and disposal of the PMN chemical substance, as well
as the likelihood and magnitude of such releases.'® Agency reviewers further evalu-
ate the likelihood that the chemical substance may be manufactured in larger
volumes or manufactured or used in ways other than those disclosed in the PMN."
EPA staff frequently must communicate informally with the submitter to clarify in-
formation in the PMN and to obtain additional information. Such requests for infor-
mation and additional data often prompt the PMN submitter to request a “volun-
tary” suspension of the PMN review period to gather and submit the information
requested.’®

The basis for this practice of EPA granting “voluntary” suspensions and engaging
in negotiations during the PMN review period has been a staple of Agency practice
in the new chemicals program almost since its inception and its origins can be
explained as follows. The threat of issuing an adversarial “Section 5(e)” or “5(f)” Or-
der (and the concerns that such an adversarial order might generate bad publicity
for a PMN submitter) has given EPA substantial leverage over manufacturers of
new chemical substances. In an effort to remain in good standing with EPA, to be
responsive to information requests and hopefully ensure eventual market entry
(and to simultaneously avoid being cast in an unfavorable light), most submitters
try to address potential concerns about risk by providing information that addressed
data gaps identified by EPA and by “agreeing” to enter negotiated “Consent” Orders
as a condition of market entry. Still others elect to withdraw their PMNs voluntarily.
Approximately 300 such withdrawals have occurred since the 2016 amendments
and, as of mid-2020, it appears that as many as 1,000 notices might remain in
suspension—perhaps with data gathering efforts or negotiations with EPA person-
nel ongoing."™

EPA has used Section 5(e) Consent Orders creatively to implement a variety of
regulatory goals in the context of the new chemical program. This includes OSHA-
like programs, such as requiring the PMN submitter to implement employee protec-
tion procedures and personal protective equipment and safety training. Consent
Orders often specify the methods of disposal of production wastes and byproducts.
Through an agreement with the original PMN submitter, EPA can leverage its
contract manufacturers, and even impose restrictions on sales to persons who do not
agree to use the same manufacturing, process, and use limitations as the
manufacturer. The Agency has used Consent Orders to restrict domestic manufac-

14A 1983 study of the information content of PMNs found that 47% of PMNs contained no toxicity
data at all, while those that contained at least one element of data seldom reflected more than simple
acute toxicity tests. Office of Technology Assessment, The Information Content of Premanufacture
Notices 15, 50-51 (1983), https:/www.princeton.edu/ ota/disk3/1983/8313/8313.PDF.

®0ffice of Technology Assessment, The Information Content of Premanufacture Notices 15, 19, 51
(1983), https://www.princeton.edu/ ota/disk3/1983/8313/8313.PDF.

*TSCA § 5(b)(4)(A), 15 U.S.C.A. § 2604(b)(4)(A); Office of Technology Assessment, The Information
Content of Premanufacture Notices 15, 33—37 (1983).

YOffice of Technology Assessment, The Information Content of Premanufacture Notices 15, 7879
(1983).

5 Before EPA prohibits or restricts the manufacture, processing, distribution in commerce, use, or
disposal of a new chemical substance to address workplace exposures, the Agency must consult “[t]o
the extent practicable” with the Occupational Health and Safety Administration. TSCA § 5(f)(5), 15
U.S.C.A. § 2604()(5).

YStatistics for the New Chemicals Review Program under TSCA, EPA, https:/www.epa.gov/review
ing-new-chemicals-under-toxic-substances-control-act-tsca/statistics-new-chemicals-review#stats.
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ture of imported substances and to require that certain substances are only
manufactured or processed in certain physical forms or within specific equipment or
manufacturing plants.”®> EPA has also been adept at tailoring the use of Consent
Orders to impose testing requirements on high-volume chemicals® and to impose
restrictions on substances that appear to be persistent and bioaccumulative
chemicals.? The 2016 amendments to TSCA have served to increase, rather than
lessen, the percentage of chemical substances that undergo Section 5 reviews for
which restrictions are being imposed through such “agreements.”

The 2016 amendments to the new chemical review process ultimately resulted in
a backlog of PMNs, which EPA pledged to reduce.”® In November 2017, EPA issued
an initial document outlining its “Working Approach” to making determinations
regarding new chemicals under Section 5 of TSCA.** In December 2019, EPA
published an updated Working Approach document.”® The Working Approach docu-
ment describes EPA’s guiding principles and concepts as well as the decision-making
logic and process for the Agency’s review of Section 5 notices, including PMNs. The
document includes a flowchart showing three questions on which EPA focuses dur-
ing new chemical reviews. The three questions involve: (1) identifying the intended,
known, and reasonably foreseen conditions of use; (2) considering whether there is
sufficient information to perform a reasoned evaluation; and (3) evaluating whether
a SNUR can adequately address concerns regarding a reasonably foreseen use.

See generally EPA, Toxic Substances Control Act (TSCA) Report to Congress for Fiscal Year
1984, at 7-12 (1985); EPA, Toxic Substances Control Act (TSCA) Report to Congress for Fiscal Year
1985, at 11-18 (1986).

“1See Exposure-Based Policy under Section 5 of TSCA, EPA, https://www.epa.gov/reviewing-new-c
hemicals-under-toxic-substances-control-act-tsca/exposure-based-policy-under-section.

?2See Policy Statement on a New Chemicals Category for Persistent, Bioaccumulative, and Toxic
(PBT) Chemicals, EPA, https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-ac
t-tsca/policy-statement-new-chemicals.

23Tiffany Stecker & Pat Rizzuto, EPA Pledges Long-Term Elimination of New Chemicals Backlog,
Bloomberg Law (June 13, 2017).

*EPA, New Chemicals Decision-Making Framework: Working Approach to Making Determina-
tions Under Section 5 of TSCA (Nov. 6, 2017).

EPA, TSCA New Chemical Determinations: A Working Approach for Making Determinations
under TSCA Section 5 (Dec. 2019), available at https://www.regulations.gov/document?’D=EPA-HQ-OP
PT-2019-0684-0002.

32



Toxic SUBSTANCES § 16:14

Figure 1: TSCA Section 5(a)(3) Determination Pathways.
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§ 16:15 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement

Pursuant to its authority under Section 5(h) to exempt certain substances from
the PMN requirements, EPA has promulgated regulations that exempt several cate-
gories of chemical substances from all or some of the PMN notice requirements.
These categories include chemical substances produced in low volumes; chemical
substances used solely for research and development; chemical substances expected
to have low release and low exposure; chemical substances manufactured for test
marketing purposes; and certain polymers. These exempted chemical substances are
not added to the TSCA Inventory.

§16:16 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement—Research and development
exemption

A company that manufactures or imports a new chemical substance in small
quantities solely for purposes of research and development (R&D) need not submit a
PMN, provided that certain requirements are satisfied.' First, the chemical
substance must be used by, or directly under the supervision of, a technically quali-
fied individual.? Second, the manufacturer or importer must review and evaluate in-
formation in its possession regarding health effects associated with the chemical
substance and notify all employees involved in the R&D work, as well as others to
whom the chemical substance is directly distributed, of any health risks.?
Manufacturers of chemical substances used solely in laboratories operating accord-
ing to “prudent laboratory practices” are exempt from this requirement.’ Third, the
manufacturer or importer must notify in writing all nonemployees to whom the
chemical substance is distributed that the substance is to be used only for R&D
purposes.® Finally, the manufacturer or importer must create and keep for five
years specific records that document its handling of the R&D chemical substance.®

§ 16:17 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement—Low volume exemption

Under EPA’s PMN regulations, new chemical substances manufactured or
imported in quantities of 10,000 kilograms or less per year are eligible for a low vol-

[Section 16:16]

The R&D exemption was created by Section 5(h)(3), which exempts manufacturers and proces-
sors from the significant new use and PMN provisions of Section 5(a) if they manufacture or process
the substance “only in small quantities (as defined by the Administrator by rule) solely for purposes of
(A) scientific experimentation or analysis, or (B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the development of a product.” TSCA
§ 5(h)(3), 15 U.S.C.A. § 2604(h)(3). EPA has published guidance on the research and development
exemption. See, e.g., EPA, New Chemical Information Bulletin: Exemptions for Research and Develop-
ment (Nov. 1986), https://www.epa.gov/sites/production/files/2015-08/documents/tmeranddbulletin.pdf;
51 Fed. Reg. 15096 (Apr. 22, 1986); 49 Fed. Reg. 50201 (Dec. 27, 1984).

240 C.F.R. § 720.36(2)(3).

340 C.F.R. § 720.36(a)(2). The statute requires that all persons engaged in experimentation,
research, or analysis for a manufacturer or processor must be notified of any health risks that may be
associated with such substances. TSCA § 5(h)(3), 15 U.S.C.A. § 2604(h)(3).

440 C.F.R. § 720.36(b)(2).
°40 C.F.R. § 720.36(c)(2).
40 C.F.R. § 720.78(b).
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ume exemption (LVE) from full PMN review." Manufacture or import of qualifying
low volume chemical substances may commence 30 days after submission of an
exemption notice, unless EPA denies the exemption request.” Certain conditions
described in the exemption application submission must be maintained throughout
the duration of the exemption, including the chemical substance’s use, site of
manufacture, production volume, and exposure and release controls. If these condi-
tions will change, the manufacturer must submit a new exemption notice at least 30
days in advance of the change or submit a PMN for the full 90-day review process
(e.g., if the 10,000 kg/yr limit might be exceeded).?

EPA will deny any exemption application if it is unable to determine that the
manufacture, processing, distribution in commerce, use, or disposal of the chemical
substance at issue will not present an unreasonable risk of injury to human health
or the environment under the circumstances described in the application.* As noted,
the manufacturer will be required not to exceed the maximum annual production
volume of 10,000 kilograms per year. EPA will perform its risk assessment at a
lower annual production volume level stipulated in the application if the applicant
also agrees to remain under the lower production ceiling and to abide by all of the
conditions and terms described in the application, including those related to limits
on workplace exposures and environmental releases.” The regulations permit
multiple exemption holders for the same substance, provided that EPA can
determine that the potential human exposure to, and environmental release of, the
new substance at the higher aggregate production level will not present an unrea-
sonable risk of injury to human health or the environment.®

§ 16:18 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement—Low release and exposure exemption

The low release and exposure (LoREX) exemption is intended to encourage
companies to develop manufacturing, processing, use, and disposal techniques that
minimize exposures to workers, consumers, the public, and the environment." Under
this exemption, new chemical substances that meet certain environmental release
and human exposure criteria during their manufacture, distribution in commerce,
processing, use, and disposal, regardless of their production volume, may also be
eligible for an expedited, 30-day PMN review period. The uses of qualifying chemi-
cal substances are restricted to those approved in the exemption notice, and submit-
ters must maintain any exposure or release controls throughout the period of the
exemption.?

§16:19 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement—Test marketing exemption

Section 5(h)(1) of TSCA authorizes EPA to consider case-by-case applications to

[Section 16:17]
40 C.FR. § 723.50(a), (c).
%40 C.F.R. § 723.50(e).
40 C.F.R. § 723.50(h)(2)(V).
40 C.F.R. § 723.50(d).
°40 C.F.R. § 723.50(e)(2)(vi)(A).
40 C.F.R. § 723.50(f).
[Section 16:18]
'60 Fed. Reg. 16336, 16337 (Mar. 29, 1995).
240 C.F.R. § 723.50(a), (c).
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test market a chemical substance without prior submission of a PMN.' Test market-
ing is the distribution, during a predetermined testing period, of a limited amount
of a chemical substance, or of a mixture or article containing the chemical substance,
to a defined number of potential customers for the purpose of exploring market
capability before general distribution.”? The TSCA regulations set forth the require-
ments for applying for a test marketing exemption (TME). The applicant must
submit all existing data regarding the health and environmental effects of the
chemical substance, describe the proposed test marketing activity, and specify the
quantity of the substance to be manufactured and the number of people who may be
exposed to the substance.® The TME may be granted, following a 45-day review pe-
riod, if it is demonstrated that test marketing of the chemical substance “will not
present an unreasonable risk to health or the environment.”

EPA has expressed concern that the simultaneous submission of a TME and a
PMN for the same substance might represent an effort by the manufacturer to
obtain PMN review of a chemical substance in 45 days, rather than the 90 days
ordinarily provided for by the statute. To discourage such an approach, EPA closely
examines simultaneous submissions to determine if genuine test marketing activity
is involved. If it is not, the Agency will deny the application.®

§ 16:20 Premanufacture review of new chemical substances—Exemptions
from the PMN requirement—Polymer exemption

Certain polymers are eligible for a full exemption from PMN review." To qualify
for this exemption, a polymer generally must contain, as an integral part of its com-
position, at least two of the atomic elements of carbon, hydrogen, nitrogen, oxygen,
silicon, and sulfur, and must have a molecular weight greater than or equal to 1,000
daltons (with certain restrictions on low molecular weight species and certain reac-
tive functional groups). Polyesters made from a specified list of reactants may also
be exempt. The polymer exemption does not apply to cationic polymers; polymers
that contain reactive functional groups, specifically listed elements, or reactants not
already included on the TSCA Inventory; polymers that can reasonably be
anticipated to substantially degrade, decompose, or depolymerize; water-absorbing
polymers with a molecular weight greater than or equal to 10,000 daltons; or
polymers containing as an integral part of their composition, except as impurities,
certain perfluoroalkyl moieties consisting of a CF3- or longer chain length.

A person who wishes to manufacture a new polymer that qualifies for the exemp-
tion does not need to submit an exemption notice. However, the person must
maintain specific records and submit a one-time-only report to EPA notifying the
Agency of the polymers subject to the exemption that were imported or manufactured
during the preceding year.

[Section 16:19]
TSCA § 5(h)(1), 15 U.S.C.A. § 2604(h)(1).
40 C.F.R. § 720.3(gg).
%40 C.F.R. § 720.38(b).
40 C.F.R. § 720.38(a).

*See Test Marketing Exemption (TME) for New Chemical Review under TSCA, EPA, https.//www.
epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/test-marketing-exemption-tm
e-new.

[Section 16:20]

'40 C.FR. § 723.250; see also EPA, Polymer Exemption Guidance Manual, EPA 744-B-97-001
(June 1997), https:/www.epa.gov/sites/production/files/2015-03/documents/polyguid.pdf.
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§ 16:21 Premanufacture review of new chemical substances—Exclusions
from the PMN requirement

In addition to the foregoing exemptions, various categories of chemical substances
are excluded from PMN reporting under certain conditions: substances manufactured
solely for export; certain substances unintentionally manufactured; and mixtures.

§ 16:22 Premanufacture review of new chemical substances—Exclusions
from the PMN requirement—Substances manufactured solely for
export

Chemical substances manufactured or imported solely for export are excluded
from PMN requirements. This exclusion is subject to the condition that, when
distributed in commerce, the substance bears a stamp or label stating that the
substance is intended for export, and the manufacturer knows that the person to
whom the substance is being distributed intends to export it or process it solely for
export, as defined in 40 C.F.R. § 721.3.

§ 16:23 Premanufacture review of new chemical substances—Exclusions
from the PMN requirement—Substances not manufactured for
commercial distribution as chemical substances per se

The TSCA regulations exclude from regulation under Section 5 several categories
of chemical substances that, although technically created through commercial
manufacture, are not manufactured for distribution in commerce per se and have no
independent commercial purpose. These include impurities; byproducts that are not
used for commercial purposes; chemical substances created incidentally as a result
of exposure of another chemical substance to environmental factors (such as air or
moisture); chemical substances created from certain specific end uses of other chemi-
cal substances (including paints, metal finishing compounds, stabilizers, and the
like); and non-isolated intermediates." These exclusions are highly technical and
fact-dependent, and they have been the subject of considerable interpretation and
discussion. Practitioners therefore should consult and carefully scrutinize the ap-
plicable regulations and EPA’s interpretive guidance.

§ 16:24 Premanufacture review of new chemical substances—Exclusions
from the PMN requirement—Mixtures

Mixtures are not themselves subject to the notification requirements of Section 5.
Thus, a person who mixes two or more existing chemical substances (that do not
undergo a chemical reaction) need not submit a PMN. However, each new chemical
substance that is manufactured or imported as part of a mixture is subject to the
PMN requirement.' The difference between what constitutes a mixture rather than
a complex reaction product that EPA considers to be a chemical substance may not
be readily apparent. EPA has issued guidance to assist in such situations.?

§ 16:25 Regulation of microbial products of biotechnology

[Section 16:22]
140 C.F.R. § 720.30(e); see also TSCA § 12(a)(1)(B), 15 U.S.C.A. § 2611(a)(1)(B).
[Section 16:23]

'See 40 C.F.R. § 720.30(h). The terms “impurity,” “byproduct,” and “nonisolated intermediate” are
defined at 40 C.F.R. § 720.3.

[Section 16:24]
40 C.F.R. § 720.30(b).
’See Toxic Substances Control Act Inventory Representation for Chemical Substances of Un-
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EPA’s regulatory authority under TSCA extends to microorganisms, and TSCA
has become the primary statutory vehicle for regulating the microbial products of
biotechnology. As a matter of policy," implemented by detailed regulations,’ the
Agency utilizes review procedures for new microbial products of biotechnology that
are comparable to the procedures used for traditional chemical substances—but
tailored to address the specific characteristics of the microorganisms.

Only “new” microorganisms manufactured or imported for commercial purposes
are subject to premanufacture reporting requirements under TSCA. The applicable
regulations define “new” microorganisms as those microorganisms formed by
combining genetic material from organisms in different taxonomic genera
(intergeneric).® Thus, potentially regulated entities are persons manufacturing or
importing intergeneric microorganisms for a commercial purpose. Processors who
engage in significant new uses of intergeneric microorganisms also are subject to
notification requirements.

Subject to limited exceptions, prior to commencing manufacture or a significant
new use of certain microorganisms, a Microbial Commercial Activity Notice (MCAN)
must be submitted to EPA. The MCAN review program incorporates many of the
notification and review procedures developed for PMNs and the traditional chemical
substances framework, with minor modifications necessary to accommodate the
specific characteristics of microorganisms.” EPA has 90 days to review the MCAN
submission to determine whether the activities involving manufacturing, process-
ing, and use of the subject organism may present an unreasonable risk to human
health or the environment.’

As with the PMN procedure for traditional chemical substances, the Agency must
make a specific finding in the context of its review of the MCAN; thus, commercial
production or import may not commence until EPA has advised of the “not likely to
present” an unreasonable risk finding or the Agency has issued an Order pursuant
to Section 5(e) or 5(f). The manufacturer or importer must submit an NOC within
30 calendar days following the first day of manufacture for a nonexempt commercial
purpose.® Following submission of the NOC, EPA will add the new microorganism to
the TSCA Inventory, and others may manufacture or import the microorganism
without filing an MCAN.’

EPA has established two exemptions (Tier I and Tier II) from MCAN submission

known or Variable Composition, Complex Reaction Products and Biological Materials: UVCB Sub-
stances on the TSCA Inventory (not dated), https://www.epa.gov/sites/production/files/2015-05/documen
ts/fuveb.pdf.

[Section 16:25]

'Historically, EPA has regulated microorganisms pursuant to EPA’s Statement of Policy: Microbial
Products Subject to the Federal Insecticide, Fungicide, and Rodenticide Act and Toxic Substances
Control Act, 51 Fed. Reg. 23311 (June 26, 1986), as part of the Coordinated Framework for Regulation
of Biotechnology; Announcement of Policy and Notice for Public Comment, 51 Fed. Reg. 23302 (June
26, 1986).

%62 Fed. Reg. 17910 (Apr. 11, 1997) (codified at 40 C.F.R. Pt. 725).

3See 40 C.F.R. § 725.3. Consistent with TSCA’s regulation of chemical substances, all microbial
products of biotechnology subject to TSCA are required to be listed on the TSCA Chemical Substances
Inventory (TSCA Inventory). See § 16:11, supra. Microorganisms found in nature, i.e., those that occur
without human intervention, are not considered new, and such naturally occurring microorganisms are
automatically listed on the TSCA Inventory. Thus, “new” microorganisms are those intergeneric
microorganisms that do not appear on the TSCA Inventory.

4See 40 C.F.R. §§ 725.100 to 725.190.

®See 40 C.F.R. § 725.170(a). For a discussion of EPA’s review procedure in the context of
traditional chemicals, see § 16:14, supra.

°40 C.F.R. § 725.190.
"For a more detailed discussion of NOC requirements, see § 16:13, supra.
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requirements for new microorganisms manufactured for introduction into commerce.
Requirements for the Tier I exemption are less stringent than those for Tier II.

To qualify for the Tier I exemption, a manufacturer must: (1) implement specific
physical containment and control technologies; (2) ensure that DNA introduced into
the recipient microorganism is well characterized, limited in size to the material
required to perform the intended function, poorly mobilizable, and free of certain
toxin-encoding nucleotide sequences; and (3) use one of the recipient organisms
listed in the regulations.® Manufacturers that do qualify for the Tier I exemption
need only notify EPA that they are manufacturing an exempt microorganism 10
days before commencing manufacture and keep certain records; manufacturers need
not wait for EPA approval before commencing manufacture.’ Notably, EPA consid-
ers it unlikely that transportation of live genetically modified microorganisms to or
from a site can be accomplished under the physical containment and control restric-
tions required to qualify for the Tier I exemption.*

The Tier IT exemption applies to manufacturers that otherwise meet the require-
ments for the Tier I exemption but wish to modify the specified containment
requirements.™ In this circumstance, the manufacturer must submit an abbreviated
notice describing the modified containment, which EPA then has 45 days to review."
The manufacturer may not proceed until EPA approves the Tier II exemption.*®

The R&D exemption from Section 5 requirements for traditional chemical sub-
stances does not apply to intergeneric microorganisms. Thus, persons conducting
commercial R&D activities involving intergeneric microorganisms that are not
physically contained are not exempt from notification requirements.” Examples of
regulated activities include the commercial use of intergeneric microorganisms for
biofertilizers, biosensors, production of industrial enzymes, biobased fuels, and
waste treatment.” Although the general R&D exemption does not apply,'® persons
conducting such activities are not necessarily required to comply with the stringent
notice requirements applicable to manufacturers of new microorganisms. Rather
than filing an MCAN, eligible researchers testing new microorganisms in the
environment may file a TSCA Experimental Release Application (TERA), a report-
ing vehicle designed to provide more flexibility and a shorter review period (60 days)
than the MCAN process."” The researcher may not proceed with the test until EPA
approves the TERA, even if the review period expires, and EPA’s approval is limited

8See 40 C.F.R. § 725.424. The characteristics of the introduced genetic material referred to in (3)
above are specifically defined and/or identified within the regulations. See 40 C.F.R. § 725.421.

%See 40 C.F.R. § 725.424(a)(4).

%See EPA, Microbial Products of Biotechnology: Summary of Regulations under the Toxic
Substances Control Act (Sept. 2012), https://www.epa.gov/sites/production/files/2015-08/documents/biot
ech fact sheet.pdf.

"See 40 C.F.R. § 725.428.
280e 40 C.F.R. §§ 725.450, 725.470.
1340 C.F.R. § 725.470(g).

14See 40 C.F.R. § 725.105. EPA has defined manufacture or process for commercial purposes as
“manufacture or process for purposes of obtaining an immediate or eventual commercial advantage.”
40 C.F.R. § 725.3. EPA interprets research and development activities to be undertaken for commercial
purposes, and thus subject to reporting, if tests are directly funded in whole or in part by a commercial
entity, or when the researcher considers there to be an immediate or eventual commercial advantage.
40 C.F.R. § 725.205.

5See, e.g., EPA, Microbial Products of Biotechnology: Summary of Regulations under the Toxic
Substances Control Act (Sept. 2012), https://www.epa.gov/sites/production/files/2015-08/documents/biot
ech fact sheet.pdf.

®See 62 Fed. Reg. 17910, 17921 to 17922, 17934 (Apr. 11, 1997).
See 40 C.F.R. §§ 725.200(b), 725.250 to 725.260.
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to the conditions outlined in the TERA notice or approval.”® In addition to the
potentially less stringent reporting requirements, certain R&D activities conducted
solely within a contained structure may qualify for exemption from some or all
reporting requirements under TSCA."

Like the exemption for test marketing of conventional new chemical substances, a
limited exemption from the MCAN requirements has been established for test
marketing activities involving microorganisms. The procedures provide for an ab-
breviated review period for notifications that must be provided to the Agency not
later than 45 days before the proposed activity can be undertaken.?

§ 16:26 Regulation of products of nanotechnology

Manufacturers and importers of nanoscale materials (i.e., materials having dimen-
sions of one to 100 nanometers) that meet the definition of “chemical substances”
under TSCA, but which do not appear on the TSCA Inventory, must satisfy TSCA’s
PMN requirements." EPA also has authority,” under Section 5(a)(2) of TSCA, to is-
sue regulations providing for the notification and review of significant new uses of
nanoscale chemical substances already on the TSCA Inventory.® As of November
2017, EPA had received and reviewed more than 160 PNMs under TSCA for
nanoscale materials, including carbon nanotubes. The Agency expected the number
to increase in the future.* A significant percentage of the PMNs received by EPA for
nanoscale chemicals have been followed by Section 5(e) Consent Orders and certain
follow-on rules.

EPA determines whether a substance, including a nanoscale substance, is on the

18Gee 40 C.F.R. § 725.270.

Researchers who are in mandatory compliance with the National Institutes of Health (NIH)
Guidelines for Research Involving Recombinant DNA Molecules may conduct contained research
exempt from all TSCA reporting requirements. 40 C.F.R. §§ 725.234, 725.235. Other researchers seek-
ing exemption from reporting requirements for contained testing must document to EPA that they vol-
untarily comply with NIH guidelines or meet other EPA-established eligibility requirements. 40 C.F.R.
§ 725.238.

Gee 40 C.F.R. § 725.300.
[Section 16:26]

'EPA’s general position on the Inventory status of nanoscale chemical substances is set forth in a
white paper posted on EPA’s website: https://www.epa.gov/sites/production/files/2015-10/documents/nm
sp-inventorypaper2008.pdf.

Despite possessing statutory authority over nanoscale materials, EPA was slow to assert its
authority to regulate the new technology. The lack of regulation for nanoscale materials has been
criticized by both environmental organizations and industry. The Natural Resources Defense Council
accused the federal government in May 2007 of a “gross failure to use its authority to protect citizens
from the potentially dangerous effects of nano-scale chemistry.” Press Release, Natural Resources
Defense Council, NRDC Advances Regulation of Nanotechnology to Protect Human Health (May 15,
2007). In 2006, the managing counsel for the Dow Chemical Company called on EPA to provide “effec-
tive regulatory oversight” of nanoscale materials before the public rejected the technology as inher-
ently unsafe. See Mark Duvall, Regulating Nanomaterials Under Section 5 of the Toxic Substances
Control Act, Chem. Reg. Rep. (BNA), Oct. 30, 2006. In November 2006, EPA invoked its authority
under FIFRA to regulate consumer products containing nanoscale silver. See Rick Weiss, EPA to
Regulate Nanoproducts Sold as Germ-Killing, Wash. Post, Nov. 23, 2006, at A1l.

3See EPA, Office of the Science Advisor, EPA 100/B-07/001, Final Nanotechnology White Paper 65
(Feb. 2007), available at https://www.epa.gov/sites/production/files/2015-01/documents/nanotechnology.

whitepaper.pdf; see also § 16:27, infra (discussing significant new use rules under TSCA Section 5(a)
(2)).

“Control of Nanoscale Materials under the Toxic Substances Control Act, EPA, https://www.epa.go
v/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/control-nanoscale-materials-under

#pmns.
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TSCA Inventory based on its molecular identity.® If there is already a substance on
the Inventory with the same molecular identity, the chemical substance is not a
new chemical substance. The Agency has clarified that it has not and will not use
particle size as a basis for establishing molecular identities for nanoscale or any
other materials. EPA has identified multiple molecular properties that it does
consider in differentiating molecules, including certain structural and compositional
features. For example, allotropes (i.e., different crystalline structures) of the same
element are considered to be different substances.

Notably, the Agency generally considers carbon nanotubes to be chemical sub-
stances distinct from graphite or other allotropes of carbon listed on the TSCA
Inventory.® Therefore, many carbon nanotubes may be new chemical substances
that require a PMN, unless they are already listed on the TSCA Inventory. To elim-
inate any uncertainty, EPA recommends that carbon nanotube producers and
importers consider submitting a bona fide intent to manufacture, which triggers an
Agency assessment of a chemical substance’s Inventory status. The Agency
concluded in 2008 that there was likely ongoing commercial manufacturing involv-
ing carbon nanotubes that was potentially subject to Section 5. Consequently, EPA
stated that it anticipated “focusing its compliance monitoring efforts to determine if
companies are complying with TSCA section 5 requirements for carbon nanotubes.”

In an effort to address environmental health and safety data gaps, and to prevent
potential risks that may be posed by nanoscale materials, EPA over the years has
professed to being prepared to take a number of regulatory actions under Sections,
4, 5, and 8(a) of TSCA.® Although the 2016 TSCA amendments did not specifically
address nanoscale chemicals, it is possible that some number of the efforts EPA has
previously said are under development could be pursued; however, the demands of
putting in place the mechanisms required by the 2016 amendments significantly
constrained resources, and a more modest approach ensued.’

In the wake of the 2016 amendments to TSCA, EPA decided to issue a rule under
its Section 8(a) authority to require the submission of basic information concerning
new and existing substances that are manufactured, imported, and processed on a
nanoscale. In 2015, as part of the Agency’s effort to acquire better information on

°0On January 23, 2008, EPA released a paper summarizing the Agency’s position on the regulation
of nanoscale materials, or, more specifically, when nanomaterials are or are not new substances requir-
ing PMNs. See EPA, TSCA Inventory Status of Nanoscale Substances—General Approach (Jan. 23,
2008), available at https://www.epa.gov/sites/production/files/2015-10/documents/nmsp-inventorypaper
2008.pdf.

®73 Fed. Reg. 64946 (Oct. 31, 2008).

73 Fed. Reg. 64947.

®EPA’s prior efforts in this regard include a Nanoscale Materials Stewardship Program, launched
in 2006. See 73 Fed. Reg. 4861 (Jan. 28, 2008). Participants in the basic program voluntarily submitted
data on the nanoscale substances that they manufactured, imported, processed, or used. The types of
data submitted included material characterization, hazard, use, potential exposures, and risk manage-
ment practices. Over two dozen companies participated in the basic program, providing data on 123
different nanoscale materials. However, only four companies committed to participate in the in-depth
program, which entailed the development of data over a longer time period. Based on the limited re-
sponse, EPA discontinued the program in December 2009.

For example, EPA previously expressed an interest in using its authority under Section 5(a)(2)
to develop a Significant New Use Rule (SNUR) to ensure that any new nanoscale version of an
Inventory-listed substance receives appropriate regulatory review under Section 5. EPA also
contemplated Section 4 testing initiatives for nanoscale versions of Inventory-listed chemicals.
However, the Agency’s interest in issuing such initiatives has diminished in the period following the
2016 amendments, and EPA has not pursued them. See Control of Nanoscale Materials under the Toxic
Substances Control Act, EPA, https://www.epa.gov/reviewing-new-chemicals-under-toxic-substances-con
trol-act-tsca/control-nanoscale-materials-under (last updated Nov. 30, 2017) (describing current TSCA
initiatives concerning nanoscale materials).
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nanoscale materials in commerce, EPA proposed one-time-only reporting and
recordkeeping requirements under TSCA Section 8(a)."® Following the 2016 presi-
dential election and just prior to the inauguration, EPA issued the final version of
its Section 8(a) rule to require companies that manufacture certain chemical sub-
stances already on the Inventory to provide basic manufacturing processing and use
information if the substance is being produced on a nanoscale. The rule became ef-
fective in August 2017. Initial reports were due in August 2018." In August 2017,
EPA published guidance on complying with the reporting rule.”” The rule requires
notice to the Agency in advance of commencing manufacture of a new nanoscale
substance (i.e., a substance not yet listed on the TSCA Inventory). Persons subject
to the rule must provide EPA with information including production volume,
methods of manufacture and processing, exposure and release information, and
available health and safety data. EPA intends to use the information gathered
through this reporting rule to determine whether further actions under TSCA,
including additional information collection or testing requirements, might be
needed.®

At this time, EPA also continues to review and to take actions under its Section 5
authorities on a substance-by-substance basis under the PMN and SNUR require-
ments for specific new nanomaterials.

§ 16:27 Significant new use rules (SNURs)

Under Section 5(a)(2), EPA may issue a Significant New Use Rule (SNUR) to
require manufacturers, importers, and processors of a chemical substance identified
in the rule to notify EPA at least 90 days before engaging in a “significant new use”
of the chemical substance. Substances on the TSCA Inventory that are subject to
SNUR requirements are designated as such by an “S” flag in the Inventory listing.*

Under a SNUR, a person intending to manufacture, import, or process a chemical
substance for a significant new use (as defined in a SNUR) must submit to EPA a
notice, similar to a PMN, known as a Significant New Use Notice (SNUN).” Section
5(a)(2) provides the Agency with considerable discretion when defining the
parameters of significant new uses. These parameters include: increases in produc-
tion volume; changes in use that increase the type, form, magnitude, or duration of
human exposure or environmental release; and the reasonably anticipated manner
or method of manufacture, processing, distribution in commerce, use, and disposal
of the substance.’ The 2016 amendments to TSCA specifically addressed what had
been a growing EPA practice of issuing SNURs to require notification before the

1980 Fed. Reg. 18330 (Apr. 6, 2015).

182 Fed. Reg. 3641 (Jan. 12, 2017); see also 82 Fed. Reg. 22088 (May 12, 2017) (extending effec-
tive date to August 14, 2017).

2EPA, Working Guidance on EPA’s Section 8(a) Information Gathering Rule on Nanomaterials in
Commerce (Aug. 2017), https://www.epa.gov/sites/production/files/2017-08/documents/august 2017guid
ance.8-7-2017 002.pdf.

13Gee Fact Sheet: Nanoscale Materials, EPA, https://www.epa.gov/reviewing-new-chemicals-under-
toxic-substances-control-act-tsca/fact-sheet-nanoscale-materials.

[Section 16:27]

"Regulatory Actions under TSCA Section 5: Is My Chemical Subject to a SNUR?, EPA, https:/ww
w.epa.gov/reviewing-new-chemicals-under-toxic-substances-control-act-tsca/regulatory-actions-under-
tsca#thow.

*TSCA § 5(a)(1), (2), 15 U.S.C.A. § 2604(a)(1), (2). For submission procedures, see Filing a Signif-
icant New Use Notice (SNUN) under TSCA, EPA, https://www.epa.gov/reviewing-new-chemicals-under-
toxic-substances-control-act-tsca/filing-significant-new-use-notice.

*TSCA § 5(a)(2), 15 U.S.C.A. § 2604(a)(2). For applicable regulations, see generally 40 C.F.R.
§§ 721.1 to 721.10924. EPA also incorporated SNUR procedures into its regulations governing microbial
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import or processing of a chemical substance as part of an “article” or category of
articles. As discussed in Section 16:2 above, an article is a manufactured item for
which the end use is dependent on a specific shape or design and for which the
chemical composition generally does not change during its end use.* The 2016
amendments limit EPA’s authority to ensure the Agency issues a SNUR only when
it can make an affirmative finding that “the reasonable potential for exposure to the
chemical substance through the article or category of articles” justifies the notifica-
tion requirement.’ As of June 2020, EPA had made this finding and issued SNURs
that encompass certain articles containing three substances or categories of sub-
stances (asbestos and certain long-chain perfluoroalkyl carboxylate substances and
perfluoroalkyl sulfonate chemicals).®

EPA often uses its SNUR authority to monitor new chemical substances that do
not warrant regulation under conditions of manufacture and use described in the
PMN for the chemical substance, but that might present an unreasonable risk if
these conditions change. SNURs thus serve to close a potential loophole in Section
5. Prior to the enactment of the 2016 amendments, if a PMN was submitted for a
chemical substance that was considered potentially harmful to humans or to
environmental species, but did not present an unreasonable risk under the intended
conditions of use described in the PMN, EPA might choose to take no regulatory ac-
tion on the PMN, and the chemical substance would be “dropped” from further
review. Once the NOC was filed and the substance was added to the TSCA Inven-
tory, meaning the substance was no longer “new,” other entities could then
manufacture or import the substance under potentially more hazardous conditions
of use or in volumes greatly exceeding the estimates in the PMN or for uses leading
to high exposure. The SNUR authority provided a helpful mechanism for EPA to
ensure there would be notice and review of significant new conditions of use that
were not considered by EPA at the time the initial PMN was submitted.” Following
the 2016 amendments to TSCA, which required an affirmative determination by
EPA before manufacture may commence, the Agency discontinued making outright
determinations that a substance had been “dropped” from further review. However,
since the 2016 amendments, EPA has gradually become more comfortable relying
on SNURs as part of the basis for a determination that a substance is “not likely to
present” an unreasonable risk under its intended conditions of use. Increasingly,
EPA has been issuing SNURs in conjunction with a “not likely to present” determi-
nation for a PMN. This enables EPA to use the SNUR reporting requirement to
require that notice be given to EPA prior to the PMN submitter (or another
company) undertaking manufacturing or processing activities that represent rea-
sonably foreseen conditions of use not described in the original PMN.?

EPA similarly uses SNURs to close another potential loophole in TSCA. EPA
interprets its Section 5(e) Orders issued for new chemical substances in response to
PMNs to be enforceable only against the original PMN submitter. EPA uses SNURs
to impose the conditions included in a Section 5(e) Consent Order on other

products of biotechnology. See 40 C.F.R. §§ 725.900 to 725.984.

40 C.FR. § 720.3(c).

®TSCA § 5(a)(5), 15 U.S.C.A. § 2604(a)(5).

®See 85 Fed. Reg. 45109 (July 27, 2020) (long-chain perfluoroalkyl carboxylate and perfluoroalkyl
sulfonate chemical substances); 84 Fed. Reg. 17345 (Apr. 25, 2019) (asbestos).

"See generally General Accounting Office, Assessment of New Chemical Regulation Under the
Toxic Substances Control Act (GAO/RCED-84-84) (1984), available at http://www.gao.gov/assets/150/
141819.pdf.

8See Chemicals Determined Not Likely to Present an Unreasonable Risk Following Pre-
Manufacture Notification Review, EPA, https://www.epa.gov/reviewing-new-chemicals-under-toxic-subst
ances-control-act-tsca/chemicals-determined-not-likely (last updated June 3, 2020).
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manufacturers (and processors) who might enter the market, or who identify new
uses for the same substance. For example, if EPA is persuaded that the PMN
submitter can manufacture the reported chemical substance safely, a Section 5(e)
Consent Order can specify the particular practices EPA expects to be employed. A
companion (or “follow-up”) SNUR can define manufacture by any other person or
under any other conditions to be a significant new use. A second manufacturer must
then either comply with the conditions of the Section 5(e) Order affecting the first
manufacturer or submit a significant new use notice (SNUN) to EPA 90 days before
engaging in the new use. SNUNs undergo the same review process (and possibility
of being subject to a 5(e) Order) as do PMNs.

The 2016 amendments require EPA to determine, within 90 days of issuing a Sec-
tion 5(e) Order, whether to issue such a SNUR that would require submission of a
SNUN by prospective manufacturers or other entities that plan to manufacture,
process, use, distribute, or dispose of a substance in a way that does not conform to
the Section 5(e) Order’s restrictions.’ If EPA does not issue a SNUR applying a Sec-
tion 5(e) Order’s restrictions to future market entrants, it must publish a statement
explaining why it has not done s0." The requirement that EPA determine whether
to issue a SNUR for a new chemical substance also applies when EPA takes regula-
tory action either by an immediately effective rule or through a Section 5(f) Order
after determining that the substance “presents” an unreasonable risk to health or
the environment.

EPA has promulgated a “generic” SNUR rule to streamline the process for issuing
SNURs." The rule sets forth the process for issuing “follow-up” SNURs on new
chemical substances for which EPA has issued Orders under Section 5(e) and for
other new chemical substances which may present hazards to human health or the
environment if exposures or releases are significantly different from those described
in the initial PMNs that led to a particular substance’s inclusion in the Inventory.
The generic rule defines a series of significant new use “triggers,” based on:
mechanisms for protection in the workplace; hazard communication; industrial,
commercial, and consumer activities; methods of disposal; and releases into water.
In 2016, the Obama administration proposed changes to the generic rule provisions
to align the regulations with current occupational respiratory protection require-
ments and with updates to the Occupational Health and Safety Administration’s
Hazard Communication Standard.’” EPA never finalized these proposed
amendments.

It is important to note that EPA can use its SNUR authority to regulate sub-
stances already listed on the Inventory; the Agency is not limited to using SNURs to
impose restrictions on or monitor new chemical substances after they have passed
through the PMN review process. EPA can define any use of a chemical substance
that is not “ongoing” at the time of a proposed SNUR to constitute a significant new
use of the chemical substance (or class of substance), including a chemical substance
already listed on the TSCA Inventory. This assures that EPA is notified of such
uses, and can undertake a risk evaluation before the new use can occur on a com-
mercial scale. Thus, EPA also has used SNURs to ensure that, once a chemical
substance has been voluntarily phased out or taken off the market for certain uses,
no company will be able to resume manufacturing or processing the chemical
substance for that use without prior notice to the Agency. These regulations are

*TSCA § 5(f)(4), 15 U.S.C.A. § 2604(f)(4).
1OTSCA § 5()(4), 15 U.S.C.A. § 2604(f)(4).
154 Fed. Reg. 31298 (July 27, 1989) (codified at 40 C.F.R. §§ 721.50 to 721.91).

1281 Fed. Reg. 49598 (July 28, 2016). Unrelated provisions in the proposed rule also would affect
how EPA responds to bona fide intent to manufacture notices.
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sometimes referred to as “dead chemical SNURs.” This action can prevent older
chemical substances—regarded as hazardous—from returning to the market after
other companies have voluntarily replaced them with substances that are regarded
as less hazardous.

IV. REGULATION OF RISKS FROM EXISTING CHEMICAL SUBSTANCES

§ 16:28 In general

EPA’s authority to regulate existing chemical substances primarily relies on
procedures and rulemaking authorities set forth in Section 6 of TSCA.

Historically, EPA did not make extensive use of this regulatory power. The pre-
2016 Section 6 did authorize EPA to impose prohibitions and other types of restric-
tions and requirements on the manufacture and processing of existing substances.
However, the original Section 6 also established criteria that circumscribed this
authority. This included requirements that any risk management rules impose “the
least burdensome requirements” and limits on EPA’s discretion to regulate under
TSCA when a chemical substance’s risks to health or the environment could be ad-
dressed under another federal law.

Consequently, a primary purpose of the 2016 amendments was to establish a
framework for evaluating the risks of existing chemical substances without
consideration of costs. Related goals were to impose an action-forcing timetable for
EPA to undertake such risk evaluations and, depending on the outcomes of the
evaluations, to promulgate risk management requirements. The 2016 amendments
also removed some of the major constraints on EPA authority to craft risk manage-
ment requirements. The amendments eliminated the “least burdensome” require-
ment and struck the requirement that EPA make certain findings to support its de-
cision to take action under TSCA instead of under another statute.

As discussed in more detail in Sections 16:30 to 16:32—and as illustrated in the
figure below—the framework that the 2016 amendments established for existing
substances includes three basic steps: (1) prioritization; (2) risk evaluation; and (3)
risk management. First, EPA must undertake a process to “prioritize” existing
chemical substances for “risk evaluation.” Second, EPA must conduct a risk evalua-
tion for each substance designated as a “high-priority” substance as a result of the
prioritization process. If EPA finds, based on a risk evaluation, that the manufacture,
distribution in commerce, use, or disposal of the substance “presents an unreason-
able risk” of injury to health or the environment, EPA must then issue a rule impos-
ing requirements “to the extent necessary so that the chemical substance no longer
presents such risk.”

The 2016 amendments further mandate EPA take certain expedited actions that
circumvent one or two of these steps. For example, the amendments require that
EPA promulgate risk management rules without undertaking the prioritization and
risk evaluation processes for certain substances. These are substances that the
Agency has a reasonable basis to conclude are toxic and have been determined to be
persistent and bioaccumulative, and that meet other exposure criteria.’ The amend-
ments also directed EPA to identify an initial 10 substances for which the Agency
would conduct risk evaluations without the need to navigate a prioritization process.”

How EPA Evaluates the Safety of Existing Chemicals Under Section 6

[Section 16:28]
TSCA § 6(b), 15 U.S.C.A. § 2605(b).
>TSCA § 6(a), 15 U.S.C.A. § 2605(a).
*TSCA § 6(h)(1), 15 U.S.C.A. § 2605(h)(1).
“TSCA § 6(b)(2)(A), 15 U.S.C.A. § 2605(b)(2)(A).
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Source: How EPA Evaluates the Safety of Existing Chemicals, EPA, https://www.e
a.gov/assessing-and-managing-chemicals-under-tsca/how-epa-evaluates-safety-exis
ting-chemicals (last updated June 19, 2020).

§16:29 EPA rulemaking and other activity under Section 6 prior to the
2016 amendments

Prior to enactment of the 2016 amendments, EPA never successfully used its Sec-
tion 6 authority to completely ban a chemical substance; only a handful of final Sec-
tion 6 regulations were promulgated. These regulations, which illustrate the diverse
types of requirements it is possible for EPA to impose under TSCA, included:
prohibiting use of chlorofluorocarbons as aerosol propellants (to protect atmospheric
ozone from degradation);' requiring schools to inspect for asbestos-containing build-
ing materials, to conduct response actions if necessary, and to develop and imple-
ment asbestos management plans;* and prohibiting the addition of certain sub-
stances to metalworking fluids to prevent the formation of cancer-causing
compounds during machining operations.’

EPA’s most ambitious rulemaking under Section 6 prior to the 2016 amendments
involved promulgating a final rule to phase out, over a seven-year period, the use of
asbestos in almost all products.” In proceedings that began in 1979 and extended
over 10 years, EPA undertook a comprehensive review of health effects studies of
asbestos and performed a quantitative cancer risk assessment based on various
pathways of exposure. EPA also estimated the costs of substitutes for the asbestos-
containing products. Based on these analyses, EPA estimated that the rule would
prevent the occurrence of 148 to 202 cases of cancer, at a cost of approximately

[Section 16:29]

'EPA has revoked its regulations concerning chlorofluorocarbons, as ecause chlorofluorocarbons
are now regulated under Section 610 of the Clean Air Act. See 60 Fed. Reg. 31917, 31919 (June 19,
1995). The TSCA regulations were formerly codified at 40 C.F.R. §§ 762.1 to 762.70.

40 C.F.R. §§ 763.80 to 763.99. EPA eliminated the regulations pertaining specifically to friable
asbestos-containing materials in schools, 40 C.F.R. §§ 763.100 to 763.119, inasmuch as they were
superseded by §§ 763.80 to 763.99. These regulatory provisions address both friable and nonfriable
asbestos-containing materials. See 60 Fed. Reg. 31917, 31919 (June 19, 1995). Although the regula-
tions cite to Section 6, among other authorities, the Agency’s rulemaking implemented certain require-
ments, established under a separate title of TSCA enacted as the Asbestos Hazard Emergency Re-
sponse Act (AHERA) in 1986 as subchapter II of TSCA. AHERA provides EPA with rulemaking
authority independent of Section 6 of subchapter I of TSCA.

%40 C.FR. §§ 747.115 to 747.200. These regulations were promulgated as immediately effective
proposed rules under TSCA §§ 5(f), 6, 15 U.S.C.A. §§ 2604(f), 2605.

54 Fed. Reg. 29460 (July 12, 1989).
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$450—800 million.> EPA concluded that the quantifiable and unquantifiable risk
reductions outweighed the costs to consumers, producers, and users, and that the
proposed regulation was justified because current asbestos uses “present an unrea-
sonable risk to human health.”

The asbestos phase-out rules were vacated almost in their entirety by the U.S.
Court of Appeals for the Fifth Circuit in Corrosion Proof Fittings v. EPA.” The court
found that EPA had presented insufficient evidence to justify the asbestos ban
because the Agency had failed to satisfy its statutory obligation to evaluate and
consider less burdensome regulatory alternatives; to analyze the availability of, and
risks associated with, substitutes for the banned products; and to balance the costs
of the regulations against their benefits.® Citing EPA’s own estimates of the cost of
each statistical life to be saved through asbestos product bans, the court observed
that EPA, “in its zeal to ban any and all asbestos products, basically ignored the
cost side of the TSCA equation.” The court left in place only those portions of the
regulations banning products that were not being produced in the United States at
the time the rule became effective.*

For many years after the Corrosion Proof Fittings decision, EPA did not use its
regulatory authority under Section 6. Following the presidential election in 2008,
and especially during the years leading up to the 2016 amendments’ overhaul of
Section 6, the Agency demonstrated renewed interest in the provision. In September
2009, EPA announced that it had adopted a new, comprehensive approach to

°54 Fed. Reg. at 29468.
651 Fed. Reg. 3738, 3751 (Jan. 29, 1986); see also 54 Fed. Reg. 29467.

"Corrosion Proof Fittings v. E.P.A., 947 F.2d 1201, 33 Env’t. Rep. Cas. (BNA) 1961, 1992 O.S.H.
Dec. (CCH) P 29558, 22 Envtl. L. Rep. 20037, 22 Envtl. L. Rep. 20304 (5th Cir. 1991), opinion clarified,
(Nov. 15, 1991). The court applied the standard of review set forth in Section 19 of TSCA, which
requires that a rule promulgated under Section 6 be set aside if it is “not supported by substantial ev-
idence in the rulemaking record . . . taken as a whole.” Corrosion Proof Fittings v. E.P.A., 947 F.2d
1201, 1213-14, 33 Env’t. Rep. Cas. (BNA) 1961, 1992 O.S.H. Dec. (CCH) P 29558, 22 Envtl. L. Rep.
20037, 20042, 22 Envtl. L. Rep. 20304 (5th Cir. 1991), opinion clarified, (Nov. 15, 1991) (citing TSCA
§ 19(e)(1)(B){), 15 U.S.C.A. § 2618(c)(1)(B)(1)).

8Corrosion Proof Fittings v. E.PA., 947 F.2d 1201, 1220-23, 33 Env’t. Rep. Cas. (BNA) 1961, 1992
O.S.H. Dec. (CCH) P 29558, 22 Envtl. L. Rep. 20037, 20045-47, 22 Envtl. L. Rep. 20304 (5th Cir.
1991), opinion clarified, (Nov. 15, 1991). With regard to the analysis of the costs of regulation, the court
stated:

While Congress did not dictate that the EPA engage in an exhaustive, full-scale cost-benefit
analysis, it did require the EPA to consider both sides of the regulatory equation, and it rejected the
notion that the EPA should pursue the reduction of work-place risk at any cost. Corrosion Proof
Fittings v. E.P.A., 947 F.2d 1201, 1222, 33 Env’t. Rep. Cas. (BNA) 1961, 1992 O.S.H. Dec. (CCH) P
29558, 22 Envtl. L. Rep. 20037, 20046, 22 Envtl. L. Rep. 20304 (5th Cir. 1991), opinion clarified, (Nov.
15, 1991).

°Corrosion Proof Fittings v. E.P.A., 947 F.2d 1201, 1223, 33 Env’t. Rep. Cas. (BNA) 1961, 1992
O.S.H. Dec. (CCH) P 29558, 22 Envtl. L. Rep. 20037, 20046, 22 Envtl. L. Rep. 20304 (5th Cir. 1991),
opinion clarified, (Nov. 15, 1991).

%Corrosion Proof Fittings v. E.PA., 947 F.2d 1201, 1228-30, 33 Env’t. Rep. Cas. (BNA) 1961, 1992
O.S.H. Dec. (CCH) P 29558, 22 Envtl. L. Rep. 20037, 20049-50, 22 Envtl. L. Rep. 20304 (5th Cir.
1991), opinion clarified, (Nov. 15, 1991). EPA subsequently amended the asbestos ban rule to clarify
that the prohibitions apply only to asbestos-containing flooring felt, commercial paper, corrugated
paper, rollboard, and specialty paper, and to new uses of asbestos. 59 Fed. Reg. 33208 (June 28, 1994).

"In 1991, EPA proposed to ban the manufacture and use of acrylamide-based sewer grouts. EPA
withdrew the proposal in 2002 due to the development of affordable and effective personal protective
equipment for workers. See 67 Fed. Reg. 71524 (Dec. 2, 2002). If adopted, the rule would have been the
first attempt by EPA to ban an industrial chemical using its authority in TSCA Section 6 since the Cor-
rosion Proof Fittings decision. See Sara Thurin Rollin, EPA Readies Rule Banning Substance; Drops
TSCA Subpoena on Grout Material, Daily Env’t. Rep. (BNA), July 30, 1998, at A-8.
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enhancing the Agency’s current chemicals management program.”” Two and a half
years later, in March 2012, EPA issued a TSCA Work Plan for Chemical Assess-
ments and announced the Agency had identified 83 chemical substances for further
assessment. In October 2014, EPA published an update to the TSCA Work Plan
that contained 90 chemical substances.” The 2016 amendments reference the Work
Plan list, which continues to provide a (still) lengthy menu of options for chemical
substances from which EPA is expected to select when undertaking new risk
evaluations.

In December 2016 and January 2017, EPA proposed Section 6 rules for three of
the substances that had been included in the 2014 update to the TSCA Work Plan.
Two of the proposed rules targeted the industrial solvent trichloroethylene to ad-
dress its use as a spotting agent in dry cleaning and in consumer aerosol spray
degreasers and as a vapor degreasing agent. The third proposed Section 6 rule
targeted NMP and methylene chloride to address risks associated with commercial
and consumer paint and varnish stripping uses." The risk assessments for these
chemical substances had been completed prior to the enactment of the 2016
amendments. The amendments—which, as discussed in the following sections,
established a framework for prioritizing, evaluating, and managing the risk of exist-
ing chemicals—also permitted EPA to regulate such chemical substances under Sec-
tion 6 in a manner consistent with risk assessments conducted before enactment of
the 2016 amendments so long as the regulations were consistent with other ap-
plicable Section 6 requirements.” Ultimately, EPA did not proceed with a final rule
for trichloroethylene or NMP. For methylene chloride, EPA promulgated a final rule
in 2019 that prohibited the manufacture, import, processing, and distribution of
methylene chloride in paint removers for consumer use,' but did not finalize a rule
for the commercial uses. As discussed below, all three substances were included on
EPA’s initial list of 10 chemical substances for which it would perform full-fledged
risk evaluations under the amended TSCA.

§ 16:30 Prioritization and identification of existing chemical substances
for risk evaluation

The 2016 amendments created three means by which chemical substances are
selected for risk evaluations: (1) selection of an initial 10 substances from EPA’s
2014 update to its TSCA Work Plan for Chemical Assessments; (2) identification

2Gee Lisa Jackson, Administrator, EPA, Remarks to the Commonwealth Club of San Francisco
(Sept. 29, 2009).

BEPA, TSCA Work Plan for Chemical Assessments: 2014 Update (Oct. 2014), https://www.epa.gov/
sites/production/files/2015-01/documents/tsca_work_plan_chemicals_2014_update-final.pdf. Fifteen

chemical substances contained in the 2012 version were removed, one chemical substance was
consolidated, and 23 chemical substances were added. As of September 2016, the Agency had completed
risk assessments for five TSCA Work Plan chemical substances; released both a draft assessment for
one Work Plan chemical and problem formulation and initial assessments for six Work Plan chemicals;
and had initiated assessments for three others. Assessments for TSCA Work Plan Chemicals, EPA, htt

s://www.epa.gov/assessing-and-managing-chemicals-under-tsca/assessments-tsca-work-plan-chemic

als.

YSee 82 Fed. Reg. 7464 (Jan. 19, 2017); 82 Fed. Reg. 4825 (Jan. 17, 2017); 81 Fed. Reg. 91592
(Dec. 16, 2016).

STSCA § 26(1)(4), 15 U.S.C.A. § 2625(1)(4). Some questions were raised about the extent to which
the three proposed Section 6 rules complied with all applicable requirements of the amended Section 6.
See Maria Hegstad, Industry ‘Hopeful’ Trump Administration Will Drop TSCA Section 6 Rules, Inside
EPA (Nov. 18, 2016); W. Caffey Norman, Implementation of TSCA Section 6: EPA Moving in the Wrong
Direction?, 155 Daily Env’t Rep. (Bloomberg BNA) BB-1 (Aug. 11, 2016).

184 Fed. Reg. 11420 (Mar. 27, 2019). As of June 2020, challenges to this final rule were pending
in the Second Circuit. Labor Council for Latin Am. Advancement v. EPA, No. 19-1042 (2d Cir.).
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through a “prioritization” process for designation of “high-priority” chemical sub-
stances that “may present” an unreasonable risk to health or the environment; and
(3) manufacturer requests for EPA to conduct a risk evaluation.

First, the 2016 amendments required EPA to formally initiate risk evaluations for
10 chemical substances drawn from the Agency’s 2014 update of the TSCA Work
Plan for Chemical Assessments by December 19, 2016 (180 days after of the 2016
amendments’ enactment)." As discussed above, the 2014 update contained 90 chemi-
cal substances. On November 29, 2016, EPA announced the 10 substances that
would be its initial focus: 1,4-dioxane; 1-bromopropane; asbestos; carbon tetrachlo-
ride; cyclic aliphatic bromide cluster; methylene chloride; n-methylpyrrolidone
(NMP); pigment violet 29 (PV29); tetrachloroethylene, also known as perchloroethyl-
ene; and trichloroethylene.?

Second, the 2016 amendments required EPA to establish, within one year of
enactment (i.e., by June 22, 2017), a “risk-based screening” or “prioritization” pro-
cess for identifying other existing chemical substances—or categories of chemical
substances—for risk evaluation. Thus, the Act required EPA to establish a proce-
dure and the criteria it would use for designating chemical substances as either
“high-priority” substances slated for risk evaluations or “low-priority” substances for
which risk evaluations were not currently warranted. The screening process was
required to involve consideration of a chemical substance’s hazard and exposure
potential, including consideration of persistence and bioaccumulation, potentially
exposed or susceptible subpopulations and storage near significant sources of drink-
ing water; conditions of use or significant changes in the conditions of use; and the
volume or significant changes in the volume of the chemical substance manufactured
or processed.®

In January 2017, EPA issued proposed procedures for prioritization of chemicals
for risk evaluation.® In June 2017, EPA issued a final rule (the “Prioritization
Rule”).’> As required by the statute, the priority designation process established by
the Prioritization Rule must extend between nine months and one year, measured
from a notice of initiation of the prioritization process to the final priority
designation. In the Federal Register notice commencing the prioritization process,
but prior to proposing a priority designation, EPA requests relevant information on

[Section 16:30]
'TSCA § 6(b)(2)(A), 15 U.S.C.A. § 2605(b)(2)(A).

281 Fed. Reg. 91927 (Dec. 19, 2016); see discussion infra § 16:31 (regarding the status of these
risk evaluations).

*TSCA § 6(b)(1)(A), 15 U.S.C.A. § 2605(b)(1)(A).
82 Fed. Reg. 4825 (Jan. 17, 2017).

°82 Fed. Reg. 33753 (July 20, 2017) (final rule). Environmental and public health groups filed
challenges to the Prioritization Rule in three circuit courts of appeal shortly after EPA published the
final regulations. Envtl. Def. Fund v. EPA, No. 17-2464 (2d Cir.); Alliance of Nurses for Healthy Env’ts
v. EPA, No. 17-1926 (4th Cir.); Safer Chems. Healthy Families v. EPA, No. 17-72259 (9th Cir.). These
lawsuits were consolidated in the Ninth Circuit to be heard with lawsuits challenging the Risk Evalu-
ation Rule, discussed in Section 16:31. In November 2019, the Ninth Circuit issued an opinion that pri-
marily addressed the Risk Evaluation Rule, including whether EPA could exclude some conditions of
use from the scope of an evaluation. Safer Chemicals, Healthy Families v. U.S. Environmental Protec-
tion Agency, 943 F.3d 397 (9th Cir. 2019), for additional opinion, see, 791 Fed. Appx. 653 (9th Cir.
2019). The decision, which is discussed in greater detail in Section 16:31, appeared to suggest that
EPA might not be able to exclude intended, known, or reasonably foreseen conditions of use from
consideration in risk evaluations. The decision also indicated that related challenges to the Prioritiza-
tion Rule were “entirely encompassed” within challenges to the Risk Evaluation Rule; this suggests the
potential limits on EPA’s discretion to exclude conditions of use are also relevant to the scope of uses to
be considered in the prioritization process. In a separate unpublished decision, the Ninth Circuit
rejected other challenges to the Prioritization Rule. Safer Chems., Safer Chemicals, Healthy Families
v. U.S. Environmental Protection Agency, 791 Fed. Appx. 653 (9th Cir. 2019).
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a chemical substance and allows 90 days for submission.® EPA may extend this pe-
riod by up to three additional months in order to receive or evaluate information
received under the related Section 4 authority created by the 2016 amendments
that permits EPA to require development of information in order to prioritize a
chemical substance.” After conducting a screening process, EPA proposes to desig-
nate the chemical substance as high-priority or low-priority.® The proposed designa-
tion is subject to a 90-day public comment period.’

Based on this process, EPA identifies “high-priority” chemical substances that it
concludes—without consideration of costs or other nonrisk factors—“may present an
unreasonable risk of injury to health or the environment because of a potential haz-
ard and a potential route of exposure under the conditions of use, including an un-
reasonable risk to a potentially exposed or susceptible subpopulation identified as
relevant by [EPA].”*°

Chemical substances that EPA concludes, “based on information to establish,
without consideration of costs or other nonrisk factors,” do not meet the “high-
priority” standard will be designated as low-priority."* EPA’s designations are based
on its conclusion that a chemical substance does or does not meet the high-priority
threshold “under one or more activities that the Agency determines constitute
conditions of use.”” EPA stated it would identify the circumstances that constitute
each substance’s “conditions of use” early in the prioritization process.” If EPA
lacks sufficient information to finalize a proposed low-priority designation for a
chemical substance, EPA will propose designating the substance as high-priority."
A low-priority designation does not preclude EPA from revising the designation in
the future.®

The prioritization process must give preference to certain chemical substances—
those listed in the 2014 update to the TSCA Work Plan for Chemical Assessments
as having a Persistence and Bioaccumulation Score of 3, and those included in the
2014 update that are human carcinogens and have high acute and chronic toxicity."
The 2016 amendments also directed EPA to use the Framework for Metals Assess-
ment of the Office of the Science Advisor, Risk Assessment Forum, to identify priori-
ties for metals and metal compounds.*”’

The 2016 amendments imposed initial deadlines for the prioritization and risk
evaluation process, requiring that risk evaluations be ongoing for at least 20 high-
priority substances within three and one half years of enactment (i.e., by December
2019). In addition, at least 20 chemical substances were required to have been
designated as low-priority by that time.

In September 2018, EPA published a working approach document that was

40 C.F.R. § 702.7(d).

40 C.F.R. § 702.7(e) (allowing EPA to “extend the public comment period . . . for up to three
months in order to receive or evaluate information submitted under 15 U.S.C. 2603(a)(2)(B)”). Section
16:5 discusses new authority that the 2016 amendments granted to EPA to require testing.

8See 40 C.F.R. § 702.9.

°40 C.F.R. § 702.9(g).

OTSCA § 6(b)(1)(B)E), 15 U.S.C.A. § 2605(b)(1)(B)).
UTSCA § 6(b)(1)(B)(i), 15 U.S.C.A. § 2605(b)(1)(B)(i).
240 C.F.R. § 702.9(f).

1382 Fed. Reg. 33753, 33755 (July 20, 2017). The Ninth Circuit has suggested there could be limits
on EPA’s discretion to exclude conditions of use. See discussion supra note 5.

TSCA § 6(b)(1)(C)(ii), 15 U.S.C.A. § 2605(b)(1)(C)(ii); 40 C.F.R. § 702.9(e).
540 C.FR. § 702.15.

*TSCA § 6(b)(2)(D), 15 U.S.C.A. § 2605(b)(2)(D).

TSCA § 6(b)(2)(E), 15 U.S.C.A. § 2605(b)(2)(E).
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intended to guide not only the initial prioritization of 20 high-priority substances
but also a longer-term approach that EPA would use to “bin” active chemical sub-
stances on the Inventory.'® This meant that “EPA would loosely group chemicals on
the Inventory into pools that could inform potential prioritization based on risk-
based data and information availability.”® EPA stated the binning process would
incorporate information related to human hazard relative to exposure, ecological
hazard, genotoxicity, persistence, and bioaccumulation to calculate “binning scores.””

EPA’s approach to the initial 20 high-priority substances was to refer primarily to
the 2014 Work Plan and to select chemicals based on three factors: “overarching
Agency priorities”; quantity and quality of information; and work load (e.g., select-
ing chemicals to take advantage of existing expertise). EPA indicated it might look
beyond the 2014 Work Plan where other agencies, the public, or the EPA administra-
tor identified chemicals as “particularly suitable.” In regards to the initial 20 low-
priority substances, EPA added that the Agency might identify substances from par-
ticular existing resources, such as: EPA’s Safer Chemical Ingredients List (SCIL);
EPA’s Chemical Assessment Management Program (ChAMP); and Organisation for
Economic Co-operation and Development (OECD) Screening Information Data Sets
(SIDS) assessment documents.”

In December 2019, EPA published notice of its designation of the first 20 high-
priority substances, marking the initiation of their risk evaluations.” In February
2020, EPA finalized designation of the first 20 low-priority substances, all of which
were taken from SCIL.*

After the designation of the first 20 high-priority substances, the amended TSCA
requires that EPA continue to designate priority substances and conduct risk evalu-
ations “at a pace consistent with the ability of [EPA] to complete risk evaluations”
in accordance with the deadlines specified in the statute.”® EPA must designate at
least one high-priority substance for risk evaluation whenever it completes a risk
evaluation.®

The third way by which a chemical substance may be selected for a risk evalua-

®EPA, A Working Approach for Identifying Potential Candidate Chemicals for Prioritization (Sept.
27, 2018).

PEPA, A Working Approach for Identifying Potential Candidate Chemicals for Prioritization 1
(Sept. 27, 2018).

“EPA, A Working Approach for Identifying Potential Candidate Chemicals for Prioritization 28
(Sept. 27, 2018). EPA described additional steps it intended to take as it developed the binning ap-
proach, including opening of a docket to accept comments on the approach, release of a white paper,
and public meetings. Id. at 17. Simultaneously with the publication of its working approach document,
EPA opened dockets to accept information on use, hazard, and exposure for the remaining chemicals on
the 2014 Work Plan (i.e., the 73 substances that were not among the 10 selected for the first risk
evaluations and that were not PBT substances being addressed either under Section 6(h) or through a
manufacturer-requested risk evaluation), as well as a general docket for submitting such information
for other chemicals. Submitting Information on TSCA Work Plan Chemicals to Inform Prioritization
and Risk Evaluation, EPA, https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/submitt
ing-information-tsca-work-plan-chemicals-inform (last visited Apr. 3, 2020).

“'EPA, A Working Approach for Identifying Potential Candidate Chemicals for Prioritization 7
(Sept. 27, 2018).

Z2EPA, A Working Approach for Identifying Potential Candidate Chemicals for Prioritization 15
(Sept. 27, 2018).

2384 Fed. Reg. 71924 (Dec. 30, 2019); see also 84 Fed. Reg. 10491 (Mar. 21, 2019) (notice of initia-
tion of the prioritization process).

485 Fed. Reg. 11069 (Feb. 26, 2020).
BTSCA § 6(b)(2)(C), 15 U.S.C.A. § 2605(b)(2)(C).

TSCA § 6(b)(3)(C), 15 U.S.C.A. § 2605(b)(3)(C). This requirement does not apply to the comple-
tion of risk evaluations for chemical substances being evaluated at the request of a manufacturer.
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tion is by request of a manufacturer. In considering manufacturer requests, EPA
must give preference to requests where the Agency determines that state-level
restrictions on the chemical substance have the potential to have a significant
impact on interstate commerce, or on health or the environment.”” The number of
manufacturer-requested risk evaluations must equal at least 25% (if sufficient
manufacturer requests are received, but not more than 50% of the number of risk
evaluations EPA is conducting for the first 10 chemical substances identified by
EPA from the 2014 update and for chemical substances identified through the
prioritization process).”® Manufacturer-requested risk evaluations for chemical sub-
stances listed in the 2014 Work Plan update do not count towards the 50%
maximum.” A manufacturer must pay fees to cover the costs of the Agency’s evalu-
ation if EPA grants the request.*® The percentage of costs the manufacturer must
pay is 50% for chemical substances listed on the 2014 update to the TSCA Work
Plan for Chemical Assessments and 100% for other substances.*

As of July 2020, EPA had granted manufacturer requests for risk evaluations of
diisodecyl phthalate (DIDP) and diisononyl phthalate (DINP). There was a pending
manufacturer request for a risk evaluation of octamethylcyclotetra- siloxane (D4).*

§ 16:31 Risk evaluation for existing chemical substances

The previous section noted that the amended TSCA requires EPA to conduct risk
evaluations: (1) for the 10 substances the Agency initially selected from the 2014
update to the TSCA Work Plan for Chemical Assessments; (2) for substances
designated as high-priority through EPA’s prioritization process; and (3) for sub-
stances for which EPA grants a manufacturer’s request for evaluation." EPA
conducts risk evaluations in accordance with a framework rule (the Risk Evaluation
Rule) that it issued in June 2017, as required by the 2016 amendments.”

Consistent with the statute,’ the risk evaluation process must incorporate the fol-
lowing elements:

1. Integrate and assess available information on hazards and exposures for the
chemical substance’s conditions of use, including information relevant to
specific risks of injury to health or the environment and information on
potentially exposed or susceptible subpopulations identified as relevant by
EPA

2. Describe whether aggregate or sentinel exposures to a chemical substance
under the conditions of use were considered, and the basis for that consider-
ation

3. Not consider costs or other nonrisk factors in the context of the risk evalua-

'TSCA § 6(b)(4)(E)(iii), 15 U.S.C.A. § 2605(b)(4)(E)(iii). The procedures for submission and review
of manufacturer requests, which includes public notice and comment, are set forth at 40 C.F.R.
§ 702.37.

’T'SCA § 6(b)(4)(E)({), 15 U.S.C.A. § 2605(b)(4)(E)().
2TSCA § 6(b)(4)(E)(iv)(ID), 15 U.S.C.A. § 2605(b)(4)(E)(iv)(ID).

0TScA § 26(b)(4)(D), 15 U.S.C.A. § 2625(b)(4)(D); see 40 C.F.R. § 702.37. Fees requirements are
discussed in Section 16:51, infra.

SITSCA § 26(b)(4)(D), 15 U.S.C.A. § 2625(b)(4)(D).
%2See List of Manufacturer-Requested Risk Evaluations Under TSCA Section 6, EPA, https:/www.

epa.gov/assessing-and-managing-chemicals-under-tsca/list-manufacturer-requested-risk-evaluations-un
der-tsca.

[Section 16:31]
TSCA § 6(b)(4)(C), 15 U.S.C.A. § 2605(b)(4)(C).
82 Fed. Reg. 33726 (July 20, 2017); see also 82 Fed. Reg. 7562 (Jan. 19, 2017) (proposed rule).
See TSCA § 6(b)(4)(F), 15 U.S.C.A. § 2605(b)(4)(F).
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tion phase

4. Take into account the likely duration, intensity, frequency, and number of
exposures under the conditions of use, as relevant

5. Describe the weight of the scientific evidence for the identified hazard and
exposure

EPA’s Risk Evaluation Rule incorporated these statutory requirements into a pro-
cess that includes issuing draft and final scoping documents and draft and final risk
evaluations, all of which the statute requires to be completed within three years,
with the possibility of a six-month extension.*

A final risk evaluation includes five components: scope, hazard assessment,
exposure assessment, risk characterization, and risk determination.

The scope identifies the chemical substance’s conditions of use, as well as
potentially exposed or susceptible subpopulations, ecological receptors, and hazards
to human health and the environment that EPA plans to consider and evaluate.®
Other components of the scope include: a description of the reasonably available in-
formation and science approaches EPA plans to use; a conceptual model to describe
actual or predicted relationships between the chemical substance and receptors; an
analysis plan that, among other items, identifies a strategy for using information,
accepted science policies, models, and screening methodologies, and describes
hypotheses about the relationships identified in the conceptual model; and a peer
review plan.® EPA issues a scoping document within six months of a substance be-
ing prioritized for risk evaluation.” During that six-month period, EPA publishes a
draft scope and makes it available for at least 45 days of public comment.® No fewer
than 12 months may elapse between the initiation of the prioritization process for a
chemical substance eventually designated as high-priority and the publication of the
final scope.’ This takes into account the public comment process for prioritization
and the period designated for preparing the initial risk evaluation scoping document.

EPA then proceeds with development of a draft risk evaluation within the scope’s
parameters. The evaluation includes the other four components. The hazard assess-
ment identifies the types of hazards to health and the environment posed by the
chemical substance under the conditions of use, while the exposure assessment
involves consideration of the likely duration, intensity, frequency, and number of
exposures to the chemical substance under the conditions of use.'’® The risk
characterization integrates the hazard and exposure assessments into quantitative
or qualitative estimates of risk and results in a summary of considerations ad-
dressed throughout the evaluation, including consideration of uncertainty and vari-
ability, data quality, plausible alternative interpretations where appropriate and
relevant, and factors specific to environmental risk evaluations—such as spatial and
temporal patterns of effects and implications at individual, species, population, and
community level.*!

The risk evaluation culminates in a final determination of “whether a chemical
substance presents an unreasonable risk of injury to health or the environment,
without consideration of costs or other nonrisk factors, including an unreasonable

“See 40 C.F.R. § 702.41 to 702.49; see also TSCA § 6(b)(4)(G), 15 U.S.C.A. § 2605(b)(4)(G).
°40 C.FR. § 702.41(c)(2).

®40 C.F.R. § 702.41(c)(3) to (6).

"TSCA § 6(b)(4)(D), 15 U.S.C.A. § 2605(b)(4)(D); 40 C.F.R. § 702.41(c)(8)(1).

840 C.F.R. § 702.41(c)(7)(i) to (iii).

*TSCA § 6(b)(4)(D), 15 U.S.C.A. § 2605(b)(4)(D).

%40 C.F.R. § 702.41(d) to (e).

40 C.FR. § 702.43.

53



§ 16:31 Law or ENVIRONMENTAL PROTECTION

risk to a potentially exposed or susceptible subpopulation identified as relevant to
the risk evaluation by the Administrator, under the conditions of use.”” The Risk
Evaluation Rule requires EPA to provide at least 60 days for public comment on a
draft evaluation.®

The 2016 amendments required EPA to develop guidance to assist interested
outside parties in developing and submitting draft risk evaluations for consideration
by EPA." EPA’s guidance, published on June 22, 2017," generally indicates that
such evaluations must be of the same quality and adhere to the same substantive
and procedural requirements as evaluations prepared by EPA. Although the
amended TSCA required the guidance, the Risk Evaluation Rule does not itself
provide for the submission of risk evaluations prepared by outside parties.

As discussed in the following section, the 2016 amendments authorized EPA to
forgo conducting risk evaluations for certain substances identified as persistent,
bioaccumulative, and toxic chemical substances. The Agency is required to propose
Section 6(a) risk management rules for these substances within three years of the
enactment of the 2016 amendments.*

Lawsuits challenging the final Risk Evaluation Rule were filed in three separate
courts of appeals.” The lawsuits initially were consolidated in the Fourth Circuit
but were subsequently transferred to the Ninth Circuit to be heard with the lawsuits
challenging the Prioritization Rule, discussed above.” In November 2019, the Ninth
Circuit vacated portions of the Risk Evaluation Rule that excluded “legacy uses”
and “associated disposals” from the conditions of use required to be considered in a
risk evaluation.” However, the Ninth Circuit found that EPA properly excluded
“legacy disposal” from the conditions of use, concluding that “T'SCA unambiguously
does not require past disposals to be considered conditions of use.”” This ruling led
EPA, which had already commenced a risk evaluation of asbestos that excluded leg-
acy uses from its scope, to indicate its intent to undertake a supplemental risk
evaluation to consider legacy uses and associated uses.”

The Ninth Circuit dismissed or denied two other challenges to the Risk Evalua-
tion Rule, though the court’s decision could leave room for additional challenges to
individual risk evaluations based on these issues. First, the court concluded that an
argument that EPA intended to make risk determinations for individual uses rather
than holistically was not justiciable because the petitioners’ interpretation of EPA’s
intent was too speculative.” Second, the Ninth Circuit rejected an argument that
the rule contravened EPA’s purported obligation under TSCA to consider all of a
chemical’s conditions of use. The court stated that text in the preamble suggesting
EPA would exclude conditions of use was not binding and that “[e]ven assuming

2TSCA § 6(b)(4)(A), 15 U.S.C.A. § 2605(b)(4)(A).

340 C.F.R. § 702.49(a). The statute requires at least 30 days of public comment on the draft
evaluation. TSCA § 6(b)(4)(H), 15 U.S.C.A. § 2605(b)(4)(H).

MTSCA § 6(1)(5), 15 U.S.C.A. § 2605(1)(5).

SEPA, EPA 740-R17-001, Guidance to Assist Interested Persons in Developing and Submitting
Draft Risk Evaluations Under the Toxic Substances Control Act (June 2017).

1*TSCA § 6(h)(2), 15 U.S.C.A. § 2605(h)(2).

YSee Envtl. Def. Fund v. EPA, No. 17-2464 (2d Cir.); Alliance of Nurses for Healthy Env’ts v. EPA,
No. 17-1926 (4th Cir.); Safer Chemicals Healthy Families v. EPA, No. 17-72259 (9th Cir.).

8Gee Alliance of Nurses for Healthy Env’ts v. EPA, No. 17-1926 (4th Cir. Dec. 11, 2017).

Safer Chemicals, Healthy Families v. U.S. Environmental Protection Agency, 943 F.3d 397, 425
(9th Cir. 2019), for additional opinion, see, 791 Fed. Appx. 653 (9th Cir. 2019).

2943 F.3d at 425.
2185 Fed. Reg. 18954 (Apr. 3, 2020).
22943 F.3d at 411.
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TSCA requires EPA to consider all conditions of use within the scope of a chemical
substance’s risk evaluation, the provisions of the Risk Evaluation Rule that Petition-
ers challenge do not evince any contrary intent on the part of EPA.”? These two
arguments will be revisited in litigation (discussed further below) recently filed, as
of time of publication, in the Ninth Circuit. These suits challenge EPA’s first final
risk evaluation (for methylene chloride, one of the initial 10 risk evaluations EPA
undertook following the 2016 amendments).*

The 2016 amendments required swift work on risk evaluations, and EPA was out
of the gate quickly. In June 2017, the Agency released draft scoping documents for
the first 10 substances, and in June 2018, EPA published problem formulation docu-
ments for public comment.” Beginning in November 2018, EPA began to release
draft risk evaluations for the 10 substances, starting with PV29. As the June 2020
deadline for completion of the first 10 evaluations approached, however, it became
apparent that the Agency would not be able to complete the evaluations on time.
The Agency issued its tenth draft risk evaluation—for perchloroethylene—in April
2020, only two months before the deadline for final risk evaluations.” In addition,
the Science Advisory Committee on Chemicals raised numerous concerns regarding
the draft evaluations, and EPA continued to receive new information on at least two
of the chemicals: in July 2020, EPA announced it had received information about
the solubility of PV29 in response to a Section 4 testing order and added that the
Agency had received additional studies on NMP that were similar to a study that
provided the basis for an element of the NMP draft risk evaluation.”

As of the time this chapter was drafted, EPA had issued only one final risk evalu-
ation—for methylene chloride—by the statutory deadline. EPA had also recently
closed the comment periods on the draft scoping documents for its risk evaluations
of the first 20 high-priority substances.?®

EPA’s evaluation for methylene chloride risk identified no unreasonable risk to
the environment from any condition of use, but the Agency did find unreasonable
risk to human health arising from 47 of the 53 conditions of use considered and
stated EPA would initiate risk management actions on those 47 conditions of use.”
The risk evaluation set forth separate detailed findings for each condition of use.
EPA considered its findings of no unreasonable risk for six conditions of use as final
agency action.*” In July 2020, environmental groups filed a petition for review in the
Ninth Circuit challenging the final risk evaluation.** Their petition asserted that
EPA had “declin[ed] to consider certain uses and pathways through which members
of Petitioners are exposed and face risks of exposure to methylene chloride.” The
results of this litigation—and of the challenges that surely will follow issuance of
other final risk evaluations that include “no unreasonable risk” findings—will shape
the evolution of EPA’s assessment and management of existing chemicals. It could

%3943 F.3d at 418-20.
**Neighbors for Envtl. Justice v. EPA, No. 20-72091 (9th Cir. July 16, 2020).

“For the initial 10 substances, EPA referred to the final scoping documents as problem formula-
tion documents.

85 Fed. Reg. 37942 (June 24, 2020).

“"Letter from Acting Dir., Risk Assessment Div., Office of Pollution Prevention & Toxics, EPA, to
Executive Sec’y, FIFRA Scientific Advisory Panel Staff, Office of Sci. Coordination & Policy, regarding
Transmission of NMP Producers Group Studies from November 1999 and December 1999 Submitted in
Support of the Draft Risk Evaluation for n-Methylpyrrolidone (2-Pyrrolidinone, 1 Methyl-) (NMP) (July
16, 2020).

*885 Fed. Reg. 22733 (Apr. 23, 2020); 85 Fed. Reg. 19941 (Apr. 9, 2020).
2Gee 85 Fed. Reg. 37942 (June 24, 2020).

*See 85 Fed. Reg. at 37943.

31Neighbors for Envtl. Justice v. EPA, No. 20-72091 (9th Cir. July 16, 2020).

55



§ 16:31 Law or ENVIRONMENTAL PROTECTION

require certain draft risk evaluations for the first 10 chemicals be reexamined, and
potentially delay development of risk management regulations for those and other
substances that undergo review.

§ 16:32 Risk management for existing chemical substances

If a risk evaluation results in a determination that a chemical substance presents
an unreasonable risk of injury to health or the environment, EPA must issue regula-
tions requiring risk management actions “to the extent necessary so that the chemi-
cal substance no longer presents” the unreasonable risk to health or the
environment.' This standard replaced the original TSCA’s directive that risk
management requirements be applied “to the extent necessary to protect adequately
against such risk using the least burdensome requirements.” Section 6 specifies the
types of risk management actions that EPA may require, and the types of limita-
tions identified can be combined in the same regulation. The Agency may limit risk
management requirements to specified geographic areas.?

Risk Management Actions for Chemical Substances & Mixtures Under
TSCA Section 6°

e Prohibitions/restrictions on manufacturel/processing/distribution

e Prohibitions/limitations on amount manufactured / processed / distributed

e Prohibitions/restrictions on manufacture/processing/distribution for a par-
ticular use (or particular use exceeding a specified amount and/or
concentration,)

® Requirements for “clear and adequate minimum warnings and instruc-
tions” (including for articles)

® Recordkeeping, monitoring, or testing requirements that are “reasonable
and necessary to assure compliance” with other risk management rules

e Prohibition or other regulation of particular manners or methods of com-
mercial use

e Prohibition or other regulation of particular manners or methods of dis-
posal

e Notice requirements and requirements to replace or repurchase the
chemical substance or mixture

These parameters for risk management actions are largely the same as they were
under the original TSCA. The 2016 amendments did, however, add a limitation on
risk management rules for articles and categories of articles. The amendments
specified that EPA may impose prohibitions or other restrictions on articles only “to
the extent necessary to address the identified risks from exposure to the chemical
substance or mixture from the article or category of articles so that the chemical
substance or mixture does not present an unreasonable risk of injury to health or
the environment identified in the risk evaluation.™

Although EPA may not consider economic and other nonrisk factors during the
prioritization and risk evaluation processes, the Agency must undertake an analysis
of the risks, benefits, and costs of regulating the substance when issuing a risk
management rule under Section 6(a). Section 6(c) requires the Administrator to

[Section 16:32]
TSCA § 6(a), 15 U.S.C.A. § 2605(a).
>TSCA § 6(a), 15 U.S.C.A. § 2605(a).
*TSCA § 6(a)(1)—(a)(7), 15 U.S.C.A. § 2605(a)(1)—(a)(7).
“TSCA § 6(c)(2)(E), 15 U.S.C.A. § 2605(c)(2)(E).
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publish a statement based on reasonably available information regarding the
magnitude of exposure and effects on health and the environment, the benefits of
the substance for various uses, and “the reasonably ascertainable economic conse-
quences of the rule.” This last item includes the likely effect on the national
economy, small business, technological innovation, the environment, and public
health; the costs and benefits of the proposed action and of the primary alternative
actions considered by EPA; and the cost effectiveness of the proposed action and of
the primary alternative actions considered by EPA.> Consideration of available
substitutes is required when EPA is deciding whether to impose prohibitions or
restrictions in a manner that “substantially prevents” a specific condition of use of a
chemical substance or mixture. Such consideration is also required when the Agency
is deciding upon an appropriate transition period for phasing in such a prohibition
or restriction. EPA must consider, to the extent practicable, whether there will be
reasonably available technically and economically feasible alternatives that benefit
health or the environment, when compared to the use proposed to be prohibited or
restricted.®

Prior to enactment of the 2016 amendments, Section 6(c) of TSCA discouraged
EPA from issuing regulations under Section 6 if other laws administered by the
Agency applied. If the Administrator determined that a chemical risk could be con-
trolled adequately by other laws administered by EPA, then the Agency could not
issue a risk management rule under Section 6(a) unless the Administrator
determined that it was “in the public interest” to do so.” In making this determina-
tion, the Administrator was required to compare the relative costs and efficiency of
proceeding under other available laws.® The 2016 amendments eliminated this
requirement.

EPA can grant temporary exemptions from Section 6 rules for specific conditions
of use of a chemical substance or mixture if one of three criteria is met:

(1) the use is “critical or essential” and there are no technically or economically
feasible safer alternatives available, taking into consideration hazard and
exposure;

(2) compliance with the Section 6 requirement would “significantly disrupt the
national economy, national security, or critical infrastructure”; or

(3) the use provides a “substantial benefit” to health, the environment, or public
safety as compared to reasonably available alternatives.’

Initially, EPA must set a reasonable time limit for any exemption it grants, and can
subsequently extend, modify, or eliminate an exemption.”> EPA must impose condi-
tions on the exemption to the extent necessary to protect health and the environ-
ment while achieving the exemption’s purposes. The conditions might include
recordkeeping, monitoring, and reporting requirements.™

TSCA also exempts replacement parts for “complex durable goods” and “complex
consumer goods” (both of which are defined terms in the statute) designed prior to a
final risk management rule unless the Agency finds, based on the risk evaluation,

TSCA § 6(c)(2)(A), 15 U.S.C.A. § 2605(c)(2)(A).
*TSCA § 6(c)(2)(C), 15 U.S.C.A. § 2605(c)(2)(C).

"TSCA § 6(c)(1), 15 U.S.C.A. § 2605(c)(1); see also TSCA § 9(b), 15 U.S.C.A. § 2608(b) (containing
similar language).

8TSCA § 6(c)(1), 15 U.S.C.A. § 2605(c)(1).
*TSCA § 6(g)(1), 15 U.S.C.A. § 2605(g)(1).
1oTSCA § 6(g)(3), 15 U.S.C.A. § 2605(g)(3).
TSCA § 6(g)(4), 15 U.S.C.A. § 2605(g)(4).
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that the replacement parts contribute significantly to the risk."

The 2016 amendments impose deadlines on EPA for taking risk management
actions. Thus, EPA must propose a risk management rule under Section 6(a) within
one year of the publication of the final risk evaluation for a chemical substance. The
Agency must publish a final rule within two years of publication of the final risk
evaluation. EPA can extend these deadlines for not more than an aggregate of two
years (including the period of time already consumed by any extension granted for
generating the risk evaluation), Additional justification is required for EPA to
extend these deadlines for chemical substances on the 2014 update to the TSCA
Work Plan or for persistent, bioaccumulative, and toxic (PBT) chemical substances
that meet certain criteria.”

In addition to the requirements imposed for rulemaking by the Administrative
Procedure Act,"* EPA must publish a notice of proposed rulemaking that states
“with particularity” the reason for the proposed action. The Agency must allow
interested persons to submit written data, views, and arguments, all of which it
must make available to the public.'

The 2016 amendments eliminated a requirement that a public hearing be held for
Section 6 risk management rules. In late 2016, EPA removed regulations that speci-
fied procedural requirements for risk management rules, finding that they were
“particularly outdated and no longer designed for effective implementation of sec-
tion 6” and that TSCA itself, along with the Administrative Procedure Act, would
provide the necessary procedural framework.’® Although the 2016 amendments
required EPA to develop framework rules for prioritization and risk evaluation, it
did not include such a requirement for risk management. In 2020, as EPA prepared
to undertake its first Section 6(a) rulemakings under the amended statute, a hand-
ful of trade groups petitioned for EPA to initiate a proceeding to develop a risk
management procedural rule, contending that “[p]lrocedural guardrails” were needed
to ensure that risk management “is consistently applied and appropriately
tailored.””

In addition to reshaping the general framework for regulating substances under
Section 6(a), the 2016 amendments added a new Section 6(h) to TSCA requiring
EPA to take accelerated action to regulate PBT chemical substances. Section 6(h)
required the Agency to propose risk management rules under Section 6(a) by June
2019 for certain PBT chemical substances in the 2014 update to the TSCA Work
Plan that were likely to cause exposure, under the conditions of use, to the general
population, to a potentially exposed or susceptible subpopulation identified by EPA,
or to the environment.”® No risk evaluation was required to precede the promulga-
tion of risk management rules for these substances.”” The risk management rules
for such substances must target the risks to health or the environment that EPA
determines are presented and must “reduce exposure to the chemical substance to

2TSCA § 6(c)(2)(D), 15 U.S.C.A. § 2605(c)(2)(D).
3TSCA § 6(c)(1), 15 U.S.C.A. § 2605(c)(1).

1See 5 U.S.C.A. § 553.

*TSCA § 6(c)(3), 15 U.S.C.A. § 2605(c)(3).

1881 Fed. Reg. 93633 (Dec. 21, 2016).

g eremy Bernstein, Industry Petition Seeks to Codify “Tailored’ TSCA Approach EPA Has Pledged,
Inside TSCA (July 7, 2020), https://insideepa.com/tsca-news/industry-petition-seeks-codify-%E2%80%98
tailored%K2%80%99-tsca-approach-epa-has-pledged.

TSCA § 6(h)(1), 15 U.S.C.A. § 2605(h)(1).
TSCA § 6(h)(2), 15 U.S.C.A. § 2605(h)(2).
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the extent practicable.””® Manufacturers could remove a PBT chemical substance
listed on the 2014 Work Plan from consideration for the expedited risk management
process by requesting that EPA conduct a risk evaluation for the substance. Such
requests were made for two substances used in fragrance mixtures.*

In June 2019, EPA issued a proposed risk management rule covering the five PBT
substances that the Agency had determined met Section 6(h)’s criteria: decabromo-
diphenyl ether (decaBDE); hexachlorobutadiene (HCBD); pentachlorothiophenol
(PCTP); phenol, isopropylated, phosphate (3:1) (PIP (3:1)); and 2,4,6-tris(tert-butyl)
phenol.”? For many uses of four of the five substances, EPA proposed restrictions
and prohibitions on manufacture, processing, and distribution. The proposed rule
also included recordkeeping requirements for these four substances and a ban on
downstream releases to water for PIP (3:1), as well as a requirement to notify
downstream users of the PIP (3:1) restrictions. For HCBD, EPA proposed no action
based on a determination that the potential for exposure from uses of HCBD was al-
ready addressed by actions taken under other federal and state statutes and that
further measures were not practicable. EPA rejected the alternative of prohibiting
the manufacture of HCBD because doing so also would effectively prohibit
manufacture of three widely used solvents: perchloroethylene, trichloroethylene,
and carbon tetrachloride (all three of which are among the initial 10 substances for
which EPA was conducting risk evaluations).

At the time this chapter was being drafted, the Agency had begun to submit final
Section 6 rules for the four substances to the Office of Management and Budget for
interagency review to meet the December 2020 statutory deadline.”®

Section 7 steps in when a chemical substance or mixture is likely to result in
widespread and serious injury before a rule can be promulgated under Section 6.
Section 7 authorizes actions in federal district court for seizure and other relief
against “imminently hazardous” chemical substances.? The relief may include
notification to purchasers and public notice of risk, recall of products containing the
hazardous substance, and repurchase or replacement of such products.”

Regulation of Polychlorinated Biphenyls (PCBs) Under TSCA

Polychlorinated biphenyls (PCBs) were one of the two substances directly regulated
by the original TSCA (the other was elemental mercury). Due to their high boiling
point and low electrical conductivity, PCBs were used for many years as
transformer cooling liquids and capacitor dielectric fluids. Because of their low
solubility in water, high solubility in fat, and high degree of chemical stability,
PCBs can remain in the environment for decades and bioconcentrate in fatty
tissues. They are highly toxic to animals.

TSCA § 6(h)(5), 15 U.S.C.A. § 2605(h)(5).

2LSee Press Release, EPA, EPA Acts on New Chemical Law to Fast-Track Five Chemicals (Oct. 11,
2016). The substances are ethanone, 1-(1,2,3,4,5,6,7,8-octahydro-2,3,5,5-tetramethyl-2-naphthalenyl)
and ethanone, 1-(1,2,3,4,5,6,7,8-octahydro-2,3,8,8-tetramethyl-2-naphthalenyl).

284 Fed. Reg. 36728 (July 29, 2019).

“TSCA § 6(h)(3), 15 U.S.C.A. § 2605(h)(3).

**TSCA § 7, 15 U.S.C.A. § 2606. The 2016 amendments did not significantly change Section 7.
*TSCA § 7(b)(2), 15 U.S.C.A. § 2606(b)(2).
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Section 6(e) of TSCA prohibited the manufacture, processing, distribution in com-
merce, use, or disposal of PCBs except “in a totally enclosed manner.” The 1976
statute also required EPA to promulgate rules governing disposal of PCBs and
requiring labeling of PCBs with clear and adequate warnings and instructions.”
The statute permitted EPA to authorize the manufacture, processing, distribution
in commerce, or use of PCBs other than in a totally enclosed manner if the
Administrator found that such activities “will not present an unreasonable risk of
injury to health and the environment.”?®

EPA’s regulations implementing the PCB provisions of TSCA are codifed at 40
C.F.R. § 761. The regulations—which are detailed and technical—cover the follow-
ing areas:

e Prohibitions, exceptions, authorized activities, and storage for reuse.
Subpart B implements Section 6(e)’s PCB prohibition, but also sets forth a
number of significant exceptions to the prohibition, including use of “excluded
PCB products,” which contain less than 50 parts per million (ppm) PCBs.
Subpart B also authorizes specific “non-totally enclosed PCB activities.”

e Labeling. Subpart C prescribes the format for warning labels that must be
placed on certain items containing PCBs.

e Disposal and storage for disposal. Subpart D regulates PCB disposal,
which includes accidental as well as intentional removal of PCBs from
service. The subpart also addresses storage for disposal. The applicable dis-
posal requirements vary according to the nature and PCB concentration of
the waste.

e Spill cleanup. Subpart G contains EPA’s PCB Spill Cleanup Policy, includ-
ing reporting requirements. Compliance with the Spill Cleanup Policy creates
a presumption against an enforcement action for penalties or further
cleanup. The Spill Policy is applicable only to spills that occur after May 4,
1987; this is based on EPA’s view that older spills of PCBs are likely to be
more pervasive and difficult to clean up than fresh spills.

e Recordkeeping. Subpart J establishes recordkeeping requirements for
certain handlers of PCB wastes.

Other subparts of the PCB regulations set forth requirements for waste disposal
records and establish methodologies for sampling, analysis, and decontamination.
EPA also has published extensive guidance on the use, cleanup, and disposal of
PCBs.” These regulations remain relevant today, because equipment containing
PCBs remains in use in the U.S. and PCB-containing materials and soils are still
present in sites in the U.S. Such materials often contain PCBs present at such
levels that they must be handled in accordance with the standards and procedures
established in EPA’s TSCA regulations.

V. REPORTING AND RECORDKEEPING REQUIREMENTS

§ 16:33 In general
Section 8 of TSCA includes a number of provisions requiring regulated entities,

BTSCA § 6(e)(2)(A), 15 U.S.C.A. § 2605(e)(2)(A). The 2016 amendments did not affect TSCA’s
PCB-related provisions.

2"TSCA § 6(e)(1), 15 U.S.C.A. § 2605(e)(1).
“’TSCA § 6(e)(2)(B), 15 U.S.C.A. § 2605(e)(2)(B).

#See Policy and Guidance for Polychlorinated Biphenyl (PCBs), EPA, https://www.epa.gov/pcbs/po
licy-and-guidance-polychlorinated-biphenyl-pcbs (last updated July 27, 2020).
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such as manufacturers, importers, processors, and distributors, to maintain and
report information relating to chemical toxicity and exposure. Some reporting
requirements pertain to particular chemical substances targeted by the Agency for
information-gathering. Other recordkeeping and reporting requirements—such as
the Chemical Data Reporting rule—apply generally to all chemical substances on
the Inventory. The 2016 amendments to TSCA made limited modifications to Sec-
tion 8 intended to permit EPA to update the TSCA Inventory in order to make sev-
eral improvements. Examples include: to better reflect which substances are active
in commerce; ensure certain nomenclature conventions used for Inventory listings
are not modified; and encourage EPA to work collaboratively with industry to ad-
dress nagging issues—concerning treatment of recycled chemicals and byproducts—
that had arisen in the context of the periodic reporting conducted pursuant to the
Chemical Data Reporting rule. The 2016 amendments also required EPA to collect
information to aid in identifying and tracking mercury and mercury compounds in
the U.S. marketplace and to use this information to prepare mercury inventories
every three years. The following sections discuss Section 8 reporting obligations in
greater detail.

§ 16:34 Section 8(a) reporting: Preliminary Assessment Information Rule
(PAIR)

TSCA Section 8(a) grants EPA the authority to “promulgate rules under which
. . each person . . . who manufactures or processes or proposes to manufacture or
process a chemical substance . . . shall maintain such records, and shall submit to
the Administrator such reports as the Administrator may reasonably require.”
Employing the rulemaking authority in Section 8(a)(2), the Administrator may
require recordkeeping and reporting of a wide variety of information, including the:
e Identity and molecular structure of chemical substances
Categories or proposed categories of use
Quantities manufactured or processed
Byproducts resulting from manufacture, processing, use, or disposal
All existing information concerning environmental and health effects
Estimates of employee exposure
Manner or method of disposal

In short, the Administrator can leverage Section 8(a) to obtain comprehensive in-
formation about the movement of a particular chemical substance or category of
chemical substances through the chain of commerce, as well as available informa-
tion about toxicity and exposure.

To implement Section 8(a), EPA has promulgated a “generic” reporting rule—the
Preliminary Assessment Information Rule (PAIR).> Although focus on the PAIR
requirements declined in the years preceding the 2016 amendments, EPA uses

[Section 16:34]
ITSCA § 8(a)(1)(A), 15 U.S.C.A. § 2607(a)(1)(A).

40 C.F.R. §§ 712.20 to 712.30. EPA also promulgated a Comprehensive Assessment Information
Rule, known as CAIR. CAIR was designed to gather more detailed information on the manufacture,
importation, and processing of chemical substances and mixtures, which could be used to support risk
assessment of designated chemicals. However, after CAIR was promulgated in December 1988, several
industry groups challenged the rule before EPA and in court, arguing, among other things, that it
would require disclosure of confidential information. In response to these complaints, EPA in April
1989 temporarily stayed application of certain provisions of the rule. Notice of Temporary Administra-
tive Relief, 54 Fed. Reg. 14324 (Apr. 10, 1989). Although EPA issued proposed amendments to the rule
in 1993, 58 Fed. Reg. 63134 (Nov. 30, 1993), the rulemaking was never completed, and the Agency
ultimately decided to delete the rule in its entirety given the ineffectiveness of the existing provisions
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PAIR listings to obtain general production, use, and exposure information on chemi-
cal substances.® Thus, persons who manufacture or import a chemical substance
subject to the reporting requirement must submit a form for each substance and for
each plant site that manufactures or imports the substance. The initial PAIR
required reporting on about 250 chemical substances, and other substances have
been added from time to time—for example, chemical substances recommended for
testing under Section 4(e) by the Interagency Testing Committee (ITC).*

EPA’s authority to require reporting under Section 8(a) is limited in a number of
ways. First, small manufacturers and processors (as defined by rule) are exempted
from reporting; Section 8(a) provides, however, that they may be made subject to
recordkeeping or reporting rules for chemical substances regulated or proposed to be
regulated under several sections of TSCA.® Second, persons who manufacture or
process a chemical substance in small quantities solely for scientific experimenta-
tion, analysis, or chemical research may be subject to a Section 8(a) rule only if the
Administrator determines that “the maintenance of records or submission of reports,
or both, is necessary for the effective enforcement” of TSCA.® Similarly, the
Administrator may not require maintenance of records or submission of reports
with respect to changes in the proportion of components in a mixture without mak-
ing a finding of necessity.” Finally, the Administrator is directed, “[t]o the extent
feasible,” to avoid unnecessary or duplicative reporting requirements, to minimize
costs to small manufacturers and processors, and to apply reporting obligations to
persons likely to have relevant information.®

In November 2017, EPA issued a final determination that the size standards for
small manufacturers and processors, which had been in place since the 1980s, were
“clearly outdated” and that revision was warranted.’ In May 2020, EPA finalized
amendments to the definition of “small manufacturer” that increased thresholds for
annual sales to account for inflation.*

The 2016 amendments required EPA to develop regulations through negotiated
rulemaking to limit the reporting requirements for manufacturers of any inorganic

and the inactive status of the proposed revisions. 60 Fed. Reg. 31917, 31918 (June 19, 1995).

%See 40 C.F.R. § 712.30 (listing of chemicals subject to the rule). As part of the Clinton
administration’s “streamlining” government initiatives, EPA decided to delete from the Code of Federal
Regulations all listed chemicals with a pre-1990 reporting date. See 60 Fed. Reg. 31917, 31919 (June
19, 1995). EPA has gathered information on approximately 800 chemical substances under PAIR.

*ITC-listed substances automatically become subject to PAIR reporting 30 days after EPA issues
a regulation listing the substances for inclusion. 40 C.F.R. § 712.30(c). The required information form
must be submitted 60 days thereafter. 40 C.F.R. § 712.30(c).

STSCA § 8(a)(1)(A), (3)(A), 15 U.S.C.A. § 2607(a)(1)(A), (3)(A). “Small manufacturer” is defined for
purposes of Section 8(a) at 40 C.F.R. § 704.3. See 40 C.F.R. § 712.25(c).

°*T'SCA § 8(a)(1)(B), 15 U.S.C.A. § 2607(a)(1)(B).
'TSCA § 8(a), 15 U.S.C.A. § 2607(a).
*TSCA § 8(a)(5), 15 U.S.C.A. § 2607(a)(5).

°82 Fed. Reg. 56824 (Nov. 30, 2017). The 2016 amendments required EPA to make this determi-
nation as to whether the size standards should be revised. See TSCA § 8(a)(3), 15 U.S.C.A. § 2607(a)(3).

1985 Fed. Reg. 31986 (May 28, 2020). The revised definition retained a “two-standard” structure.
The first standard defines a manufacturer (including an importer) as small if its total annual sales
combined with those of its parent company are less than $120 million, but if annual production or
importation volume of a particular substance at an individual site exceeds 100,000 pounds, the
manufacturer or importer will not qualify for the small manufacturer exemption for purposes of that
substance at that site (unless the manufacturer also meets the second standard). The second standard
defines a manufacturer (including importer) as small if its total annual sales combined with those of
its parent company are less than $12 million, regardless of the quantity of a chemical substance
produced or imported.
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byproducts if the byproducts are subsequently recycled, reused, or reprocessed."
EPA announced in October 2017 that the negotiated rulemaking committee had
determined that it could not reach consensus and concluded the negotiations.”” EPA
sought public input about approaches to reporting that would reduce the burden of
reporting and maintain EPA’s ability to receive information about exposure. The
amendments to the Chemical Data Reporting rule incorporate changes intended to
address this issue.”

The Agency announced in 2020 that EPA is considering a rulemaking, using its
Section 8(a) authority, to gather available information on the substances which
were identified in the 2014 list of Work Plan chemicals. The announcement noted
EPA would seek information concerning the potential hazards and exposure
pathways related to the Work Plan chemicals (in particular occupational,
environmental, and consumer exposure information) to better inform EPA’s
prioritization and risk evaluation activities."

§ 16:35 Inventory reporting and active and inactive substances

As discussed in Section 16:11, Section 8(b) of TSCA requires EPA to compile, keep
current, and publish a list of chemical substances manufactured in the United
States." Initially created by EPA in 1979, the Inventory was compiled based on in-
formation collected from manufacturers and importers through EPA’s reporting
regulations for the initial Inventory.? To refine and update its understanding of the
commercial practices involving Inventory-listed substances, EPA has relied on infor-
mation collected pursuant to the Chemical Data Reporting (CDR) rule. CDR requires
manufacturers and importers to report every four years on the volume of chemical
substances they import or manufacture, provided that the reportable substances are
manufactured or imported in quantities at or above certain thresholds.® For the
2020 CDR, determining whether to report was based on whether, for any calendar
year since the preceding principal reporting year, a chemical substance was
manufactured (or imported) at a site in production volumes of 25,000 pounds or
greater. Manufacturers (including importers) were required to report the production
volume for each of the years since the last principal reporting year, as well as
certain manufacturing, processing, and use information for the most recent report-
ing year. A significantly lower threshold (2,500 pounds/year) was established for
chemical substances subject to Section 4 orders or to proposed or final regulations or

TSCA § 8(a)(6), 15 U.S.C.A. § 2607(a)(6).
2Gee 82 Fed. Reg. 47423 (Oct. 12, 2017).
3See 85 Fed. Reg. 20138 (Apr. 9, 2020).

1See Reporting and Recordkeeping for Certain Chemicals Under Section 8(a) of the Toxic
Substances Control Act (TSCA), Reginfo.gov (Spring 2020), https://www.reginfo.gov/public/do/eAgendaV
iewRule?publd=202004&RIN=2070-AK62.

[Section 16:35]
'TSCA § 8(b)(1), 15 U.S.C.A. § 2607(b)(1).
240 C.F.R. §§ 710.1 to 710.4.

376 Fed. Reg. 50816 (Aug. 16, 2011) (codified at 40 C.F.R. Pt. 711). Prior to 2011, the CDR was
known as the “Inventory Update Reporting” rule (IUR). The CDR/IUR has been significantly amended
since it was first promulgated in 1986. See 51 Fed. Reg. 21438 (June 12, 1986); 68 Fed. Reg. 848, 890
(Jan. 7, 2003); 70 Fed. Reg. 75059, 75068 (Dec. 19, 2005); 85 Fed. Reg. 20148 (Apr. 9, 2020). Today, the
rule gathers basic site and manufacturing information on chemicals manufactured (including imported)
in amounts of 25,000 pounds or greater at a single site. 40 C.F.R. §§ 711.8, 711.15. This information
facilitates the periodic updating of the TSCA Inventory database and supports activities associated
with implementing TSCA. EPA expects that the processing and use information will help it, other
federal agencies, and the general public to readily screen and categorize chemicals when investigating
effects on human health and the environment. Inorganic chemical substances were first subject to
CDR/TUR reporting in 2006. See 70 Fed. Reg. at 75068.
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orders issued under Section 5 or 6, or for which relief had been granted under TSCA
Section 7.

As of 2016, the Inventory included approximately 85,000 chemical substances, but
EPA believed that many of these substances were no longer produced, imported, or
processed in the U.S. The 2016 amendments required EPA to issue a rule, by June
2017, requiring manufacturers, and potentially processors, to notify EPA of each
chemical substance on the TSCA Inventory that the manufacturer or processor
manufactured or processed for a nonexempt commercial purpose during the 10-year
period preceding the 2016 amendments’ enactment on June 22, 2016. Substances
manufactured or processed during that period were to be designated as “active sub-
stances” on the Inventory; substances that had not been manufactured or processed
were to be designated as “inactive substances.”

Based on EPA’s framework rule for “T'SCA Inventory Notification (Active-Inactive)
Requirements,” manufacturers and importers filed a “retrospective” notification
(known as a Notice of Activity (NOA) Form A) with EPA by February 7, 2018, if
they produced or imported an Inventory-listed substance during the 10-year
lookback period ending on June 21, 2016.” After EPA published a draft Inventory
showing active designations,’ processors then had an opportunity to review the
designations and to submit notifications for other Inventory-listed substances they
processed during the lookback period.’ The deadline for processors to submit the ret-
rospective notifications was October 5, 2018."

In February 2019, EPA published the first version of the TSCA Inventory that
included active and inactive designations.” The inactive designations became final
on August 5, 2019." Since that date, entities are required to submit a “forward-
looking” notification (known as a Notice of Activity Form B) to EPA before they
manufacture or process an inactive chemical substance for a nonexempt commercial

%40 C.FR. § 711.8(b).

STSCA § 8(b)(4)(A), 15 U.S.C.A. § 2607(b)(4)(A). Designation as “inactive” does not result in the
removal of a substance from the Inventory. TSCA § 8(b)(4)(A)(iv), 15 U.S.C.A. § 2607(b)(4)(A)(iv). The
2016 amendments’ provisions regarding the establishment of active and inactive categories on the
Inventory followed EPA’s consideration of regulatory initiatives to “clean up” the Inventory. In late
2008, EPA introduced plans to initiate an “Inventory Reset Program” but later discontinued the
program. See Pat Rizzuto, EPA Releases ‘Background’ Documents for Public Meeting on Chemical
Inventories, 229 Daily Env’t Rep. (Bloomberg BNA) A-7 (Nov. 28, 2008). This initiative was part of
EPA’s ChAMP program described at § 16:9, supra. EPA envisioned inviting persons to certify—online
via a secure EPA Web site—that they have manufactured a chemical listed on the Inventory within a
specified timeframe. At the close of the certification period, EPA proposed to process the certifications
and develop a new, interim reset TSCA Inventory containing only those chemical substances that had
been certified. A public version of the interim reset TSCA Inventory would have been made available
online. Its availability would have been announced in the Federal Register, and persons would have
had a time-limited opportunity to make corrections to the interim reset TSCA Inventory.

®82 Fed. Reg. 37520 (Aug. 11, 2017) (final rule); 82 Fed. Reg. 4255 (Jan. 13, 2017) (proposed rule);
see Lawrence E. Culleen & Eric A. Rey, 10 Key Revisions to EPA’s Final TSCA Inventory Reset Rule:
Trump Administration Provides Some Regulatory Relief (June 30, 2017), https:/perma.cc/H6HS-AY58.
The D.C. Circuit largely rejected challenges to the framework rule, except for a provision related to
substantiation of confidentiality claims for chemical identity information. See Environmental Defense
Fund v. Environmental Protection Agency, 922 F.3d 446 (D.C. Cir. 2019).

40 C.FR. § 710.25(a).

8See 40 C.F.R. § 710.30(a)(1); 82 Fed. Reg. 37520, 37524 (Aug. 11, 2017).
°40 C.F.R. § 710.30(a)(2).

%40 C.F.R. § 710.30(a)(2).

"See 84 Fed. Reg. 21772 (May 15, 2019).

2G0e 84 Fed. Reg. 21772 (May 15, 2019).
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purpose.”® The NOA Form B must be submitted not more than 90 days before the
anticipated date of commencement of the manufacturing or processing of the inac-
tive substance."

The regulations exempt certain activities from triggering the notification
requirements: manufacturing or processing a chemical substance in small quanti-
ties solely for research or development; importing or processing a chemical substance
as part of an article; manufacturing or processing a chemical substance as described
in 40 C.F.R. § 702.30(g) or (h); manufacturing or processing chemical substances
solely for export (except where EPA has made an unreasonable risk finding pursu-
ant to TSCA Section 12(a)(2));” manufacturing or processing chemical substances
solely for test marketing purposes;'® manufacturing a naturally-occurring chemical
substance—so long as the manufacture meets criteria described in 40 C.F.R.
§ 710.4(b); and processing of a naturally occurring chemical substance only by man-
ual, mechanical, or gravitational means; by dissolution in water; by flotation; or by
heating solely to remove water."’

In addition, three categories of substances were exempted from the retrospective
(NOA Form A) reporting requirements because EPA had received an equivalent
notice: chemical substances reported to EPA in 2012 or 2016 under the CDR rule,
chemical substances added to the Inventory during the 10-year lookback period, and
chemical substances for which a manufacturer has evidence (i.e., a CDX receipt)
documenting EPA’s receipt of a retrospective notification from another
manufacturer.'®

Provisions designed to substantiate the ongoing need to keep information about
chemical identity confidential were incorporated into the 2016 amendments’ require-
ments for updating the Inventory. First, the 2016 amendments required that
manufacturers and processors request the maintenance of confidential status for ac-
tive substances that were on the confidential portion of the Inventory and also
required EPA to undertake a review of all claims to shield specific chemical identi-
ties of chemical substances from disclosure.” In addition, when a person seeks to
manufacture or process an inactive substance, the entity must substantiate any
claim being made for continuing the confidential status of the specific chemical
identity.” The 2016 amendments also bar entities from asserting new claims for
confidential treatment of active or inactive substances that were not previously on

3See 40 C.F.R. § 710.25(c); see also TSCA § 8(b)(4)(A)iv), (5)(B), 15 U.S.C.A. § 2607(b)(4)(A)(iv),
(5)(B) (inactive substances are not removed from the Inventory and are not subject to Premanufacture
Notice requirements).

Y40 C.F.R. § 710.30(b)(1).

®Exempting byproducts for which the only commercial purpose is burning as a fuel, disposing as
a waste, or extracting component chemical substances from it for commercial purposes, and specified
categories of chemical substances that, while manufactured for commercial purposes, are not
manufactured for distribution in commerce as chemical substances per se and have no commercial
purpose separate from the substance, mixture, or article of which they are a part.

1°40 C.F.R. § 710.27(a).

Y40 C.F.R. § 710.27(b).

1840 C.FR. §§ 710.23 (definition of interim active substance), 710.25(a) (exception for manufactur-
ers in possession of evidence of EPA receipt of notification from another person); see also 82 Fed. Reg.
37520, 37523 (Aug. 11, 2017). Note that reliance on evidence that another entity submitted the
notification ran the risk that the other entity would withdraw the report and the substance would be
moved to the inactive list.

TSCA § 8(b)(4)(B)—~E), 15 U.S.C.A. § 2607(b)(4)(B)~E); see also 40 C.F.R. § 710.55(b).

2OTSCA § 8(b)(5)(B)(ii), 15 U.S.C.A. § 2607(b)(5)(B)(ii). The requirements for substantiation are set
out in Section 14 of TSCA. TSCA § 14(c), 15 U.S.C.A. § 2613(c). See discussion infra § 16:41.
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the confidential portion of the Inventory.” If EPA approves a confidentiality claim,
the specific chemical identity generally will be protected from disclosure for 10 years
from the date on which the confidentiality claim was first asserted after June 22,
2016, though manufacturers and processors can request and resubstantiate—and
EPA can grant, if the request satisfies all requirements—an unlimited number of
extensions of the confidential treatment.?” In 2020, EPA announced that it had
determined that the specific chemical identity of 2,812 active chemical substances
on the Inventory could no longer be claimed as confidential, either because no
request had been received to maintain the claim or because the claim was denied
(e.g., because the substance’s chemical identity had previously been reported as
non-confidential).”

In March 2020, EPA finalized procedures for reviewing confidentiality claims for
specific chemical identities of active substances that manufacturers and processors
asserted during the retrospective reporting.” The statutory target completion date
for EPA to finish its review of the claims is February 19, 2024—or five years after
EPA compiled the initial list of active substances.”® EPA stated it would post at the
beginning of each year annual goals for reviews and report on the number of reviews
completed in the prior year, starting in 2021 and until its review is completed.

The 2016 amendments required a separate inventory for mercury supply, use,
and trade, as well as recommended actions to reduce mercury use.?® Congress
required the initial updated edition of the mercury inventory be published by April
1, 2017, and that the inventory subsequently be published every three years. The
inventory must identify products and manufacturing processes that intentionally
add mercury. EPA published the initial inventory by the deadline,”” and, as required
by the 2016 amendments, adopted a rule to assist the Agency in gathering informa-
tion needed to prepare the inventory. The rule requires manufacturers (including
importers) of mercury or mercury-added products and other persons who intention-
ally use mercury in manufacturing processes to submit triennial reports.”® In gen-
eral, the reports include information about quantities of mercury associated with
applicable activities; specific compounds, categories and subcategories of products,
manufacturing processes, and uses in manufacturing processes; and “contextual” in-
formation (e.g., countries of origin and destination, North American Industry Clas-
sification System, or NAICS codes).” The rule exempts certain persons from report-
ing, including persons not involved in the initial introduction of mercury to the
market; persons who only generate, handle, or manage mercury-containing waste;

?'TSCA § 8(b)(8), 15 U.S.C.A. § 2607(b)(8).

TSCA §§ 8(b)(4)(D)(ii)(IIT), 14(e)(2), 15 U.S.C.A. §§ 2607(b)(4)(D)(ii)(III), 14(e)(2); see also 40
C.F.R. § 710.37(a).

BUpcoming Updates to TSCA Inventory, EPA, https:/www.epa.gov/tsca-cbi/cbi-information-2020-c
hemical-data-reporting-submission-period#inventory (last updated July 17, 2020).

2485 Fed. Reg. 13062 (Mar. 6, 2020).
TSCA § 8(b)(4)(E), 15 U.S.C.A. § 2607(b)(4)(E).
TSCA § 8(b)(10), 15 U.S.C.A. § 2607(b)(10).

2782 Fed. Reg. 15522 (Mar. 29, 2017). EPA must also publish a list of mercury compounds that are
prohibited from export, which it did in August 2016. See TSCA § 12(c)(7)(B), 15 U.S.C.A. § 2611(c)(7)(B);
81 Fed. Reg. 58926 (Aug. 26, 2016). Effective January 1, 2020, the statute prohibits export of: mercury
(I) chloride or calomel; mercury (II) oxide; mercury (II) sulfate; mercury (II) nitrate; and cinnabar or
mercury sulphide, unless those mercury compounds are exported to member countries of the Organisa-
tion for Economic Co-operation and Development for environmentally sound disposal, on the condition
that no mercury or mercury compounds so exported are to be recovered, recycled, or reclaimed for use,
or directly reused, after such export. TSCA § 12(c)(7)(D), 15 U.S.C.A. § 2611(c)(7)(D).

883 Fed. Reg. 30054 (June 27, 2018) (codified at 40 C.F.R. §§ 713.1-713.21); 82 Fed. Reg. 49564
(Oct. 26, 2017) (proposed rule).

240 C.FR. §§ 713.9, 713.11, 713.13, 713.15.
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manufacturers of mercury as an impurity; manufacturers of articles that contain a
mercury-added component; and persons engaged in activities involving mercury not
with the purpose of obtaining an immediate or eventual commercial advantage.*
The rule originally exempted importers of assembled products containing mercury-
added components, but the Second Circuit vacated this exemption, finding that EPA
had not provided a reasoned explanation for it.** The Second Circuit concluded that
reporting by importers of products with mercury-added components would not be
duplicative since no other entity would be required to report the mercury in the
component. The court was not persuaded by either of EPA’s rationales for exempt-
ing article importers, which were based on congressional intent and the “undue
burden” that reporting would place on importers. In March 2020, EPA published the
first mercury inventory based on data collected under the reporting rule.*

§ 16:36 Records of allegations

Section 8(c) requires chemical manufacturers (including importers), processors,
and distributors to keep “records of significant adverse reactions to health or the
environment, as determined by the Administrator by rule, alleged to have been
caused” by the chemical substance." The requirement applies both to chemical sub-
stances and to mixtures manufactured for commercial purposes, including
byproducts and impurities.

EPA has by rule defined “significant adverse reactions,” for purposes of Section
8(c) reporting, as “reactions that may indicate a substantial impairment of normal
activities, or long-lasting or irreversible damage to health or the environment.”
Examples of significant adverse reactions include long-lasting or irreversible dam-
age to human health and gradual or sudden changes to animal or plant life in a
given geographic area.’ A significant adverse health reaction need not be recorded if
it is a “known human effect” as defined by the rule,’ or if it pertains to environmental
effects directly attributable to an incident of environmental contamination that has
already been reported to the U.S. government under any applicable authority.’

Allegations that must be recorded may come from a variety of sources, including
employees, fenceline neighbors, customer complaints, private or company health
professionals, and product liability suits. No formal proof or evidence supporting the
validity of the allegations is required.® Allegations that meet Section 8(c) criteria
must be recorded, even if a responsible official (e.g., a company physician) believes
that the chemical substance is not the source of the alleged effect. In such cases, a
clarifying note can be included in the file.

%40 C.FR. § 713.7; 83 Fed. Reg. at 30056, 30067.

*Natural Resources Defense Council, Inc. v. United States Environmental Protection Agency, 961
F.3d 160 (2d Cir. 2020).

%2Gee 85 Fed. Reg. 18574 (Apr. 2, 2020).
[Section 16:36]

'TSCA § 8(c), 15 U.S.C.A. § 2607(c); 40 C.F.R. § 717.1. Although Section 8(c) applies to “any
person,” including distributors of chemicals in commerce, the implementing regulation exempts from
reporting retailers and other companies who solely distribute chemical substances. 40 C.F.R. § 717.7(c),
(d).

?40 C.F.R. § 717.3()).

%40 C.F.R. § 717.12(c).

40 C.F.R. § 717.12(b) (citing 40 C.F.R. § 717.3(c)).

°40 C.F.R. § 717.12(d).

*EPA defines an allegation as “a statement, made without formal proof or regard for evidence,
that a chemical substance or mixture has caused a significant adverse reaction to health or the
environment.” 40 C.F.R. § 717.3(a).
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The record must contain the following information: the original allegation as
received; an abstract of the allegation; the results of any self-initiated investigation
regarding the allegation; and copies of any further required information regarding
the allegation (e.g., copies of any reports required to be made to OSHA).” The file of
allegations must be maintained at the highest level of the company with responsibil-
ity for its chemical operations (generally corporate headquarters).? The files must be
organized so that the data are accessible by the alleged cause of the adverse reac-
tion (e.g., chemical name; type of process; or site emissions, effluent, or other
discharge).’

Allegations of significant adverse reactions to the health of employees must be
retained for 30 years," and all other records of allegations for five years. Records of
allegations need not be submitted routinely to EPA; however, an allegation required
to be recorded under Section 8(c) may constitute information indicating a substantial
risk, which must be reported under Section 8(e)."* EPA may inspect these records of
allegations and require submission of copies of them at any time.

§ 16:37 Unpublished health and safety studies

Under Section 8(d) of TSCA, EPA may require reporting of unpublished health
and safety studies of chemical substances and mixtures in the possession of chemi-
cal manufacturers (including importers) and distributors." Section 8(d) requirements
apply only to chemical substances and mixtures identified by the Administrator by
rule.? EPA has promulgated a model Section 8(d) reporting rule that defines key
terms and establishes procedures for reporting health and safety studies.?

Persons who must report under the TSCA Section 8(d) rule include current
manufacturers and importers; prospective manufacturers and importers; and
persons who, in the 10 years preceding the effective date that a substance or mixture
is added to the rule, either had manufactured or imported, or had proposed to
manufacture or import, the substance or mixture. In addition, the rule may specify
that processors in each of these categories (current, prospective, and past) are
required to report.

“Reporting” may constitute submission of the study itself, or simply listing the
study in the submission to the Agency. Generally, copies of studies possessed at the

40 C.FR. § 717.15(b).

840 C.FR. § 717.15(a).

°40 C.FR. § 717.15(c).

%40 C.FR. § 717.15(d).

H1Gee § 16:38, infra.
[Section 16:37]

'TSCA § 8(d), 15 U.S.C.A. § 2607(d). EPA may require submission of studies in a company’s pos-
session even if the company does not manufacture, process, or distribute in commerce the chemical
substance that is the subject of the study. See Dow Chemical Co. v. U.S. E.P.A., 605 F.2d 673, 68789, 9
Envtl. L. Rep. 20640, 20647—48 (3d Cir. 1979).

*The 2016 amendments did not amend Section 8(d), and the regulatory framework discussed here
remains in place.

%40 C.FR. §§ 716.1 to 716.65. Chemical substances and mixtures may become subject to the rule
by one of two mechanisms. First, all chemical substances selected for priority consideration for testing
under Section 4(a) by the Interagency Testing Committee are automatically added to the list of chemi-
cal substances subject to the Section 8(d) reporting rule, 30 days after a notice to that effect is
published in the Federal Register. Second, EPA may list other substances and mixtures after public no-
tice and the opportunity for comment. Unless otherwise specified, the reporting requirements expire 60
days after the effective date of the rule that added a chemical substance or mixture to the Section 8(d)
list. In no case may reporting obligations terminate later than two years after the effective date of the
listing.

68



Toxic SUBSTANCES § 16:37

time a person becomes subject to the rule must be submitted. The following catego-
ries of studies need only be listed: (1) studies ongoing as of the date a person becomes
subject to the rule; (2) studies initiated after the date a person becomes subject to
the rule; (3) studies that are known as of the date a person becomes subject to the
TSCA Section 8(d) rule, but not in possession; and (4) studies previously sent to
U.S. government agencies without confidentiality claims. Copies of ongoing studies
and later-initiated studies must be submitted once complete.*

The term “health and safety study” has been defined to include any information
on the effects of a chemical substance or mixture on health or the environment,
including toxicological and epidemiological studies, clinical and ecological effects
studies, studies of occupational exposure, studies based on environmental monitor-
ing data, data on physical and chemical properties, bioconcentration or bioaccumula-
tion tests, and other data that bear on the effects of a chemical substance on health
or the environment.® Such information and data need not be part of a formal,
disciplined study to be subject to the rule. However, each rulemaking proceeding
adding substances to the list of chemical substances subject to the rule will specify
the types of health and environmental effects studies that must be reported and the
chemical grade or purity requirements that must be met or exceeded in individual
studies—thus limiting the scope of the requirement.® Section 8(d) reporting require-
ments apply to ongoing studies and studies initiated after a chemical substance
becomes subject to Section 8(d), as well as to studies in existence at the time a
chemical substance is listed in the rule.

Persons subject to a Section 8(d) rule’ must search their files for studies required
to be reported.® The search requirement is limited to records in which the company
ordinarily keeps health and safety information and to the records of employees
whose assigned duty is to advise the company of the health and environmental ef-
fects of the chemicals it handles.’ Persons are not required to search for reportable
information dated before January 1, 1977, unless specifically required to do so in a

440 C.FR. § 716.60(b)(2); see also 40 C.F.R. Pt. 716.
°40 C.F.R. § 716.3.

®The revised rule limits the initiated studies that must be reported to those studies initiated
within the 60-day period. 40 C.F.R. § 716.65.

"Under the prior rule, the Section 8(d) reporting requirements applied to all manufacturers,
importers, and processors of chemical substances or mixtures listed under 40 C.F.R. § 716.120. The
revised rule limits application of the reporting requirements to manufacturers and importers falling
within two specific categories—Subsector 325 (chemical manufacturing and allied products) or Industry
Group 32411 (petroleum refineries)—of the North American Industry Classification System, who
manufactured or imported or proposed to manufacture or import a covered substance or mixture at
any time during or after the 10 years preceding the effective date on which the chemical is added to
the 8(d) list. 40 C.F.R. § 716.5(a). In response to industry concerns that the definition of “processor”
may require routine reporting from a far broader audience than originally intended, EPA has exempted
all processors of listed chemicals from the general reporting requirements. 40 C.F.R. § 716.5(c). EPA
retains the right to require in a specific rule reporting by any entity not covered by the general
provisions. 40 C.F.R. § 716.5(b). The terms “manufacture” and “process” are defined for purposes of
Section 8 as manufacture or process “for commercial purposes.” TSCA § 8(f), 15 U.S.C.A. § 2607(f); see
also 40 C.F.R. § 716.3. The courts have held that for purposes of Section 8(d), EPA may require listing
and submission of studies on chemical substances that are manufactured in small quantities solely for
the purpose of research, without an established intent to sell the chemical. Dow Chemical Co. v. U.S.
E.PA., 605 F.2d 673, 682—-86, 9 Envtl. L. Rep. 20640, 20644—47 (3d Cir. 1979). Though the issue before
the Dow court reached only reporting under Section 8(d), the interpretation of these definitions would
appear to apply as well to the other reporting authorities in Section 8.

840 C.FR. § 716.25.
°40 C.FR. § 716.25.
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rule.’® Certain studies are exempt from reporting; for example, studies that have
been published in the literature or previously reported to EPA are exempt." Other
studies previously submitted to federal agencies (with no claims of confidentiality)
are exempt only from the copy submission requirement; a list of such studies must
be submitted to EPA.*

Initially, EPA used Section 8(d) only to obtain unpublished studies on chemical
substances of interest to the Agency’s Office of Pollution Prevention and Toxics,
which is responsible for TSCA implementation. Subsequently, the Agency began us-
ing its Section 8(d) reporting authority to obtain information needed by other EPA
programs. For example, EPA published a rule requiring manufacturers, importers,
and processors of listed chemical substances to report information needed to develop
health-based standards for implementation of the Hazardous and Solid Waste
Amendments of 1984."

§ 16:38 Reporting substantial risk information

Section 8(e) requires chemical manufacturers (including importers), processors,
and distributors who obtain information that “reasonably supports the conclusion”
that a chemical substance or mixture presents a substantial risk of injury to health
or the environment to inform the Administrator of such information, unless the
person who obtains the information has actual knowledge that the Administrator
has already been adequately informed of the risk." The 2016 amendments did not
modify this longstanding requirement that EPA considers to have been “self-
implementing.” Although EPA has never issued regulations implementing this
requirement, it has published detailed guidance interpreting this requirement and
establishing reporting procedures.”

The requirement to report applies to individuals and business entities that obtain
reportable information.> Substantial risk information generally must be received in
writing by EPA within 30 calendar days after the information was first obtained.”
Individual employees of a company may be personally liable for failure to report

040 C.FR. § 716.25.
40 C.FR. § 716.20.
240 C.FR. § 716.20.

40 C.F.R. § 716.120. Pub. L. No. 98-616, 98 Stat. 3221 (1984) (codified at 42 U.S.C.A. §§ 6901 to
6992Kk).

[Section 16:38]
'TSCA § 8(e), 15 U.S.C.A. § 2607(e).

’See Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial
Risk, 68 Fed. Reg. 33129, 33137 (June 3, 2003). With the publication of the Revised Statement of Inter-
pretation in 2003, EPA addressed industry’s longstanding complaints about the inadequacy of EPA’s
Section 8(e) guidance and implemented revisions that were first proposed by the Agency in 1993 and
1995. See 68 Fed. Reg. 33131 to 33137. The Revised Statement of Interpretation superseded the
Agency’s policy statement that had been in place since 1978. See Statement of Interpretation and
Enforcement Policy: Notification of Substantial Risk, 43 Fed. Reg. 11110 (Mar. 16, 1978). EPA made
slight corrections to the Revised Statement of Interpretation in 2005. See Notice of Correction to TSCA
Section 8(e) Reporting Guidance, 70 Fed. Reg. 2162 (Jan. 12, 2005).

®A business organization is considered to have “obtained” any information that any officer or em-
ployee capable of appreciating the significance of the information has obtained. Revised Statement of
Interpretation and Enforcement Policy: Notification of Substantial Risk, 68 Fed. Reg. 33129, 33137
(June 3, 2003).

“Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial Risk,
68 Fed. Reg. 33129, 33138 (June 3, 2003). A person is deemed to have first obtained substantial-risk
information at the time he first comes into possession of or knows of such information, including infor-

mation of which a prudent person similarly situated could reasonably be expected to possess or have
knowledge. 68 Fed. Reg. 33137.
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substantial risk information to EPA. However, if a company establishes, internally
publicizes, and affirmatively implements adequate procedures to collect substantial
risk information from employees and report that information to EPA,®> then the
internal submission of pertinent information by employees will relieve them of their
statutory reporting obligation.

According to EPA’s guidance, whether a chemical substance presents a
“substantial risk of injury to health or the environment” that must be reported
depends on the type and seriousness of the effects involved and the levels of exposure
to the substance.’® For example, where a chemical substance causes certain human
health effects, the mere fact that the substance is in commerce constitutes sufficient
evidence of exposure and therefore triggers the duty to report.” In contrast, where
exposure to a chemical substance causes environmental effects, substantial risk in-
formation need not be reported to EPA unless the level of exposure, or potential
level of exposure, is significant.®

For information to be reportable under Section 8(e), it need not conclusively
indicate a substantial risk, but rather must “reliably ascribe the effect to the
chemical.” Designed, controlled studies, as well as reports and studies of uncon-
trolled, undesigned circumstances, may be reportable as evidence that a chemical
substance causes a certain effect.”” EPA has stressed that companies should not
discount the significance of risk information based upon a “weight-of-the-evidence”
risk assessment."

Certain types of information that are otherwise available to EPA need not be
reported. For example, substantial risk information that need not be reported to

At a minimum, these procedures must: “(1) [s]pecify the information that officers and employees
must submit; (2) indicate how such submissions are to be prepared and the company official to whom
they are to be submitted; (3) note the Federal penalties for failing to report; and (4) provide a mecha-
nism for promptly advising officers and employees in writing of the company’s disposition of the report,
including whether or not the report was submitted to EPA” (and if the report was not submitted,
informing employees of their right to report the information to EPA). Revised Statement of Interpreta-
tion and Enforcement Policy: Notification of Substantial Risk, 68 Fed. Reg. 33129, 33137 (June 3,
2003).

®Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial Risk,
68 Fed. Reg. 33129, 33138 (June 3, 2003).

"See Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial
Risk, 68 Fed. Reg. 33129, 33138 (June 3, 2003). Human health effects for which substantial risk infor-
mation should be reported include any instance of, or evidence suggesting the possibility of, cancer,
birth defects mutagenicity, death, or serious or prolonged incapacitation. 68 Fed. Reg. 33138.

8See Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial
Risk, 68 Fed. Reg. 33129, 33138 (June 3, 2003). The policy guidance specifies that significant levels of
exposure to a chemical substance known to cause the following environmental effects must be reported
using normal procedures: pronounced bioaccumulation; any non-trivial adverse effect associated with a
chemical substance known to have bioaccumulated to a pronounced degree or to be widespread in
environmental media; ecologically significant changes in species’ interrelationships; and facile degrada-
tion or transformation of certain chemicals known to present unacceptable risks. 68 Fed. Reg. 33138.
However, if the amount of environmental contamination by a chemical is so great that it seriously
threatens humans with cancer, birth defects, mutation, death, or prolonged incapacitation, or threatens
non-human species with large-scale population destruction, then the contamination incident must be
reported to EPA by telephone as soon as possible. 68 Fed. Reg. 33138.

68 Fed. Reg. 33139.

9See Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial
Risk, 68 Fed. Reg. 33129, 33139 (June 3, 2003). The Revised Statement of Interpretation lists a variety
of study and report types that may form the basis of reportable information, including preliminary
results of toxicity tests, epidemiological studies, occupational health surveys, patterns of complaints
received by medical departments, and direct observations of environmental effects (e.g., changes in
animal or plant populations). 68 Fed. Reg. 33139.

"See 56 Fed. Reg. 4128 (Feb. 1, 1991).
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EPA under Section 8(e) includes data that corroborate information already known
about the adverse effects of a substance.’” In 2015, the Environmental Appeals
Board (EAB) set aside a $2.5-million penalty that an administrative law judge had
imposed on a producer of hexavalent chromium chemicals for failure to submit in-
formation to EPA under Section 8(e). The EAB stated that a study linking
hexavalent chromium exposure to lung cancer was reportable information, but that
the study was exempt from reporting under the exemption for corroborative infor-
mation because a “consistent theme” of the Agency’s own guidance on this exemp-
tion was that information was non-corroborative only when it showed that the ef-
fects of a chemical substance or mixture were “of a more serious degree or a different
kind” than previously known. In this case, “more serious” would have required ei-
ther that the new study show adverse effects occurring at lower dose levels or in a
shorter timeframe than an earlier study.” The EAB made a point of noting that it
would have affirmed the administrative law judge’s decision if it were solely guided
by the text of TSCA Section 8(e), but added that the EPA guidance had constrained
the statute’s “broad reach.” The EAB’s decision was also notable for its conclusion
that the enforcement action was not time-barred, because the failure to comply with
the reporting obligation was a continuing violation.

EPA may respond to a Section 8(e) “substantial risk” notice in a number of ways.
EPA may require the submission of additional information about the chemical
substance under other TSCA authority to help in assessing the risks identified in
the notice. The Agency may also refer the substantial risk notice to other federal
agencies that have an interest in the substance. Of course, the chemical substance
also may be considered for regulation under Section 6 of the amended statute.

EPA tries to ensure public access to substantial risk information. Nonconfidential
versions of Section 8(e) submissions are placed in EPA’s ChemView database.”* EPA
also prepares and makes available to the public a summary of each submission. The
summaries contain a brief narrative of the facts of a submission, but do not contain
any Agency analysis.

Many companies submit “For Your Information” (FYI) notices, transmitting infor-
mation that they believe would be of interest to the Agency, but which, in their
view, does not meet the criteria for submission under Section 8(e). Although EPA
historically has routinely accepted and processed FYI notices, EPA has stated that

2Gee Revised Statement of Interpretation and Enforcement Policy: Notification of Substantial
Risk, 68 Fed. Reg. 33129, 33139 (June 3, 2003). In addition, substantial risk information that need not
be reported to EPA under Section 8(e) includes information that is obtained from one of the following
sources: (1) an EPA study or report; (2) official publications of other Federal agencies; (3) scientific
publications available electronically or in hard copy; (4) scientific databases; (5) radio or television
news broadcasts; (6) recorded public scientific conferences held in the United States; or (7) public scien-
tific conferences sponsored or co-sponsored by EPA. See Revised Statement of Interpretation and
Enforcement Policy: Notification of Substantial Risk, 68 Fed. Reg. 33129, 33139 (June 3, 2003). Nor
need substantial risk information be reported to EPA under Section 8(e) if the same information will be
reported to the Agency or a State within 90 calendar days (or fewer, depending on the situation) pursu-
ant to a mandatory reporting requirement under another Federal statute. 68 Fed. Reg. 33139.

®In re Elementis Chromium, Inc., TSCA Appeal No. 13-03 (Final Decision and Order Mar. 13,
2015).

YIntroduction to ChemView, EPA, https:/www.epa.gov/assessing-and-managing-chemicals-under-t
sca/introduction-chemview (last updated May 19, 2016). EPA will disclose to the public health and

safety data submitted in a Section 8(e) notice of substantial risk that is claimed as confidential, but
only to the extent allowed under EPA’s regulations concerning management of confidential business
information. See Revised Statement of Interpretation and Enforcement Policy: Notification of
Substantial Risk, 68 Fed. Reg. 33129, 33139 (June 3, 2003); see also 40 C.F.R. §§ 2.201 to 2.215, 2.306
(EPA regulations concerning management of confidential business information).
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FYI notices do not satisfy Section 8(e)."”

VI. IMPORT AND EXPORT
§ 16:39 Import certification

Persons who import chemical substances in bulk must comply with certification
requirements, set forth in regulations promulgated under TSCA Section 13, but
which are generally implemented and enforced by the U.S. Customs and Border
Protection Service.!

The import certification rule provides that any person who imports a chemical
substance in bulk or as part of a mixture must certify that all of the chemical sub-
stances in the shipment are either: (1) subject to TSCA and comply with the ap-
plicable rules and orders thereunder (a “positive certification”); or (2) not subject to
TSCA (a “negative certification”).” In effect, a positive certification is a statement
that the chemical substance (or the components of a mixture) may be lawfully
imported because it is listed on the TSCA Inventory (or exempt from the require-
ments for PMN reporting), and that the imported substance (or any component of
the mixture) is in compliance with any applicable SNURs or regulations issued
under Sections 6 and 7.° A negative certification means that the substance is specifi-
cally excluded from the definition of “chemical substance” under TSCA, and is
therefore exempt from TSCA regulation.*

The import certification rule sets forth specific language for each type of certifica-
tion, which must appear on the import documentation and be signed by an em-
ployee or authorized agent of the importer. Importers of repeat shipments of the
same products from the same suppliers may file a “blanket certification” with the
U.S. Customs and Border Protection Service. This certification will cover all ship-
ments of those products for one year. The import documentation for those shipments
must contain a statement referencing the blanket certification, but need not be
signed.” As a policy matter, to date, EPA has not required certifications for imported
manufactured articles, although it has the authority to do so.°

The 2016 amendments to TSCA did not modify Section 13 requirements. However,
during 2016, U.S. Customs and Border Protection adopted amendments to the
import certification rules to provide an electronic option for submission of TSCA

15TSCA 8(e) Reporting Guide (June 1991), available at https://www.epa.gov/assessing-and-managi
ng-chemicals-under-tsca/tsca-section-8e-reporting-guide.

[Section 16:39]

"The pertinent U.S. Customs and Border Protection Service regulations are set forth at 19 C.F.R.
§§ 12.118 to 12.127. EPA has published an import certification policy that appears at 40 C.F.R. § 707.20.

19 C.FR. § 12.121(a).
*The certification does not address chemical substances subject to Section 4 test rules per se.

“These substances, which are excluded because they are regulated by other laws, include any
pesticides imported for use as a pesticide; any food, food additive, drug, cosmetic, or device, as defined
by the Federal Food, Drug, and Cosmetic Act; any source material, spent nuclear material, or byproduct
material, as defined by the Atomic Energy Act of 1954; and firearms and ammunitions. TSCA § 3(2)(B),
15 U.S.C.A. § 2602(2)(B). Tobacco and tobacco products are special cases. Although they are exempt
from TSCA, they do not require any certification, positive or negative, because there are controls on
the importation of those items under other statutes.

See 19 C.F.R. § 12.121(a)(2)(i).

®See 19 C.F.R. §§ 12.120(a), 12.121(b). An “article” is an item manufactured to a specific shape or
design for a particular end use. EPA does not consider metal ingots to be articles, because they are
manufactured in a particular shape “for the purpose of shipping convenience” and their shape “has no
function in the end use.” EPA, Toxic Substances Control Act: A Guide for Chemical Importers/Exporters;
An Overview 17 (Apr. 1991).
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import certifications.’

§ 16:40 Export notification

Section 12(b) of TSCA requires notification to the EPA Administrator by persons
who intend to export a chemical substance or mixture for which: (1) the submission
of information is required under TSCA Section 4 or 5(b); (2) an order has been is-
sued under Section 5; (3) a rule has been proposed or promulgated under Section 5
or 6; or (4) relief has been granted under Section 5 or 7." Notice is also required for
exports of PCBs or PCB articles.” After receiving notice from an exporter, EPA is
required to notify the importing country’s government of the chemical substance’s
regulatory status.’

For most covered substances, the exporter need only submit a one-time notice in
connection with the first export or intended export of the chemical substance to a
particular country. The notice must be postmarked within seven days of forming the
intent to export or actual export, whichever is earlier.” A notice of intent to export
must be based on a definite contractual agreement to export the regulated chemical
substance, or an equivalent intracompany agreement.®

EPA amended its rules in 1993, and again in 2006, to streamline the notification
process.® Initially, annual notification to EPA was required for all covered chemical
substances or mixtures. Today, one-time notification is allowed for shipments of
chemical substances or mixtures subject to Section 12(b), except those triggered by
actions under Section 5(f), 6, or 7. EPA’s 2006 rule also adopted de minimis
concentration levels below which notification is not required.’

The 2016 amendments updated and expanded provisions added previously to Sec-
tion 12(c) by the Mercury Export Ban Act. Pursuant to the 2016 amendments, EPA
must create and maintain a list of certain mercury compounds for which export will
be prohibited and publish the initial list of mercury compounds prohibited from
export by mid-September 2016.° Effective January 1, 2020, the amended statute
prohibits export of: mercury (I) chloride or calomel; mercury (II) oxide; mercury (II)
sulfate; mercury (II) nitrate; and cinnabar or mercury sulphide. An exception exists
for mercury compounds exported to member countries of the Organisation for Eco-
nomic Co-operation and Development for environmentally sound disposal, on the
condition that no mercury or mercury compounds so exported are to be recovered,
recycled, or reclaimed for use, or directly reused, after such export.’

VII. PROTECTING CONFIDENTIAL BUSINESS INFORMATION
§ 16:41 In general
As discussed in Part V, TSCA gives the EPA Administrator extremely broad

"See 81 Fed. Reg. 94980 (Dec. 27, 2016); 81 Fed. Reg. 59157 (Aug. 29, 2016) (proposed rule).
[Section 16:40]

TSCA § 12(b), 15 U.S.C.A. § 2611(b); 40 C.F.R. § 707.60(a).

40 C.F.R. § 707.60(d).

%40 C.FR. § 707.70.

40 C.F.R. § 707.65(a)(3).

°40 C.F.R. § 707.65(a)(3).

®58 Fed. Reg. 40238 (July 27, 1993) (codified at 40 C.F.R. § 707.65(a)(2)(ii)); 71 Fed. Reg. 66234
(Nov. 14, 2006).

"See 40 C.F.R. § 707.60(c).

8TSCA § 12(c)(7)(B), 15 U.S.C.A. § 2611(c)(7)(B). EPA published this list in August 2016. See 81
Fed. Reg. 58926 (Aug. 26, 2016).

TSCA § 12(c)(T)(A)1)—(iv), 15 U.S.C.A. § 2611(c)(7)(A)(D)—¥).
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authority to require development, compilation, retention, and submission of infor-
mation related to chemical risk. During the legislative debates that preceded TSCA’s
enactment, the chemical industry raised its concern that the extensive information-
gathering powers created by the new law would threaten industrial trade secrets, to
the detriment of business competition, research, and development of new chemicals.
On the other hand, public interest organizations argued for broad disclosure of in-
formation related to chemical safety.

Congress responded to these concerns by providing that, except under limited cir-
cumstances discussed below, the Administrator may not publicly disclose informa-
tion obtained under TSCA that the Freedom of Information Act exempts from
disclosure as confidential commercial, financial, or trade secret information.
Implementation of the confidential business information (CBI) provision was
controversial. Much of the information submitted under some TSCA programs was
claimed to be confidential. Public interest organizations charged that many of the
claims appeared to be spurious, although industry representatives defended their
practices as necessary to ensure their competitive position.

EPA by regulation established criteria for determining when information
designated as confidential by a submitter is entitled to protection.? These criteria
involve consideration of measures taken by the submitter to protect the information,
a satisfactory showing that competitive harm would result from disclosure, and a
finding that the information is not obtainable by other persons by legitimate means.
EPA also established, for each of TSCA’s information-gathering provisions, specific
procedures for asserting business confidentiality claims.?

The 2016 amendments substantially revised TSCA’s provisions concerning

[Section 16:41]

'See generally Toxic Substances Control Act Oversight: Hearings Before the Subcomm. on Toxic
Substances and Envtl. Oversight of the Senate Comm. on Env’t and Pub. Works, 98th Cong. (1983).
Beginning in 2009, EPA undertook a reform effort to reduce the number of inappropriate confidential-
ity claims. The reforms were intended to support a general effort by the Agency to make information
gathered under TSCA available to the public in useful form. In connection with this effort, the Agency
systematically reviewed confidentiality claims in certain programs and stated it would generally deny
confidentiality claims for health and safety studies which it determined were unnecessary to protect
proprietary information. See 75 Fed. Reg. 29754 (May 27, 2010). The Agency subsequently issued guid-
ance and rules revising the procedures for asserting confidentiality claims to require more up-front
substantiation of claims, see, e.g., 76 Fed. Reg. 50816, 50830 (Aug. 16, 2011) (explaining change to
regulations that requires submitters who assert a confidentiality claim for chemical identity also to
provide substantiation for the claim at time of filing), and “challenged” industry to voluntarily declas-
sify prior confidentiality claims. See, e.g., EPA Letter to the Fragrance Materials Association (June 4,
2010), available at https://www.epa.gov/sites/production/files/2015-07/documents/declassify cbil.pdf.
EPA also made non-confidential and “declassified” confidential material more readily available to the
public. The Agency’s Chemical Data Access Tool contains significant amounts of health and safety data
submitted by manufacturers under TSCA Sections 4, 5, 8(d), and 8(e), and includes many documents
previously classified as confidential. Chemical Data Access Tool (CDAT), EPA, http://java.epa.gov/oppt
chemical search.

See 40 C.F.R. § 2.208. The Agency has discretion to update its regulations and may do so as it
continues to implement the 2016 amendments.

3See, e.g., 40 C.F.R. §§ 704.7 (General Reporting and Recordkeeping Provisions for Section 8(a)
Information-Gathering Rules), 707.75 (Section 12(b) export notices), 711.30 (Chemical Data Reporting),
712.15 (procedures for chemical manufacturers and processors to report production, use, and exposure-
related information on listed chemical substances), 716.55 (health and safety data information), 717.19
(records of significant adverse reactions to health or the environment), 720.80 to 720.95 (premanufac-
ture notifications), and 725.80 to 725.90 (reporting requirements and review processes for
microorganisms). These procedures continue to apply after enactment of the 2016 amendments. EPA
has also issued a manual, to supplement its confidentiality rules, setting forth the procedures for EPA
employees, other federal employees, contractors, and contractors’ employees to follow in handling infor-
mation claimed as confidential under TSCA. EPA, TSCA Confidential Business Information Security
Manual (Apr. 1995). The manual was revised by EPA in 2004. See 69 Fed. Reg. 20007 (Apr. 15, 2004).
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confidential business information. The 2016 amendments made the process for
shielding such information from disclosure more arduous, including by generally
requiring that substantiation and certification be provided to EPA for new claims
seeking to protect information from disclosure.’ The confidentiality claims will gen-
erally lapse unless the claims are re-substantiated every 10 years.” In addition—as
noted above in the discussion of the TSCA Inventory in Section 16:35—the 2016
amendments required that manufacturers or processors of chemical substances cur-
rently listed on the confidential portion of the Inventory provide notice to EPA if
they wished to continue to shield the specific chemical identity of active substances
from disclosure; EPA must review such claims.® EPA must additionally screen all
new claims seeking to protect the specific chemical identity of chemical substances
from disclosure, as well as a “representative subset” of at least 25% of other new
confidentiality claims.’

The 2016 amendments further specify certain types of information that are not
protected from disclosure. As under the original TSCA, protection from disclosure
generally does not extend to health and safety studies, except that information re-
vealed in the context of a health and safety study should not disclose “any informa-
tion, including formulas (including molecular structures) of a chemical substance or
mixture, that discloses processes used in the manufacturing or processing of a
chemical substance or mixture or, in the case of a mixture, the release of data
disclosing the portion of the mixture comprised by any of the chemical substances in
the mixture.”

In addition, general information about manufacturing volumes and general
descriptions of manufacturing processes or functions and uses of a substance,
mixture, or article are not shielded from disclosure.’ For the most part, information
about chemical substances or mixtures that EPA has decided to ban or phase out is
no longer protected from disclosure, though requests for exceptions or delays in such
disclosures can be made.”® EPA may grant such requests only if the Agency
determines that a requestor has rebutted the presumption that “the public interest
in the disclosure of the information outweighs the public or proprietary interest in
maintaining the protection for all or a portion of the information.”*

A company must assert a claim to protect information from disclosure concurrent
with submission of the information to EPA.* To assert the claim, a company must
substantiate the claim®™ and include a statement that the company has:

1. Taken reasonable measures to protect the confidentiality of the information,;

2. Determined that the information is not required to be disclosed or otherwise

made available to the public under another federal law;

3. A reasonable basis to conclude that the information’s disclosure is likely to

cause substantial harm to the company’s competitive position; and

4. A reasonable basis to believe that the information is not readily discoverable

“TSCA § 14(a), (c), 15 U.S.C.A. § 2613(a), (c).

*TSCA § 14(e)(1)(B){), 15 U.S.C.A. § 2613(e)(1)(B)().
*TSCA § 8(b)(4)(B)—(E), 15 U.S.C.A. § 2607(b)(4)(B)—(E).
"TSCA § 14(g)(1)(C), 15 U.S.C.A. § 2613(g)(1)(C).
8TSCA § 14(b)(2), 15 U.S.C.A. § 2613(b)(2).

*TSCA § 14(b)(3), 15 U.S.C.A. § 2613(b)(3).

19TSCA § 14(b)(4), 15 U.S.C.A. § 2613(b)(4).

TSCA § 14(g)(1)(E), 15 U.S.C.A. § 2613(g)(1)(E).
2TSCA § 14(e)(1)(A), 15 U.S.C.A. § 2613(c)(1)(A).
BTSCA § 14(c)(3), 15 U.S.C.A. § 2613(c)(3).
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through reverse engineering.™

An authorized official of the company must certify that this required four-part state-
ment and any information provided to substantiate the claim are true and correct."

For information that was not already subject to up-front substantiation require-
ments prior to the 2016 amendments, EPA recommends that companies look to the
following generally applicable substantiation questions set forth in the Agency’s
confidentiality regulations.'

Substantiation Questions'’

e The portions of the information which are alleged to be entitled to
confidential treatment;

e The period of time for which confidential treatment is desired by the busi-
ness (e.g., until a certain date, until the occurrence of a specified event, or
permanently);

e The purpose for which the information was furnished to EPA and the ap-
proximate date of submission, if known;

e Whether a business confidentiality claim accompanied the information when
it was received by EPA;

e Measures taken by the business to guard against undesired disclosure of the
information to others;

e The extent to which the information has been disclosed to others, and the
precautions taken in connection therewith;

e Pertinent confidentiality determinations, if any, by EPA or other Federal
agencies, and a copy of any such determination, or reference to it, if avail-
able;

e Whether the business asserts that disclosure of the information would be
likely to result in substantial harmful effects on the business’ competitive
position, and if so, what those harmful effects would be, why they should be
viewed as substantial, and an explanation of the causal relationship between
disclosure and such harmful effects; and

e Whether the business asserts that the information is voluntarily submitted
information as defined in § 2.201(i), and if so, whether and why disclosure of
the information would tend to lessen the availability to EPA of similar infor-
mation in the future.

EPA indicates that the answers to these substantiation questions typically form the
basis of EPA final confidentiality determinations.*

The amended TSCA also requires that a claim to protect a specific chemical
identity from disclosure include a structurally descriptive generic name for the
chemical substance that may be disclosed.” The generic name can protect the
confidentiality of features of the chemical structure but must describe the chemical

1TSCA § 14(c)(1)(B), 15 U.S.C.A. § 2613(c)(1)(B).

15TSCA § 14(c)(5), 15 U.S.C.A. § 2613(c)(5).

5See 82 Fed. Reg. 6522, 6524 (Jan. 9, 2017) (referring to 40 C.F.R. § 2.204(e)).
740 C.F.R. § 2.204(e)(4).

1882 Fed. Reg. at 6524. EPA indicates it is in the process of developing TSCA-specific substantia-
tion questions that submitters could elect to use in support of CBI claims. See What to Include in CBI
Substantiations—General Substantiation Questions, EPA, https://www.epa.gov/tsca-cbi/what-include-cb
i-substantiations#general (last updated June 16, 2020).

TSCA § 14(c)(1)(C), 15 U.S.C.A. § 2613(c)(1)(C).
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structure “as specifically as practicable.””® The 2016 amendments required EPA to
issue guidance for development of generic names. EPA issued the guidance in 2018.**

Information Generally Not Subject to Substantiation Requirements®

e Specific information describing the processes used in manufacture or process-
ing of a chemical substance, mixture, or article

e Marketing and sales information.

e Information identifying a supplier or customer

e Details of the full composition of a mixture and the respective percentages of
constituents

e Specific information regarding the use, function, or application of a chemical
substance or mixture in a process, mixture, or article

e Specific production or import volumes

e Prior to the date on which a chemical substance is first offered for com-
mercial distribution, the specific chemical identity of the chemical substance,
including the chemical name, molecular formula, Chemical Abstracts Service
number, and other information that would identify the specific chemical
substance, if the specific chemical identity was claimed as confidential at the
time it was submitted in a notice under Section 5

EPA must approve, deny, or approve in part and deny in part a confidentiality
claim within 90 days of receipt of the claim.” If EPA denies a claim, the Agency
must provide a written statement of reasons.”” EPA cannot disclose information
until 30 days after a company receives notification of EPA’s intent to disclose the
information.”

If EPA approves a claim, information not subject to substantiation requirements
is protected until the person that asserted the confidentiality claim withdraws it or
EPA becomes aware that the information does not qualify for protection.” Informa-
tion subject to substantiation requirements is protected for a 10-year period from
the date a confidentiality claim was asserted.”’

Failure to comply with the procedures established by EPA may result in waiver of
the confidentiality claim. In 2019, EPA announced that, as of August 15, 2019, it
would no longer send notices of deficiency when TSCA submissions do not satisfy
EPA requirements—including substantiation requirements—for asserting a
confidentiality claim.”® EPA had followed the practice of issuing notices of deficiency
and allowing 30 days for correction of the deficiencies since March 2017, in the early
days of the implementation of the 2016 amendments’ enhanced requirements for
confidentiality claims. In its announcement of the change in policy, EPA said the
2016 amendments’ requirements, including the requirement for up-front substantia-
tion, were no longer new and that regulated parties had “ample notice” of these

2OTSCA § 14(c)(1)(C), 15 U.S.C.A. § 2613(c)(1)(C).

?1See 83 Fed. Reg. 30173 (June 27, 2018).

Z2TSCA § 14(c)(2), 15 U.S.C.A. § 2613(c)(2).

ZTSCA § 14(g)(1)(A), 15 U.S.C.A. § 2613(2)(1)(A).
*TSCA § 14(g)(1)(B), 15 U.S.C.A. § 2613(g)(1)(B).
TSCA § 14(2)(2)(A)—(B), 15 U.S.C.A. § 2613(2)(2)(A)—(B).
TSCA § 14(e)(1)(A), 15 U.S.C.A. § 2613(e)(1)(A).

Z'TSCA § 14(e)(1)(B)(1), 15 U.S.C.A. § 2613(e)(1)(B)(i). A person can withdraw the confidentiality
claim before the end of the 10-year period, or EPA may become aware that the information does not
qualify for protection and take action to require reassertion and substantiation or to disclose the
information. TSCA § 14(e)(1)(B)(ii), 15 U.S.C.A. § 2613(e)(1)(B)(ii).

884 Fed. Reg. 33939 (July 16, 2019).
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obligations.

If EPA has approved a claim to protect information from disclosure, the Agency
must notify the person who asserted the claim 60 days prior to the expiration of the
10-year confidentiality period.” The person then has an opportunity to request an
extension. EPA may grant an unlimited number of 10-year extensions so long as the
requestor establishes that extensions are needed and all EPA requirements are
met.*

EPA may, at its discretion, require the reassertion and substantiation of
confidentiality claims in three situations:

1. After a chemical substance is designated as a high-priority substance under
Section 6(b)*

2. For inactive substances “reactivated” as active substances on the Inventory
under Section 8(b)*

3. If EPA determines that disclosure of certain currently confidential informa-
tion would be important to assist the Agency in conducting risk evaluations or
promulgating rules under Section 6.%

There are also three situations in which EPA must review confidentiality claims and
require reassertion and substantiation or resubstantiation:

1. The Agency has received a FOIA request and review is “necessary to
determine whether the information qualifies for an exemption from disclo-
Sure”34

2. The Agency has a reasonable basis to believe that the information does not
qualify for protection from disclosure under Section 14

3. The Agency determines that a chemical substance presents an unreasonable

risk of injury to health or the environment under Section 6(b).*

If EPA determines in these situations that the confidentiality claim is still valid, the
information is protected for 10 years from the date of EPA’s determination, though
EPA may impose subsequent requirements for resubstantiation within the 10-year
period if the statutory criteria are met.*

TSCA has always permitted confidential information to be disclosed to certain
people and in certain situations. The 2016 amendments amended and expanded
these exceptions. Although EPA generally may not disclose information claimed as
confidential until 30 days after providing notice to the person who asserted the
claim,* TSCA provides for exceptions to the 30-day notice requirement, including in
circumstances that constitute exceptions to protection from disclosure. The following
table sets forth exceptions to protection from disclosure and the notification require-
ment associated with the exception.

2TSCA § 14(e)(2)(A), 15 U.S.C.A. § 2613(e)(2)(A).
OTSCA § 14(e)(2)(B)—(C), 15 U.S.C.A. § 2613(e)(2)(B)—(C).
SITSCA § 14(D(1)(A), 15 U.S.C.A. § 2613(H(1)(A).

¥TSCA § 14(H(1)(B), 15 U.S.C.A. § 2613(H(1)(B). Claims for protection of the specific chemical
identity of a chemical substance must be reasserted when a person intends to manufacture or process
a chemical substance designated as inactive. TSCA § 8(b)(5)(B)(ii), 15 U.S.C.A. § 2607(b)(5)(B)(i1).

BTSCA § 14(H(1)(C), 15 U.S.C.A. § 2613(D(1)(C).
#TSCA § 14(D(2)(A), 15 U.S.C.A. § 2613(D(2)(A).
®TSCA § 14(H(2)(B)—(C), 15 U.S.C.A. § 2613(H(2)(B)—(C).
®TSCA § 14(H(3), 15 U.S.C.A. § 2613(f)(3).

$'TSCA § 14(g)(2), 15 U.S.C.A. § 2613(g)(2).
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Exceptions to Protection from Disclosure and Applicable Notice Requirements

Notice Require-
ment

Reason for Disclosure®®

Statutory Provision

15 days

Disclosure is necessary to protect health or the
environment against an unreasonable risk

TSCA § 14(d)(3), (g)(2)(C)(),
15 U.S.C.A. § 2613(d)(3),
(@@2)(C)[)

Disclosure to a state, local, or tribal entity that
has an agreement with EPA to ensure that the
entity will take appropriate measures to
protect confidentiality

TSCA § 14(d)(4), (g)(2)(C)(),
15 U.S.C.A. § 2613(d)(4),
(@@2)(C)[)

Disclosure to a federal, state, or tribal health
or environmental professional or a treating
physician or nurse in a nonemergency situa-
tion where individuals are exposed to or there
has been an environmental release of or
exposure to a substance, for purposes of diag-
nosis or treatment or response to an
environmental release or exposure

TSCA § 14(d)(5), (2)(2)(C)(1),
15 U.S.C.A. § 2613(d)(5),
(8)2)(C)D)

Disclosure in response to a request from a con-
gressional committee

TSCA § 14(2)(2)(C)(), (), 15
U.S.C.A. § 2613(g)(2)(C)(i),
G)

“As soon as
practicable after
disclosure of the

Disclosure in the event of an emergency to a
treating or responding physician, nurse, agent
of a poison control center, public health or

TSCA § 14(d)(6),
(@(©2)(C)(i1), 15 U.S.C.A.
§ 2613(d)(6), (g)(2)(C)(ii)

environment against an imminent and
substantial harm to health or the environment

information” environmental official of a state, local, or tribal
government, or first responder if other criteria
are met
No notice Disclosure is necessary to protect health or the | TSCA § 14(d)(3), (g)(2)(C)(1),

15 U.S.C.A. § 2613(d)(3),
(22)(C)[)

Disclosure to a federal officer or employee in
connection with that person’s official duties
under a federal law for protection of health or
the environment or for a specific federal law
enforcement purpose

TSCA § 14(d)(1),
(g)(2)(C)(iixD), 15 U.S.C.A.
§ 2613(d)(1), (g)(2)(C)(iiXID)

Disclosure to a federal contractor and the
contractor’s employees where necessary for the
contractor’s satisfactory performance of the
contract

TSCA § 14(d)(2),
(2)(2)(C)(ii)I), 15 U.S.C.A.
§ 2613(d)(2), (g)(2)(C)({iixD)

Disclosure relevant to a proceeding under
TSCA

TSCA § 14(dX(7),
(2)(2)(C)(ii)I), 15 U.S.C.A.
§ 2613(d)(7), (g)(2)(C)(iii)(I)

Disclosure as required by another federal law

TSCA § 14(d)(8),
(2)(2)(C)(ii)I), 15 U.S.C.A.
§ 2613(d)(8), (g)(2)(C)(iii)(I)

Not specified in
TSCA

Disclosure as required pursuant to discovery,
subpoena, other court order, or any other
judicial process under federal or state law

TSCA § 14(d)(9), 15
U.S.C.A. § 2613(d)(9)

TSCA provides for criminal penalties against individuals who obtain protected in-
formation pursuant to Section 14 and willfully disclose the information to anyone
not entitled to receive it.*

VIII. ENFORCEMENT AND JUDICIAL REVIEW
§ 16:42 Prohibited conduct
Section 15 of TSCA, which defines the conduct prohibited by the statute, makes it

®For disclosure requirements to apply, Section 14 in some cases specifies other criteria beyond
those described in this table.

39TSCA § 14(h)(1), 15 U.S.C.A. § 2613(h)(1).
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unlawful to fail to comply with any requirement of TSCA’s core statutory provisions,
as well as to fail to comply with any rule promulgated, order issued, or consent
agreement entered into under the core provisions, or with any requirement of or
rule promulgated or order issued under the Asbestos Hazard Emergency Response
Act (Title IT of TSCA)." Failure to maintain, submit, or permit inspection of required
records, reports, notices, or other information, and refusal to permit entry for inspec-
tion, also constitute violations.” The enforcement provision similarly makes it unlaw-
ful “to use for commercial purposes” any chemical substance while knowing, or hav-
ing reason to know, that the substance was manufactured, processed, or distributed
in commerce in violation of Section 5 or 6 of TSCA or a rule or order issued under
Section 5 or 6, or in violation of an order issued in a judicial action brought under
Section 5 or 7.°

§ 16:43 Civil and criminal enforcement

Administrative civil penalty assessments are EPA’s primary tools for enforcing
TSCA. Civil penalties of up to $40,500 per day," for each violation, may be levied by
administrative order.? Civil penalty proceedings, which are governed by EPA’s
Consolidated Rules of Practice,’ are initiated by service of a complaint. The respon-
dent may, in the answer, demand a hearing before an administrative law judge
(ALJ). The respondent may also request a settlement conference. Orders assessing
civil penalties are enforceable by federal district courts and are reviewable by the
federal courts of appeals.* Most civil penalty proceedings are resolved without hear-
ings, by entry of consent orders.

A knowing or willful violation of TSCA constitutes a criminal offense, punishable
by a fine of up to $50,000 per day for each day of the violation, a term of imprison-
ment of one year, or both.® In practice, criminal sanctions are normally reserved for
the worst cases of misconduct, considering the violator’s intent, the impact of the
violation on human health or the environment, the effect on EPA’s regulatory func-
tions, and the violator’s compliance record.® The 2016 amendments created a new
category of sanctions for knowing and willful TSCA violations where the person
“knows at the time of the violation that the violation places an individual in im-

[Section 16:42]

TSCA § 15(1), 15 U.S.C.A. § 2614(1). A separate provision makes it unlawful to fail to comply
with any requirement relating to lead. TSCA § 409, 15 U.S.C.A. § 2689.

*TSCA § 15(3) to (4), 15 U.S.C.A. § 2614(3) to (4).

*TSCA § 15(2), 15 U.S.C.A. § 2614(2).
[Section 16:43]

"The Federal Civil Penalties Inflation Adjustment Act of 1990, Pub. L. No. 101-410, 28 U.S.C.A.

§ 2461, permits adjustment of civil penalty parameters to account for inflation. The values expressed
in this chapter reflect those announced by EPA in January 2020. 85 Fed. Reg. 1751 (Jan. 13, 2020).

2TSCA § 16(a)(1)—(2), 15 U.S.C.A. § 2615(a)(1)—(2). The U.S. Court of Appeals for the District of
Columbia Circuit has ruled that a five-year statute of limitations applies to administrative proceedings
seeking to impose civil penalties under TSCA. 3M Co. (Minnesota Min. and Mfg.) v. Browner, 17 F.3d
1453, 38 Env’t. Rep. Cas. (BNA) 1259, 24 Envtl. L. Rep. 20544 (D.C. Cir. 1994). The limitations period
begins to run on the date on which the violation occurs, and not the date on which EPA discovers the
violation.

340 C.FR. § 22.1(a)(5).
“TSCA § 16(a)(3)=(4), 15 U.S.C.A. § 2615(a)(3)—(4).
STSCA § 16(b)(1), 15 U.S.C.A. § 2615(b)(1).

®Criminal cases under TSCA have been rare; however, at least one PMN violation was prosecuted
criminally and other examples of criminal cases have focused on lead and asbestos abatement projects
that have been improperly performed, resulting in potential risks to human health and the environ-
ment.

81



§ 16:43 Law or ENVIRONMENTAL PROTECTION

minent danger of death or serious bodily injury.”” Such violations are punishable by
a fine of up to $250,000, imprisonment for up to 15 years, or both. Organizations
convicted of such violations can be penalized up to $1,000,000 per violation.

The EPA Administrator may seek injunctive relief from ongoing violations of
TSCA. Federal district courts are authorized to restrain violations and to compel
persons, who manufacture chemical substances or mixtures in violation of TSCA, to
notify chemical distributors and other persons, to give public notice of risk of injury,
and to replace or repurchase their products.® The court also may order seizure of
such substances and mixtures.’

§ 16:44 Civil penalty calculation

The vast majority of TSCA cases are resolved through civil penalty proceedings.
In imposing civil penalties, EPA is required by statute to consider the nature, cir-
cumstances, extent, and gravity of the violation, as well as the violator’s ability to
pay, the effect of the penalty on the violator’s ability to do business, any history of
prior similar violations, the degree of culpability, and “such other matters as justice
may require.” To implement this provision, EPA has issued general penalty assess-
ment guidelines,” as well as specific enforcement response policies for certain sec-
tions of TSCA, which it uses to calculate the penalties it will seek in a civil
administrative complaint.’ In negotiating settlements with EPA, it is advantageous
to justify the reductions sought based on specific provisions of the policy. It is
important to understand, however, that in a contested enforcement proceeding, the
ALJ is not bound by EPA’s penalty calculations or its penalty policy.*

The enforcement policies provide specific rules for determining a “gravity-based
penalty,” which varies according to the circumstances and extent of the violation, as
defined by the enforcement policy. The gravity-based penalty for a single violation of
TSCA can range from a notice of warning to a high of $45,500 for significant offenses.
The enforcement policies also specify how the gravity-based penalty will be
multiplied for violations that persist beyond one day.

Once determined, the gravity-based penalty, may be reduced substantially based
on a number of other factors. Many of these adjustments depend on the company’s
actions after discovering the violation. If a company voluntarily discloses a violation
to EPA, it may receive a reduction of the assessed penalty of 25%. Immediate
disclosure of the violation (i.e., within 30 days of discovery) earns an additional 25%
reduction in penalties. A further reduction of 15% may be granted if the company
takes steps to mitigate the violation—for example, by immediately ceasing

"TSCA § 16(b)(2), 15 U.S.C.A. § 2615(b)(2).
8TSCA § 17(a)(1)(D), 15 U.S.C.A. § 2616(a)(1)(D).
*TSCA § 17(b), 15 U.S.C.A. § 2616(b).

[Section 16:44]
'TSCA § 16(2)(2)(B), 15 U.S.C.A. § 2615(a)(2)(B).

“See Guidelines for Assessment of Civil Penalties Under Section 16 of TSCA, 45 Fed. Reg. 59770
(Sept. 10, 1980).

%See EPA, Enforcement Response Policy for Reporting and Recordkeeping Rules and Require-
ments: TSCA Sections 8, 12 and 13 (Mar. 31, 1999); EPA, Amended TSCA Section 5 Enforcement
Response Policy (June 8, 1989), as amended by EPA, Amended TSCA Section 5 Enforcement Response
Policy—Penalty Limit For Untimely NOC Submissions (July 1, 1993); EPA, Polychlorinated Biphenyls
(PCB) Penalty Policy (Apr. 9, 1990); EPA, Enforcement Response Policy for TSCA Section 4 Test Rules
(May 28, 1986).

4See, e.g., In the Matter of Caschem, Inc., Docket No. TSCA-PMN-89-0106 (EPA Oct. 30, 1992), at
8 (“[ALJs] have not uncommonly departed from provisions in penalty policies . . . where the need to do
so appeared clear|.]”).
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manufacture and distribution and quarantining existing stocks of chemical sub-
stances manufactured in violation of Section 5. Finally, further penalty reductions
may be made depending on the company’s attitude, culpability, prior compliance
history, and ability to pay.® Beyond the reductions for voluntary disclosure, EPA
generally will not further reduce penalties when the entity involved received an eco-
nomic benefit from the violation.

§ 16:45 EPA’s investigatory power

Section 11 of TSCA gives the Administrator broad authority to inspect any facility
or conveyance in which chemical substances, mixtures, or products subject to TSCA
are manufactured, processed, stored, or transported." The inspector must first pre-
sent appropriate credentials and a written notice. The inspection may extend to all
records, processes, and facilities relating to compliance with TSCA. Financial, sales,
pricing, and personnel and research data not required by TSCA may be inspected
only if described with specificity in the written notice.? Refusal to permit entry for
inspection is a violation of TSCA.

The Administrator also may issue subpoenas requiring the attendance of wit-
nesses and the production of reports, papers, documents, answers to questions, “and
other information that the Administrator deems necessary.” The recipient of a
subpoena issued under Section 11 may refrain from complying with it, without
penalty, until directed otherwise by a federal court order obtained by the
Administrator.* The potential breadth of EPA’s subpoena power under Section 11 is
illustrated by the 1994 issuance of subpoenas to 95 U.S. firms operating manufactur-
ing plants along the border between the United States and Mexico. These subpoenas
demanded that the firms submit comprehensive chemical release data.’

More recently, EPA used its Section 11 subpoena authority to gather information
from producers of chlorinated paraffins (resulting in an enforcement case settled for
$1.4 million), and in the same year sought information from Halliburton concerning
chemical substances used in hydraulic fracturing.®

§ 16:46 Petitions for rulemaking
Under Section 21 of TSCA, private parties may petition the Administrator to is-

EPA may also increase the penalty by up to 15% if the violator displays an unsatisfactory at-
titude.

[Section 16:45]
'TSCA § 11(a), 15 U.S.C.A. § 2610(a).
>TSCA § 11(b), 15 U.S.C.A. § 2610(b).
*TSCA § 11(c), 15 U.S.C.A. § 2610(c).

“See TSCA § 11(c), 15 U.S.C.A. § 2610(c); see also U.S. E.PA. v. Alyeska Pipeline Service Co., 836
F.2d 443, 446, 26 Env’t. Rep. Cas. (BNA) 2129, 18 Envtl. L. Rep. 20491, 20492 (9th Cir. 1988) (abrogated
by, McLane Co., Inc. v. E.E.O0.C., 137 S. Ct. 1159, 197 L. Ed. 2d 500, 129 Fair Empl. Prac. Cas. (BNA)
1825, 101 Empl. Prac. Dec. (CCH) P 45765 (2017)).

°See Daily Env’t Rep. (BNA), at 28 (Feb. 12, 1996). The subpoenas were issued in response to
petitions for rulemaking filed by U.S. and Mexican environmental justice groups concerned about pol-
lution of the New River. EPA issued the subpoenas to the U.S. parent companies of the companies that
operated the plants in Mexico. See Note, Who’s Singing the Mexicali Blues: How Far Can the EPA
Travel Under the Toxic Substances Control Act?, 50 Wash. U.J. Urb. & Contemp. L. 265, 268-69 (1996).
The subpoenas sought information about the identities of chemical substances likely released to the
water as well as information about how the chemicals were used. Id. at 269 n.18, 290 n.193. The
companies that received the subpoenas raised questions about the subpoenas’ legality, but it appears
that at least one company provided the information after accepting an EPA offer to withdraw the
subpoena in exchange for voluntary responses to the questions. See id. at 269 & n.21, 290 & n.195.

°IHS Chemweek, EPA Subpoenas Halliburton for Hydraulic Fracturing Data (Nov. 9, 2010),
available at http://www.chemweek.com/home/top_of the news/30812.html.
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sue, amend, or repeal any rule under TSCA. If the Administrator denies the petition
or fails to act on it within 90 days, the petitioner may commence a civil action in
federal district court to compel the Administrator to initiate the requested rulemak-
ing proceeding." EPA has issued guidance on preparing citizens’ petitions under this
provision.’

Section 21 rulemaking petitions have been filed by a variety of interested parties,
ranging from environmental groups seeking to control the sale of lead fishing sink-
ers, to labor unions requesting testing of chemical substances to which workers are
exposed, to members of the regulated community seeking relaxation of rules that
apply to them.® For example, a coalition of environmental justice groups, as well as
a county board of supervisors, filed a series of rulemaking petitions attempting,
through novel uses of TSCA, to address pollution along the border between the
United States and Mexico. Although each of the petitions was denied or withdrawn,
EPA nonetheless agreed to help fund monitoring efforts and to seek chemical release
information from area industries under TSCA Section 11.*

Recent Section 21 petitions include those asking the Agency to prohibit fluorida-
tion of drinking water,” and to bar oil refineries from using hydrofluoric acid in
manufacturing processes.’® Other petitions requested that EPA address risks associ-
ated with cadmium in consumer products,” formaldehyde emissions from composite
wood,? lead in fishing tackle,’ ingredients used in household air fresheners,"” sub-
stances used in oil and gas exploration and hydraulic fracturing,” anthropogenic
emissions of carbon dioxide,"”” and mercury, mercury compounds, and mercury-
added products.” EPA maintains an online database of the Section 21 petitions it
has received."

If EPA denies a petition or does not grant or deny a petition within 90 days, the
petitioner may file a lawsuit to compel EPA to initiate a rulemaking proceeding.” If
the action sought in the petition is a rulemaking proceeding under Section 4, 6, or 8
or a Section 4 or 5(e) order, the petitioner “shall be provided an opportunity to have
such petition considered by the court in a de novo proceeding” where the petitioner
must demonstrate by a preponderance of the evidence—which may include expert

[Section 16:46]
TSCA § 21, 15 U.S.C.A. § 2620.
’50 Fed. Reg. 46825 (Nov. 13, 1985).

3See, e.g., 59 Fed. Reg. 18535 (Apr. 19, 1994); 59 Fed. Reg. 11122 (Mar. 9, 1994); 56 Fed. Reg.
23534 (May 22, 1991).

“See 59 Fed. Reg. 13721 (Mar. 23, 1994); 59 Fed. Reg. 13321 (Mar. 21, 1994); 18 Chem. Reg. Rep.
(BNA) 340 (June 24, 1994); 18 Chem. Reg. Rep. (BNA) 252 (June 3, 1994).

°82 Fed. Reg. 11878 (Feb. 27, 2017).

684 Fed. Reg. 60986 (Nov. 12, 2019).

"See 77 Fed. Reg. 76819 (Dec. 28, 2012).

873 Fed. Reg. 36504 (June 27, 2008).

°See, e.g., 77 Fed. Reg. 10451 (Feb. 22, 2012).
9See 72 Fed. Reg. 72886 (Dec. 21, 2007).
"See 79 Fed. Reg. 28664 (May 14, 2014).

1280 Fed. Reg. 60577 (Oct. 7, 2015).

1380 Fed. Reg. 60584 (Oct. 7, 2015).

““See generally Section 21 Petitions Filed with EPA Since September 2007, EPA, https:/www.epa.g
ov/assessing-and-managing-chemicals-under-tsca/tsca-section-21.
TSCA § 21(b)(4)(A), 15 U.S.C.A. § 2620(b)(4)(A).
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witness testimony—that the standard for taking the requested action is met."® De
novo review is not available where a petition seeks modifications to an existing
rule.’” The court may allow EPA to defer initiating the requested action if “the
extent of the risk to health or the environment alleged by the petitioner is less than
the extent of risks to health or the environment with respect to which the
Administrator is taking action under [TSCA] and there are insufficient resources
available . . . to take the action requested by the petitioner.”®

Courts may award fees for attorneys and expert witnesses in these lawsuits."

§ 16:47 Citizen suits

TSCA’s citizen suit provision empowers a private party to bring an action to re-
strain an ongoing violation of TSCA, or to compel performance of a nondiscretionary
duty by EPA." The court has discretion to award the costs of the suit and reasonable
attorneys and expert witness fees to either party.” However, civil penalties may not
be applied against the defendant in a citizen suit.’ The citizen suit provision has
rarely been used, potentially due to this lack of monetary relief.

§ 16:48 Judicial review of EPA rulemaking

Section 19 of TSCA creates exclusive jurisdiction in the federal courts of appeals
for judicial review of EPA TSCA rulemaking and for review of testing orders under
Section 4, orders imposing risk management requirements for new chemical sub-
stances under Section 5(e) or 5(f), and orders designating chemical substances as
low-priority pursuant to Section 6." A petitioner must file its request for review
within 60 days after promulgation of the challenged rule. Venue is proper in the
District of Columbia Circuit or in the circuit in which the petitioner resides or has a
principal place of business, although actions challenging a low-priority designation
under Section 6(b)(1)(B)(ii) may be brought only in the D.C. Circuit.?

The statute specifies the standard of review applicable to TSCA rulemaking. Test
rules promulgated under Section 4, significant new use rules issued under Section
5, and rules regulating chemical substances under Section 6 (including rules regulat-
ing PCBs) must be set aside “if the court finds that the rule is not supported by
substantial evidence in the rulemaking record taken as a whole.” The “substantial
evidence” standard also applies to judicial review of testing orders under Section 4,

15TSCA § 21(b)(4)(B), 15 U.S.C.A. § 2620(b)(4)(B); see Food & Water Watch, Inc. v. United States
Environmental Protection Agency, 302 F. Supp. 3d 1058, 85 Env’t. Rep. Cas. (BNA) 2526 (N.D. Cal.
2018) (in action challenging EPA’s denial of a petition requesting that EPA prohibit fluoridation of
drinking water, denying EPA’s motion to limit review to the administrative record); see also Food &
Water Watch, Inc. v. United States Environmental Protection Agency, 291 F. Supp. 3d 1033, 85 Env’t.
Rep. Cas. (BNA) 2349 (N.D. Cal. 2017) (rejecting EPA’s arguments regarding inadequacies of Section
21 petition seeking prohibition of fluoridation of drinking water and denying EPA’s motion to dismiss).

"See Asbestos Disease Awareness Organization v. Wheeler, 2019 WL 6050752 (N.D. Cal. 2019).
TSCA § 21(b)(4)(B), 15 U.S.C.A. § 2620(b)(4)(B).
TSCA § 21(b)(4)(C), 15 U.S.C.A. § 2620(b)(4)(C).
[Section 16:47]
'TSCA § 20, 15 U.S.C.A. § 2619.
>TSCA § 20(a)(1), (2), (c)(2), 15 U.S.C.A. § 2619(a)(1), (2), (c)(2).

%See Brewer v. Ravan, 680 F. Supp. 1176, 1183, 27 Env’t. Rep. Cas. (BNA) 1352, 18 Envtl. L. Rep.
20799, 20802 (M.D. Tenn. 1988).

[Section 16:48]
ITSCA § 19(a)(1)(A), 15 U.S.C.A. § 2618(a)(1)(A).
>TSCA § 19(a)(1)(A), 15 U.S.C.A. § 2618(a)(1)(A).
*TSCA § 19(c)(1)B)G)D), 15 U.S.C.A. § 2618(c)(1)(B)E)D).
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orders imposing risk management requirements for new chemical substances under
Section 5(e) or 5(f), and orders designating chemical substances as low-priority pur-
suant to Section 6.* This standard is “generally considered to be more rigorous” than
the arbitrary and capricious standard typically applied to review of agency action.’
All other rulemaking and orders under TSCA are subject to the standard of review
set forth in the Administrative Procedure Act.®

IX. RELATIONSHIP TO OTHER LAWS
§ 16:49 Coordination with other federal laws

Congress was well aware that the broad reach of TSCA’s regulatory jurisdiction
would overlap with other statutes that could be used to control chemical risk,
including laws administered by agencies other than EPA. Reflecting an effort to
avoid confusing and duplicative rulemaking, Section 9(a) of TSCA defines procedures
for coordinating action with other agencies. When EPA identifies a risk that can (in
the Administrator’s discretion) be controlled by another agency, the Agency must is-
sue a report to the other agency detailing the risk and asking the other agency to
determine if the described risk can be regulated under the other agency’s statutes.
If the receiving agency issues an order rejecting EPA’s finding of risk, or initiates
action to control the risk within 90 days, EPA may not take action under Section
6(a) or 7 to mitigate the risk.?

This provision has been controversial. EPA has sometimes interpreted it to require
deferral of regulatory matters to other agencies, while at other times EPA policy
has been to retain regulatory authority when it has determined that rulemaking
under TSCA would be more efficient than “piecemeal” rulemaking under other
statutes.®

The 2016 amendments to TSCA mandate EPA take appropriate or applicable ac-
tion under Section 6(a) or 7 if the receiving agency does not either issue a timely
(i.e., within a timeframe specified by EPA) order rejecting EPA’s risk finding or
timely respond to EPA’s report and initiate action to protect against the risk.” The
2016 amendments also attempt to clarify that EPA’s referral of an identified risk to
another agency does not relieve EPA of its obligation to take actions to address
risks not identified in EPA’s report to the other agency.®

EPA has executed Memoranda of Understanding with both OSHA and the
Consumer Product Safety Commission (CPSC) that define the administrative
procedures to be used in coordinating the respective agencies’ duties under Section

*TSCA § 19(c)(1)(B)E)ID), 15 U.S.C.A. § 2618(c)(1)(B)G)II).

®Corrosion Proof Fittings v. E.PA., 947 F.2d 1201, 1214, 33 Env’t. Rep. Cas. (BNA) 1961, 1992
O.S.H. Dec. (CCH) P 29558, 22 Envtl. L. Rep. 20037, 20042, 22 Envtl. L. Rep. 20304 (5th Cir. 1991),
opinion clarified, (Nov. 15, 1991), quoting Environmental Defense Fund, Inc. v. Environmental Protec-
tion Agency, 636 F.2d 1267, 1277, 15 Env’t. Rep. Cas. (BNA) 1081, 10 Envtl. L. Rep. 20972 (D.C. Cir.
1980).

*TSCA § 19(c)(1)(B), 15 U.S.C.A. § 2618(c)(1)(B).
[Section 16:49]

'TSCA § 9(a)(1), 15 U.S.C.A. § 2608(a)(1).

*TSCA § 9(a)(2), 15 U.S.C.A. § 2608(a)(2).

3See generally House Comm. on Energy and Commerce, 99th Cong., 1st Sess., EPA’s Asbestos
Regulations: Report on a Case Study on OMB Interference in Agency Rulemaking (Comm. Print 1985)
(describing reversals of Agency interpretation of Section 9(a)).

*TSCA § 9(a)(3)—(4), 15 U.S.C.A. § 2608(a)(3)—(4).
*TSCA § 9(a)(5), 15 U.S.C.A. § 2608(a)(5).
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9.° The memoranda call for EPA to semiannually issue written notices that identify
chemical substances undergoing risk assessment that may later be referred to the
other agency. Actual Section 9 referral of a particular chemical substance by EPA
will be preceded by informal notice and exchange of information, as will the
subsequent formal response by the other agency. The agreements aim to ensure bet-
ter coordination of the regulatory agendas.

In 2008, Congress passed the Consumer Product Safety Improvement Act (CPSIA),
which overlaps with TSCA’s regulation of lead. The CPSIA generally classifies chil-
dren’s products with more than 600 parts per million of lead as banned hazardous
substances under the Federal Hazardous Substances Act.” Under the CPSIA, chil-
dren’s products were required to contain less than 300 parts per million of lead by
August of 2009. That limit dropped to 100 parts per million in August of 2011. The
CPSIA additionally required CPSC to lower the permissible level of lead in lead-
based paint from .06% to .009% by August of 2009.% These new requirements have
resulted in indirect controls on the use of a substance that is also regulated under
TSCA.

TSCA also addresses coordination of EPA actions under TSCA with actions taken
under other statutes administered by EPA.° Where health and environmental risks
associated with a chemical substance or mixture can be eliminated or sufficiently
reduced with actions taken under other federal laws, EPA is instructed to use those
authorities unless the Agency determines that it is in the public interest to take ac-
tion under TSCA.™ The 2016 amendments specify that the “public interest” determi-
nation must be based on consideration of “all relevant aspects of the risk” and “a
comparison of the estimated costs and efficiencies of the actions to be taken.”**

§ 16:50 Preemption of state law

The 2016 amendments to TSCA expanded its preemptive effect on state laws but
left openings for state action. In general, final EPA regulatory actions on chemical
substances will preempt state regulation of such substances, as well as regulation
by political subdivisions of states such as counties and cities. Yet this preemptive ef-
fect is subject to various exceptions and opportunities for state requests for waivers.*

In particular, TSCA now prohibits states from establishing or continuing to
enforce statutes, regulations, and other administrative actions that prohibit or re-
strict a chemical substance after EPA has determined that the substance does not
present an unreasonable risk or after EPA issues a final risk management rule to
address the substance’s risks.? In addition, states cannot require development of in-
formation about a chemical substance if the requirement is reasonably likely to pro-
duce the same information already required by an EPA rule, consent agreement, or

®See generally EPA Memorandum of Agreement No. PW 16931704-01-0 (Occupational Safety and
Health Admin.); EPA Memorandum of Agreement No. PW 61931685-01-0 (Consumer Prod. Safety
Comm.).

15 U.S.C.A. § 1278a(a).

815 U.S.C.A. § 1278a(D.

*TSCA § 9(b), 15 U.S.C.A. § 2608(b).

19TSCA § 9(b)(1), 15 U.S.C.A. § 2608(b)(1).

TSCA § 9(b)(2), 15 U.S.C.A. § 2608(b)(2).
[Section 16:50]

TSCA § 18(a)(1), 15 U.S.C.A. § 2617(a)(1).

>TSCA § 18(a)(1)(B), 15 U.S.C.A. § 2617(a)(1)(B).
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order under Section 4, 5, or 6.°> States also are barred from requiring notification of
a use of a chemical substance that EPA has specified as a significant new use and
for which EPA has required notification.*

EPA’s formal announcement of the scope of a risk evaluation the Agency is
undertaking for an existing chemical substance will initiate a period of temporary
preemption. During this period, states may not impose new requirements that affect
activities within the scope of the EPA’s assessment.® States may, however, continue
to enforce existing requirements during the temporary or “pause” preemption period.
The preemptive effect will continue until either EPA completes its evaluation or 30
months have elapsed, whichever first occurs. When this pause preemption period
concludes, a state may impose a new chemical-regulatory requirement unless EPA
has determined that the substance does not present an unreasonable risk to human
health or the environment under the intended and foreseeable conditions of use.® If
EPA issues a final risk management rule limiting or prohibiting a chemical
substance under certain intended or foreseeable uses, state actions would again be
preempted as of the effective date of the new EPA rule.

State statutory and regulatory actions taken prior to April 22, 2016, are not
preempted. Nor are new actions taken under an existing state law that was in effect
on August 31, 2003—Congress selected this date to ensure the continued viability of
actions under California’s Proposition 65.’

States will still be permitted to adopt regulations identical to federal standards is-
sued pursuant to TSCA.? Thus, both EPA and the states may enforce their respec-
tive regulations if the state rule is identical, but penalties will be capped at the
federal statutory maximum.’ In addition, state requirements that implement a
“reporting, monitoring, or other information obligation” are not preempted.”® States
may also take actions under the authority of another federal law or, in certain cir-
cumstances, under a state law related to water quality, air quality, or waste
management.™

States may seek waivers from either the permanent or temporary preemptive ef-
fect of an EPA decision under certain conditions.'” Applications for waivers are
subject to public notice and comment, and EPA’s determinations on waiver applica-
tions are subject to judicial review."

TSCA explicitly provides that common law rights of action are not affected by
EPA actions under TSCA.*

§ 16:51 Administration of TSCA: fees and scientific standards

Prior to the 2016 amendments to TSCA, the statute authorized modest fees (up to
$2,500) for submission of premanufacture and significant new use notices under
Section 5. Such fees could also be collected from persons submitting data under Sec-

*TSCA § 18(a)(1)(A), 15 U.S.C.A. § 2617(a)(1)(A).
*TSCA § 18(a)(1)(C), 15 U.S.C.A. § 2617(a)(1)(C).
*TSCA § 18(b), 15 U.S.C.A. § 2617(b).

®See TSCA § 18(a)(1)(B), 15 U.S.C.A. § 2617(a)(1)(B).
"TSCA § 18(e)(1), 15 U.S.C.A. § 2617(e)(1).

8TSCA § 18(d)(1)(A)iv), 15 U.S.C.A. § 2617(d)(1)(A)iv).
TSCA § 18(d)(1)(B), 15 U.S.C.A. § 2617(d)(1)(B).
1OTSCA § 18(d)(1)(A)), 15 U.S.C.A. § 2617(d)(1)(A)i).
TSCA § 18(d)(1)(A)A), (iii), 15 U.S.C.A. § 2617(d)(1)(A)), (iii).
2TSCA § 18(f), 15 U.S.C.A. § 2617(D.

BTSCA § 18(0(5), (6), 15 U.S.C.A. § 2617(N(5), (6).
“TSCA § 18(g)(1), 15 U.S.C.A. § 2617(g)(1).
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tion 4. The 2016 amendments authorized EPA to collect significantly higher (al-
though unspecified) fees for the purpose of defraying up to 25% of EPA’s costs of
implementing the testing, new chemical notification, and existing chemical risk
evaluation and management programs under Sections 4, 5, and 6, as well as the
costs of collecting, processing, reviewing, and providing access to confidential infor-
mation, and for protecting confidential information from disclosure."! When a
manufacturer requests an EPA risk evaluation for an existing chemical substance,
it must pay up to 100% of the costs for conducting the review (50% of the costs if the
substance was among those listed on the 2014 Work Plan).”? Lower fees are to be as-
sessed for small businesses, a category for which EPA prescribes standards in
coordination with the Small Business Administration.?

The amended statute required that any fees be established by rule, and also
required EPA to consult with parties potentially subject to the fees prior to establish-
ing or amending the fees.” EPA’s initial Fees Rule,” which took effect in October
2018, set fees for fiscal years 2019 through 2021 and also established a formula for
calculating the fees for 2022 and beyond on a three-year cycle.® The Fees Rule sets
forth the following fees for fiscal years 2019 through 2021.

TSCA Fees for Fiscal Years 2019 to 2021’

Action Fee for small business con- Fee for other entities
cerns
Section 5 premanufacture $2,800 $16,000

notifications or significant
new use notifications

Section 5 exemption re- $940 $4,700
quests (LoREX, LVE, TME,
TERA, and Tier II) and
modifications to previous
exemption requests

Instant photographic film $940 $4,700
article exemption notices

Microbial commercial activ- | $2,800 $16,000
ity notices (MCANSs)

Section 4(a) test rules $1,960° $9,800
Section 4(a) test orders $5,900° $29,500

[Section 16:51]

TSCA § 26(b)(4)(B)(1), 15 U.S.C.A. § 2625(b)(4)(B)(i). The maximum amount that EPA may collect
is $25 million, subject to adjustment for inflation. EPA’s authority to assess fees for a given fiscal year
is contingent upon the amount of appropriations for the Chemical Risk Review and Reduction program
project being equal to or exceeding the 2014 appropriations amount. TSCA § 26(b)(5), 15 U.S.C.A.
§ 2625(b)(5).

2TSCA § 26(b)(4)(B)(ii), (D), 15 U.S.C.A. § 2625(b)(4)(B)(ii), (D). The percentage of costs the
manufacturer must pay is 50% for chemical substances listed on the 2014 update to the TSCA Work
Plan for Chemical Assessments and 100% for other substances.

STSCA § 26(b)(2), (4)(A), 15 U.S.C.A. § 2625(b)(2), (4)(A); see also 40 C.F.R. § 700.43 (defining
“small business concern”).

*TSCA § 26(b)(1), (4)(E), 15 U.S.C.A. § 2625(b)(1), (4)(E).
°83 Fed. Reg. 52694 (Oct. 17, 2018).

40 C.F.R. § 700.45(d).

740 C.F.R. § 700.45(a), (c).

®The Fees Rule specifies that the fee for a small business concern is 20% of the fee specified for
other entities. 40 C.F.R. § 700.45(c)(1)(vi).

*The Fees Rule specifies that the fee for a small business concern is 20% of the fee specified for
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TSCA Fees for Fiscal Years 2019 to 20217

evaluations

Action Fee for small business con- Fee for other entities
cerns

Section 4(a) enforceable $4,560%° $22,800

consent agreements

EPA-initiated Section 6 risk | $270,000% $1,350,000

Manufacturer-initiated Sec-
tion 6 risk evaluations of
Work Plan chemicals

initial fee of $1,250,000, and
final payment totaling 50% of
the actual costs

initial fee of $1,250,000, and
final payment totaling 50% of
the actual costs

Manufacturer-initiated Sec-
tion 6 risk evaluations of
non-Work Plan chemicals

initial fee of $2,500,000, and
final payment totaling 100% of
the actual costs

initial fee of $2,500,000, and
final payment totaling 100% of
the actual costs

Manufacturers may form consortia to pay fees under Section 4 or 6(b)."* The Fees
Rules also made processors of chemical substances subject to fees for Section 5 Sig-
nificant New Use Notices and Test Marketing Exemptions® and for Section 4 test
orders, test rules, and enforceable consent decrees, when the Section 4 activity re-
lates to a Significant New Use Notice submitted by a processor."

The Fees Rule also established processes for identifying manufacturers subject to
the fees for Section 4 test rules and for EPA-initiated risk evaluations.” EPA will
prepare preliminary lists of manufacturers subject to the fees, based on information
that EPA has received via reporting and notification programs, as well as other in-
formation available to EPA. For test rules, the preliminary lists will be made avail-
able with proposed rules and, for risk evaluations, the preliminary lists will be
released at the time of final designation of a high-priority substance. Manufacturers
who have manufactured or imported the chemical substance in the past five years
then have an obligation to “self-identify,” regardless of whether they are on the pre-
liminary list. The self-identification notice must provide contact information and, if
a manufacturer has ceased manufacture prior to a specified cut-off date or has not
manufactured the substance during the five-year period, the manufacturer must
include a certification to that effect in its notice. EPA intends to publish final lists of
manufacturers subject to the fees when it issues a final scope document for risk
evaluations and with final Section 4 test rules. In 2020, after EPA designated the
first 20 high-priority substances and released preliminary lists of manufacturers of
those substances, it became apparent that EPA interpreted the self-identification
obligation to extend not only to manufacturers and importers of the substances in
bulk for use and distribution in the U.S. but also to importers of articles containing
the substances and manufacturers of the substance as a byproduct or an impurity.*®
Prior to the deadline for self-identification, however, EPA announced that it intended
to propose amendments to the Fees Rule to exempt three categories of “manufactur-
ers” from the Fees Rule’s self-identification obligation:'” importers of articles contain-
ing a high-priority substance; producers of a high-priority substance as a byproduct;

other entities. 40 C.F.R. § 700.45(c)(1)(vi).

“The Fees Rule specifies that the fee for a small business concern is 20% of the fee specified for
other entities. 40 C.F.R. § 700.45(c)(1)(vi).

“The Fees Rule specifies that the fee for a small business concern is 20% of the fee specified for
other entities. 40 C.F.R. § 700.45(c)(1)(vi).

1240 C.F.R. § 700.45(f).

%40 C.F.R. § 700.45(a)(4).

40 C.F.R. § 700.45(a)(5).

°40 C.F.R. § 700.45(b).

1885 Fed. Reg. 4661(Jan. 27, 2020).

News Release, EPA, EPA Announces Plan to Reduce TSCA Fees Burden for Stakeholders (Mar.
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and producers or importers of a high-priority substance as an impurity.

The 2016 amendments also set forth, for the first time, statutory mandates for the
scientific standards to which EPA must adhere as it implements TSCA’s core infor-
mation collection, risk evaluation, and risk management provisions. In its decision
making, EPA must employ scientific information, technical procedures, measures,
methods, protocols, methodologies, or models “in a manner consistent with best
available science.””® Factors that must be considered include: the extent to which
scientific information is reasonable for and consistent with the intended use of the
information; the information’s relevance; the degree of clarity and completeness
with which the methods used to generate the information are documented; the
evaluation and characterization of variability and uncertainty in the information;
and independent verification and peer review of the information. EPA must also
make decisions “based on the weight of the scientific evidence,”® and must take into
consideration information about a chemical substance or mixture that is “reason-
ably available” to EPA.*°

The 2016 amendments further mandate that certain types of information be made
available to the public, including information and studies that form the basis for
EPA decision making, and require EPA to produce nontechnical summaries of every
risk evaluation it conducts.”

In addition, the 2016 amendments require EPA to develop and regularly review
policies, procedures, and guidance for the amendments’ implementation.?” In partic-
ular, the amendments stated such policies, procedures, and guidance that are ap-
plicable to testing chemical substances and mixtures should address how and when
exposure would factor into EPA decisions to require new testing. Such policies,
procedures, and guidance should also describe how EPA would determine its need
for additional information to implement the Agency’s functions, including informa-
tion related to potentially exposed or susceptible populations.*

EPA must also establish a Science Advisory Committee on Chemicals (SACC),
composed of representatives of outside groups, to provide advice and consultation on
the scientific and technical aspects of TSCA implementation.” The SACC reviewed
each of the first 10 draft risk evaluations and issued reports with comments and
recommendations reflecting the views of its members. EPA officials have indicated
that the Agency may change the SACC’s role so that, rather than performing peer
review of each individual evaluation, the SACC would address overarching principles
and methodologies.”

§ 16:52 Relationship to international laws

In the past, there has been some discussion about amending TSCA to provide for
the implementation of the following three international environmental agreements:

25, 2020). EPA also issued a “no action assurance” to the three categories of manufacturers indicating
the Agency would not enforce the self-identification requirements against them. 85 Fed. Reg. 20275
(Apr. 10, 2020).

BTSCA § 26(h), 15 U.S.C.A. § 2625(h).

19TSCA § 26(1)(4)(A), 15 U.S.C.A. § 2625(1)(4)(A).
TSCA § 26(k), 15 U.S.C.A. § 2625(k).

ZTSCA § 26()), 15 U.S.C.A. § 2625().

ZTSCA § 26()(1)—(2), 15 U.S.C.A. § 2625(1)(1)—(2).
BTSCA § 26(1)(3), 15 U.S.C.A. § 2625(1)(3).
2*TSCA § 26(0), 15 U.S.C.A. § 2625(0).

**See Maria Hegstad, Top Toxics Official Expects EPA To ‘Tailor’ First TSCA Management Rules,
Inside EPA (May 26, 2020).
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(1) Stockholm Convention on Persistent Organic Pollutants (POPs Convention),
which commits parties to eliminate or reduce the production, use, and release
of 12 critical persistent organic pollutants, and others that are added to the
various annexes to the Convention.?

(2) Protocol on Persistent Organic Pollutants to the 1979 Convention on Long-
Range Transboundary Air Pollution (LRTAP POPs Protocol),’ which similarly
aims to control, reduce, or eliminate discharges and emissions of persistent
organic pollutants.

(3) Rotterdam Convention on the Prior Informed Consent Procedure for Certain
Hazardous Chemicals and Pesticides in International Trade (PIC Conven-
tion)," which promotes communication of health and safety information, so
that countries can make informed decisions in the trade of hazardous
chemicals and pesticides.

The United States has signed, but not ratified, each of the aforementioned
treaties.” If the United States does ratify the agreements, legislation would be nec-
essary to resolve inconsistencies between provisions of these agreements, TSCA,
and FIFRA,® and to ensure that EPA has the authority to fully enforce U.S. obliga-
tions under the agreements.” Legislators have introduced bills in Congress that
would amend TSCA to implement these treaties; however, none have passed.®

In June 2007, the Registration, Evaluation, Authorization and Restriction of
Chemicals (REACH) regulation went into effect in Europe. REACH requires
companies that produce chemicals in Europe or import them to Europe in large
volumes to register those chemicals with the European Chemicals Agency (ECHA).’
The law has had a substantial effect on industry, as multinational corporations
changed their policies to comply with REACH." For example, REACH required
companies to preregister their chemical substances with the ECHA by December 1,

[Section 16:52]
'See Stockholm Convention on Persistent Organic Pollutants, May 22, 2001, 40 I.L.M. 532.

’See generally Persistent Organic Pollutants: A Global Issue, A Global Response, EPA, https://ww
w.epa.gov/international-cooperation/persistent-organic-pollutants-global-issue-global-response (updated
Dec. 2009).

3See Convention on Long-Range Transboundary Air Pollution, Nov. 16, 1979, 18 I.L.M. 1442.

“See Rotterdam Convention on the Prior Informed Consent Procedure for Certain Hazardous
Chemicals and Pesticides in International Trade, Sept. 11, 1998, 38 I.L.M. 1.

®See Stockholm Convention on Persistent Organic Pollutants, Signatures and Ratifications, avail-
able at http://www.pops.int/documents/signature/; Convention on Long-Range Transboundary Air Pollu-
tion, Status of Ratification, available at http:/bit.ly/2gVuggB; Rotterdam Convention, Parties, avail-
able at http://www.pic.int/Countries/Statusofratifications/tabid/1072/language/en-US/Default.aspx. The
2016 amendments to TSCA did not ratify any of these international agreements.

6Jerry H. Yen, Congressional Research Service, Persistent Organic Pollutants (POPs): Fact Sheet
on Three International Agreements (2013), available at http:/tinyurl.com/132h6kd.

"Hagan and Walls, The Stockholm Convention on Persistent Organic Pollutants, 19 A.B.A.
Natural Res. & Env’t 49, 51 (2005).

8See, e.g., S. 696, 113th Cong. (2014); S. 3697, 112th Cong. (2012); S. 519, 111th Cong. (2009);
H.R. 6421, 109th Cong. (2006); H.R. 4800, 109th Cong. (2006); H.R. 4591, 109th Cong. (2005).

REACH, New Regulations in U.S. States Suggest Volatile Year for Manufacturers, Daily Env’t
Rep. (BNA) No. 12, at B-2 (Jan. 19, 2007).

YREACH, New Regulations in U.S. States Suggest Volatile Year for Manufacturers, Daily Env’t
Rep. (BNA) No. 12, at B-2 (Jan. 19, 2007). Companies that have complied with EPA’s voluntary HPV
program may be in the best position, because they have already been providing data on high volume
chemicals.
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2008."" Companies that failed to meet the preregistration deadline, and that did not
qualify for late preregistration, were prohibited from producing or importing sub-
stances into the European Union market until they submitted a full registration
dossier.”” Compliance with the REACH requirements has been a particular concern
for small- and middle-sized companies that export chemicals to Europe.®

X. TSCA TITLE II—ASBESTOS HAZARDS IN SCHOOLS AND PUBLIC
BUILDINGS

§ 16:53 In general

In 1986, Congress enacted Title II of TSCA. Title II, also known as the Asbestos
Hazard Emergency Response Act (AHERA), mandated that EPA develop regula-
tions to respond to asbestos' in schools. Title II requires local educational agencies
(LEAs) to inspect their schools for asbestos-containing materials; develop a plan to
manage the asbestos for each school building that contains asbestos; update this
plan every three years; provide asbestos awareness training to school maintenance
and custodial workers; keep school staff and parents apprised of inspections and
abatement actions; and implement timely actions to address dangerous asbestos
situations. To implement this mandate, EPA promulgated the Asbestos-Containing
Materials in Schools Rule.? The implementing Rule provides details regarding how
LEAs must conduct inspections for asbestos-containing building materials, prepare
asbestos management plans, and perform asbestos response actions to prevent or
reduce asbestos hazards in schools.® Title II requires persons who conduct the
mandated activities to be properly accredited.” Pursuant to statutory mandate, EPA
has developed a model accreditation plan for use by state agencies.” LEAs include
not only public schools and charter schools, but also religious schools and nonprofit
private schools.®

EPA and state regulators inspect LEAs to determine compliance with the regula-
tions by reviewing documents, inspecting the schools, and collecting physical evi-
dence to document compliance or noncompliance. Private citizens are empowered to
request a state or federal investigation of a particular school building.” Reasonably
founded citizen allegations must be investigated by EPA or the state where the
school is located.®

AHERA further tasked EPA with studying the extent of danger to human health

“ECHA, Guidance on Data Sharing (Version 3.1), at 17 (Jan. 2017), https:/bit.ly/32Rm482.

?ECHA, Guidance on Data Sharing (Version 3.1), at 17 (Jan. 2017), https:/bit.ly/32Rm482. The
registration requirement applies only to chemicals produced or imported in quantities greater than or
equal to one metric tonne.

BREACH Registration on Track, ECHA Says; Concerns Remain about Imported Chemicals, Daily
Env’t Rep. (BNA), Oct. 15, 2010; Manufacturers, Importers Face Challenges With Europe’s Chemical
Registration Rules, 40 Env’t Rep. (BNA) 44 (Jan. 16, 2009).

[Section 16:53]

'TSCA defines asbestos as the asbestiform varieties of chrysotile (serpentine); crocidolite
(riebeckite); amosite (cummingtonite/grunerite); anthophyllite; tremolite; and actinolite.

?40 C.F.R. Pt. 763.
Asbestos Laws and Regulations, EPA http://www2.epa.gov/asbestos/asbestos-laws-and-regulati

ons.
“TSCA § 206(a), 15 U.S.C.A. § 2646(a).
*TSCA § 206(b), 15 U.S.C.A. § 2646(b); 40 C.F.R. Pt. 763, Subpt. E.
®Asbestos Laws and Regulations, EPA http://www2.epa.gov/asbestos/asbestos-laws-and-regulati

ons.
"TSCA § 207(d), 15 U.S.C.A. § 2647(d).
5TSCA § 207(d), 15 U.S.C.A. § 2647(d).
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posed by asbestos in other public and commercial buildings and means to address
such danger,’ and with developing a model plan for states for accrediting persons
conducting asbestos inspection and corrective-action activities at schools.

Congress empowered EPA to enforce the provisions of Title II by granting the
Agency the authority to impose civil penalties on LEAs that fail to conduct inspec-
tions and abatement as required.”’ Contractors who conduct these activities without
proper accreditation are also subject to penalties. Finally, AHERA provides protec-
tions for whistleblowers," as well as worker protection requirements for state and
local government employees not protected by OSHA.*

Some asbestos products also are regulated under Section 6 of TSCA, and EPA
identified asbestos as one of the 10 chemical substances on which it has focused in
its initial risk evaluations pursuant to the 2016 amendments to TSCA.*® In 2018,
the EPA Office of the Inspector General (OIG) published a report that found that
EPA had disinvested from the AHERA program, prioritizing other TSCA programs
instead.” OIG cited a lack of compliance inspections, without which “the EPA can-
not know whether schools pose an actual risk of asbestos exposure to students and
personnel.”® OIG recommended that EPA require regions to document asbestos
strategies to the Office of Enforcement and Compliance Assurance as part of their
TSCA compliance monitoring planning efforts, and that EPA work with regions to
develop compliance assistance materials for LEAs.'

XI. TSCA TITLE III—RADON ABATEMENT
§ 16:54 In general

TSCA Title III, the Indoor Radon Abatement Act, establishes the long-term goal
of reducing radon levels in buildings to the level of the ambient air outside of
buildings. It does not, however, mandate achievement of this goal. Instead, it
authorizes funding for a range of programs designed to mitigate radon exposure." A
majority of states have developed radon reduction programs as a result of the
implementation of Title III.

EPA Requirements Under TSCA Title III

*TSCA § 201, 15 U.S.C.A. § 2641.

1OTSCA § 207(a), 15 U.S.C.A. § 2647(a); 40 C.F.R. § 19.4.
UTSCA § 211(a), 15 U.S.C.A. § 2651(a).

12TSCA § 215, 15 U.S.C.A. § 2655.

1381 Fed. Reg. 91927 (Dec. 19, 2016). In 2020, environmental groups and the TSCA SACC raised
concerns about the draft risk evaluation’s scope, as well as about the sufficiency of the data supporting
its conclusions. See, e.g., Maria Hegstad, EPA Science Advisors Call For Rewrite Of ‘Deficient’ Asbestos
Evaluation, Inside EPA (Aug. 28, 2020). The Clean Air Act and other federal statutes also regulate
asbestos. For further information, see http://www2.epa.gov/asbestos/asbestos-laws-and-regulations#epa
laws.

“EPA Office of the Inspector General, EPA Needs to Re-Evaluate Its Compliance Monitoring
Priorities for Minimizing Asbestos Risks in Schools, Report No. 18-P-0270, at 11 (Sept. 17, 2018).

*EPA Office of the Inspector General, EPA Needs to Re-Evaluate Its Compliance Monitoring
Priorities for Minimizing Asbestos Risks in Schools, Report No. 18-P-0270, at 9 (Sept. 17, 2018).

® EPA Office of the Inspector General, EPA Needs to Re-Evaluate Its Compliance Monitoring
Priorities for Minimizing Asbestos Risks in Schools, Report No. 18-P-0270, at 19 (Sept. 17, 2018).

[Section 16:54]
'TSCA § 301, 15 U.S.C.A. § 2661.
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e Publish a “Citizen’s Guide to Radon” containing certain specified information
about health risks, risk thresholds, and mitigation approaches®

e Develop model construction standards and techniques for controlling radon
levels in new buildings®

e Develop and implement, or require another federal agency to develop and
implement, activities designed to assist state radon programs*

e Establish regional radon training centers®

e Evaluate the extent of radon contamination in federally owned buildings®

e Survey and, where necessary, develop strategies to mitigate radon
contamination in schools nationwide’

XII. TSCA TITLE IV—LEAD EXPOSURE REDUCTION
§16:55 In general

Residential use of lead-based paint was banned in 1978. TSCA Title IV, also
known as the Residential Lead-Based Paint Hazard Reduction Act of 1992, is pri-
marily concerned with risk identification and hazard abatement in dwellings
constructed before this period, especially in the course of renovations and
remodeling. Title IV’s goal is the development of regulations designed to reduce the
hazards associated with exposure—particularly of children and residents of low-
income housing—to lead-based paints in private housing.

EPA Requirements Under TSCA Title IV

e Issue guidelines for risk assessments, inspections, interim controls, and
abatement of lead-based paint hazards in consultation with the Secretary of
Housing and Urban Development (HUD)"

e Promulgate regulations that identify thresholds for lead-based paint hazards,
lead-contaminated dust, and lead-contaminated soil for purposes of Title IV
as well as the Residential Lead-Based Paint Hazard Reduction Act of 1992*

>TSCA § 303, 15 U.S.C.A. § 2663.

*TSCA § 304, 15 U.S.C.A. § 2664.

“TSCA § 305, 15 U.S.C.A. § 2665.

>TSCA § 308, 15 U.S.C.A. § 2668.

®TSCA § 309, 15 U.S.C.A. § 2669.

"TSCA § 307, 15 U.S.C.A. § 2667.
[Section 16:55]

ITSCA § 402(a)(1), 15 U.S.C.A. § 2682(a)(1). EPA has developed training and certification
programs for these activities, along with related accreditation requirements for such programs. 40
C.F.R. §§ 745.220 to 745.239; see also Lead Renovation, Repair and Painting Program, EPA, http:.//ww
w2.epa.gov/lead/renovation-repair-and-painting-program.

>TSCA § 403, 15 U.S.C.A. § 2683; see 40 C.F.R. §§ 745.61 to 745.65. The current regulations es-
tablish a hazard threshold of 10 micrograms of lead per square foot in floor dust; 100 micrograms per
square foot in windowsill dust; 400 parts per million in bare soil in children’s play areas; and 1,200
parts per million in other soils. See 40 C.F.R. § 745.65(a) to (c); 84 Fed. Reg. 32632 (July 9, 2019).
Under the Residential Lead-Based Paint Hazard Reduction Act of 1992, sellers or lessors of most pre-
1978 housing must disclose the presence of any lead-based paint hazard. See 42 U.S.C.A. § 4852d. The
thresholds for lead-based paint hazards also are used to “calibrate” activities under Title IV such as
risk assessments, inspections, and abatements. See 84 Fed. Reg. at 32636.
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e Conduct a program to promote the safe, effective, and affordable monitoring,
detection, and abatement of lead exposure hazards, including by: (1)
establishing laboratory protocols; (2) conducting studies on lead exposure; (3)
sponsoring public education and outreach efforts concerning lead hazards; (4)
establishing a clearinghouse of information on lead-based paint; and (5)
establishing a hotline for public inquiries about lead hazards®

e Publish a lead hazard information pamphlet in consultation with the HUD
Secretary and the Secretary of Health and Human Services, and promulgate
regulations requiring a person performing renovation of residential property
to provide the pamphlet to the owner and occupant of the property prior to
commencing the renovation*

In addition, Title IV extends all federal, state, and local requirements associated
with lead-based paint hazards to federal government entities that own or manage
property or engage in any activity that may create lead-based paint exposure
hazards.® This section expressly waives federal government immunity with respect
to these provisions.®

Failure to comply with TSCA Title IV requirements is subject to civil and crimi-
nal liability, injunction, and monetary penalties.’

XIII. TSCA TITLE V—HEALTHY HIGH PERFORMANCE SCHOOLS
§ 16:56 In general

The Energy Independence and Security Act of 2007 amended TSCA to include
Title V, known as “Healthy High Performance Schools.” The title is directed to
enhancing environmental health and energy efficiency in schools. In addition to the
requirements enumerated below, Title V authorizes EPA to provide grants to states
to address environmental issues, and to develop and implement environmental
health programs.' Funding under the terms of Title V expired in 2013,” and further
funds have not been appropriated.

EPA Requirements Under TSCA Title V

e Publish and submit to Congress an annual report on EPA activities pursuant
to Title V*

e Issue, in consultation with other agencies, voluntary school site selection
guidelines, taking into account potential contaminants, modes of transporta-
tion available to students and staff, energy efficiency, and the potential use of
the school site as an emergency shelter’

*TSCA § 405, 15 U.S.C.A. § 2685.
*TSCA § 406, 15 U.S.C.A. § 2686; see 40 C.F.R. §§ 745.80 to 745.92.
*TSCA § 408, 15 U.S.C.A. § 2688.
*TSCA § 408(2), 15 U.S.C.A. § 2688(2).
"TSCA § 409, 15 U.S.C.A. § 2689.

[Section 16:56]
ITSCA § 501, 15 U.S.C.A. § 2695. This authority expired December 2012.
>TSCA § 505, 15 U.S.C.A. § 2695d.
STSCA § 503, 15 U.S.C.A. § 2695b(a). This requirement expired in 2012.
*TSCA § 502, 15 U.S.C.A. § 2695a.
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e Provide for information-sharing concerning the exposure of children to
environmental hazards in school facilities®

e Issue, in consultation with other agencies, voluntary guidelines for the
development of school environmental health programs®

XIV. TSCA TITLE VI—_FORMALDEHYDE IN WOOD PRODUCTS
§ 16:57 In general

The Formaldehyde Standards for Composite-Wood Products Act, enacted in 2010,
added a Title VI to TSCA. This title establishes limits for formaldehyde emissions
from composite wood products: hardwood plywood, medium-density fiberboard, and
particleboard.' The definitions of these products include certain notable exemptions.
For instance, “hardwood plywood” includes only indoor uses,” and items including
structural products and wooden packaging (including pallets) are excluded.® Certain
products made without no-added-formaldehyde-based resins and ultra-low-emitting
formaldehyde resins are exempted from Title V1.

In 2016, EPA published final regulations aimed at protecting the public from the
risks associated with exposure to formaldehyde.’ In September 2017, the EPA
extended compliance dates for the rule after receiving comments from stakeholders,
trade groups, and other regulated entities declaring that conditions involving supply
chain, global business, and factory supply logistics necessitated additional time to
comply.® However, a court vacated the extension for formaldehyde standards,
concluding that the extension was beyond the scope of EPA’s authority.” Earlier in
2017, EPA had eliminated a provision of the rule that prohibited early labeling of
compliant products.®

The regulations implement formaldehyde emission standards and apply to
hardwood plywood, medium-density fiberboard, particleboard, and finished goods
containing such products that are sold, supplied, offered for sale, or manufactured
(including imported) in the United States. The regulations also establish a
framework for a third-party certification program to ensure that composite wood
panel producers comply with the formaldehyde emission limits established under
TSCA Title VI. By law, these regulations included a sell-through period for non-
conforming composite wood products manufactured (but not stockpiled) no later
than one year after publication of the final regulations.’

In February 2018, EPA updated voluntary consensus standards incorporated by
reference into the regulations and changed certain quality control testing

*TSCA § 503(b), 15 U.S.C.A. § 2695b(b).
®TSCA § 504(a), 15 U.S.C.A. § 2695c(a).
[Section 16:57]
TSCA § 601(b)(2), 15 U.S.C.A. § 2697(b)(2).
*TSCA § 601(a)(3)(A)(1), 15 U.S.C.A. § 2697(a)(3)(A)(1).
*TSCA § 601(c), 15 U.S.C.A. § 2697(c).
*TSCA § 601(c)(12), 15 U.S.C.A. § 2697(c)(12).
°81 Fed. Reg. 89674 (Dec. 12, 2016).
®82 Fed. Reg. 44533 (Sept. 25, 2017).
"Sierra Club v. Pruitt, 293 F. Supp. 3d 1050, 85 Env’t. Rep. Cas. (BNA) 2689 (N.D. Cal. 2018).
882 Fed. Reg. 31922 (July 11, 2017).
°15 U.S.C.A. § 2697(d)(3).
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requirements.” In August 2019, EPA adopted technical amendments to further
align the regulations with the California Air Resource Board’s Airborne Toxic
Control Measure.™

XV. CONCLUSION
§ 16:58 Conclusion

The 2016 amendments to TSCA imposed immense new responsibilities on EPA
during an era in which there was uncertainty concerning the incoming Trump
administration’s (and a Republican-controlled Congress’s) commitment to providing
the resources and political support that would be necessary for the Agency to meet
critical near-term deadlines and achieve some early successes under the revamped
statute. In the waning days of the Obama administration, EPA was timely and ef-
ficient in meeting the several 90-day and 180-day responsibilities." The enthusiasm
and determination of the Agency’s staff and leadership in 2016 was palpable.?
Notwithstanding a change in administrations, the commitment of EPA political
leadership to meeting the statutory deadlines imposed by the requirements of the
2016 amendments has not waned. However, the many challenges presented by the
complexities of these tasks, and the numerous efforts that must be performed by the
Agency at its current staffing levels, appear to be affecting the timing and perhaps
the quality of certain actions. Litigation challenges and certain judicial decisions
may further complicate and impede EPA’s progress.

EPA released final framework rules on schedule, in June 2017. These rules defined
how the Agency would perform a myriad of tasks under TSCA. The framework rules
largely withstood judicial review, but challenges to EPA’s actions with respect to
specific chemical substances are just beginning to make their way to the courts as
EPA completes its first risk evaluations. As the current update to this chapter was
written, EPA had just missed the June 2020 statutory deadline for completing risk
evaluations for the first 10 substances from the 2014 Work Plan. EPA issued one
final risk evaluation—for methylene chloride—before the statutory deadline, but the
process for finalizing other risk evaluations may be drawn out for months, if not
further. As another example of the Agency under pressure, EPA has commenced
work on the next 20 risk evaluations for the first set of high-priority substances
while also facing deadlines for development of risk management regulations for
methylene chloride (while also defending the risk evaluation in court) as well as any
other of the first 10 risk evaluation substances for which it makes a final unreason-
able risk determination. Many Agency scientists and regulatory personnel are
simultaneously engaged in aspects of other ongoing tasks that EPA lacks discretion
to delay or postpone. These deliverables include new chemical reviews and reviews
of confidentiality claims for the specific chemical identity of active substances.

A potential change in administrations at the beginning of the 2021 could lead to a
substantial shift in EPA’s direction as the Agency continues its work implementing

183 Fed. Reg. 5340 (Feb. 7, 2018) (final rule); 82 Fed. Reg. 49302 (Oct. 25, 2017) (proposed rule).
Although EPA had also published the updates to the consensus standards as a direct final rule, the
Agency withdrew the direct final rule after receiving an adverse comment. 82 Fed. Reg. 57874 (Dec. 8,
2017).

1184 Fed. Reg. 43517 (Aug. 21, 2019).
[Section 16:58]

'For example, EPA took action regarding the new inventory of mercury compounds, identified
high-priority PBTs, and selected the initial 10 substances prioritized for risk evaluation.
’See The Frank R. Lautenberg Chemical Safety for the 21st Century Act: First Year Implementa-

tion Plan, EPA, https:/www.epa.gov/assessing-and-managing-chemicals-under-tsca/frank-r-lautenberg-
chemical-safety-21st-century-act-2.
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the 2016 amendments. Regardless of shifts in the political landscape, the regulated
community and environmental group constituencies all will expect the Agency to
continue making progress and to meet its commitments under the 2016 amendments.
These expectations are unlikely to to be tempered by EPA’s need to identify new tal-
ent and rapidly fill vacancies being created by routine attrition and retirements
among senior career personnel. The resource challenges EPA faces while simultane-
ously pivoting to adjust the Agency’s draft risk evaluations and methodologies—
responding to both unexpected outcomes in scientific peer reviews and contentious
lawsuits—could further tax the Agency and impede progress, potentially, and ironi-
cally, leading to further litigation.
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Table of Acronyms

AHERA Asbestos Hazard Emergency Response Act

CBI Confidential Business Information

CDR Chemical Data Reporting

ChAMP Chemical Assessment and Management Program

CPSC Consumer Product Safety Commission

CPSIA Consumer Product Safety Improvement Act

DecaBDE Decabromodiphenyl Ether

EAB Environmental Appeals Board

ECHA European Chemicals Agency

FIFRA Federal Insecticide, Fungicide, and Rodenticide Act

FOIA Freedom of Information Act

EPA United States Environmental Protection Agency

GAO Governmental Accountability Office (previously General Ac-
counting Office)

HCBD Hexachlorobutadiene

HPV High Production Volume

ITC Interagency Testing Committee

IUR Inventory Update Reporting

LEA Local Educational Agency

LoREX Low Release and Exposure (Exemption)

LRTAP Long-Range Transboundary Air Pollution

LVE Low Volume Exemption

MCAN Microbial Commercial Activity Notice

MPV Moderate Production Volume

NIH National Institutes of Health

NMP N-Methylpyrrolidone

NOA Notice of Activity

NOC Notice of Commencement

OECD Organisation for Economic Co-operation and Development

OIG Office of the Inspector General

OSHA Occupational Safety and Health Administration

PBT Persistent, Bioaccumulative, and Toxic

PCB Polychlorinated Biphenyl

PCTP Pentachlorothiophenol

PIC Prior Informed Consent

PIP (3:1) Phenol, Isopropylated, Phosphate (3:1)

PMN Premanufacture Notice

POPs Persistent Organic Pollutants

ppm Parts per million

PV29 C.I. Pigment Violet 29

R&D Research and Development
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REACH Registration, Evaluation, Authorization and Restriction of
Chemicals

SACC Science Advisory Committee on Chemicals

SCIL Safer Chemical Ingredients List

SIDS Screening Information Data Sets

SNUN Significant New Use Notice

SNUR Significant New Use Rule

TERA TSCA Experimental Release Application

TME Test Marketing Exemption

TSCA Toxic Substances Control Act

UVCBs Chemical Substances of Unknown or Variable Composition,
Complex Reaction Products, and Biological Materials

VCCEP Voluntary Children’s Chemical Evaluation Program
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Key Changes to Core TSCA Provisions in the 2016

Amendments

Key Changes to Core TSCA Provisions in the 2016 Amendments

TSCA Provision

Overview of Provi-
sion

Key Changes in 2016 Amendments

Section 4 (15 U.S.C.A.
§ 2603), Testing of
chemical substances
and mixtures

Provides EPA with
authority to gather and
require development of
test data and informa-
tion about chemical
substances

e Grants EPA authority to issue administrative
orders or enter into consent agreements to
require testing in certain circumstances (in
addition to previously existing authority to
issue rules to require testing)

e Adds a subsection on reduction of testing on
vertebrate animals

Section 5 (15 U.S.C.A.
§ 2604), Manufacturing
and processing notices

Requires EPA review of
new chemical sub-
stances and new uses
of substances prior to
commencement of
manufacture, import,
or processing

e Requires an affirmative determination by
EPA before manufacture, import, or process-
ing may commence

Section 6 (15 U.S.C.A.
§ 2605), Prioritization,
risk evaluation, and
regulation of chemical
substances and
mixtures

Provides EPA with
authority to issue
regulations to limit
manufacture, process-
ing, use, and disposal
activities to manage
the risk of existing
chemical substances

e Requires EPA to identify and prioritize
chemical substances for risk evaluations,
conduct risk evaluations, and, if necessary,
promulgate risk management rules within
specified timeframes

e Establishes a regulatory framework that
includes a prioritization/risk evaluation
phase that does not take cost and other
nonrisk factors into account

e Requires that EPA issue risk management
regulations when a substance is determined
through the risk evaluation process to pre-
sent an unreasonable risk

e Replaces the directive that risk management
requirements be applied “to the extent neces-
sary to protect adequately against such risk
using the least burdensome requirements”
with a directive that such requirements be
applied “to the extent necessary so that the
chemical substance no longer presents” the
unreasonable risk identified in the risk
evaluation

e Eliminated a requirement that EPA make a
determination that a risk management rule
was “in the public interest” based on a
comparison of the relative costs and effi-
ciency of proceeding under all available laws
if the Agency determined that a chemical
risk could be controlled adequately by other
EPA-administered laws

Section 8 (15 U.S.C.A.
§ 2607), Reporting and
retention of informa-
tion

Imposes reporting and
recordkeeping obliga-
tions

e Added a one-time reporting requirement to
identify which chemical substances on the
TSCA Inventory are “active”

e Enhanced requirements for shielding infor-
mation from public disclosure, especially in-
formation about specific chemical identity

o Added mercury reporting and mercury inven-
tory requirements
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TSCA Provision

Overview of Provi-
sion

Key Changes in 2016 Amendments

Section 14 (15 U.S.C.A.
§ 2613), Confidential
information

Sets parameters for
what information is
protected from
disclosure and
establishes procedures
for confidentiality
claims

e Requires “up-front” substantiation of
confidential business information (CBI)
claims

e Permits EPA to protect information for which
a substantiated confidentiality claim is
properly asserted for up to 10 years (with
extensions thereafter)

e Requires EPA to develop a program to imple-
ment reviews of all CBI claims for specific
chemical identities for “active” chemical sub-
stances

Section 18 (15 U.S.C.A.
§ 2617), Preemption

Sets forth the circum-
stances in which state
regulation of chemical
substances will be
preempted

e Permanently preempts state prohibition of or
restrictions on a chemical substance if EPA
determines the substance does not present
an unreasonable risk after conducting a risk
evaluation or after the effective date of a
final risk management rule issued by EPA
for a substance

e Preempts new state prohibitions of and
restrictions on a high-priority substance
while EPA conducts a risk evaluation

e Preserves state and local prohibitions and
restrictions that were imposed before April
22, 2016 and does not preempt state and lo-
cal actions with respect to chemical sub-
stances and uses of chemical substances that
EPA has not yet addressed

e Establishes a process and criteria for
preemption waivers

Section 26 (15 U.S.C.A.
§ 2625), Administration

Provides for fees to be
paid by regulated enti-
ties to offset EPA’s
costs of administering
the statute, sets forth
standards for
implementing the stat-
ute, addresses
administrative func-
tions related to TSCA
implementation

e Authorizes EPA to collect significantly higher
fees to defray its costs of administering
TSCA

e Establishes scientific standards for EPA
decision-making under Sections 4, 5, and 6

e Requires establishment of the Science Advi-
sory Committee on Chemicals

e Requires EPA to make certain documents
and information available to the public
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I. INTRODUCTION
§17:1 In general

The growth in environmental awareness and protection of human health that has
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typified the last four decades is clearly reflected in the history of the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), originally enacted in 1947."
Since the first Insecticide Act was enacted in 1910,” the regulation of pesticides in
the United States has been implemented through a statutory requirement that
pesticides be registered with the federal government. In the 1910 and 1947 statutes,
the emphasis was on consumer protection; the primary factor to be considered by
the U.S. Department of Agriculture (USDA) in determining whether to register a
pesticide was whether “the composition of the article is such as to warrant the
proposed claims for it.”

In 1970, the responsibility for registering pesticides was transferred from USDA
to the newly created U.S. Environmental Protection Agency (EPA).* Two years later,
the statute was rewritten as a health and environmental protection statute.®
Subsequent amendments® have retained environmental protection as its primary
orientation, but more recent focus has centered on health risks for agricultural
workers, so-called bystanders, and those who consume treated agricultural
commodities.

The standard for registration of a pesticide, while continuing to take into account
the product’s ability to perform as claimed, now focuses chiefly on whether the
proposed use of the pesticide will cause unreasonable adverse effects on the environ-
ment,” defined to include any unreasonable risk to man or the environment, includ-
ing human dietary risk from pesticide residues.® The Food Quality Protection Act of
1996 (FQPA) significantly revised the provisions of the Federal Food, Drug, and
Cosmetic Act (FFDCA) and related FIFRA provisions that govern pesticide residues
in food, and made certain other changes to FIFRA.°

Companies with pesticides registered under FIFRA are referred to as registrants,
and they form the majority stakeholder commercial interest in the pesticide
industry. Pesticide registrants and other companies with interests in the pesticide
industry (e.g., manufacturers, distributors, growers, and other users) have formed
consortia and other associations to address jointly issues of mutual interest.
Environmental and non-governmental organizations (NGO) also are stakeholders
advocating their interests. According to the most recent EPA report, released in
2017 and covering pesticide production and usage from 2008 to 2012, world pesticide
expenditures at the producer level totaled nearly $56 billion in 2012 while U.S.
pesticide expenditures at the producer level totaled nearly $9 billion in 2012.° EPA
also estimates the following regarding the size of this industry in 2012: (1) Major

[Section 17:1]

*Act of June 25, 1947, ch. 125, Pub. L. No. 80-104, 61 Stat. 163 (1947), codified as amended at 7
U.S.C.A. §§ 136 to 136y (FIFRA).

>The Insecticide Act of 1910, Pub. L. No. 61-152, 36 Stat. 331 (1910).
3See 61 Stat. at 167, ch. 125, § 4 (codified at 7 U.S.C.A. § 136a(c)(5)(A)).

*Reorg. Plan No. 3 of 1970, § 2(a)(8)(i), 35 Fed. Reg. 15623, 15624 (Oct. 6, 1970), reprinted in 42
U.S.C.A. § 4321 app. (1982).

®Federal Environmental Pesticide Control Act of 1972, Pub. L. No. 92-516, 86 Stat. 973 (1972).

®See Pub. L. No. 94-140, §§ 1-3, 89 Stat. 751, 751-55 (1975); Pub. L. No. 94-140, §§ 5-12, 89 Stat.
751, 751-55 (1975); Pub. L. No. 95-396, §§ 1-25, 92 Stat. 819, 819-38 (1978); Pub. L. No. 96-539, 94
Stat. 3194 (1980); Pub. L. No. 100-5632, 102 Stat. 2654 (1988); Pub. L. No. 101-624, 104 Stat. 3627
(1990); Pub. L. No. 102-237, 105 Stat. 1894 (1991); Pub. L. No. 105-324, 112 Stat. 3035 (1998).

"See §§ 17:9, 17:47.
SFIFRA § 2(bb), 7 U.S.C.A. § 136(bb).
See Pub. L. No. 104-170, 110 Stat. 1489 (1996).

°EPA, Pesticides Industry Sales and Usage 2008-2012 Market Estimates at 4 (2017), available
at: https://www.epa.gov/sites/production/files/2017-01/documents/pesticides-industry-sales-usage-2016
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Pesticide Producers—12; (2) Other Pesticide Producers—100; (3) Major Pesticide
Formulators—120-150; (4) Other Pesticide Formulators—1,550; (5) Distributors—
24,686; and (6) Establishments—42,160."

This chapter, in the sections to follow, will provide and discuss the criteria for
determining whether a product is a pesticide requiring registration or exempt from
registration requirements. For pesticide products requiring registration, there are
significant regulatory requirements, including the development of data, that EPA
will review in making a decision whether to register that pesticide product and its
use. The regulatory requirements applicable to a pesticide impose requirements on
registrants that affect all aspects of that product, including but not limited to pro-
duction, labeling, distribution, import/export, and disposal. EPA is required to
periodically review existing registered pesticides to ensure that each product
continues to meet the FIFRA standard for registration. If that standard cannot be
met, EPA is authorized to take regulatory actions to prohibit or limit the use of
registered pesticides and is likewise authorized to pursue civil or criminal enforce-
ment actions against those registrants that violate FIFRA requirements. This
chapter will also discuss state/tribal roles in regulating pesticides. A list of com-
monly used acronyms is provided as an appendix to this chapter.

II. PESTICIDE REGISTRATION

§ 17:2 The registration requirement

[SUMMARY BOX] Companies must determine whether a product is a “pesticide”
and, if so, register that product with EPA (unless an exemption applies).

FIFRA § 3(a)! makes it unlawful to “distribute or sell to any person any pesticide
that is not registered.” Further, “the Administrator may by regulation limit
[pesticide] distribution, sale, or use in any State.” The registration process is at the
heart of EPA’s regulation of pesticides. Through its requirement and review of data
submitted to support a registration, EPA determines whether use of the pesticide
may be allowed and, if so, under what limitations. Limitations on the use of a
pesticide are incorporated into the product’s label; the product’s registered label is
the key document that discloses whether, and how, the pesticide may lawfully be
used and for what purposes it may be sold. EPA also regulates pesticide “devices”
on a more limited basis,” but registration of such devices is not required.

§ 17:3 The registration requirement—What is a “pesticide”?

The statute defines “pesticide” as “(1) any substance or mixture of substances
intended for preventing, destroying, repelling, or mitigating any pest, (2) any
substance or mixture of substances intended for use as a plant regulator, defoliant,
or desiccant, and (3) any nitrogen stabilizer,” except for new animal drugs regulated
under FFDCA, and liquid chemical sterilant products used on “critical or semi-
critical devices”; such sterilants are to be regulated by the U.S. Food and Drug

0.pdf.
YId. at p. 20, Table 4.1.

[Section 17:2]
'FIFRA § 3(a), 7 U.S.C.A. § 136a(a).
’FIFRA § 2(h), 7 U.S.C.A. § 136(h).
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Administration (FDA).*

The term “pest,” as used in FIFRA’s definition of “pesticide” is further defined as
“(1) any insect, rodent, nematode, fungus, weed, or (2) any other form of terrestrial
or aquatic plant or animal life or virus, bacteria, or other micro-organisms . . .
which [EPA] declares to be a pest” excluding viruses, bacteria, or microorganisms
found on or in man or other living animals.? EPA has broadly exercised its authority
to declare other organisms to be pests, and has declared virtually all of the listed
organisms to be pests when they exist “under circumstances that make [them]
deleterious to man or the environment.” For some types of pesticides, FIFRA and
regulations under EPA have provided more specific definitions. For example, FIFRA
specifically defines “antimicrobial pesticide” as, with certain exceptions, “a pesticide

. . intended to (i) disinfect, sanitize, reduce, or mitigate growth or development of
microbiological organisms; or (ii) protect inanimate objects, industrial processes or
systems, surfaces, water, or other chemical substances from contamination, fouling,
or deterioration caused by bacteria, viruses, fungi, protozoa, algae or slime,” other
than any such product that is subject to regulation as a food additive or to a toler-
ance under the FFDCA.* This definition, an amendment made to FIFRA by the
FQPA, resulted in negotiations between EPA and the FDA over which agency should
have jurisdiction for various food-related uses of antimicrobials and the issuance of
a notice regarding how the agencies expected to allocate their jurisdiction.’

In addition, in 1994, EPA released a set of five proposals that collectively
explained EPA’s approach to the regulation of substances produced in plants that
enable them to resist pests and disease. These proposals called for these substances
to be treated as “pesticides,” as appropriate, under § 2(u) of FIFRA,® “regardless of
whether the pesticidal capabilities evolved in the plants or were introduced by
breeding or through the techniques of modern biotechnology.”” EPA published, in
2001, a set of final rules that changed the term for this type of pesticide from “plant

[Section 17:3]

FIFRA § 2(u), 7 U.S.C.A. § 136(u). The inclusion of nitrogen stabilizers in the definition of
“pesticide” and the exclusion of liquid chemical sterilants for critical and semi-critical devices were
among the amendments to FIFRA made by the 1996 FQPA. A “nitrogen stabilizer” is a substance or
mixture that acts on soil bacteria to “prevent [ ] or hinder [ ] the process of nitrification, denitrification,
ammonia volatilization, or urease production.” FIFRA § 2(hh), 7 U.S.C.A. § 136(hh). The statute
excludes certain specific compounds from the nitrogen stabilizer definition and “grandfathers” certain
substances in use prior to 1992. FIFRA § 2(hh), 7 U.S.C.A. § 136(hh). “Critical” and “semi-critical” de-
vices are medical devices introduced directly into the human body, that are in contact with the
bloodstream or normally sterile areas of the body (“critical devices”), or that contact intact mucous
membranes but do not ordinarily penetrate the bloodstream or other sterile areas (“semi-critical
devices”). FIFRA § 2(u), 7 U.S.C.A. § 136(u). See also Pesticide Registration (PR) Notice 98-2 (Jan.
1998).

’FIFRA § 2(t), 7 U.S.C.A. § 136(t).

%40 C.F.R. § 152.5.

*FIFRA § 2(mm), 7 U.S.C.A. § 136(mm).

°63 Fed. Reg. 54532 (Oct. 9, 1998). See Antimicrobial Regulation Technical Corrections Act of
1998, Pub. L. No. 105-324, 112 Stat. 3035 (1998) (amending FFDCA §§ 201(q)(1) and 408(j) to clarify
jurisdiction over various food and food-contact uses of antimicrobials). See 64 Fed. Reg. 50672, 50697 to
50699 (Sept. 17, 1999) for a more detailed explanation. See also FDA, Guidance for Industry:
Antimicrobial Food Additives (1999); 65 Fed. Reg. 33691, 33692 to 33693 (May 24, 2000); 65 Fed. Reg.
33703, 33704 (May 24, 2000) (EPA transferring certain pesticide chemical residue regulations to a por-
tion of the Code of Federal Regulations (C.F.R.) under FDA’s jurisdiction); 63 Fed. Reg. 54532 (EPA
and FDA joint notice announcing their agreement on jurisdiction over antimicrobials used on agricul-
tural products).

°FIFRA § 2(u), 7 U.S.C.A. § 136(u).

59 Fed. Reg. 60496 (Nov. 23, 1994); see 59 Fed. Reg. at 60519 (proposing a new part for plant
pesticides in the C.F.R.). See also 64 Fed. Reg. 19958 (Apr. 23, 1999).
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pesticide” to “plant-incorporated protectant.” In these final rules, EPA exempted
from FIFRA requirements and FFDCA tolerance requirements plant-incorporated
protectants derived through conventional breeding from sexually compatible plants.®?
Accordingly, virtually any substance intended to prevent, destroy, repel, mitigate, or
control some form of plant or animal life, fungus, microorganism, virus, or bacteria,
is subject to the registration requirements of FIFRA. Products as seemingly innocu-
ous as garlic oil and citric acid are generally required to be registered if used to
control insects, microorganisms, or other pests,’ although EPA has acted to exempt
some of these substances from most FIFRA requirements.'* EPA regulations provide
that a substance is intended for a pesticidal purpose if the person who sells or
distributes the substance makes express or implied claims that the substance (ei-
ther by itself or in combination with any other substance) can or should be used as a
pesticide, or that it contains a pesticidal ingredient and can be used to make a
pesticide.™ Pesticidal intent will also be found if the substance contains a pesticidal
ingredient and has no commercially valuable uses except pesticidal ones. In addi-
tion, pesticidal intent will be found if the person who sells or distributes the
substance has actual or constructive knowledge that it will be or is intended to be
used as a pesticide.”” Courts have held that the intent for a product to be used for
pesticidal purposes may be inferred from the normally anticipated use of a product,
even if the manufacturer does not subjectively intend its customers to use the prod-
uct as a pesticide.*®

Products intended for use as pesticides after reformulation or repackaging are
also considered to be pesticides that must be registered. Thus, there are two broad
categories of pesticides: (1) “manufacturing use products,” which are further
formulated before sale to those who will use the product for pest control, and (2)
“formulations” or “end-use products,” which contain pesticidally active ingredients,
generally in combination with inert ingredients (for example, carriers, solvents,
surfactants, and so on) and which are intended for sale to end users for controlling
pests.

As suggested by the statutory definition of a pesticide as “any substance or
mixture” used for pest control, every individual manufacturing use and end-use
product must be separately registered under FIFRA. It is not enough that products
containing the same active ingredient have previously been registered by anoth-
er—or even the same—company; each separate manufacturing use product and end-
use formulation must have its own registration.

§ 17:4 Registration application process

An applicant for registration must submit the registration application, draft label,
and Confidential Statement of Formula (CSF) for the product, along with the data
or data citation materials required by EPA regulations."

First, an applicant must complete a registration application form. This form

8See 40 C.F.R. pt. 174.

°EPA, Pesticide Data Submitters List By Active Chemical Code (last updated October 2, 2019),
available at https://www.epa.gov/sites/production/files/2019-10/documents/dslmain.pdf.

See 40 C.FR. § 152.25; see also § 17:27 (discussing pesticides exempt from FIFRA).

“See 40 C.F.R. § 152.15.

YId.

N. Jonas & Co., Inc. v. U.S. E.PA., 666 F.2d 829, 12 Envtl. L. Rep. 20255 (3d Cir. 1981).
[Section 17:4]

1See generally FIFRA § 3(c), 7 U.S.C.A. § 136a(c); 40 C.F.R. § 152.50. See also EPA, Pesticide
Registration Manual, available at https://www.epa.gov/pesticide-registration/pesticide-registration-ma
nual (describing EPA’s review and decision-making process for registering a pesticide product and its
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contains basic information about the requested registration, such as the names of
the applicant and the product, how the product will be packaged, and whether the
applicant proposes that the product be classified for restricted use.” Second, the ap-
plicant must submit a CSF, containing detailed information concerning the
pesticide’s formula and certain of its chemical properties. The CSF must also identify
the purpose and supplier of each of the components of the applicant’s product.®

As indicated above, it is the pesticide label that actually reflects the uses ap-
proved by EPA for the specific registered product. Thus, an applicant must submit a
draft of its proposed label for the Agency’s review.’ EPA regulations specify in detail
the information that must be contained on a pesticide product label.’ In addition to
prohibiting any false or misleading statements,® the labeling regulations require
that certain specified information appear on product labels.’

use).

2See FIFRA § 3(c)(1)(A), (B), (F), 7 U.S.C.A. § 136a(c)(1)(A), (B), (F); 40 C.F.R. § 152.50. See
§ 17:49 (classification for restricted use).

3FIFRA§ 3(c)(1)(D), 7 U.S.C.A. § 136a(c)(1)(D); 40 C.F.R. § 152.50. The requirements and instruc-
tions for filing the CSF appear on the application form (EPA Form 8570-4).

*FIFRA § 3(c)(1)(C), 7 U.S.C.A. § 136a(c)(1)(C); 40 C.F.R. § 152.50(e).

*See generally 40 C.F.R. § 156.10. In 1984, EPA proposed new labeling regulations reflecting a
comprehensive revision and updating of the existing labeling provisions. 49 Fed. Reg. 37960 (Sept. 26,
1984). That proposal was never finalized, and EPA withdrew it from its regulatory agenda. See 58 Fed.
Reg. 25013 (Apr. 26, 1993). EPA, rather than rework the existing proposal, proposed some labeling
regulation revisions in conjunction with its proposed regulations to govern registration of antimicrobial
products. See 64 Fed. Reg. 50672. Some of the proposed revisions have been finalized. See 66 Fed. Reg.
64759 (Dec. 14, 2001); 71 Fed. Reg. 47330, 47420 (Aug. 16, 2006).

As part of a Consumer Labeling Initiative, EPA issued various Pesticide Registration Notices
(PR Notice) to facilitate labeling improvements. See, e.g., EPA, Consumer Labeling Initiative, at
https://archive.epa.gov/pesticides/regulating/con-labels/web/html/consumer-labeling.html (last updated
Feb. 22, 2016); PR Notices 97-4 (Sept. 1997) (consumer access numbers); 97-5 (Sept. 1997) (use of com-
mon names for active ingredients); 97-6 (use of the term “inert” in the label ingredients statement);
2000-3 (April 2000) (first aid statements), updated in 2001-1 (Jan. 2001) (first aid statements on
pesticide product labels); 2000-5 (May 2000) (guidance for mandatory and advisory labeling state-
ments); 2001-3 (Jan. 2001) (insect repellents; labeling restrictions for use on infants and children and
restrictions on food fragrances and colors); 2001-6 (Sept. 2001) (disposal instructions on non-
antimicrobial residential household use pesticide product labels). Some of EPA’s labeling regulation
revisions incorporated Consumer Labeling Initiative recommendations. See 64 Fed. Reg. 50672, 50701
to 50702; 66 Fed. Reg. 64759.

40 C.F.R. § 156.10(a)(5).
740 C.F.R. § 156.10(a)(1).
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Required Information for Product Labels
Product name
Company name, address
Net weight/volume
EPA-assigned registration number (product and facility)

Ingredient statement (each active ingredient’s identity and per-
centage, inert ingredients’ combined total percentage)

Warning and precautionary statement (including appropriate hu-
man hazard signal word)

Safety statements (product should be kept out of the reach of chil-
dren, first aid measures for certain toxic pesticides, any hazards to
humans, domestic animals, or the environment, and hazards re-
sulting from the physical or chemical properties of the product)

Directions for use of the pesticide, including a statement that it is
a violation of federal law to use the product in a manner inconsis-
tent with its labeling

v/ A statement as to whether the product is classified for restricted
use; and

v Worker protection information

< X XX XXX

<

Once a pesticide label is registered and approved by EPA, a company generally
may not change the label language without obtaining an amended registration,
except in the case of certain minor changes that may be made by notification to
EPA.? In addition, all promotional claims made on behalf of the product, whether
they appear on the product packaging or in separate literature or advertising, must
be consistent with the registered label.’

§ 17:5 Registration application process—Data requirements

For EPA to make the judgment that a pesticide will not cause unreasonable
adverse effects, and may therefore be registered,' it must review a wide variety of
chemistry, health and safety, and environmental effects data.? Agency regulations
list the types of data required to support pesticide registrations.’? The two ways that
applicants may satisfy these data requirements are by either generating new data
or citing existing data.*

If an applicant seeks to register a product containing a new active ingredient not
previously registered (or for some reason cannot or does not wish to rely on previ-
ously submitted data on the active ingredient), the applicant will be required to

8See § 17:16 (amended registration).

SFIFRA § 12(a)(1)(B), 7 U.S.C.A. § 136j(a)(1)(B). See also PR Notice 2014-1 Web-Distributed
Labeling for Pesticide Products (Apr. 2014).

[Section 17:5]

'See § 17:9.

“See FIFRA § 3(c)(1)(F), (2)(A), 7 U.S.C.A. § 136a(c)(1)(F), (2)(A); 40 C.F.R. § 152.50(f).

%40 C.FR. pt. 158. See also 72 Fed. Reg. 60934 (Oct. 26, 2007), as amended by 78 Fed. Reg. 26936
(May 8, 2013) (codified at 40 C.F.R. §§ 158.2200 to 2290) (revising data requirements for registration of
conventional pesticides, as well as the data requirements for biochemical and microbial pesticides); 66
Fed. Reg. 37772 (July 19, 2001) (codified at 40 C.F.R. pt. 174) (addresses product performance data
requirements and new data requirements for plant-incorporated protectants).

EPA also has been reviewing certain data requirements to determine if there are alternatives
that can reduce animal testing. See, e.g., Interim Science Policy, Use of Alternative Approaches for Skin
Sensitization as a Replacement for Laboratory Animal Testing, available at https:/www.regulations.go
v/document?D=EPA-HQ-OPP-2016-0093-0090.

“See 40 C.F.R. pt. 152. There may also be exemptions from some of the data requirements for par-
ticular applicants or pesticides. See § 17:28.
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generate and submit all of the data required by EPA regulations. Generating such
data and registering a pesticide containing a new active ingredient is a time-
consuming and expensive process that limits the number of new pesticide active
ingredients registered each year.’

By far, the more common situation is that of a company seeking to register a
pesticide formulation that is identical or substantially similar to pesticide formula-
tions previously registered by other companies. Applicants for such “me-too”
registrations typically rely on previously generated data that have already been
submitted to support prior registrations. An applicant may cite and rely on its own
previously submitted data, government data, or data appearing in public scientific
literature. An applicant may also satisfy applicable data requirements by citing and
relying on relevant registration data previously submitted to EPA by another
registrant.® The new applicant may rely on such data with the data submitter’s
permission; unless the data are protected by the “exclusive use” provision,” the ap-
plicant may also rely on the data without the data submitter’s permission, but must
offer to pay compensation to the data submitter for any data that were submitted to
EPA within fifteen years prior to the new application.

A registration application must be accompanied by forms listing each applicable
data requirement. The forms must state how the applicant is satisfying that require-
ment,? for example, by submitting its own study, citing public literature references,
citing all relevant data previously submitted to EPA files, or citing individual stud-
ies that have been submitted to the Agency. The applicant must certify that it has
complied with the requirements necessary to rely on other companies’ data.’

§17:6 Registration application process—Reliance on human research

An ongoing and controversial issue is whether applicants may satisfy registration
data requirements by relying on third-party studies in which humans were
intentionally dosed with pesticides. Although applicants have relied on human stud-
ies in the past, the issue came to the forefront after the FQPA mandated that EPA
apply an additional 10-fold safety factor for infants and children—in addition to the
interspecies and intraspecies factors ordinarily used—when calculating safe levels
of exposure for purposes of setting tolerances." To offset the need for the application
of various safety factors, many applicants began to rely on human studies that dem-
onstrated that their pesticide posed little risk to humans, even at relatively high

®For example, according to EPA, the Agency registered 42 new active ingredients in fiscal year
2016, 53 in fiscal year 2017, and 136 in 2018. The notable uptick in 2018 appears to be due to a large
number of new microbial pesticides registered for food use. New conventional and antimicrobial active
ingredients totaled 24 in 2018. EPA, Implementing the Pesticide Registration Improvement Extension
Act—Fiscal Year 2018, available at https://www.epa.gov/pria-fees/implementing-pesticide-registration-
improvement-extension-act-fiscal-year-2018#appendix and Appendix A, Table 3, available at https:/
www.epa.gov/sites/production/files/2020-01/documents/fy18-pria-annualrpt-table3.pdf.

®See § 17:35.

'See § 17:35.

8Under certain circumstances, it is possible to obtain a conditional registration with less than the
full data package prescribed by 40 C.F.R. pt. 158. See § 17:15.

%See PR Notice 2011-3 (Nov. 30, 2011) (Standard Format for Data Submitted Under FIFRA and
Certain Provisions of FFDCA) (updating and replacing PR Notice 98-5 (June 1998) (announcing EPA
registration support forms 8570-34 and 8570-35)). See generally 40 C.F.R. pt. 152.

[Section 17:6]

See National Research Council, Intentional Human Dosing Studies for EPA Regulatory Purposes:
Scientific and Ethical Issues 30-35 (The National Academies Press 2004), available at http:/www.nap.
edu; Katharine Q. Seelye, E.P.A. Reconsiders Human Tests of Pesticides, N.Y. Times, Dec. 15, 2001, at
Al4.
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exposure levels.” After struggling with the issue for several years, EPA asked the
National Academy of Sciences (NAS) in 2001 to advise the Agency on the scientific
and ethical issues associated with the consideration of such human studies.® At the
same time, EPA issued a press release stating that, during the interim period while
NAS studied the matter, the Agency would not consider or rely on intentional hu-
man dosing studies in its regulatory actions, unless consideration of such data were
legally required or necessary to protect public health.*

The policy EPA announced in its press release was immediately challenged by the
registrant community as an unlawful regulation that was not issued through notice
and comment rulemaking as required by the FFDCA.® The U.S. Court of Appeals for
the District of Columbia Circuit agreed. In a June 2003 decision, the court vacated
the policy and stated that “the agency’s previous practice of considering third-party
human studies on a case-by-case basis, applying statutory requirements, the Com-
mon Rule, and high ethical standards as a guide, is reinstated and remains in effect
unless and until it is replaced by a lawfully promulgated regulation.” The following
year, NAS issued its report on the scientific and ethical issues associated with the
consideration of intentional dosing human studies. Congress carefully reviewed the
NAS report, and in 2005 it prohibited EPA from using funds to consider or rely on
third-party intentional dosing human studies for pesticides until the Agency adopted
a rule consistent with the recommendations proposed in the report.’

The rule Congress mandated was promulgated by EPA in early 2006. Among
other things, the rule established an independent Human Studies Review Board for
the purpose of performing science and ethics reviews of applicant proposals to
conduct human research and of the results of human research that EPA intended to
rely on in its decision-making under the pesticide laws.® The rule also banned all
third-party intentional dosing research on pesticides involving children and
pregnant women intended for submission to EPA; extended the provisions of the
Common Rule to cover all third-party intentional dosing studies intended for submis-
sion to EPA under the pesticide laws;’ and established enforceable ethical safeguards
to protect individuals who volunteer to participate in third-party intentional dosing
research.”” EPA also included nursing women in the ban on third-party intentional
dosing research.™

In 2017, EPA, together with a host of other federal agencies, announced revisions

’National Research Council, Intentional Human Dosing Studies for EPA Regulatory Purposes:
Scientific and Ethical Issues 30-35 (2004).

3See Letter from Stephen L. Johnson, Assistant Administrator, EPA, to Dr. Bruce Alberts, Presi-
dent, NAS (Dec. 14, 2001).

“See Press Release, EPA, Agency Requests NAS Input on Consideration of Certain Human Toxic-
ity Studies; Announces Interim Policy (Dec. 14, 2001), available at https:/archive.epa.gov/epapages/
newsroom_archive/newsreleases/c232a45f5473717085256b2200740ad4.html.

5CropLife America v. E.PA., 329 F.3d 876, 878, 56 Env’t. Rep. Cas. (BNA) 1679, 33 Envtl. L. Rep.
20208 (D.C. Cir. 2003).

°Id. at 879.

"Department of the Interior, Environment, and Related Agencies Appropriations Act, 2006, Pub.
L. No. 109-54, § 201, 119 Stat. 499, 531 (2005).

8See Final Rule: Protections for Subjects in Human Research, 71 Fed. Reg. 6138, 6156 (Feb. 6,
2006) (codified at 40 C.F.R. § 26.1603).

*The Common Rule, or Federal Policy for the Protection of Human Subjects of Research, was
adopted in 1991 by 17 federal departments and agencies that conduct, support, or otherwise regulate
research involving human subjects. See Federal Policy for the Protection of Human Subjects, 56 Fed.
Reg. 28003 (June 18, 1991).

%See 71 Fed. Reg. 6138, 6148 to 6155 (Feb. 6, 2006) (codified at 40 C.F.R. §§ 26.1101 to 26.1507).

171 Fed. Reg. 36172 (June 23, 2006) (codified at 40 C.F.R. §§ 26.203, 26.1203, 26.1703, and 26.
1705). The direct final rule went into effect on August 22, 2006.
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via a final rule to modernize, strengthen, and make more effective the Federal
Policy for the Protection of Human Subjects that was originally promulgated as a
Common Rule in 1991." The Federal Register publication states that this final rule
is intended to “better protect human subjects involved in research, while facilitating
valuable research and reducing burden, delay, and ambiguity for investigators” and
that the revisions “are an effort to modernize, simplify, and enhance the current
system of oversight.” The effective date of the final rule was January 21, 2019."

§ 17:7 Registration application process—Tolerances and tolerance
exemptions

Pesticides that will be used on or around crops or processed foods are also covered
by certain requirements of the FFDCA.' FFDCA § 408 requires that a “tolerance” be
established for pesticide active ingredients that will be used on or around food. As
discussed in more detail below, the 1996 FQPA substantially revised the FFDCA
provisions governing pesticide residues, adopting a single safety standard applicable
to residues on raw agricultural commodities and on processed foods, in contrast to
the differing standards that previously applied.” A tolerance will specify the
maximum residue of the pesticide’s ingredients that may be left in food as a result
of use of the pesticide. Alternatively, an “exemption from tolerance” may be obtained
for pesticides that are shown to be sufficiently safe that maximum residues need not
be established.® A tolerance or tolerance exemption is obtained by submitting a peti-
tion and supporting data to EPA.* Unlike registrations, tolerances and tolerance
exemptions are not tied to individual commercial products.®’ Thus, once a tolerance
or exemption has been established for a particular use of an active ingredient, it
need not be reestablished by subsequent registrants of the same pesticide for the
same use.

§ 17:8 EPA review and decision—Agency review

The EPA will conduct a review of the application package. As EPA’s Office of
Pesticide Programs (OPP) is currently organized, the application package is submit-
ted first either electronically through the Central Data Exchange (CDX) or in hard
copy to the “Document Processing Desk” to be screened for completeness, proper
formatting of data, and the like.! It is then forwarded to the “Product Manager” as-
signed to the class of pesticides to which the product belongs.”? The Product Manager
and any assistants serve as the Agency’s liaison with the applicant and handle the

1289 Fed. Reg. 7151 (Jan. 19, 2017).

3See, e.g., 83 Fed. Reg. 17595 (Apr. 20, 2018); 83 Fed. Reg. 28497 (June 19, 2018).
[Section 17:7]

121 U.S.C.A. §§ 301 to 392.

2See FFDCA § 408, 21 U.S.C.A. § 346a; see also § 17:59 (tolerances).

SFFDCA § 408(c), 21 U.S.C.A. § 346a(c).

“See generally 40 C.F.R. pt. 180.

®See generally 40 C.F.R. pt. 180; 21 C.F.R. pt. 193.
[Section 17:8]

!See EPA, Pesticide Registration Manual: Chapter 21—Directions for Submitting Applications

and Contacting EPA, available at https.//www.epa.gov/pesticide-registration/pesticide-registration-man
ual-chapter-21-directions-submitting-applications; EPA, Submission of Incomplete Applications for
Registration of Pesticides Under § 3 of FIFRA, PR Notice 86-4 (1986); EPA, Standard Format for Data
Submitted Under FIFRA and Certain Provisions of FFDCA, PR Notice 2011-3.

*The product managers and their staffs are assigned to different divisions within OPP. The
Registration Division (and its Fungicide, Herbicide, Insecticide and Insecticide/Rodenticide Branches)
handles most conventional pesticides, the Biopesticides and Pollution Prevention Division handles a
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administrative process, including ensuring that all data requirements have been
satisfied, and all of the required language appears on the draft label. If new scien-
tific data are submitted with the application, they will be referred to EPA scientists
to determine whether the studies were conducted in accordance with appropriate
protocols® and whether they indicate the existence of any health or environmental
risks that may pose an obstacle to registration. Initially, the scientists will conduct
a preliminary technical screen to confirm that the supporting data are accurate,
complete, and consistent with the proposed labeling and any tolerance or exemption
petition such that, subject to full review, the information could result in the grant-
ing of the application.” If the application is rejected during the technical screen, the
applicant has ten (10) business days to address the deficiencies or the application
will be rejected.” If the application proceeds to full review, the scientific review of
new data can substantially increase the time needed for EPA to act upon an ap-
plication for registration. Accordingly, the type of submission dictates its Pesticide
Registration Improvement Act of 2003 (PRIA) review category, with an associated
review time and fee intended to be proportional to the scope of work needed to
review the amount of data typically required to support the specific type of
submission.®

Several categories of pesticide registration applications may be eligible for
expedited review by EPA, pursuant to either Agency policy or the FQPA’s amend-
ments to FIFRA. These include end-use products whose ingredients and uses are
identical or substantially similar (i.e., “me-t00”) to those of a currently registered
product,” minor use pesticides,’ reduced-risk pesticides,’ and antimicrobial

variety of products that typically have reduced data requirements (e.g., biochemicals and other products
with nontoxic modes of action), and the Antimicrobial Division is responsible for all regulatory activi-
ties associated with antimicrobial pesticides.

3See 40 C.F.R. § 158.70.

“FIFRA § 33(N(4)(B), 7 U.S.C.A. § 136w-8(H(4)(B).
°Id.

SFIFRA § 33(b)(3), 7 U.S.C.A. § 136w-8(b)(3).

"See EPA, Pesticide Registration Manual: Chapter 21—Directions for Submitting Applications
and Contacting EPA.

8FIFRA § 3(c)(3)(C), 7 U.S.C.A. § 136a(c)(3)(C). A “minor use” is one for which total U.S. crop
acreage is 300,000 acres or less, or one that does not provide sufficient economic incentive to support
the use nor one or more specific benefits set forth in the statute attributed to the product. FIFRA
§ 2(11), 7 U.S.C.A. § 136(11). The minor use designation is intended to incentivize registrants to develop
and market products that may have low expected returns. FQPA amendments to FIFRA authorized
EPA to provide greater flexibility with respect to waivers of data requirements and extensions of
deadlines for data supporting minor uses, as well as additional exclusive-use protection for data on
minor-use pesticides. See FIFRA § 3(c)(1)(F), FIFRA § 3(c)(2)(B)(vi) to (viii), FIFRA § 3(c)(2)(E), FIFRA
§ 3(c)(3)(C) to (D), 7 U.S.C.A. § 136a(c)(1)(F), 7 U.S.C.A. § 136a(c)(2)(B)(vi) to (viii), 7 U.S.C.A.
§ 136a(c)(2)(E), 7 U.S.C.A. § 136a(c)(3)(C) to (D); FIFRA § 4(d)(4)(B), FIFRA § 4(d)(6), FIFRA § 4(e)(2),
FIFRA § 4(H(2)(B), FIFRA § 4(f)(3), 7 U.S.C.A. § 136a-1(d)(4)(B), 7 U.S.C.A. § 136a-1(d)(6), 7 U.S.C.A.
§ 136a-1(e)(2), 7 U.S.C.A. § 136a-1(H)(2)(B), 7 U.S.C.A. § 136a-1(f)(3). In 2018, EPA issued guidance to
clarify and revise its interpretation of “minor use” under FIFRA section 2(11) by: (1) setting forth new
guidance to determine crop acreage; and (2) providing three tests of economic incentive to determine
whether a registration qualified for an economic minor use: the net present value, the discounted reve-
nue to cost ratio, and the internal rate of return. PR Notice 2018-1 (Mar. 2018), available at https:/ww
w.regulations.gov/document?D=EPA-HQ-OPP-2015-0814-0016.

*FIFRA § 3(c)(10), 7 U.S.C.A. § 136a(c)(10). The FQPA amendments to FIFRA required EPA to
develop procedures and guidelines for expedited registration of reduced-risk pesticides. FIFRA
§ 3(c)(10), 7 U.S.C.A. § 136a(c)(10); 58 Fed. Reg. 5854 (Jan. 22, 1993). EPA released revised reduced-
risk guidelines. See PR Notices 97-2 (Apr. 1997), 97-3 (Sept. 1997), and 97-7 (Aug. 1998). See also EPA,
Conventional Reduced Risk Pesticide Program, available at https:/www.epa.gov/pesticide-registration/
conventional-reduced-risk-pesticide-program.
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products.®

If the proposed registration would be for an active ingredient not previously
registered, or would authorize a changed use pattern for a previously registered
pesticide, EPA must publish notice of the application in the Federal Register and
provide an opportunity for public comments.” Historically, a pesticide registration
decision by EPA could take several years or longer, depending on the pesticide’s
class and the priority assigned to the application by the Agency. The slow pace of
EPA’s review process prompted the registrant community, environmentalists, and
labor groups to advocate for PRIA’s enactment.”” The intent of the various groups
that supported PRIA was to create a more predictable evaluation process for certain
pesticide decisions, to couple the collection of fees with specific timeframes within
which EPA must make a regulatory decision, and to promote shorter decision review
periods for reduced-risk applications. These goals were largely realized; PRIA added
a new section to FIFRA that, among other changes, establishes a fee schedule for
pesticide registration requests and lists time periods within which EPA must make
a regulatory decision on specific pesticide registration and tolerance actions submit-
ted to the Agency for review."® PRIA was due to expire in September 2008."
However, it proved so successful that, in 2007, Congress reauthorized PRIA for five
more years and increased the number of actions covered by PRIA’s fees.”® The
expanded, reauthorized version of PRIA (commonly referred to as PRIA 2) applied
to registration applications received by EPA between October 1, 2007, and
September 30, 2012. PRIA 2 was followed by PRIA 3, which was effective October 1,
2012, through September 30, 2017, with a subsequent extension through September
30, 2018." After being extended by serial federal budget Continuing Resolutions,
PRIA 4 was thereafter signed into law, effective on March 8, 2019, and applicable to
registration applications for five years (i.e., through 2023).""

§17:9 EPA review and decision—The standards for registrations and
tolerances

FIFRA directs EPA to register a pesticide if, under any restrictions that may be
imposed on the pesticide’s use, the product’s composition warrants the claims made
for the product, its labeling and other materials comply with the requirements of
the statute, it will perform its intended function without “unreasonable adverse ef-
fects on the environment,” and, when used in accordance with “widespread and

YFIFRA § 3(h), added by FQPA in 1996, requires EPA to revise procedures for the registration of
antimicrobial pesticide products with a goal of reducing the time periods needed to review applications
to register such products. 7 U.S.C.A. § 136a(h). In response, EPA in 2013 established a new Antimicrobi-
als Divison, responsible for all regulatory decisions concerning antimicrobials and designed to provide
expedited review of all types of antimicrobial applications, see PR Notice 97-3 (Sept. 1997), and issued
new antimicrobial data requirements. 78 Fed. Reg. 26936, 26978 (May 8, 2013) (codified at 40 C.F.R.
§§ 158.2200 to 2290).

UFIFRA § 3(c)(4), 7 U.S.C.A. § 136a(c)(4).

2See James V. Aidala and Carla N. Hutton, Pesticide Registration Improvement Act, Daily Env’t
Rep. (BNA) No. 104, at B-1 (June 1, 2004).

3See FIFRA § 33, 7 U.S.C.A. § 136w-8.

Y“FIFRA § 33(b)(1), (m)(1), 7 U.S.C.A. § 136w-8(b)(1), (m)(1).

5See Pesticide Registration Improvement Renewal Act, Pub. L. No. 110-94, § 3, 121 Stat. 1000
(2007).

®See Pesticide Registration Improvement Extension Act of 2012, Pub. L. No. 112-177, 126 Stat.
1327 (2012); see also EPA, PRIA Overview and History, available at https:/www.epa.gov/pria-fees/pria-
overview-and-history and EPA, About Pesticide Registration Fees under PRIA, available at https:/
www.epa.gov/pria-fees/about-pesticide-registration-fees-under-pria.

See Pesticide Registration Improvement Extension Act of 2018, Pub. L. No. 116-8, 133 Stat. 484
(2018).
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commonly recognized practice it will not generally cause unreasonable adverse ef-
fects on the environment.”

The key concept is that of “unreasonable adverse effects on the environment,”
which FIFRA has generally defined to mean “any unreasonable risk to man or the
environment,’ taking into account the economic, social, and environmental costs and
benefits of the use of any pesticide.” Thus, since 1972, FIFRA has explicitly required
consideration and weighing of the benefits as well as the risks of a pesticide in
determining the product’s registrability, and it is against this risk-benefit standard
that the scientific data on products are evaluated.

The 1996 FQPA made two changes to the definition of “unreasonable adverse ef-
fects on the environment.” First, the statute required EPA, in considering regula-
tory action against public health pesticides,’ to weigh the pesticide’s risks against
the health risks prevented by the pesticide, e.g., the diseases transmitted by vectors
controlled by the pesticide.

Second, and more significantly, if the pesticide is a food-use pesticide and cannot
satisfy the safety standard established by the FQPA amendments to FFDCA § 408
for pesticide residue tolerances in food, the pesticide will be considered to have un-
reasonable adverse effects, making it ineligible for registration as well as for a
tolerance.

The FFDCA § 408 standard is not a risk-benefit standard. It requires that toler-
ance levels for pesticide chemical residues be set at levels that are “safe”;’ pesticides
with residues above “safe” levels will be considered adulterated.® A “safe” level is
one at which EPA has determined that there is a reasonable certainty that no harm
will result from aggregate exposure to the pesticide chemical residue, including all
anticipated dietary exposures and all other exposures for which there is reliable
information.” Thus, when considering a petition to establish a tolerance for pesticide
residues on a particular crop or food product, EPA must consider not only the
exposure to that crop or food, but also exposure to other crops on which that pesticide

is used.® In addition, EPA must also consider numerous other factors, including dif-

[Section 17:9]
'FIFRA § 3(c)(5), 7 U.S.C.A. § 136a(c)(5); 40 C.F.R. § 152.112.

’FIFRA § 2(j) broadly defines the term “environment” to include “water, air, land, and all plants
and man and other animals living therein, and the interrelationships which exist among these.” 7
U.S.C.A. § 136()).

SFIFRA § 2(bb), 7 U.S.C.A. § 136(bb). The full definition of “unreasonable adverse effects on the
environment” is as follows:
The term “unreasonable adverse effects on the environment” means (1) any unreasonable risk to man or the
environment, taking into account the economic, social, and environmental costs and benefits of the use of any
pesticide, or (2) a human dietary risk from residues that result from a use of a pesticide in or on any food incon-
sistent with the standard under section 346a of Title 21. The Administrator shall consider the risks and
benefits of public health pesticides separate from the risks and benefits of other pesticides. In weighing any
regulatory action concerning a public health pesticide under this subchapter, the Administrator shall weigh
any risks of the pesticide against the health risks such as the diseases transmitted by the vector to be con-
trolled by the pesticide.
“A “public health pesticide” is a minor-use pesticide used in public health programs “for vector
control or for other recognized health protection uses.” FIFRA § 2(nn), 7 U.S.C.A. § 136(nn).

°A “pesticide chemical residue” is a residue on raw agricultural commodities or processed foods of
any pesticide within the meaning of FIFRA, including active and inert ingredients and metabolites and
degradation products of a pesticide. See FFDCA § 201(q), 21 U.S.C.A. § 321(q).

*FFDCA §§ 402(a), 408(a), 21 U.S.C.A. §§ 342(a), 346a(a).
"FFDCA § 408(b)(2), 21 U.S.C.A. § 346a(b)(2).

8When issuing its “plant-pesticide” proposal in 1997, see § 17:3, EPA called for certain classes of
these substances to be exempt from tolerance requirements under the FFDCA. See, e.g., 66 Fed. Reg.
37817 (July 19, 2001) (Exemption From the Requirement of a Tolerance Under FFDCA for Residues of
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fering sensitivities among major subgroups of consumers and cumulative risks
posed by exposure to other pesticides that share a common mechanism of toxicity
with the pesticide under review.’

This standard represents a marked change from the previous § 408 standard,
which allowed a consideration of benefits in establishing maximum residue levels
for raw agricultural commodities. Processed foods, however, were previously subject
to § 409, including the Delaney Clause, which generally mandated a zero-risk stan-
dard for pesticides found to induce cancer in humans or animals if the pesticide
concentrated during processing was applied during or after processing. The incon-
sistent treatment of pesticides under these two sections was controversial and was a
major impetus for passage of the FQPA.*

The “reasonable certainty of no harm” standard is intended by Congress to embody
then-existing EPA approaches to acceptable levels of risk at the time FQPA was
enacted.” The statute also requires the Agency to make a finding regarding the
safety of tolerance levels for infants and children, and to impose an additional
tenfold safety factor where there are not sufficient reliable data to demonstrate that
a tolerance without the added safety factor will be adequately protective of infants
and children.”” Consideration of a pesticide’s benefits is not permitted, except in
extremely limited circumstances.™

The additional 10X safety factor for infants and children that is required in
determining whether a pesticide tolerance is “safe” under FQPA is commonly
referred to as the “FQPA Safety Factor.” When a tolerance determination is based
on animal data, the FQPA Safety Factor is utilized in addition to conventional 10X
safety factors that account for interspecies differences and intraspecies variability.
Thus, an aggregate safety factor of 1000 may be employed in determining whether a
pesticide residue is safe for infants and children under the FQPA, and pesticide res-
idue levels this low are not always attainable. When EPA concludes that there are
“reliable data” demonstrating that a different safety factor “will be safe for infants

Nucleic Acids that are Part of Plant-Incorporated Protectants); 66 Fed. Reg. 37830 (July 19, 2001)
(Exemption From the Requirement of a Tolerance Under FFDCA for Residues Derived Through
Conventional Breeding From Sexually Compatible Plants of Plant-Incorporated Protectants).

*FFDCA § 408(b)(2)(D), 21 U.S.C.A. § 346a(b)(2)(D). EPA has issued a guidance document discuss-
ing how it will identify pesticides with a “common mechanism of toxicity.” See Pesticides; Science Policy
Issues Related to the Food Quality Protection Act, 64 Fed. Reg. 5796 (Feb. 5, 1999) (announcing the
availability of the revised version of the pesticide science policy document entitled “Guidance for
Identifying Pesticide Chemicals and Other Substances That Have a Common Mechanism of Toxicity”).

©Under previous law, for example, the same pesticide residue could be legal on a raw agricultural
product and result from a lawful FIFRA registration under the applicable risk-benefit standards of
FIFRA and FFDCA § 408, but could render a food processed from that product adulterated under
FFDCA § 409 and the Delaney Clause. The resulting inconsistent treatment of pesticide residues
became known as the “Delaney paradox.” A 1992 court decision upheld the zero-risk standard in
processed foods in response to challenges to an EPA policy interpreting the Delaney clause as contain-
ing an exception for pesticide uses posing only de minimis risks. Les v. Reilly, 968 F.2d 985 (9th Cir.
1992). FQPA did not repeal the Delaney Clause, which remains in effect for various food additives, but
made the clause inapplicable to pesticide residues.

"For example, a one-in-a-million lifetime risk for “nonthreshold” effects (those for which EPA can-
not determine a level at which the substance will not cause or contribute to an adverse health effect)
and the use of a 100-fold safety factor for “threshold” effects. See H.R. Rep. No. 104-669, at 40-45
(1996).

2EFDCA § 408(b)(2)(C), 21 U.S.C.A. § 346a(b)(2)(C).

3Benefits may be considered to maintain in effect an existing tolerance that does not meet the
safety standard for nonthreshold effects, if the pesticide protects consumers from health risks greater
than those posed by the pesticide, or the pesticide’s use is needed to avoid a “significant disruption in
domestic production of an adequate, wholesome, and economical food supply,” so long as specified ag-
gregate exposure risk requirements are also satisfied. FFDCA § 408(b)(2)(B), 21 U.S.C.A.
§ 346a(b)(2)(B).
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and children,” the FQPA Safety Factor may be reduced or eliminated.” EPA typi-
cally determines that there are “reliable data” permitting the default FQPA Safety
Factor to be waived in those instances where there is a clearly established threshold
for an adverse effect and EPA concludes that infants or children will not be more
susceptible to this adverse effect than adults.

There was and continues to be considerable debate as to how EPA should imple-
ment these FQPA requirements. Controversy remained, despite the Agency’s issu-
ance of notices and guidance regarding its interpretation of its FQPA obligations.*
Both industry and environmental groups petitioned EPA to conduct rulemaking
and/or issue directives on some key issues,'® and both filed lawsuits challenging
EPA’s implementation (or non-implementation) of FQPA requirements. EPA entered
into a consent decree and settlement agreement that established a series of
deadlines for agency action on the reassessment of pesticide tolerances and the re-
registration of older pesticides."’

Procedurally, a tolerance may be established in response to a petition or on EPA’s
own initiative, pursuant to the same rulemaking and objection procedures that ap-
ply to the modification or revocation of tolerances."

§17:10 EPA review and decision—The registration decision

If EPA determines that the FIFRA requirements for registration have not been
met, it must first provide the registrant with an opportunity to correct the
deficiencies.! Sometimes, the deficiencies can be easily remedied; it may be neces-
sary only to revise the language of the product label or to submit a minor piece of
data to replace a study that the Agency has determined to be invalid. Even with
straightforward revisions, the applicant may need to negotiate an extension of the
PRIA review period with EPA. In other cases, however, there may be serious
problems. For instance, if a major long-term study, such as a chronic feeding study,
is determined to be invalid, and the application was not rejected on this basis dur-
ing the technical screen, EPA may require the registrant to conduct and submit a
replacement study, thus delaying issuance of the registration by a year or more.

“FFDCA § 408(b)(2)(C), 21 U.S.C.A. § 346a(b)(2)(C).

%See, e.g., PR Notices 97-1 (Jan. 1997), 97-2 (Apr. 1997), 97-3 (Sept. 1997), 98-7 (Aug. 1998), 98-10
(Oct. 1998); EPA, “Guidance for Identifying Pesticide Chemicals and Other Substances That Have a
Common Mechanism of Toxicity” (Jan. 29, 1999); and various EPA notices regarding exposure assess-
ments and science policy issues raised by the FQPA. 63 Fed. Reg. 58038 (Oct. 29, 1998); 63 Fed. Reg.
59780 (Nov. 5, 1998); 63 Fed. Reg. 67063 (Dec. 4, 1998); 64 Fed. Reg. 5796 (Feb. 5, 1999); 64 Fed. Reg.
37002 (July 8, 1999); and 64 Fed. Reg. 42372 (Aug. 4, 1999). EPA issued a report detailing the Agency’s
efforts to implement FQPA requirements. See EPA, Progress Report: Implementing the Food Quality
Protection Act (1999). EPA was required by FIFRA, as amended by FQPA, to publish annually a report
describing its progress in meeting goals for reregistration and tolerance reassessment. See EPA,
Pesticide Reregistration Performance Measures and Goals (1997-2008), available at https:/www.epa.
gov/pesticide-reevaluation/pesticide-reregistration-performance-measures-and-goals-1997-2008.

®See Natural Resources Defense Council (NRDC) et al., Petition for a Directive That the Agency
Fulfill Its Duty to Retain the Child-Protective Tenfold Safety Factor Mandated by the Food Quality
Protection Act (1998); American Farm Bureau Federation et al., Petition for Rulemaking to Develop
Policies and Procedures for Implementing the Food Quality Protection Act of 1996 (1998). EPA has also
interpreted various FQPA provisions in documents prepared for its Tolerance Reassessment Advisory
Committee.

"See Natural Resources Defense Council v. Whitman, 53 Env’t. Rep. Cas. (BNA) 1673, 2001 WL
1221774 (N.D. Cal. 2001), judgment entered, 2001 WL 1456783 (N.D. Cal. 2001) (approving proposed
consent decree and dismissing certain complaints).

8See § 17:59.
[Section 17:10]
'FIFRA § 3(c)(6), 7 U.S.C.A. § 136a(c)(6); 40 C.F.R. § 152.118(b) to (c).
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EPA may alternately require the applicant to withdraw the application, forfeit part
of its registration fee, and resubmit the application when the data are complete. Or
EPA may determine, after reviewing the relevant data, that, because of its acute or
chronic toxicity or its environmental effects, the product would cause unreasonable
adverse effects. In that case, EPA will notify the registrant and publish in the
Federal Register its decision to deny the application for registration.” If EPA issues
a formal decision to deny a registration application, the applicant may request a
formal adjudicatory hearing.?

Rather than issuing a formal denial decision that would trigger adjudicatory
procedures, EPA typically prefers to work with an applicant to address unresolved
issues and to remedy perceived deficiencies. Most applicants also prefer this itera-
tive approach, even though it may require that the applicant agree to one or more
extensions of the applicable PRIA deadline. In the event that EPA concludes there
are irremediable problems with an application, EPA typically will send a letter
advising the applicant that the application cannot be granted, rather than issuing a
formal denial decision. Except for a few instances where a hearing concerning the
denial of pending applications was consolidated with a related cancellation hearing,
EPA has never convened an adjudicatory hearing concerning the denial of an ap-
plication for a FIFRA registration.

If EPA determines that the standards for registration have been met, it issues a
notice of registration to the applicant. The company is then free to market its
pesticide upon submission to the Agency of a copy of the final printed labeling for
the product, which must incorporate any label revisions required by EPA.

§17:11 Registration application process—Registration of pesticide
products containing nanomaterials

The application of nanotechnology to pesticides raises a number of regulatory
challenges that EPA is in the early stages of tackling. A wide range of consumer
products containing nanoparticles of active pesticide ingredients, such as silver, are
already available to consumers." At the same time, pesticide manufacturers are
working on enhanced nanotechnology delivery systems and other new products. All
of these applications will be encompassed within FIFRA and, thus, EPA’s regulatory
authority, but applying FIFRA authority to nano-pesticides raises a number of
issues. One is whether new registrations and product risk assessments are required
for nanoscale versions of already-registered conventional pesticides. If new registra-
tions are necessary for these products or other new nanoscale active ingredients,
then what, if any, new data requirements should be imposed?

The Nanotechnology Workgroup of EPA’s Science Policy Council released a draft
“Nanotechnology White Paper” in December 2005. A final version of the white paper
was issued in February 2007.2 Although the paper generally discusses the applica-
tion of FIFRA to pesticide products containing nanomaterials, it does not recom-

’FIFRA § 3(c)(6), 7 U.S.C.A. § 136a(c)(6); 40 C.F.R. § 152.118(d).

3See FIFRA §§ 3(c)(6), 6(d), 7 U.S.C.A. §§ 136a(c)(6), 136d(d); 40 C.F.R. § 152.118(e); 40 C.F.R. pt.
164; § 17:55 (hearing procedures).
[Section 17:11]

'Elemental silver has been an approved active ingredient in FIFRA registered products for
decades (e.g., use in bacteriostatic water filters, swimming pool algicides). Silver and nanosilver have
demonstrated antimicrobial effects on a variety of bacteria, fungi, and viruses.

’EPA, Science Policy Council, Nanotechnology White Paper (Feb. 2007), available at https:/www.
epa.gov/sites/production/files/2015-01/documents/nanotechnology whitepaper.pdf.
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mend or address any specific regulatory issues.?

Pesticide products containing “colloidal” silver particles that meet the EPA defini-
tion of a nanomaterial have been registered under FIFRA for decades, but such
products are now subject to greater scrutiny. EPA conditionally approved two
nanosilver pesticide registrations, each considered a new “active ingredient” and
subjected to the most stringent review under FIFRA. On December 1, 2011, EPA
announced the conditional registration of HeiQ AGS-20, a nanosilver-based
antimicrobial pesticide product approved for use as a preservative for textiles.” On
May 15, 2015, EPA announced a second conditional registration for a nanosilver-
containing antimicrobial pesticide product named “Nanosilva.” In the decision docu-
ments approving these registrations, EPA states the following regarding potential
data requirements for nanopesticides:

Historically, EPA has considered applications for pesticide products that claim to be
identical or substantially similar in composition to a registered product as so-called “me-
too registrations” under FIFRA registration authorities. Until recently, EPA generally
has not focused on the size or surface coating of an ingredient as attributes relevant to
determining if the product in an application is identical or substantially similar in com-
position to a registered pesticide product. However, a nanoscale ingredient may have
properties that are different from those of conventionally-scaled ingredients and proper-
ties that differ from the atoms or molecules from which the nanoscale ingredient is
constructed. Therefore, a nanoscale ingredient may also have different environmental
health and safety properties. Accordingly, for a product containing an ingredient that is
a nanoscale version of a conventionally-sized active or inert ingredient contained in an
already-registered product or a different nanoscale version of a nanoscale material that
is an active or inert ingredient in an already registered pesticide product, EPA may
require additional data to assess the nanoscale material and to make the requisite
statutory findings.

In 2013, the U.S. Court of Appeals for the Ninth Circuit granted in part and
denied in part NRDC’s challenge to HeiQ Materials AG’s registration, but did not
vacate the registrations.® On May 30, 2017, the U.S. Court of Appeals for the Ninth
Circuit responded to two petitions for review of EPA’s conditional registration of the
Nanosilva pesticide product and vacated the conditional registration.” On February
12, 2020, EPA announced that it is seeking public input on a proposal to incorporate
a new nanosilver pesticide product into textiles to combat odors, discoloration, and
other signs of wear.? This is the same active ingredient in the previously vacated
registration, although in the current proposal, the uses are more limited and the
exposure may be more limited, as this nanosilver would be embedded within plastic
beads or pellets, in contrast to the previous product registration, which was in the
form of a liquid suspension.

Although EPA has yet to form a definite approach to regulating nano-pesticides
under FIFRA, it made progress in 2018 when it released a Final Work Plan as part

*Id. at 66.

“EPA, Decision Document, Conditional Registration of HeiQ AGS-20 as a Materials Preservative
in Textiles, EPA-HQ-OPP-2009-1012-0064 (Dec. 1, 2011).

°EPA, Registration Decision for NSPW-L30SS (previously referred to as “Nanosilva”), A Materials
Preservative for Use in Textiles and Plastics, EPA-HQ-OPP-2012-0594-0026 (May 15, 2015).

®Natural Resources Defense Council v. U.S. E.PA., 735 F.3d 873, 77 Env't. Rep. Cas. (BNA) 1521
(9th Cir. 2013).

"Natural Resources Defense Council v. U.S. Environmental Protection Agency, 857 F.3d 1030, 84
Env’t. Rep. Cas. (BNA) 1771 (9th Cir. 2017). In response to the Court’s mandate, EPA issued a cancel-
lation order on July 20, 2017.

®EPA, Public Participation for New Active Ingredient NSPW Nanosilver, Docket No. EPA-HQ-
OPP-2020-0043.
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of the nanosilver registration review process.’ Subsequent data call-ins (DCI) were
issued in December 2019 for data requirements described in the Final Work Plan as
“comprehensive.” EPA’s eventual review of new or existing data in response to the
DCIs should provide informative guidance as to how nano-pesticides will be
evaluated.

§ 17:12 Registration application process—Related applications and
procedures

The process described above is the paradigm of the registration application pro-
cess envisioned by the statute. There are, however, a number of variants of the pro-
cess that constitute a substantial portion of the product regulation carried out
under FIFRA.

§ 17:13 Registration application process—Reregistration and tolerance
reassessment

Because of the increased emphasis on health and environmental protection
required by the major amendments of 1972 and 1978, and the corresponding
increase in the data needed to support a pesticide registration, Congress directed
that all previously registered products be reregistered so that EPA can determine
whether old products meet the current standards for registrability." To accomplish
that objective, and to reduce the duplicative efforts by EPA in reviewing applica-
tions to register products that are similar or even identical to other registered
products, EPA initially developed a system of “registration standards” to govern re-
registration of previously registered pesticides.?

As of December 1988, EPA had issued 194 registration standards affecting 350 in-
dividual active ingredients. Congress was dissatisfied with this progress and, in the
1988 FIFRA amendments, mandated that EPA reregister over 600 active ingredients
that had been initially registered before November 1, 1984, through a five-phase
process over a nine-year period.? During Phase 1, EPA was required to publish four
lists of active ingredients to be reregistered (Lists A, B, C, and D).* In Phase 2,
registrants of the listed active ingredients were required to submit notices as to
whether they would seek reregistration, and were required to identify missing or in-
adequate data on the pesticides. During Phase 3, registrants were required to
submit summaries of previously submitted data, identify any other information that
would support the registrations or that may indicate unreasonable adverse effects,
and make commitments to submit data to fill the outstanding data requirements or
offer to share in the cost of developing such data. Under Phase 4, which was

*Nanosilver Final Work Plan (FWP) Registration Review: Initial Docket Case Number 5042 (Oct.
2018), available at https://www.regulations.gov/document?D=EPA-HQ-OPP-2011-0370-0021.

[Section 17:13]

'FIFRA § 3(g), 7 U.S.C.A. § 136a(g). This section was repealed by Pub. L. No. 100-532, tit. VIII,
§ 801(b)(9), 102 Stat. 2681 (1988), and replaced by FIFRA § 4, 7 U.S.C.A. § 136a-1.

®The registration standards system was authorized by the 1978 FIFRA amendments. See FIFRA
§ 3(e)(2)(C), 7 U.S.C.A. § 136a(c)(2)(C); see also H.R. Rep. No. 95-343, pt. 1, at 11 (1977), 1977 U.S.C.C.
A.N. 1966, 1976; H.R. Rep. No. 663, 95th Cong., 1st Sess. 16, 19, 26 (1977), 1977 U.S.C.C.A.N. 1966,
1989, 1992, 1999.

3The 1988 FIFRA amendments were codified at FIFRA § 4,7 US.C.A. § 136a-1.

“EPA completed Phase 1 in 1989. See 54 Fed. Reg. 7740 (Feb. 22, 1989) (List A published active
ingredients for which registration standards had been issued prior to December 24, 1988). Lists B, C,
and D include the other chemicals subject to reregistration that were first registered prior to November
1984 and did not fall under the registration standards program. See 54 Fed. Reg. 22706 (May 25,
1989); 54 Fed. Reg. 30846 (July 24, 1989); 54 Fed. Reg. 43388 (Oct. 24, 1989). Chemicals on these lists
were subject to all phases of the reregistration process.
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completed in 1993, EPA reviewed the information submitted by the registrants.
During Phase 5, EPA was required to determine whether to reregister the pesticides.”
As EPA began its Phase 5 review, the number of active ingredients to be considered
for registration had declined from over 600 in 1988 to approximately 400 in the mid-
nineties.® The decline may in part have been attributed to registrants of manufactur-
ing pesticides that pose higher risks who chose to voluntarily remove their products
from the marketplace rather than pay for studies that may not support the products’
continued use.

During Phase 5, EPA reviewed all the studies submitted in support of an active
ingredient and determined if the products containing the active ingredient were
eligible for reregistration and whether any applicable tolerances or tolerance exemp-
tions met current standards.” When an active ingredient, or set of related active
ingredients (“chemical cases”) became eligible for reregistration, EPA issued a Re-
registration Eligibility Document (RED). A RED summarized the studies reviewed
and the findings reached as well as requests, when necessary, for additional generic
data, product-specific studies, and revised labeling.? Once the RED requirements
were fulfilled and accepted, EPA reregistered the appropriate pesticide products. At
the completion of Phase 5, EPA reported that approximately 1,150 pesticide active
ingredients organized into 613 “cases” or related groups were subject to
reregistration. In September 2008, EPA completed the last REDs for 384 of these
cases, while the remaining 229 cases were canceled (cases were canceled if all the
pesticide registrations were canceled before the reregistration decision was
completed).’

As noted above, the 1996 FQPA significantly revised the statutory standard for
the issuance of tolerances for pesticide residues in food. To ensure that existing as
well as new tolerances meet the new standard, the FQPA amended the FFDCA to
require that EPA conduct a review of existing tolerances and exemptions, which
was to be completed within ten years.'” Under the FQPA amendments to FIFRA,
the Agency must act to modify or revoke tolerances that do not meet the current
safety standard, and is to give priority in its review to the tolerances and exemp-
tions “that appear to pose the greatest risk to public health.”** In 2007, EPA
completed its review of all the tolerances that were in effect at the time the FQPA

°FIFRA § 4(a) to (g), 7 U.S.C.A. § 136a-1(a) to (g).

®EPA, Status of Pesticides in Registration, Reregistration and Special Review (Rainbow Report)
61-63 (Spring 1998); EPA, Pesticide Reregistration Progress Report for 1997 (“1997 Progress Report”) 7
(Spring 1998).

"FIFRA § 4(g)(2)(E), 7 U.S.C.A. § 136a-1(2)(2)(E).
®EPA, Pesticide Reregistration (May 1992).

°EPA, Reregistration and Other Review Programs Predating Pesticide Registration Review, avail-
able at https://www.epa.gov/pesticide-reevaluation/reregistration-and-other-review-programs-
predating-pesticide-registration.

YFFDCA § 408(q), 21 U.S.C.A. § 346a(q).

UFFDCA § 408(q), 21 U.S.C.A. § 346a(q). As required, within one year after enactment of the
FQPA, EPA published its schedule and priorities for the required tolerance reassessment process.
FFDCA § 408(q)(3), 21 U.S.C.A. § 346a(q)(3); 62 Fed. Reg. 42020 (Aug. 4, 1997). See generally EPA,
1997 Progress Report, at 33 (Spring 1998). See NRDC v. EPA, No. C99-03701 WHA (N.D. Cal. filed
Aug. 8, 1999) (consent decree approved by court on September 25, 2001, animal-rights interveners
claims remain); see also United Farm Workers of Am. v. Browner, Civ. App. No. 99-71143 (1999);
American Farm Bureau v. U.S. E.P.A., 121 F. Supp. 2d 84, 51 Env’t. Rep. Cas. (BNA) 2027 (D.D.C.
2000) (partially granting EPA motion to dismiss; finding that district court, not court of appeals had
jurisdiction; Farm Bureau lacked standing; and fact issues remain on EPA compliance with the
Administrative Procedure Act (APA)).
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amendments to the FFDCA were enacted.*?

§ 17:14 Registration application process—Registration review

Congress and EPA recognized that the five-phase reregistration program
mandated by the 1988 FIFRA amendments and the tolerance reassessment program
mandated by § 408 of the FFDCA, which were to be completed in 2008 and 2006,
respectively, did not eliminate the need for continual reassessment of a pesticide’s
safety. In particular, Congress realized that the FIFRA standards for registration
are likely to change over time as the scientific ability to assess risk evolves, and
that such changes could lead EPA to adopt a different view of a given pesticide’s
risks and benefits from the view that prevailed when the pesticide was first
registered." Therefore, with the enactment of the FQPA in 1996, Congress amended
FIFRA to require EPA to implement a registration review program that would as-
sure that pesticides continue to meet the FIFRA standards for registration over
their commercial lives. In pertinent part, the FQPA amended FIFRA by adding a
new provision to FIFRA § 3 that directs EPA to establish by regulation procedures
for the continuous review of all pesticide registrations—not just old registrations—
with a goal of reviewing each pesticide’s registration every fifteen years.”? Congress
revised this section in 2007 to clarify that the initial registration review for all
existing pesticide registrations must be completed by October 1, 2022, and that
subsequent registration reviews should be completed no later than 15 years after
the date on which the initial registration review is completed and each 15 years
thereafter.® To ensure EPA’s ability to achieve its goals, the new provision added by
FQPA authorizes EPA to use its DCI authority to require registrants to submit data
that are necessary for a registration review.* If the data indicate that a pesticide no
longer meets the standard for registration, EPA may cancel that pesticide’s
registration.’

EPA promulgated regulations to implement the registration review program in
2006.° Under the Agency’s regulations, registration review cases are to be composed
of chemically related active ingredients and all the products containing such ingre-
dient(s),” with cases scheduled chronologically based on the date of initial registra-
tion of the oldest pesticide product in the case or the date of reregistration, which-

28¢e Steven Bradbury, Director, EPA, OPP, Special Review and Reregistration Division, Reregis-
tration and Registration Review Overview, Presentation Before the Pesticide Program Dialogue
Committee (Oct. 18, 2007), available at https:/archive.epa.gov/pesticides/ppdc/ppdce/2007/0ct2007/
sessionl3-reregis-review.pdf.

[Section 17:14]

'See H.R. Rep. No. 104-669, at 38; Proposed Rule: Pesticides; Procedural Regulations for Registra-
tion Review, 70 Fed. Reg. 40251, 40253 (July 13, 2005).

’See FIFRA § 3(g), 7 U.S.C.A. § 136a(g).

3See Pesticide Registration Improvement Renewal Act at § 3, 121 Stat. 1000 to 1001.

4See FIFRA § 3(g)(2), 7 U.S.C.A. § 136a(g)(2). EPA’s DCI authority is discussed in §§ 17:31 to
17:32.

®See FIFRA § 3(g)(1)(A), 7 U.S.C.A. § 136a(g)(1)(A). The procedures for cancelling a pesticide’s
registration under FIFRA are discussed in § 17:50.

®See Final Rule: Pesticides; Procedural Regulations for Registration Review, 71 Fed. Reg. 45720
(Aug. 9, 2006) (codified at 40 C.F.R. §§ 155.40 to 155.58).

40 C.FR. § 155.42. Congress incorporated this portion of EPA’s regulations into FIFRA in 2007.
See Pesticide Registration Improvement Renewal Act at § 3, 121 Stat. 1000. Additionally, under EPA’s
regulations, a pesticide product that contains multiple active ingredients can belong to multiple
registration review cases. See 40 C.F.R. § 155.42.
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ever is later.®? Also, in contrast to the comprehensive five-phase approach to pesticide
reregistration mandated by the 1988 FIFRA amendments, the approach set forth in
EPA’s regulations allows the Agency to tailor the scope and depth of a registration
review to the circumstances of each case.’ The initiation of a registration review
case and announcement of EPA’s decision in a review case are published in the
Federal Register with opportunity for public comment.™

EPA began the registration review program in fiscal year 2007. As of July 1, 2017,
there are about 725 registration review “cases” that include approximately 1,140
pesticide active ingredients. Of these, over 700 registration review cases are past
the public docket opening stage, over 595 registration review cases are in active
review, and over 200 registration review interim and final decisions have been
completed.™

§ 17:15 Related applications and procedures—Conditional registration

“Conditional registrations” were authorized by the 1978 amendments to FIFRA,
permitting the Agency to register a pesticide even if the applicant does not submit
all of the data required to support a full unconditional registration.' The provisions
authorizing conditional registrations were enacted to remove a “double standard”
that had arisen when FIFRA was rewritten in 1972 as a safety and environmental
statute, with the resulting substantial increase in the data requirements to be satis-
fied to obtain a registration. Because the Agency was not able to reregister existing
products under the new statutory standards and supported by new data as quickly
as the 1972 Act had contemplated, products registered prior to 1972 were still
registered with what would now be regarded as an inadequate data base, while
identical products could not be registered because of a need to generate and submit
substantial new data, which can be time-consuming to generate.?

Thus, FIFRA authorizes EPA to conditionally register “me-too” products and to
conditionally amend existing registrations to permit new uses, if EPA has, either in
its files or as a result of the applicant’s submission, enough data to determine that
the registration would not significantly increase whatever risk of unreasonable
adverse environmental effects may already be posed by the existing registrations of
the same or similar products.’ Thus, in determining whether to issue a conditional
registration, EPA looks at the incremental risks and benefits of the proposed
conditional registration or amendment, rather than assessing the risks and benefits
of the product itself.

In practical terms, this means that an applicant for registration need not satisfy
any data requirement that has not been satisfied by previous registrants of products
containing the same active ingredient registered for the same use. Under EPA’s
data compensation regulations, if an applicant can show that a “data gap” exists

840 C.FR. § 155.42.

°See 40 C.F.R. § 155.53; 70 Fed. Reg. at 40260-61 (discussing possible approaches for conducting
a pesticide’s registration review).

%40 C.F.R. §§ 155.50, 155.58.

1See EPA, Registration Review Process, available at https:/www.epa.gov/pesticide-reevaluation/
registration-review-process.

[Section 17:15]

'See FIFRA § 3(c)(7), 7 U.S.C.A. § 136a(c)(7).

2See, e.g., H.R. Rep. No. 95-343, pt. 1, at 9-11, 1977 U.S.C.C.A.N. at 1974 to 1976; H.R. Rep. No.
95-663, at 19 to 20, 27 to 28 (1977), 1977 U.S.C.C.A.N. 1966, 1992-93, 2000-01.

3F(IF;RA § 3(c)(7)(A), (B), 7 U.S.C.A. § 136a(c)(7)(A), (B); 40 C.F.R. §§ 158.30(b)(3), (4), 152.113,
152.115(a).
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with respect to one or more data requirements,’ it need not satisfy those data
requirements at the time that it applies for its registration and the registration it
receives will be conditional rather than unconditional. Such a registration for a me-
too product or the new use of a previously registered product will be contingent
upon the conditional registrant’s agreement to submit, at the same time as other
registrants of the same chemical, data to satisfy requirements not previously filled.
The vast majority of the registrations granted since 1978 have been conditional
ones, as the data bases for many previously registered active ingredients continue
to be brought up to current standards. PRIA 3 (now PRIA 4) amended FIFRA to
provide, among other things, funding to support enhancing the EPA information
system capacity to track pesticide registration decisions, including the status of
conditional registration decisions. EPA has developed a table, that it will update
periodically, providing information regarding all pesticide active ingredients that
were initially registered under the conditional registration authority in FIFRA Sec-
tion 3(c)(7)(C) from fiscal year 2000 to the present.’®

FIFRA also permits the conditional registration of a pesticide containing a new
active ingredient, but the restrictions imposed on this type of conditional registra-
tion are much tighter than on those discussed above and, as a practical matter,
conditional registrations of previously unregistered chemicals are granted less
frequently than other conditional registrations. The conditional registration of a
new chemical may be issued only for a period reasonably sufficient to generate and
submit the missing data and only if the data are missing because there has not been
sufficient time since the relevant data requirement was first imposed for the data to
be generated. The conditional registrant must submit the data at the end of the
specified period and the data must not meet or exceed risk criteria specified by EPA.
In addition, EPA must determine that the use of the pesticide during the conditional
registration period will not cause any unreasonable adverse effects on the environ-
ment and that use of the pesticide is in the public interest.’

A conditional registration raising interesting issues is that for dicamba. Herbicides
containing dicamba are registered for use to control broadleaf weeds and woody
plants. In this case, EPA’s first conditional registrations of new dicamba formula-
tions were time-limited and included expiration dates, unless EPA acted to extend
the registration. EPA did act in 2018 to extend the registration for an additional
two years, with expiration currently set for December 20, 2020.

§17:16 Related applications and procedures—Amended registration

In general, a registrant wishing to make changes to its registered label must
submit an application for amended registration. Such an application would be
submitted, for instance, to change active ingredient concentrations, dosage rates,
use directions, or precautionary statements, or to obtain approval of additional uses
(for example, in additional facilities, on additional crops, or against additional

“See § 17:29 (data gaps).
°FIFRA § 3(c)(7)(A), (B), 7 U.S.C.A. § 136a(c)(7)(A), (B); 40 C.F.R. § 152.115(c); see § 17:31 (DCIs).

®EPA, Conditional Registration Status—2000 through November 2019, available at https:/www.
epa.gov/node/50959/r.

"FIFRA § 3(e)7)(C), 7 U.S.C.A. § 136a(c)(7)(C). EPA has issued Federal Register notices setting
forth its interpretation of § 3(c)(7)(C) and the policies it will follow in issuing conditional registrations
for new chemicals. 51 Fed. Reg. 7628 (Mar. 5, 1986); 51 Fed. Reg. 12199 (Apr. 9, 1986); 53 Fed. Reg.
15952 (May 4, 1988).
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pests).*

Some minor label amendments, such as changes in brand names, may be made
simply upon notification to the Agency. No EPA approval is required.? Other minor
changes, such as corrections of typographical errors, require no Agency notification.®

For virtually all amendments, except approval of additional brand names,* new
draft labeling must be submitted with the application. Depending upon the type of
change, other supporting documents may also be required. For instance, if changes
in the formulation are made, a new CSF will be required. Similarly, if an amend-
ment seeks approval of new uses of the pesticide, supporting data must either be
submitted or cited so that EPA can determine whether the uses will pose unreason-
able risks to the environment. Thus, compensation offers must be sent to those
companies that submitted any data relied upon to support the registration
amendment. The EPA review process for registration amendments is essentially the
same as that for registration applications.® As noted above,® new use amendments,
like initial registrations, may be made on a conditional basis with less than a full
set of supporting data being submitted.

§ 17:17 Related applications and procedures—Supplemental registrations

An abbreviated procedure is available for a supplemental registration, or
“subregistration,” which permits a company to distribute another company’s
registered pesticide under the distributor’s brand name. A subregistration requires
only a notification form, which is submitted to EPA by the registrant and signed by
both the registrant and the proposed distributor. The name of the basic registered
product and the brand name proposed to be used by the distributor must be
provided. With the exception of the distributor’s proposed brand name, the product
label as marketed by the distributor may not vary from the label approved for the
basic registered product, except that it need not contain all of the uses for which the
basic product has been approved. The product to be distributed must also be
manufactured and packaged by the same person who manufactures and packages
the basic registered pesticide for the original registrant. No EPA response to the
subregistration notification is required for the distributor to begin marketing the
product.! EPA considers a distributor to be the agent of the registrant and both may
be held liable for violations of FIFRA.?

§ 17:18 Related applications and procedures—Experimental use permits—
EUP requirements

Experimental use permits (EUP) are issued by EPA pursuant to FIFRA § 5 to

[Section 17:16]

'40 C.FR. §§ 152.44(a), 152.46(a). See FIFRA § 3(f)(1), 7 U.S.C.A. § 136a(f)(1). Major formulation
changes, for example, the addition of a new active ingredient, generally must be accomplished through
the submission of a new product registration application rather than an amended registration
application.

240 C.FR. § 152.46(a); EPA, Notification, Non-Notifications and Minor Formulation Amendments,
PR Notice 98-10 (Oct. 1998).

%40 C.FR. § 152.46(b); PR Notice 98-10.
“See FIFRA § 3(e), 7 U.S.C.A. § 136a(e).
*See § 17:8.
®See § 17:15.
[Section 17:17]
1See generally FIFRA § 3(e), 7 U.S.C.A. § 136a(e); 40 C.F.R. § 152.132.
240 C.FR. § 152.132.
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permit testing of unregistered pesticides or testing of registered pesticides for
unregistered uses." An application for an EUP may be filed at any time and must be
acted upon by EPA within 120 days after receipt of the application and any required
supporting data. EPA may issue an EUP only if it determines that the applicant
needs the permit to develop information necessary to obtain a pesticide registration.’
For a pesticide not previously registered for any use, the Agency may require data
showing that use under the EUP will not cause unreasonable adverse effects.® If the
experimental use may result in pesticide residues on food or feed, the applicant
must show that there is a tolerance or tolerance exemption for residues of the
pesticide on such food or feed,” petition for the establishment of a temporary toler-
ance or tolerance exemption, or certify that food or feed resulting from the testing
program will either be destroyed or fed only to experimental animals for test
purposes.®

The use of the pesticide under an EUP shall be for such length of time and under
such terms and conditions as EPA may require, and EPA may revoke an EUP if it
finds the conditions of the permit are being violated or are inadequate to avoid un-
reasonable adverse effects on the environment.® EPA regulations provide that
permits will generally be effective for one year, and impose labeling, supervision,
and reporting requirements with respect to pesticide use under a permit.’

FIFRA also authorizes, and EPA has promulgated regulations governing, the is-
suance of EUPs for certain limited purposes by state governments in accordance
with plans submitted to and approved by EPA.? Certain laboratory or greenhouse
tests or limited field trials intended only to determine a pesticide’s properties gener-
ally may be conducted without an EUP. Such tests generally include tests conducted
on experimental animals, and, with some exceptions, field trials conducted on a
cumulative total of not more than ten acres and aquatic tests conducted on not more
than one surface acre of water.’

§17:19 Related applications and procedures—Experimental use permits—
Procedures

Upon receipt of an application for an EUP that EPA determines may be of regional
or national significance, EPA must publish notice of the application in the Federal
Register and may hold a public hearing if there is sufficient interest to warrant one.
EPA must also publish Federal Register notices when EUPs are issued. Applicants
may apply to renew EUPs under the same requirements that govern the initial
grant of a permit. If EPA determines that an EUP application must be denied or an

[Section 17:18]

'FIFRA § 5, 7 U.S.C.A. § 136¢. See generally 40 C.F.R. pt. 172; Rohm and Haas Co. v. U.S.
Environmental Protection Agency, 525 F. Supp. 921, 18 Env’t. Rep. Cas. (BNA) 1951, 11 Envtl. L. Rep.
20849 (E.D. Pa. 1981), judgment affd, 651 F.2d 176, 18 Env’t. Rep. Cas. (BNA) 2128, 11 Envtl. L. Rep.
20857 (3d Cir. 1981).

FIFRA § 5(a), 7 U.S.C.A. § 136¢(a).
SFIFRA § 5(d), 7 U.S.C.A. § 136¢(d).
4See § 17:9.

*FIFRA § 5(b), 7 U.S.C.A. § 136¢(b); 40 C.F.R. § 172.4(b)(2). Temporary tolerances in conjunction
with experimental-use permits are authorized by FFDCA § 408(r), 21 U.S.C.A. § 346a(r).

’FIFRA § 5(c)(e), 7 U.S.C.A. § 136¢(c)(e).
"See generally 40 C.F.R. §§ 172.1 to 172.11.
8FIFRA § 5(f), 7 U.S.C.A. § 136¢(f); 40 C.F.R. §§ 172.20 to 172.26.

°40 C.F.R. § 172.3. One such exception is for certain biotechnology-based microbial pesticides.
EPA must be notified of the application of these pesticides so that the Agency may determine whether
an EUP is required for small-scale testing. 40 C.F.R. § 172.45. See also § 17:34.
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existing EUP revoked, the applicant or permittee may contest the denial or revoca-
tion by submitting a written request for an opportunity to confer with EPA. The
Agency must make its final decision within twenty days after such conference.'

§ 17:20 Related applications and procedures—Special local needs
registrations

Under FIFRA § 24(c)," state governments may register uses of a pesticide that
have not been federally registered if the pesticide itself is federally registered for
other uses. The state must determine that the use is necessary to meet “special lo-
cal needs” (SLN) and the use in question must not have been previously denied, dis-
approved, or canceled by EPA. The SLN registration will authorize distribution and
use only within the granting state and is subject to disapproval within ninety days
by EPA. An SLN registration may not be issued for a food or feed crop use unless
there is an applicable tolerance or tolerance exemption.’

EPA may suspend a state’s authority to issue SLN registrations if it determines
that the state is not capable of exercising or has not exercised adequate controls to
ensure that SLN registrations will be consistent with the purposes of FIFRA. Such
a suspension of the state’s authority must be subject to advance notice to the state
and an opportunity for the state to respond.®

§17:21 Related applications and procedures—Transfers of registrations
and data rights—Registrations

Pesticide registrations may be transferred from one company to another. EPA
must receive a request that the registration be transferred; a transfer agreement
from both parties documenting their agreement to the transfer and containing
terms specified by EPA regulations; and a notarized statement from the transferor
that states that the transfer is legally authorized and that the person signing the
transfer agreement on behalf of the transferor is authorized to do so. EPA will
notify the companies in writing when the transfer has been completed, and will as-
sign a new pesticide registration number to the product in order to reflect the
transfer that has been made.!

§ 17:22 Related applications and procedures—Transfers of registrations
and data rights—Data rights

Recognizing that the data that support registrations often have a value indepen-
dent of the registrations themselves, EPA has promulgated a regulation governing
the transfer of exclusive use and compensation rights." The submitter of the data
must provide EPA with a document stating the name, address, and state of

[Section 17:19]

140 C.F.R. §§ 172.9 to 172.11.
[Section 17:20]

7 U.S.CA. § 136v(c).

2Gee generally 40 C.F.R. §§ 162.150 to 162.156.

%40 C.FR. § 162.55; FIFRA § 24(c)(4), 7 U.S.C.A. § 136v(c)(4).
[Section 17:21]

'40 C.F.R. § 152.135; EPA, Pesticide Registration Manual: Chapter 16—Transfer of Product
Registrations and Data Rights, available at https:/www.epa.gov/pesticide-registration/pesticide-
registration-manual-chapter-16-transfer-product-registrations-and.

[Section 17:22]

'40 C.F.R. § 152.98; EPA, Pesticide Registration Manual: Chapter 16—Transfer of Product
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incorporation (if any), of the transferor and transferee, and identifying in detail (for
example, name of the study, date of submission, name of the laboratory that
conducted the study, etc.) each piece of data being transferred; a statement of intent
irrevocably to transfer all rights in the identified data and that the parties
understand legal proscriptions of false statements; and the names and signatures of
the transferor and transferee. In addition, the transferor must submit a notarized
statement documenting its authority to make the transfer and that the transfer will
not violate applicable laws, court orders, or corporate or partnership documents.
The Agency will notify the parties of the effective date of the transfer, at which
point the transferee will be considered the “original data submitter” for exclusive
use and data compensation purposes.’

III. EXEMPTIONS

FIFRA and EPA regulations provide for several exemptions from the basic require-
ment that pesticides be registered and from the requirement that data be submitted
to support registration or amendment applications.

§ 17:23 Exemptions—Exemptions from registration requirement—
Experimental use permits

A pesticide is not required to be registered if it is being transferred in accordance
with an EUP.*

§ 17:24 Exemptions—Exemptions from registration requirement—
Transfers between registered establishments operated by same
company or under contract

A pesticide need not be registered if it is being transferred from one registered
establishment' to another operated by the same producer solely for packaging or use
as a component of another pesticide product.” EPA’s existing regulations define the
term “operated by the same producer” to mean that the establishments are owned
by, or leased for operation by and under the control of, the same person.®> Although
this definition excludes facilities owned or operated by persons who merely have
contractual arrangements, the transfer of pesticides between facilities not operated
by the same producer is authorized under certain circumstances.* An unregistered
pesticide may be transferred between establishments not operated by the same pro-
ducer if the transfer is solely for purposes of further formulation, packaging, or
labeling of a final product, and if each active ingredient present in the pesticide (at
the time of transfer) either is registered or is produced by the registrant of the final

Registrations and Data Rights, available at https:/www.epa.gov/pesticide-registration/pesticide-
registration-manual-chapter-16-transfer-product-registrations-and.

’See § 17:35.
[Section 17:23]

'FIFRA § 3(b)(2), 7 U.S.C.A. § 136a(b)(2); 40 C.F.R. § 152.30(c). See § 17:18 (experimental use
permits).

[Section 17:24]
1See § 17:63 (establishment registrations).
’FIFRA § 3(b)(1), 7 U.S.C.A. § 136a(b)(1); 40 C.F.R. § 152.30(a).
%40 C.F.R. § 152.1(q).
40 C.F.R. § 152.30(b).
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product. In addition, the transferred product must be appropriately labeled.’

§ 17:25 Exemptions—Exemptions from registration requirement—Export-
only

Under FIFRA § 17(a),' a pesticide need not be registered if it is being produced
solely for export to a foreign country. In 1993, prompted by increased concern about
the exportation of unregistered pesticides, and about pesticide residues, particularly
on imported food, EPA revised its final policy statement on pesticide exports.? To
qualify for this exemption from registration, the pesticide must be prepared or pack-
aged according to the directions of the foreign purchaser and the exporter must
obtain from the foreign purchaser a statement acknowledging that the pesticide is
not registered for use in, and cannot be sold in, the United States.? EPA transmits a
copy of that statement to the appropriate official of the importing country’s
government. In addition, producers of pesticides intended for export must comply
with the establishment registration and related reporting requirements of FIFRA,
and must comply with specified labeling requirements designed to prevent mis-
branding of pesticide products as set forth in FIFRA § 2(q).* In a related provision,
FIFRA provides that EPA must, through the State Department, notify governments
of other countries and appropriate international agencies when a pesticide registra-
tion—or the cancellation or suspension of a registration—becomes effective or is
terminated. Upon request, EPA’s notification shall include supporting information
and information regarding other registered pesticides that could be used instead of
the pesticide that is the subject of the notification.” EPA also has provided guidance
on the circumstances under which unregistered pesticides may be imported into the
United States for formulation into export products.®

§ 17:26 Exemptions—Exemptions from registration requirement—
Emergency exemptions

FIFRA § 18" authorizes EPA to exempt federal or state agencies from any provi-
sion of FIFRA in the event that emergency conditions require such an exemption.
EPA regulations specify when state or federal government agencies will be permit-

°40 C.F.R. § 152.30; see 40 C.F.R. § 156.10.
[Section 17:25]
17 U.S.C.A. § 1360(a); see also 40 C.F.R. § 152.30(d).
°58 Fed. Reg. 9062 (Feb. 18, 1993).
%58 Fed. Reg. 9062, 9087. The exporter must certify that the exportation of the unregistered

pesticide did not occur until after the exporter received the signed acknowledgment from the foreign
purchaser. Id. at 9089.

“FIFRA § 2(q), 7 U.S.C.A. § 136(q). See FIFRA § 17(a)(1), 7 U.S.C.A. § 1360(a)(1). In addition,
EPA has provided several notices and guidance regarding labeling compliance issues. 78 Fed. Reg.
4073 (Jan. 18, 2013); 79 Fed. Reg. 75752 (Dec. 19, 2014); EPA, FIFRA Pesticides Export Policy,
Questions and Answers, Issues: Supplemental Labeling; Effective Date; Registration Status for Label-
ing Purposes; Foreign Purchaser Acknowledgement Statements; Confidentiality (May 27, 1993), avail-
able at https:/www.epa.gov/sites/production/files/2014-05/documents/supplabel.pdf; EPA, FIFRA
Pesticides Export Policy, Questions and Answers, Issues: Research and Development Pesticides; Active
Ingredient Concentrations (Aug. 31, 1993), available at https://www.epa.gov/sites/production/files/2014-
05/documents/ai.pdf; EPA, FIFRA Pesticides Export Policy, Interpretive Guidance, Issue: Multilingual
Labeling (Apr. 8, 1993), available at https:/www.epa.gov/sites/production/files/2014-05/documents/
multilanglabel.pdf.

FIFRA § 17(b), 7 U.S.C.A. § 1360(b).

®See PR. Notice 99-1 (Mar. 1999).
[Section 17:26]
'FIFRA § 18, 7 U.S.C.A. § 136p.

133



§ 17:26 Law or ENVIRONMENTAL PROTECTION

ted to use unregistered pesticides in response to an emergency.” The Agency’s
regulations provide that an emergency exists when there is an “urgent, non-routine”
situation requiring the use of a pesticide to control a new pest not previously preva-
lent in the United States, to control significant risks to health, the environment,
beneficial organisms, or endangered species, or to prevent specified types of eco-
nomic loss, and there is no registered pesticide or economically or environmentally
feasible alternate method of control available.* The exemptions granted can be very
specific and time-limited; EPA has developed a database so companies can search
(by chemical, site, pest, applicant, or date range) to determine if an emergency
exemption has been issued and its expiration date.*

As a result of FQPA, FFDCA now requires EPA to establish a tolerance or exemp-
tion from tolerance when approving a § 18 emergency exemption.” EPA may estab-
lish the tolerance without providing for public notice and comment, but the toler-
ance must have an expiration date and must meet the safety standard of FFDCA
§ 408.°

§ 17:27 Exemptions—Exemptions from registration requirement—OQOther
exemptions authorized by EPA

EPA may exempt pesticides from FIFRA provisions if the Agency determines the
pesticides are adequately regulated by another federal agency or are of a type that
need not be subject to FIFRA to carry out the purposes of the statute (e.g., because
the pesticides pose a negligible risk to human health or the environment, and the
burden imposed by regulation is not justified).!

Substances exempted from the very definition of a pesticide include the following
substances, provided they meet the criteria set forth in the regulations: (1) liquid
chemical sterilants; (2) nitrogen stabilizers; (3) human drugs; (4) animal drugs; (5)
animal feeds; (6) vitamin hormone products; and (7) products intended to aid the
growth of desirable plants, namely plant nutrient products, plant inoculant products,
and soil amendments.? On March 25, 2019, EPA released draft guidance entitled
Draft Guidance for Plant Regulator Label Claims, Including Plant Biostimulants in
an attempt to “reduce confusion, in both the regulatory community and regulatory
agencies, as to whether specific products are or are not subject to registration as a
pesticide under FIFRA.”

Pesticides exempted by EPA regulations from some or all of the statute’s registra-
tion requirements include: (1) pesticides transferred solely for purposes of disposal,
subject to certain prohibitions on misbranding and certain Agency regulations
recommending procedures for pesticide disposal; (2) certain biological control agents;
(3) new drugs within the jurisdiction of FDA under FFDCA; (4) pheromones used in
pheromone traps; (5) preservatives for biological specimens; (6) foods (without active
ingredients) used to attract pests; (7) certain uses of natural cedar products; and (8)

40 C.F.R. pt. 166.
%40 C.FR. § 166.3(d).

“EPA, Emergency Exemption Database, available at: https:/iaspub.epa.gov/apex/pesticides/f?p=
124:2.

SFFDCA § 408(1)(6), 21 U.S.C.A. § 346a(1)(6).
®See § 17:9.
[Section 17:27]

'FIFRA § 25(b), 7 U.S.C.A. § 136w(b). EPA also proposed to exempt from FFDCA tolerance
requirements some edible food commodities used as pesticides. 63 Fed. Reg. 37307 (July 10, 1998). The
proposal was never finalized.

?40 C.F.R. § 152.6.

%84 Fed. Reg. 11538 (Mar. 27, 2019).
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articles or substances treated with or containing pesticides intended to protect the
articles or substances themselves.*

EPA has developed guidance clarifying the scope of the “treated article” exemp-
tion and the types of claims that may be made for articles treated with or contain-
ing pesticides without registering the treated article itself.®> EPA has brought a
number of enforcement actions attempting to control the claims, in the marketing of
unregistered treated products, that the treated product has health protective effects.®
In discussing its enforcement priority for the “marketing of unregistered pesticide-
treated products with illegal, unsubstantiated public health claims” that do not
meet the treated article exemption criteria, EPA states it “is concerned about these
claims because, in addition to being unlawful, they are also potentially harmful to
the public (e.g., if people believe that a product has a self-sanitizing quality, they
may become lax in their hygiene practices).””

EPA also has issued “minimum risk” pesticide regulations under a Section 25(b)
rule exempting a number of nontoxic active ingredients (many of them natural sub-
stances) from most FIFRA requirements.®

§ 17:28 Exemptions—Exemptions from data requirements—Waivers

In listing the data requirements that must be satisfied to obtain a pesticide
registration, EPA has recognized that the generally applicable requirements may
not be appropriate for each type of product to which they apply.' Accordingly, EPA
has provided for case-by-case review of applicant requests that data requirements
be waived, either because the data would be impossible to generate or because they
would not be useful to EPA’s risk-benefit evaluation.”? A waiver request must be
made in writing, generally after a preliminary discussion with the appropriate EPA
product manager, and must justify the waiver, describe any unsuccessful attempts
to generate the required data, and supply any other information that the applicant
believes appropriate, along with suggesting alternative means of obtaining data
that would address the concern underlying the requirement.?

Although EPA states that it cannot specify all of the circumstances in which a
waiver might be appropriate, the Agency will consider factors such as the anticipated
use of and exposure to the pesticide, the impact of the data costs on the incentives
for pesticide registrants to develop the data, the differences between various classes
of pesticides, particularly differences between agricultural and nonagricultural
pesticides, and similar factors. The Agency will notify the applicant in writing of its

440 C.F.R. § 152.25(a) to (e).

®See EPA, Applicability of the Treated Articles Exemption to Antimicrobial Pesticides, PR Notice
2000-1 (Mar. 2000); 65 Fed. Reg. 7007 (Feb. 11, 2000); and changes to “Effective Date and Procedures”
for PR Notice 2000-1, PR Notice 2000-10 (Dec. 2000).

®See, e.g., EPA, EPA Orders Joyce Chen, Inc. to Stop Sale of Cutting Boards that Make Unproven
Pesticidal Claims, EPA Note to Correspondents (July 1, 1997).

"EPA, Consumer Products Treated with Pesticides, available at https:/www.epa.gov/
safepestcontrol/consumer-products-treated-pesticides.

%40 C.F.R. § 152.25(f); 61 Fed. Reg. 8876 (Mar. 6, 1996); 80 Fed. Reg. 80653, 80660 (Dec. 28,
2015).

[Section 17:28]
'40 C.F.R. §§ 152.91, 158.45.

40 C.FR. § 158.45(a). The FQPA amendments to FIFRA explicitly authorize waivers of data on
minor uses if there are sufficient other data for EPA to conclude that the use will not pose unreason-
able adverse effects. FIFRA § 3(c)(2)(E), 7 U.S.C.A. § 136a(c)(2)(E).

340 C.F.R. § 158.45(b).
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decision on a waiver request and may provide public notice of the decision.’

§ 17:29 Exemptions—Exemptions from data requirements—Data gaps

As noted in the discussion of conditional registrations, a registration applicant
need not satisfy a data requirement at the time the application is submitted when
that data requirement has not yet been satisfied by previous registrants of the same
or a similar product.' Certain applicants cannot defer a data requirement on the
basis of such a “data gap,” for example, when the applicant is seeking the registra-
tion of a product containing a new active ingredient or is seeking to add a new use
pattern to a registered product and data are needed to demonstrate whether the
new use would substantially increase the risk of unreasonable adverse effects on the
environment.’

§ 17:30 Exemptions—Exemptions from data requirements—Formulator’s
exemption

Under the “formulator’s exemption” of FIFRA § 3(c)(2)(D),* as interpreted by EPA
regulations,” a registrant need not submit, cite, or pay compensation for data relat-
ing to the safety of an active ingredient in the registrant’s product if that active in-
gredient is purchased from another company in a form that is already registered
with EPA.

Originally, the statute limited eligibility for the formulator’s exemption to ap-
plications for registration of end-use products. EPA’s data compensation regula-
tions, however, extended the exemption and made it available to intermediates and
technical products that contain purchased, registered pesticides.®> A judicial chal-
lenge to EPA’s expansion of the exemption as unauthorized by FIFRA was
unsuccessful.* The 1988 FIFRA amendments redrafted § 3(c)(2)(D), bringing its
language into line with the EPA regulations and the judicial interpretation.®

A company eligible for the formulator’s exemption will still be required to submit
or cite some data (product chemistry and acute toxicity) on the end-use formulation.
It can either cite and offer to pay for such data if another company has submitted
data on an end-use formulation like the applicant’s, or it can itself generate and
submit these less expensive types of data. If a registrant who obtained a registra-
tion in reliance on the formulator’s exemption subsequently changes its source of
supply so that it no longer qualifies for the formulator’s exemption, it is required to
comply with the data compensation procedures, including compensation offers.

IV. ADDITIONAL INFORMATION REQUIREMENTS

§ 17:31 Data call-ins—Requirement to submit additional data on
previously registered pesticides

4See 40 C.F.R. § 158.45; FIFRA §8§ 3(c)(2)(A), 25(a)(1), 7 U.S.C.A. §§ 136a(c)(2)(A), 136w(a)(1).
[Section 17:29]

1See § 17:15 (conditional registrations).

40 C.F.R. § 152.96. EPA eliminated requirements that applicants certify a data gap in 2014. 79
Fed. Reg. 6826 (Feb. 5, 2014).

[Section 17:30]
17 U.S.C.A. § 136a(c)(2)(D).
240 C.F.R. § 152.85.
%40 C.FR. § 152.85.
“See PBI-Gordon Corp. v. Thomas, 609 F. Supp. 135 (W.D. Mo. 1985).

®Specifically, the words “an end-use product” were deleted and replaced with “the pesticide that is
the subject of the application.”
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FIFRA § 3(c)(2)(B)" authorizes EPA to require from registrants the submission of
additional data, beyond the data that were initially required to obtain the registra-
tions, when the Agency determines that such additional data are necessary to
maintain the registrations in effect. Such DCIs are generally part of EPA’s continu-
ing effort to bring existing pesticide data bases up to modern standards, but they
also may be initiated when EPA learns of a potential risk posed by a registered
pesticide and concludes that additional data are needed to evaluate the risk.

When a DCI is issued, a notice of the new data requirements is sent to each
company holding a registration for the active ingredient in question. Within ninety
days of receipt of the notices, affected registrants must provide to EPA evidence
that they are taking appropriate steps to satisfy the additional data requirements.’
The Agency is authorized to suspend the registration of any company that does not
take such appropriate steps toward producing the new data.®

Data that have been submitted pursuant to a DCI may be cited, subject to compli-
ance with applicable data compensation requirements,* by subsequent applicants for
registration.’

§ 17:32 Data call-ins—Methods for satisfying

There are several methods by which affected registrants may satisfy DCI
requirements. Obviously, any affected company can generate and submit the
required data on its own. The statute also authorizes, but does not require, two or
more registrants to develop the data jointly or to share the cost of developing the
data.” The pesticide industry has taken advantage of this provision by forming task
forces to share the costs of developing generic exposure data required by EPA DCls.
EPA has stated that data generated by the task forces may be acceptable for many
pesticide registrations in the United States and has informed all pesticide
registrants of the task forces’ existence.’

In addition, DCI notices typically specify other steps that a registrant may be able
to take to comply with a DCI. Such steps include demonstrating that the registrant
is eligible for the formulator’s exemption;® requesting a voluntary cancellation of the
product registration or the registered use to which the additional data pertain;
submitting existing data that the registrant believes will satisfy the new require-
ments; or requesting and obtaining either a waiver of the requirements as unneces-
sary or inappropriate,’ or an extension of the deadline for submitting the data.

In addition, EPA has taken the position that it will not suspend the registration
of any company that makes a “bona fide offer” to share in the costs of developing the
data, even if that offer is not accepted by the company or group of companies actu-

[Section 17:31]
7 U.S.C.A. § 136a(c)(2)(B).
’FIFRA § 3(c)(2)(B){) to (ii), 7 U.S.C.A. § 136a(c)(2)(B){) to (ii).
SFIFRA § 3(c)(2)(B)(iv), 7 U.S.C.A. § 136a(c)(2)(B)(iv). See § 17:51.
“See § 17:35 (data compensation and arbitration).
FIFRA § 3(c)(2)(B)(v), 7 U.S.C.A. § 136a(c)(2)(B)(v).

[Section 17:32]
'FIFRA § 3(c)(2)(B)(ii), 7 U.S.C.A. § 136a(c)(2)(B)(ii).

2See, e.g., EPA, Announcing the Formation of Two Industry-Wide Task Forces: Agricultural
Reentry Task Force and Outdoor Residential Exposure Task Force, PR Notice 94-9 (Dec. 1994). Prior to
that, EPA announced the formation of the Spray Drift Task Force to develop and satisfy data require-
ments for virtually all pesticide products. PR Notice 90-3 (Apr. 1990).

3See § 17:30 (formulator’s exemption).
4See § 17:28 (data waivers).
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ally taking the lead in producing the data. To make a bona fide offer, in EPA’s view,
a company must offer to share costs (a specific dollar amount need not be offered), to
negotiate over the terms of the sharing arrangement, and to be bound by arbitration
under § 3(c)(2)(B)(iii);®> and the offer must be irrevocable. Many data generators
believe that, as a practical matter, EPA’s position effectively makes data sharing
mandatory, although at least one court has found no inconsistency between EPA’s
policy and the voluntary nature of joint data development under the DCI provisions
of FIFRA.®

§17:33 Reporting of new adverse effects information

FIFRA § 6(a)(2)" provides: “[ilf at any time after the registration of a pesticide the
registrant has additional factual information regarding unreasonable adverse ef-
fects on the environment of the pesticide,” the registrant shall submit such informa-
tion to [EPA].”

EPA previously described its view of the obligations imposed by this requirement
in a 1978 interpretive memorandum,® a 1979 enforcement policy,’ and a 1985 rule
codifying, in regulation form and with a few changes, the views expressed in the
memorandum and enforcement policy.> In 1997, EPA published a final rule, reflect-
ing its current—and broader—view of § 6(a)(2) reporting obligations and the parties
subject to them.®

EPA has long taken the position, upheld in federal court,” that it is the Agency
rather than the registrant that must determine the reliability and regulatory signif-
icance of a particular piece of information pertaining to the adverse effects of a
pesticide. Accordingly, a registrant may not withhold information indicating that
adverse effects are associated with a pesticide, even if the registrant believes that
the information is unreliable or insufficient to support a change in the terms or
conditions of its registration. In short, EPA takes a very broad view of § 6(a)(2) as

57 U.S.C.A. § 136a(c)(2)(B)(iii). See § 17:37 (arbitration).

6Mobay Chemical Corp. v. Costle, 517 F. Supp. 254, 273-75 (W.D. Pa. 1981), judgment affd in
part, vacated in part, 682 F.2d 419 (3d Cir. 1982).

[Section 17:33]
17 U.S.CA. §136d(a)(2).
2See § 17:9 (unreasonable adverse effects on the environment).
%43 Fed. Reg. 37611 (Aug. 23, 1978).
44 Fed. Reg. 40716 (July 12, 1979).

°50 Fed. Reg. 38121 (Sept. 20, 1985). Although this rule appeared in the C.F.R., it was never
made effective.

®62 Fed. Reg. 49370 (Sept. 19, 1997) (effective June 16, 1998) (codified at 40 C.F.R. pt. 159, subpt.
D). In response to a number of questions and criticisms regarding the new rule, EPA made some
technical corrections to the rule and issued additional guidance clarifying the Agency’s position on
some issues raised by the rule. See 63 Fed. Reg. 41192 (Aug. 3, 1998); 63 Fed. Reg. 33580 (June 19,
1998); PR Notice 98-4 (Aug. 1998); PR Notice 98-3 (Apr. 1998). Among other things, EPA corrected the
definition of “registrant” from the September 19, 1997, regulation and delayed the date of compliance.

"With one exception, the Agency’s 1978 interpretation was upheld as within EPA’s statutory
authority under § 6(a)(2) in Chemical Specialties Mfrs. Ass’n v. U. S. Environmental Protection Agency,
484 F. Supp. 513, 14 Env’t. Rep. Cas. (BNA) 2103, 10 Envtl. L. Rep. 20430 (D.D.C. 1980). The court
held that because § 6(a)(2) requires only the submission of factual information, EPA’s 1978 memoran-
dum was incorrect in requiring the submission of certain expert opinion information. Id. at 518. In the
1997 rule, with additional interpretations in PR Notice 2000-8, EPA takes the position that the court’s
statement regarding opinion evidence was merely dicta and the Agency continues to regard such infor-
mation as reportable under certain circumstances. See 40 C.F.R. § 159.158(a); 62 Fed. Reg. 49370,
49377 to 49378; PR Notice 2000-8 (Sept. 2000). This position was upheld in American Crop Protection
Ass’n v. U.S. E.P.A., 182 F. Supp. 2d 89, 54 Env’t. Rep. Cas. (BNA) 1059, 32 Envtl. L. Rep. 20442
(D.D.C. 2002).
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requiring the submission of information in the registrant’s possession, pertaining to
a pesticide for which the registrant holds a registration, that (in the words of the
1978 interpretive memorandum) “would be relevant to an Agency decision regarding
the risks and benefits of the pesticide, i.e., an Agency decision regarding the
registrability of the pesticide or regarding the proper terms and conditions of the
registration.”

In general, EPA’s current regulations provide more detailed guidance than the
1978 and 1979 interpretations regarding the particular types of information that
the Agency believes must be reported under § 6(a)(2). The regulations address the
reporting of study results, incidents, and other information and describe toxicity,
environmental effects, contamination, toxic constituents or breakdown products,
and product performance failure information that must be reported.’ The regula-
tions also discuss the mechanics of reporting, discussing when information must be
reported (generally within thirty calendar days except for certain incident reports,
which must be submitted more quickly if they involve human fatalities, but may be
reported over longer time periods if they involve specified, less serious effects),”® and
how the information is to be submitted."* There are limited exemptions from report-
ing, including when the information is “clearly erroneous” or is already available to
the Agency."”

Other requirements codified in the regulations include the following:

e Reporting requirements apply to former as well as current registrants, al-

though the obligations of former registrants may be more limited in scope.™

e Future registrants are also covered, as an applicant for registration must

submit at the time of application all information that would be reportable
under § 6(a)(2) if the pesticide were already registered.™

e Reporting obligations may be triggered by information received by a

registrant’s agents—including, according to EPA, supplemental distributors,
consultants, contract laboratories, and attorneys—as well as by its employees.™

e Provisions required the submission of certain information obtained prior to

the promulgation of the final rule.™

e Regulations clarify the scope of registrants’ responsibilities and liabilities.

e [EPA takes the position, disputed by some, that serious failures to comply with

843 Fed. Reg. 37611 (emphasis added); 62 Fed. Reg. 49370, 49371 to 49372; 40 C.F.R. § 159.158(a).

°See 40 C.F.R. §§ 159.165 and 159.167 (toxicological and ecological studies; preamble discussion,
62 Fed. Reg. 49370, 49380; 40 C.F.R. § 159.170) (human epidemiological and exposure studies; pream-
ble discussion, 62 Fed. Reg. 49370, 49380); 40 C.F.R. § 159.178 (pesticides detected in food, feed, or wa-
ter; preamble discussion, 62 Fed. Reg. 49370, 49380 to 49381); 40 C.F.R. § 159.179 (information on
metabolites, degradates, contaminants, and impurities; preamble discussion, 62 Fed. Reg. 49370,
49381); 40 C.F.R. § 159.184 (toxic or adverse effect incident reports; preamble discussion, 62 Fed. Reg.
49370, 49381 to 49384); 40 C.F.R. § 159.188 (failure of performance; preamble discussion, 62 Fed. Reg.
49370, 49384 to 49386); 40 C.F.R. § 159.195 (other reportable information not otherwise described; pre-
amble discussion, 62 Fed. Reg. 49370, 49386). Despite a district court opinion’s statement in Chemical
Specialties Mfrs. Ass'n v. EPA that benefits information is beyond the scope of § 6(a)(2), EPA continues
to require certain “benefits” information (i.e., information regarding failures of products to perform as
claimed) and characterizes the district court opinion as “clearly incorrect.” See 40 C.F.R. § 159.188; 62
Fed. Reg. 49370, 49386; 484 F. Supp. at 513.

%40 C.F.R. §§ 159.155, 159.184(d).

"40 C.F.R. § 159.156.

240 C.F.R. § 159.158(b).

1340 C.FR. §§ 159.153, 159.160; see also 62 Fed. Reg. 49370, 49373.

Y40 C.F.R. §§ 159.152(b), 152.50(f)(3).

°40 C.F.R. § 159.153; 62 Fed. Reg. 49370, 49373 to 49374.

%40 C.F.R. § 159.159.
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§ 6(a)(2) requirements could result in a pesticide’s cancellation, not simply

because the information itself suggests that cancellation is justified but as a

sanction for non-reporting."’
EPA issued a guidance document clarifying its position with regard to privileged
information.”® EPA does not consider an attorney’s professional legal judgment as
an opinion or conclusion and therefore does not require reporting of such judgments:
“[o]pinions and conclusions rendered as the professional legal judgment of an at-
torney are not relevant to EPA’s assessment of the risks or benefits of a pesticide
and are not required to be reported under part 159.”*° However, “[t]o the extent that
the attorney engages in activities that do not necessarily call for the professional
legal judgment of an attorney, the attorney’s opinions and conclusions may become
reportable under part 159.7%°

§17:34 Other new data requirements

The FQPA authorizes—or requires—EPA to use its data collection authorities to
obtain certain additional information relating to pesticides. First, it authorizes EPA
to require the submission of additional information determined to be necessary to
support the continuation of a pesticide tolerance or tolerance exemption.® The
Agency may do so under its FIFRA § 3(c)(2)(B) DCI authority,” its authority to issue
rules requiring testing of chemical substances pursuant to § 4 of the Toxic Sub-
stances Control Act (TSCA),® or by means of an order issued as prescribed in FFDCA
§ 408(H)(1)(C).*

In addition, FQPA requires EPA to develop and implement a program to screen
all pesticide chemicals (active and inert ingredients) for “estrogenic effects,” i.e., ef-
fects in humans similar to those produced by naturally occurring estrogens, or other
endocrine effects designated by EPA. EPA may exempt substances from the screen-
ing program if it determines that they are not anticipated to produce estrogenic
effects.” EPA has published notices describing the major elements of its planned
Endocrine Disruptor Screening Program (EDSP).° In 2009, EPA issued the final list
of the first group of 67 chemicals that were screened under EDSP for Tier 1 testing,
including pesticide active ingredients and High Production Volume (HPV) chemicals
used as pesticide inert ingredients, and announced the second list of 109 chemicals
in 2013.” EPA continues to develop policies and procedures, review screening results,
and develop test guidelines under the EDSP.

V. DATA COMPENSATION AND ARBITRATION

762 Fed. Reg. 49370, 49372 (Sept. 19, 1997).
8See PR Notice 2000-8 (Sept. 2000).
rd.
2rd.
[Section 17:34]
'FFDCA § 408(f), 21 U.S.C.A. § 346a().
%See § 17:31.
%15 U.S.C.A. § 2603.
921 U.S.C.A. § 346a(f)(1)(C).
*FFDCA § 408(p), 21 U.S.C.A. § 346a(p).

€See, e.g., 63 Fed. Reg. 42852 (Aug, 11, 1998); 63 Fed. Reg. 71542 (Dec. 28, 1998); 70 Fed. Reg.
56449 (Sept. 27, 2005); 72 Fed. Reg. 38577 (July 13, 2007); 74 Fed. Reg. 17560 (Apr. 15, 2009).

74 Fed. Reg. 17579 (Apr. 15, 2009); 78 Fed. Reg. 35922 (June 14, 2013), modified May 2014
(https://www.epa.gov/endocrine-disruption/final-second-list-chemicals-tier-1-under-endocrine-
disruptor-screening-program).
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§ 17:35 Mandatory data licensing and exclusive use under § 3(c)(1)(F)—
The statutory provisions

EPA’s consideration of previously submitted data cited by a subsequent registra-
tion applicant is governed by the “data compensation” and “exclusive use” provi-
sions of FIFRA § 3(c)(1)(F)." FQPA expressly provided that data submitted to sup-
port pesticide tolerances and exemptions are protected by these provisions.”? FIFRA
Section 3(c)(1)(F) permits an applicant for a new or amended registration to support
its application by citing relevant data previously submitted to EPA by another
registrant (or registrants) instead of generating a new set of data. The data submit-
ters’ permission is not required for an applicant to rely on the previously submitted
data, but EPA may not consider the data to support the new applicant’s registration
application unless the applicant has offered to compensate the data submitters for
reliance on the data. A registration applicant can identify the companies to which
compensation offers must be sent by consulting EPA’s “Data Submitters List,”
which lists data submitters according to the active ingredient on which they have
submitted data. A company is entitled to receive compensation for a period of fifteen
years following the submission of the data to support the subsequent registrants.®

EPA may issue a me-too registration once the applicant has extended the required
offers of compensation, even if the applicant and the data submitter have not yet
agreed upon, or an arbitrator determined, the amount of compensation that is
appropriate. Thus, compensation disputes do not delay issuance of a registration.’

Under the “exclusive use” provision,” data submitted in support of a pesticide
containing a new active ingredient first registered after September 30, 1978, may
not be used to support the application of any other registration applicant for a pe-
riod of ten years following the registration of the new pesticide. Additional exclusive-
use protection may be available if the registrant submits data supporting minor
uses of a pesticide.® An applicant seeking to register a product on which there are
exclusive use data in EPA’s files will therefore either have to generate its own new
data or obtain the exclusive use data submitter’s permission to rely on the earlier,
protected data.

EPA has promulgated regulations to implement data submitters’ data compensa-
tion and exclusive use rights.” The regulations include procedures by which data
submitters can challenge subsequent registrations on the grounds of failure to
comply with applicable data submission, compensation, and exclusive use
provisions.®

§17:36 Mandatory data licensing and exclusive use under § 3(c)(1)(F)—
The Monsanto decision

The mandatory data licensing provisions were controversial upon their enactment
in 1972. Because the data compensation provisions were linked to the statutory pro-

[Section 17:35]

17 US.C.A. §136a(c)(1)(F). Pub. L. No. 102-237 (effective Dec. 1991) redesignated FIFRA
§ 3(c)(1)(D), the previous data compensation provision, as § 3(c)(1)(F), but made no substantive changes.
See generally 40 C.F.R. pt. 152. See also § 17:4.

’FFDCA § 408(i), 21 U.S.C.A. § 346a(i).

SFIFRA § 3(c)(1)(F)(iii), 7 U.S.C.A. § 136a(c)(1)(F)(iii).

“See generally FIFRA § 3(c)(1)(F)(ii), 7 U.S.C.A. § 136a(c)(1)(F)(ii). See § 17:37 (arbitration).
°*FIFRA § 3(c)(1)(F)(i), 7 U.S.C.A. § 136a(c)(1)(F)(i).

SFIFRA § 3(c)(1)(F)(i), (v), (vi), 7 U.S.C.A. § 136a(c)(1)(F)(ii), (v), (vi).

40 C.F.R. pt. 152.

840 C.FR. §§ 152.99, 152.116.
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visions governing disclosure and confidentiality of information submitted to EPA, a
data submitter that claimed its data to be trade secret could make those data un-
available for citation by subsequent applicants. In 1978, however, Congress amended
§ 3(c)(1)(F) to add the exclusive use provisions and to sever the link between FIFRA’s
compensation and confidentiality provisions.' Thus, the 1978 statute made all data
other than those protected by the exclusive use provisions subject to citation by
subsequent applicants without the data submitter’s permission.

Many data submitters were critical of FIFRA’s mandatory licensing scheme, argu-
ing that it failed to provide an adequate incentive for innovation and the develop-
ment of new products. As a result, a number of legal challenges were filed, alleging
that FIFRA effected an unconstitutional taking of the data submitters’ property
rights in their data without just compensation. All of these challenges were rejected
by the courts until April 1983,> when the Eastern District of Missouri declared
FIFRA’s mandatory data licensing provisions unconstitutional in Monsanto Co. v.
Acting Administrator, EPA.® The issuance of registrations in reliance on previously
submitted data without the permission of the submitter was enjoined while the
Supreme Court reviewed the case.

In June 1984, the Supreme Court unanimously reversed the district court’s deci-
sion and held that the data compensation scheme of § 3(c)(1)(F) is constitutional.’
Relying on an evaluation of data submitters’ “reasonable investment-backed expecta-
tions,” the Court held that there could not have been such expectations that data
submitted before 1972 could not be cited because the practice followed by USDA and
EPA before 1972 had apparently been to consider existing data in acting on new ap-
plications for registration. Similarly, registrants could not reasonably expect to
protect from citation data submitted after 1978, when FIFRA made it clear that all
non-exclusive use data would be subject to citation. Thus, for pre-1972 and post-
1978 data, the Court found that there would be no taking.

§ 17:37 Arbitration—The statutory provisions

Under both §§ 3(c)(1)(F) and 3(c)(2)(B), disputes over appropriate compensation or
cost-sharing are to be resolved by binding arbitration.’ Although the 1972 version of
FIFRA had provided that compensation disputes were to be resolved by EPA through
adjudicatory hearing procedures, the Agency advocated a change when the law was
amended in 1978. EPA cited its lack of experience and expertise in resolving the
economic and competitive questions raised by compensation disputes,” and Congress
responded by amending the law to provide for arbitration of such disputes. Under

[Section 17:36]
'See § 17:35.

“See, e.g., Dow Chemical Co. v. Train, 423 F. Supp. 1359, 9 Env’t. Rep. Cas. (BNA) 1678, 7 Envtl.
L. Rep. 20262 (E.D. Mich. 1976); Mobay Chemical Corp. v. Costle, 517 F. Supp. 254, 16 Env’t. Rep. Cas.
(BNA) 1273 (W.D. Pa. 1981), judgment aff'd in part, vacated in part, 682 F.2d 419, 17 Env’t. Rep. Cas.
(BNA) 1737, 12 Envtl. L. Rep. 20776 (3d Cir. 1982); Petrolite Corp. v. U.S. Environmental Protection
Agency, 519 F. Supp. 966, 18 Env’t. Rep. Cas. (BNA) 1024, 11 Envtl. L. Rep. 20751 (D.D.C. 1981);
Chevron Chemical Co. v. Costle, 499 F. Supp. 732, 11 Envtl. L. Rep. 20147 (D. Del. 1980), judgment
affd, 641 F.2d 104, 16 Env’t. Rep. Cas. (BNA) 2004, 11 Envtl. L. Rep. 20156 (3d Cir. 1981).

*Monsanto Co. v. Acting Adm’r, U.S. E.PA., 564 F. Supp. 552, 18 Env’t. Rep. Cas. (BNA) 2081, 13
Envtl. L. Rep. 20561 (E.D. Mo. 1983), vacated and remanded, 467 U.S. 986, 104 S. Ct. 2862, 81 L. Ed.
2d 815, 21 Env’t. Rep. Cas. (BNA) 1062, 14 Envtl. L. Rep. 20539 (1984).

“Ruckelshaus v. Monsanto Co., 467 U.S. 986, 104 S. Ct. 2862, 81 L. Ed. 2d 815 (1984).
[Section 17:37]

7 U.S.C.A. §§ 136a(c)(D)(F)(i), (c)(2)(B)(ii).

2See, e.g., HR. Rep. No. 95-343, pt. 1, at 8 (1977), 1977 U.S.C.C.A.N. at 1974.
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§ 3(c)(1)(F), arbitration may be requested if the parties have not agreed on the
amount and terms of compensation for the use of data after ninety days from
delivery of the offer to compensate.® Section 3(c)(2)(B) provides that, within sixty
days of notifying EPA that they have agreed to develop additional data jointly, the
registrants are to agree on the terms of the data development arrangement or on a
procedure for reaching such an agreement. If such a further agreement is not
reached within that time period, any of the registrants may initiate binding arbitra-
tion proceedings.*

The statute provides that arbitration is initiated by filing a request with the
Federal Mediation and Conciliation Service (FMCS) to appoint an arbitrator from
the roster of such arbitrators maintained by FMCS.® In actuality, because FMCS
has delegated its authority to the American Arbitration Association (AAA), the
arbitration requests are filed with AAA. FIFRA arbitrations are conducted pursuant
to rules based on AAA’s Commercial Arbitration Rules that were promulgated by
FMCS.*

FIFRA provides that the findings and determinations of the arbitrator shall be
final and conclusive, and are not subject to judicial review except for fraud, misrep-
resentation, or other misconduct by one of the parties to the arbitration or the
arbitrator. A lawsuit seeking review of an arbitration award must be based on a
verified complaint with supporting affidavits attesting to specific instances of the al-
leged fraud, misrepresentation, or other misconduct.’

Under FIFRA § 3(c)(1)(F), EPA is to deny the registration application (or cancel
the registration, if already issued) of a registration applicant that fails to participate
in a procedure for reaching an agreement on compensation, fails to participate in an
arbitration, or fails to comply with an agreement or arbitration award. A data
submitter who fails to comply shall forfeit its right to compensation.® Similarly,
under § 3(c)(2)(B), if EPA determines that a registrant has failed to take appropri-
ate steps to participate in a procedure for reaching an agreement concerning the
joint data development arrangement or in an arbitration proceeding decision
concerning a joint data development agreement, EPA may issue a notice of intent to
suspend the registration for which the additional data are required.’

§ 17:38 Arbitration—The Union Carbide decision

In addition to challenging the basic concept of mandatory data licensing,' data
submitters also challenged FIFRA’s reliance on binding arbitration to resolve data
compensation disputes. As in Monsanto, they were successful in district court, but
the district court decision was subsequently overturned by a unanimous Supreme
Court.

In Thomas v. Union Carbide Agricultural Products Co.,? the arbitration features
of FIFRA were challenged on the grounds that they delegate federal judicial power

*FIFRA § 3(c)(1)(F)(i), 7 U.S.C.A. § 136a(c)(1)(F)ii).

*FIFRA § 3(c)(2)(B)(iii), 7 U.S.C.A. § 136a(c)(2)(B)(iii).

SFIFRA §§ 3(c)(1)(F)(ii), 3(c)(2)(B)(iii), 7 U.S.C.A. §§ 136a(c)(1)(F)(i), 136a(c)(2)(B)(iii).
®See 29 C.F.R. pt. 1440.

'FIFRA §§ 3(c)(1)(F)(ii), 3(c)(2)(B)(iii), 7 U.S.C.A. §§ 136a(c)(1)(F)({i), 136a(c)(2)(B)(iii). See, e.g.,
Cheminova A/S v. Griffin L.L.C., 182 F. Supp. 2d 68 (D.D.C. 2002).

8FIFRA § 3(c)(1)(F)Gi), 7 U.S.C.A. § 136a(c)(1)(F)(ii).
°FIFRA § 3(e)(2)(B)(iv), 7 U.S.C.A. § 136a(iv). See § 17:51 (suspension).
[Section 17:38]
'See § 17:35.
>Thomas v. Union Carbide Agr. Products Co., 473 U.S. 568, 105 S. Ct. 3325, 87 L. Ed. 2d 409
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to individuals, i.e., the arbitrators, who do not have the constitutional attributes of
federal judges (such as presidential appointment and lifetime tenure) and whose de-
cisions in most instances are not reviewable by federal courts. Although this issue
had been raised in Monsanto, the Supreme Court did not decide it in this case, find-
ing it not yet ripe for review. In Union Carbide, however, the Court found the issue
ripe and held that the arbitration remedy was a sufficient mechanism for implement-
ing the statutorily created right to data compensation. The Court found that FIFRA
provided sufficient judicial review to escape constitutional infirmity. The Court
reserved judgment on another issue, i.e., whether the statute unconstitutionally
delegated legislative powers without establishing adequate standards to govern the
exercise of those powers. However, the Court noted that “the legislative history . . .
is far from silent,” citing portions of that history that indicate compensation should
be based on study costs.’ The plaintiffs did not pursue this issue further.

§17:39 Compensation decisions

Compensation decisions tend to be very fact specific, making it difficult to general-
ize about such cases, and arbitration decisions do not, by their very nature, estab-
lish binding precedent. Moreover, the vast majority of data compensation and cost
sharing matters are resolved without arbitration, and many arbitration decisions
are not made public. It thus is not particularly meaningful to cite “trends” in the de-
cisions, other than to observe that, as the system has matured, claimants have
focused on recovery of what they assert to be data production costs and largely
stopped seeking patent-like royalties. Nonetheless, citation to arbitrators of deci-
sions in previous disputes often occurs in arbitration proceedings, and thus a review
of some of the decisions is informative.

§ 17:40 Compensation decisions—Decisions by EPA under 1972 act

Two compensation cases were brought under the 1972 law, under which an EPA
Administrative Law Judge (ALdJ), rather than the arbitrators provided for by the
current law, decided proper compensation in substantive decisions. In the first,
Ciba-Geigy Corp. v. Farmland Industries, Inc., Ciba-Geigy’s actual data production
costs were divided on the basis of market shares.' The ALJ rejected its claim for
royalties for the benefits Farmland gained by not having to spend the time to gener-
ate its own data.

In Union Carbide v. Thompson-Hayward Chemical Co.,? the ALJ again found that
compensation should be determined by the cost to the data producer rather than the
value of the benefits accruing to the follow-on registrant. The ALJ disallowed
compensation for costs that were not adequately shown to be attributable to generat-
ing the particular data relied on by Thompson-Hayward. Also disallowed was
compensation for “losses”—the cost of research on noncommercialized products—
that were allocable to the development of the commercially successful pesticide use
supported by the data in question. In contrast to the Ciba-Geigy decision, Union
Carbide divided the compensable costs on a per capita, equal sharing basis rather
than according to market shares.

(1985).
*Id. at 593.
[Section 17:40]

lCiba-Geigy Corp. v. Farmland Indus., Inc., FIFRA Comp. Docket Nos. 33, 34, 41, Initial Decision
(EPA 8-19-80), Order Denying Motion for Reconsideration (9-26-80), Final Order Issued by the Judicial
Officer (4-30-81), Affirmed by the Administrator (7-28-81).

’Union Carbide v. Thompson-Hayward Chem. Co., FIFRA Comp. Docket No. 27, Initial Decision
(EPA 7-13-82).
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§17:41 Compensation decisions—Subsequent arbitration decisions

Under the 1978 amendments to FIFRA, more than 30 arbitration decisions have
been made public (in some cases with some information redacted); other decisions
and settlement agreements are nonpublic by agreement of the parties. The reported
decisions are a mix of final awards and preliminary decisions, some involving cases
brought under § 3(c)(1)(F), others involving data cost-sharing under § 3(c)(2)(B), and
some addressing compensation under both provisions.

The costs recognized as compensable in the public arbitration decisions vary
depending on the facts, with some decisions allowing compensation for costs denied
and other cases allowing compensation only for costs incurred. Additionally, com-
pensable costs may be subject to adjustments, the permissibility and adjustment
factors of which also vary among cases. Finally, the arbitrators in these cases have
chosen various allocation methods to divide data costs, including per capita alloca-
tion, modified per capita and market share allocations, and pure market share
allocation.

§ 17:42 Compensation decisions—Arbitration decisions under current
act—Compensable costs

[SUMMARY BOX: Data compensation involves several elements: study costs,
study managements costs, inflation/financing costs, and risk premiums. Those
costs must then be allocated among the parties]

In the first § 3(c)(1)(F) case under the 1978 amendments, Stauffer Chemical Co. v.
PPG Industries, Inc. (PPQG), the data submitter, Stauffer, received a substantial
compensation award.' The tribunal concluded that direct study costs and overhead
costs were compensable. The tribunal generally rejected direct compensation for ef-
ficacy studies because such studies were not required to be submitted to EPA.
However, the tribunal awarded Stauffer compensation for the “slavish copying” of
Stauffer’s labels by PPG, because “the incorporation of their substance in PPG’s own
approved labels presupposes EPA’s use of the underlying Stauffer data in their
approval.”

A royalty was denied in the next fully-arbitrated decision, DuPont v. Griffin.?
That case was the first case to address compensation and cost-sharing under both
§ 3(c)(1)(F) and § 3(c)(2)(B), and the award simply allocated study costs among the
registrants based on “the realities of the marketplace”—essentially, a market share
based allocation with a ten percent floor. The arbitration panel also concluded that
the costs of “supplemental” or “unacceptable” studies were not compensable unless
such costs concerned “core supplemental data” filed before the registration was
granted. With regard to § 3(c)(2)(B) cost-sharing, the panel decided that the follow-on
registrants need share only the costs of studies required and “accepted” by EPA.
The panel’s § 3(c)(1)(F) award provided that compensation would be limited to data
originally submitted after December 31, 1969, and that neither efficacy data nor
data submitted at the registrant’s initiative for purposes of defending a product
under special review would be compensable.®

Subsequent cases have largely institutionalized awards for direct study and

[Section 17:42]

'Stauffer Chem. Co. v. PPG, Docket No. 16-199-077-82 FIFRA (1983) (Birch, Smolka, and Vassil,
Arbs.).

“Dupont v. Griffin Corp. and Drexel Chem. Corp., Docket No. 16-171-0080M (1988) (Birch, Juten,
Foy, Arbs.).

*In Abbott Laboratories v. Agtrol Chemical Products., Inc., Docket No. 16-171-00536-89G (1991),
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overhead costs, but employed several different methods of cost calculation and
allocation. Only one conclusion has been consistent: costs must be adequately
established in order to be compensable. For example, in Enviro-Chem, Inc. v. Lilly
Industries, Inc., the arbitrator rejected “replacement value” as a basis for data costs,
concluding that Enviro-Chem was entitled to compensation only for data costs it
actually incurred.” The arbitrator also reasoned that replacement costs would be
equally inappropriate if introduced by a follow-on registrant: “the underlying
purposes of FIFRA are best effectuated by awarding data compensation costs in ac-
cordance with actual, historic costs of the original data submitter rather than
speculative assertions as to the replacement value of such studies to the subsequent
registrant.” Similarly, in DowElanco & the Trifluralin Data Development
Consortium v. Albaugh, Inc., the panel noted that arbitration claims may
legitimately be pursued on the basis of estimated costs, but that claimants should
recognize that such costs are likely to be less persuasive than those supported by
more detailed contemporaneous records and may therefore be subject to discounting.®
In Spray Drift Task Force v. Burlington Industries, the arbitrator applied a 25
percent reduction to claimant’s asserted costs.®

Certain claims are routinely rejected in the body of reported arbitrations. Claims
for the costs of efficacy studies have generally been denied in the cases that have
considered the issue subsequent to Stauffer Chemical.” Moreover, costs associated
with the testing of formulations or crop applications differing from the follow-on
registrant’s intended use have been denied,’ with a limited exception when the data
either relate to the follow-on’s product or a product substantially similar to the
follow-on’s product or its active ingredient.’

The importance of particular facts to arbitration outcomes is demonstrated by the
decision in American Cyanamid Co. v. Aceto Co., in which the panel included two
arbitrators who had decided the DuPont case.”® Nonetheless, the decision departed
from the reasoning in DuPont with regard to future studies. Whereas in DuPont the

two arbitrators believed that royalties based on early market entry and opportunity costs were legally
permissible under FIFRA, but that evidence in the case did not support such an award. The third
arbitrator, in a separate opinion, expressed the view that such royalties are not recoverable under
FIFRA’s data compensation provisions, but no other opinions have adopted this view.

4Enviro-Chem, Inc. v. Lilly Indus., Inc., Docket No. 23-171-00003-97 (1999) (Fielding, Arb.).

*DowElanco & the Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA Case No. 52-Y-171-
00100-95 (1998) (Birch and Wooden, Arbs.). See also Proem v. Grapetek, Docket No. 23-171-00027-98
(1999) (Charnoff, Arb.) (discounting to 65% of claimed consultant’s costs because of poor supporting
documentation).

®Spray Drift Task Force v. Burlington Industries, Docket No. 16-171-Y-00474-03 (2005) (Mercurio,
Arb.). Royalties have been sought in subsequent cases, but never obtained. See, e.g., DowElanco and
the Trifluralin Data Development Consortium v. Albaugh (June 1, 1998); Abbott Labs. v. Agtrol Chem.
Prods., Inc., Docket No. 16-171-00536-89G (1991).

'See, e.g., DuPont v. Griffin Corp. & Drexel Chem. Corp., Docket No. 16-171-0080-86M (1988)
(Birch, Juten, and Foy, Arbs.); Abbott Labs. v. Agtrol Chems. Prods., Inc., Docket No. 16-171-00536-
89G (1991) (Birch, Boyd, and Charnoff, Arbs.); GB Biosciences Corp. v. Nations Ag II LL.C, Docket No.
23 171 00033 00 (May 17, 2001) (granting motion to strike efficacy and storage stability studies that
were not cited in registration application submitted under the selective method).

8See DuPont v. Griffin Corp. & Drexel Chem. Corp., Docket No. 16-171-0080-86M (1988).

See DowElanco, FIFRA Case No. 52-Y-171-00100-95 (1998) (citing 40 C.F.R. § 152.86); see also
Amvac Chem. Corp. v. Termilind Ltd., Docket No. 23-171-00002-96 (1998) (Aldock, Butterfield, and
Wilson, Arbs.) (allowing compensation where EPA announced that data on one product could be used to
satisfy requirements for another product, but denying compensation for studies done on other related
products because follow-on did not register these products and EPA did not designate the data as
satisfying requests for the registered products).

Y American Cyanamid Co. v. Aceto Co., Docket No. 13-171-0800-85 (1989) (Juten, Foy, and Mathis,
Arbs.).

146



PEsTicIDES § 17:43

follow-on registrants were not required to contribute to § 3(c)(2)(B) costs until EPA
had “accepted” the studies, the American Cyanamid decision required the follow-on
to pay their share of future costs when the producer incurred them.

§ 17:43 Compensation decisions—Arbitration decisions under current
act—Risk and cost avoidance

Several claimants have successfully convinced arbitrators that compensation
awards should include, or may be adjusted to account for, such factors as risk, op-
portunity costs, and early market entry costs avoided by the follow-on registrant. In
Stauffer Chemical Co. v. PPG,' the tribunal awarded Stauffer running royalties on
PPG’s profits on the pesticide for the ten years following the arbitration to
compensate Stauffer for the “opportunity costs” and early market entry costs avoided
by PPG. A few years later, the American Cyanamid Co. v. Aceto Co. decision stated
that a basic producer may have to forego research opportunities because of diverting
its resources to generating data on behalf of both registrants who received a DCI
under FIFRA § 3(c)(2)(B).? The panel did not award separate compensation for these
lost opportunities, however; instead, the panel stated that it took them into
consideration in arriving at the total compensation figure.

In recent years, considerable attention has been directed to whether “risk” is a
cost incurred by data submitters that should be reflected on an award. A number of
arbitration panels have awarded adjustments for risk avoidance.’® These adjust-
ments range from five percent to a high of 60 percent.’ The factors cited in support
of the awards have varied from case to case, but common or related factors include:
the original registrant’s potential inability to recoup costs from future sales, the as-
sumption of testing risks by the original registrant, the original registrant’s advance-
ment of capital to fund tests, the value to the follow-on of early entry into the mar-
ket, the follow-on’s avoidance of regulatory delay, and the inclusion of risk

[Section 17:43]

'Stauffer Chem. Co. v. PPG, Docket No. 16-199-077-82 FIFRA (1983) (Birch, Smolka, and Vassil,
Arbs.). PPG avoided opportunity costs not only by avoiding the normal regulatory delay, but also by
copying Stauffer’s product labels. Additionally, the arbitrators determined that PPG avoided an invest-
ment of five years’ time, for which Stauffer was entitled to compensation. The award of royalties was
challenged unsuccessfully in court by PPG. See American Cyanamid Co. v. Aceto Co., Docket No. 13-
171-0800-85 (1989).

’See American Cyanamid Co. v. Aceto Co., Docket No. 13-171-0800-85 (1989).

3See DowElanco & the Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA Case No.
52-Y-171-00100-95 (1998) (Birch and Wooden, Arbs.); Amvac Chem. Corp. v. Termilind Ltd., Docket No.
23-171-00002-96 (1998) (Aldock, Butterfield, and Wilson, Arbs.); Proem v. Grapetek, Docket No. 23-171-
00027-98 (1999) (Charnoff, Arb.); Microgen, Inc. v. Lonza, Inc., AAA Case No. 23-171-00003-96 (2000)
(Birch, Wilson, and Doolittle, Arbs.); Cheminova A/S v. Griffin LLC, AAA No. 23-171-00020-99 (2001)
(Aldock, Ablard, Curtin, Arbs.).

“See Proem v. Grapetek, Docket No. 23-171-00027-98 (1999) (awarding nominal risk factor of 5
percent because claimants failed “to support any particular risk factor” but “some risk was obviously
involved”); Microgen, Inc. v. Lonza, Inc., AAA Case No. 23-171-00003-96 (2000) (awarding 60 percent
risk premium for a portion of the costs incurred in the five-year period before EPA granted approval of
one disinfectant claim, but declining to apply risk premium to data costs of another claim where claim
was promptly granted by EPA); see also DowElanco & the Trifluralin Data Dev. Consortium v. Albaugh,
Inc., FIFRA Case No. 52-Y-171-00100-95 (1998) (awarding 25 percent surcharge on data costs); Amvac
Chem. Corp. v. Termilind Ltd., Docket No. 23-171-00002-96 (1998) (awarding 25 percent risk premium
on costs incurred prior to follow-on’s registration); Avecia, Inc. v. Mareva Piscines Et Filtration’s S.A.,
Case No. 23 171 00170 99 (Aug. 15, 2002) (awarding 10% risk premium); Syngenta Crop Protection,
Inc. v. Oxon Italia, S.p.A., FIFRA Case No. 16 171 00180 05 (Aug. 13, 2007) (awarding 25% risk
premium).
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surcharges in industry task force agreements.” Other arbitrators, faced with differ-
ent fact circumstances, have refused to make such adjustments.®

§ 17:44 Compensation decisions—Arbitration decisions under current
act—Adjustments for inflation and interest

Two recurring issues in the body of reported arbitrations are whether the follow-on
applicant must: (1) pay for the present value of the historic costs (i.e., an “inflation”
adjustment), and (2) pay an interest charge (inflation-free when the follow-on pays
present value) for the “carrying” costs of the data submitted by the original
registrant. Such adjustments typically have been made."

In FMC Corp. v. Tricon International, the second case to arise under the 1978
amendments and the first to address FIFRA § 3(c)(2)(B), the panel concluded that
the allocation should be adjusted for the cost of capital (i.e., interest) between the
time the costs were incurred and the time of the compensation award.? In the next
case to consider the issue, DuPont v. Griffin Corp. & Drexel Chemical Corp., the
panel reasoned that the cost to all existing registrants of data required under
FIFRA § 3(c)(2)(B) includes interest from the time the data were submitted to EPA
to the time of reimbursement.’? The DuPont panel fixed the interest rate at ten
percent, accruing from the submission of the data to EPA until thirty days after the
invoice date. Many subsequent decisions have maintained one of these two
approaches.* More recent decisions now focus on the adjustment factor to be applied
(e.g., prime rate interest, inflation, GDP implicit price deflator) and a few arbitra-

5See Cheminova A/S v. Griffin LLC, AAA No. 23-171-00020-99 (2001) (Aldock, Ablard, Curtin,
Arbs.); DowElanco & the Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA Case No. 52-Y-171-
00100-95 (1998); Amvac Chem. Corp. v. Termilind Ltd., Docket No. 23-171-00002-96 (1998); Microgen,
Inc. v. Lonza, Inc., AAA Case No. 23-171-00003-96 (2000); Proem v. Grapetek, Docket No. 23-171-
00027-98 (1999) (voluntary settlement agreement); Syngenta Crop Protection, Inc. v. Oxon Italia,
S.p.A., FIFRA Case No. 16 171 00180 05 (Aug. 13, 2007).

6Sygenta Crop Protection, Inc. v. Drexel Chemical Co., Docket No. 16-171-Y-00386-07 (2010)
(Greer, Harty, and Manning, Arbs.); Spray Drift Task Force v. Burlington Indus, Docket No. 16-171-Y-
00474-03 (2005) (Mercurio, Arb.); Enviro-Chem., Inc. v. Lilly Indus., Inc., Docket No. 23-171-00003-97
(1999) (Fielding, Arb.); Dow Elanco & the Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA
Case No. 52-Y-00100-95 (1998) (Birch and Wooden, Arbs.); Syngenta Crop Protection, Inc. v. Drexel
Chemical Co., FIFRA Case No. 16 171 Y 00386 07 (Sept. 20, 2010).

[Section 17:44]

'See Amvac Chem. Corp. v. Termilind Ltd., Docket No. 23-171-00002-96 (1998); Proem v.
Grapetek, Docket No. 23-171-00027-98 (1999); Stauffer Chem. Co. v. PPG Indus., Inc., Docket No.
16-199-077-82 FIFRA (1983) (Birch, Smolka, and Vassil, Arbs.) (considering inflation only); FMC Corp.
v. Tricon Int’l, Docket No. 16-199-0033084G FIFRA (1985) (Foy, Krister, and Morris, Arbs.); DuPont v.
Griffin Corp. & Drexel Chem. Corp., Docket No. 16-171-0080-86M (1988) (Birch, Juten, and Foy, Arbs.)
(considering interest only); American Cyanamid Co. v. Aceto Co., Docket No. 13-171-0800-85 (1989)
(Juten, Foy, and Mathis, Arbs.) (same); Ciba-Geigy Corp. v. Drexel Chem. Co., Docket No. 16-171-
00321-92G (1994) (Baynard, Kirk, and Slattery, Arbs.) (considering inflation only); DowElanco & the
Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA Case No. 52-Y-171-00100-95 (1998) (award-
ing inflation only); Microgen, Inc. v. Lonza, Inc., AAA Case No. 23-171-00003-96 (2000) (inflation not
specified, but may be incorporated in the interest adjustment). But see 1996 Phosphine Task Force v.
Bernardo Chemicals, Ltd., AAA Arb. No. 22-171-00029-96P (1998).

’FMC Corp. v. Tricon Int’l, Docket No. 16-199-0033084G FIFRA (1985).

*DuPont v. Griffin Corp. & Drexel Chem. Corp., Docket No. 16-171-0080-86M (1988).

“See American Cyanamid Co. v. Aceto Co., Docket No. 13-171-0800-85 (1989) (applying an eight
percent interest adjustment to account for the time lag between when expenses were incurred and
when payment is made by the follow-on registrant); Amvac Chem Corp. v. Termilind Ltd., Docket No.
23-171-00002-96 (1998) (applying a prime rate adjustment from the time costs were incurred); Proem
v. Grapetek, Docket No. 23-171-00027-98 (1999) (applying the average prime interest rate for each
calendar quarter from the midpoint of the time period in which the registrant’s funds were expended
through the present quarter of the arbitration); Microgen, Inc. v. Lonza, Inc., AAA Case No. 23-171-
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tors have found interest adjustments unjustifiable.’

§17:45 Compensation decisions—Arbitration decisions under current
act—Cost allocation methods

Having determined the compensable costs and applicable adjustments, the
arbitrator or panel must fashion a method of allocating the award. As a threshold
matter, arbitrators generally must decide whether to allocate costs on a per capita,
market share, or other basis. Under a pure per capita approach, the costs of the
original registrant’s data are shared equally by all registrants with active technical
registrations, including the original registrant. Follow-on registrants, who often
have smaller market shares than the data submitters, generally favor the compet-
ing market share approach, which allocates costs based on the parties’ relative
shares of the relevant market.

In Stauffer Chemical Co. v. PPG—in which the citing company was considerably
larger than the data submitter—the panel allocated costs on a per capita basis,
awarding one-half of the cost of testing, adjusted for inflation, although it offered no
rationale for the allocation method it selected." Decisions since have sometimes used
a per capita approach and sometimes invoked market shares or similar consider-
ations in making less-than-per-capita awards.

In Enviro-Chem, Inc. v. Lilly Indus., Inc., the arbitrator reasoned that the per
capita method best effectuates the purposes of FIFRA and the realities of EPA
registration.” Under the per capita approach, all registrants bear the same costs and
receive the same rights, thereby ensuring that each competitor will bear an equal
cost for their equal right. Similar reasoning was employed in Proem v. Grapetek,
wherein the arbitrator allocated costs based on the “number of entrants in the
field.” The arbitrator held that there is a rebuttable presumption against a market
share approach to allocation and that Grapetek had failed to rebut the presumption
by offering only historical market share data and an estimate of future market
share. In Bayer CropScience LP v. Albaugh, Inc., the panel also applied a per capita
allocation, stating: “FIFRA’s health and safety data requirements apply equally to
all registrants, and the cost of satisfying these common obligations do not vary
depending on a registrant’s ultimate product sales or market share.”

Of the reported data compensation cases under the 1978 amendments, few have
allocated costs under a pure market share theory. In Ciba-Geigy Corp. v. Drexel
Chemical Co., a case brought under FIFRA § 3(c)(2)(B), the primary issue was
whether the data costs, which had been stipulated by the parties, should be al-

00003-96 (2000) (applying a six percent annual interest rate from the date of the follow-on’s applica-
tion to EPA until the time of the arbitration award); BASF Corp. v. Albaugh, Inc., AAA No. 23 171
00040 00 (Sept. 25, 2002) (applying gross domestic product (GDP) implicit price deflator); Syngenta
Crop Protection, Inc. v. Oxon Italia, S.p.A., FIFRA Case No. 16 171 00180 05 (Aug. 13, 2007) (applying
prime rate); Monsanto Co. v. Tacoma Ag, LLC, FIFRA Case No. 16 171 Y 00228 10) (Mar. 1, 2012) (ap-
plying GDP implicit price deflator).

5Spray Drift Task Force v. Burlington Indus., Docket No. 16-171-Y-00474-03 (2005) (Mercurio,
Arb.); 1996 Phosphine Task Force v. Bernardo Chem., Ltd., AAA No. 22-171-00029-96P (1998) (Green,
Arb.).

[Section 17:45]
'Stauffer Chemical Co. v. PPG Industries, Inc., Docket No. 16-199-077-82 FIFRA (1983).
’Enviro-Chem, Inc. v. Lilly Indus., Inc., Docket No. 23-171-00003-97 (1999) (Fielding, Arb.).
*Proem v. Grapetek, Docket No. 23-171-00027-98 (1999).

4Bayer CropScience LP v. Albaugh, Inc., Partial Final Award (Oct. 21, 2015), Final Award (Dec. 8,
2015).
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located based on the number of registrants or on Drexel’s market share.® The arbitra-
tors determined that a market share allocation was appropriate given the circum-
stances of the case, recognizing that Drexel’s market share, although small
compared to Ciba-Geigy’s at the time of the award, would likely increase in the
future.

In Syngenta Crop Protection, Inc. v. Drexel Chemical Co., the panel found that the
specific facts of the case—Syngenta’s strength in the market, the barriers to Drexel’s
entry, and the market share calculations used by the parties in initial settlement
discussions—warranted a market share allocation of costs.®

In DuPont v. Griffin Corp. & Drexel Chemical Corp., the arbitration panel adopted
a modified market share theory, observing that a proper formula for § 3(c)(1)(F)
compensation must consider “the realities of the marketplace.”” Accordingly, the
panel’s award provided that each follow-on registrant would bear a minimum of ten
percent of the cost of data, regardless of its market and each would make additional
payments based on its maximum market share for each of the first five years after
its initial technical registration. With regard to § 3(c)(2)(B) cost-sharing, the panel
decided that the follow-on registrant’s share of costs would be based on its highest
annual market share in the first five years after issuance of the EPA data require-
ment, except that if this market share exceeded a per capita share, the lower per
capita share would govern.

Arbitrators are not limited to pure per capita or market share theories when
selecting a method of allocation.® The need for such modified approaches to alloca-
tion was highlighted in the 1998 case of DowElanco & the Trifluralin Data Develop-
ment Consortium v. Albaugh, Inc., wherein the arbitrators declined to adopt either
the claimants’ per capita approach (which, given the number of registrants, would
have required the follow-on to pay 20 to 25 percent) or the respondent’s market
share approach (which would have required payment of seven to 20 percent of the
test costs).’ Instead, the decision required Albaugh to pay a fixed share (15 percent)
of the costs. The DowElanco arbitrators noted that “[t]he problems with sharing
costs on a per capita basis center on how many companies are involved; what to do
about multiple registrants; what to do about unused or slightly used registrations
with few sales or little or no activity; [and] what to do to adjust for future settle-
ments, registrations or parties.” While a per capita approach was “too uncertain,”
predicting the future sales and profitability of the follow-on registrant was “too
speculative.” Additionally, the arbitrators in DowElanco reasoned that a market
share approach would effectively allow the follow-on to avoid the risk of being
unsuccessful: “[i]f it was a poor competitor with a low market share it would only
have to pay a small share of the data cost.” By paying a higher cost, the successful
registrant with the larger market share would be required to subsidize the study
costs of the unsuccessful follow-on.

VI. REGULATORY ACTIONS TO PROHIBIT OR LIMIT THE USE OF

®Ciba-Geigy Corp. v. Drexel Chem. Co., Docket No. 16-171-00321-92G (1994) (Baynard, Kirk, and
Slattery, Arbs.).

6Syngenta Crop Protection, Inc. v. Drexel Chemical Co., Docket No. 16-171-Y-00386-07 (2010)
(Greer, Harty, and Manning, Arbs.).

"DuPont v. Griffin Corp. & Drexel Chem. Corp., Docket No. 16-171-0080-86M (1988) (Birch,
Juten, and Foy, Arbs.).

8See, e.g., American Cyanamid Co. v. Aceto Co., Docket No. 13-171-0800-85 (1989) (Juten, Foy,
and Mathis, Arbs.) (noting that it is clear that FIFRA does not require the use of either per capita or
market share allocation).

*DowElanco & the Trifluralin Data Dev. Consortium v. Albaugh, Inc., FIFRA Case No. 52-Y-171-
00100-95 (1998) (Birch and Wooden, Arbs.).
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REGISTERED PESTICIDES
§ 17:46 EPA authority

EPA has wide authority to take regulatory actions to prohibit or limit the sale or
use of a registered pesticide or to modify or revoke a pesticide’s tolerance. As
discussed below, the Agency may act to prevent unreasonable adverse effects on the
environment as well as to respond to a registrant’s failure to provide information
required by a DCI or the conditions of a conditional registration.

§ 17:47 EPA authority—The “unreasonable adverse effects” standard

The standard to be applied by EPA in taking regulatory action against a pesticide
on safety grounds is whether the pesticide “generally causes unreasonable adverse
effects on the environment.” As previously described, a pesticide will be considered
to cause “unreasonable adverse effects” if its risks outweigh its benefits or if it does
not meet the FFDCA safety standard for pesticide residues in food that will result
from its use.' Thus, for food-use products, a pesticide’s registration may be canceled
and its tolerance revoked if the food residues resulting from its use cannot be
reduced to a “safe” level, without consideration of the pesticide’s benefits (except in
very limited circumstances).”? When food uses are not involved, the “unreasonable
adverse effects” standard requires a risk-benefit analysis to determine whether a
pesticide may become and remain registered. In such cases, EPA may not cancel a
registration solely on the basis of tests indicating adverse health or environmental
effects, but must consider whether the risks are “unreasonable” when considered in
light of the extent of exposure to the product, the chemical’s benefits, and other rel-
evant considerations.

EPA must make a similar determination before classifying a product for restricted
use: the Agency must determine that the product will pose “unreasonable” risks or
will not satisfy the FFDCA § 408 safety standard if its use is not restricted.’

§ 17:48 EPA authority—The Diazinon decision

The risk-benefit prong of the “unreasonable adverse effects” standard was
reviewed in Ciba-Geigy Corp. v. EPA." There, a pesticide manufacturer challenged
EPA’s decision to cancel the registration of the pesticide diazinon for use on golf
courses and sod farms due to a risk of harm to birds. The manufacturer argued that
the Administrator had misapplied the § 6(b) standard for cancellation by ignoring
the word “generally” in the phrase “generally causes unreasonable adverse effects
on the environment.” The court held that the Administrator had in fact read the
word “generally” out of § 6(b) and that the proper standard includes a determina-
tion that a pesticide not only causes unreasonable risks, but that it does so “with
considerable frequency.” The court further held that because FIFRA defines
“adverse effects” as “unreasonable risks,” the Administrator need not find that a

[Section 17:47]
1See § 17:9.
2See § 17:9.
3See § 17:49.

[Section 17:48]

lCiba-Geigy Corp. v. U.S. E.P.A,, 874 F.2d 277, 29 Env’t. Rep. Cas. (BNA) 1721, 19 Envtl. L. Rep.
21281 (5th Cir. 1989).

2Ciba-Geigy Corp. v. U.S. E.PA., 874 F.2d 277, 278, 29 Env't. Rep. Cas. (BNA) 1721, 19 Envtl. L.
Rep. 21281 (5th Cir. 1989).

3Ciba-Greigy Corp. v. U.S. E.P.A., 874 F.2d 277, 278, 280, 29 Env’t. Rep. Cas. (BNA) 1721, 19
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pesticide causes actual adverse consequences, but only that it creates a significant
probability that adverse consequences could occur.* While granting the manufactur-
er’s petition to set aside the cancellation order, the court remanded the case to the
Administrator for application of the proper legal standard.’

§17:49 EPA authority—Restricted use classification

If EPA determines that a pesticide may pose some unreasonable adverse effects
but that those effects could be controlled by limiting the ways in which the pesticide
is used, it may classify the pesticide as being for “restricted use.” A restricted use
classification means that the pesticide may only be applied by, or under the supervi-
sion of, a “certified applicator,” i.e., a person who has been certified by federal or
state government as being qualified by training to handle and apply restricted use
pesticides.” Additional limitations on the use of a restricted use pesticide may be
imposed by regulation.®

§ 17:50 EPA authority—Cancellation

If EPA determines that a pesticide generally poses unreasonable adverse
environmental effects, EPA may decide to cancel the pesticide registration. EPA
may also decide to cancel a registration unless the registrant agrees to delete one or
more uses, or to make other revisions in the approved labeling or the other terms
and conditions of registration. In the event of such a decision, the registrant has
considerable procedural protection, including the right to request a formal eviden-
tiary hearing on the substantive rationale for the proposed cancellation." Neverthe-
less, these adjudicatory rights may have little practical utility in any instance
where a tolerance is required because use of the pesticide will result in residues in
food or feed, and EPA has adopted a final rule revoking the required tolerance
under the FFDCA.? Moreover, because participating in an evidentiary hearing
requires the registrant to expend substantial resources, and there is no assurance
that such a hearing will not culminate in an adverse decision, such hearings are
infrequent and the registrant will often reach an accommodation with EPA before a
final decision.

FIFRA § 6(e) requires EPA to cancel a conditional registration when the registrant
fails to satisfy the conditions imposed on the registration, such as the requirement
that the registrant provide missing data at the same time that other registrants of

Envtl. L. Rep. 21281 (5th Cir. 1989). To illustrate what it meant by “considerable frequency,” the court
stated that a 30 percent risk that children might be killed by use of a pesticide would plainly be an un-
reasonable risk. However, a finding that diazinon posed an unreasonable risk of killing birds on ten
percent of the golf courses on which it was used would not necessarily meet the considerable frequency
test; instead, EPA should more narrowly define the class of golf courses on which to prohibit diazinon
use. Id. at 279-80.

“Id. at 279.
°Id. at 278.
[Section 17:49]
'FIFRA § 3(d)(1)(C), 7 U.S.C.A. § 136a(d)(1)(C).

’FIFRA § 3(d)(1)(C), 7 U.S.C.A. § 136a(d)(1)(C); FIFRA § 11, 7 U.S.C.A. § 136i, and 40 C.FR. pt.
171 govern state and federal plans for the certification of applicators and the procedures by which
responsibility for certification will be turned over to state governments by EPA.

FIFRA § 3(d)(1)(c)(ii), 7 U.S.C.A. § 136a(d)(1)(C)(ii).
[Section 17:50]

'FIFRA § 6(b), 7 U.S.C.A. § 136d(b); see § 17:55.

“See §§ 17:47 and 17:59.
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the same active ingredient are required to do so.® A conditional registrant who
receives a notice of intent to cancel under § 6(e) is entitled to a hearing, but the
procedures are more summary than those for a cancellation hearing initiated
because of safety questions.’

A registrant may, for whatever reason, voluntarily cancel a registration or amend
a registration to cancel one or more pesticide uses.” The Administrator is required to
publish a notice of the request in the Federal Register and allow thirty days for pub-
lic comment. If the pesticide is registered for minor agricultural uses, EPA must
publish the request to cancel, but may not act on the request for a ninety-day period
if it is determined that the cancellation would adversely affect the availability of the
pesticide for those uses.®

§17:51 EPA authority—Suspension

If EPA decides that the product creates an “imminent hazard,” i.e., that it is so
harmful that adverse effects during the time it would take to hold a cancellation
hearing would be unreasonable, EPA may decide to suspend the pesticide registra-
tion pending the outcome of the cancellation hearing.’ Except in the case of an
emergency suspension (see below), a notice of intent to suspend must be preceded or
accompanied by a notice initiating a proceeding to cancel the pesticide’s registration
or to change its classification.” The registrant is entitled to an adjudicatory hearing
on the question of the risks posed by the pesticide during the time it would take to
hold a cancellation hearing, with the more general risk/benefit discussion deferred
until the full cancellation hearing.?

The suspension on “imminent hazard” grounds of a pesticide that is ultimately
canceled may give rise to a right to indemnification from EPA. A person owning the
pesticide and suffering losses because of the suspension or cancellation may receive
payments based on the cost of the pesticide unless the person had knowledge of
facts showing that the pesticide did not meet the standards for registration and
thereafter continued to produce the pesticide without notifying EPA of those facts.”

Additionally, as noted above,” EPA may suspend the registration of a registrant
that fails to take appropriate steps to comply with a DCI. The registration will
remain suspended until the registrant has satisfied the DCI requirements. Affected
registrants are entitled to hearings, which are subject to statutory time limits and
restrictions on the scope of the issues to be addressed.’

§ 17:52 EPA authority—Emergency suspension

37 U.S.C.A. § 136d(e).

“See § 17:56.

°FIFRA § 6(f), 7 U.S.C.A. § 136d(f.

SFIFRA § 6(f), 7 U.S.C.A. § 136d(f.
[Section 17:51]

1See FIFRA §§ 2(1), 6(c), 7 U.S.C.A. §§ 136(1), 136d(c). See generally Environmental Defense
Fund, Inc. v. Environmental Protection Agency, 548 F.2d 998, 9 Env’t. Rep. Cas. (BNA) 1433, 9 Env't.
Rep. Cas. (BNA) 1575, 7 Envtl. L. Rep. 20012, 7 Envtl. L. Rep. 20114 (D.C. Cir. 1976) (abrogated by,
Director, Office of Workers’” Compensation Programs, Dept. of Labor v. Greenwich Collieries, 512 U.S.
267, 114 S. Ct. 2251, 129 L. Ed. 2d 221, 16 O.S.H. Cas. (BNA) 1825, 1994 A.M.C. 2855 (1994));
Environmental Defense Fund, Inc. v. Environmental Protection Agency, 510 F.2d 1292, 7 Env’t. Rep.
Cas. (BNA) 1689, 5 Envtl. L. Rep. 20243 (D.C. Cir. 1975).

’FIFRA § 6(c)(1), 7 U.S.C.A. § 136d(c)(1).

SFIFRA § 6(c), 7 U.S.C.A. § 136d(c); see § 17:55.

“FIFRA § 15, 7 U.S.C.A. § 136m.

5See §§ 17:30 and 17:51.

’FIFRA § 3(c)(2)(B)(iv), 7 U.S.C.A. § 136a(c)(2)(B){iv). See § 17:56.
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If EPA determines that an emergency prevents the holding of a hearing prior to
suspension, the Agency may issue an emergency suspension order. The order will
take effect immediately and will remain in effect during the suspension hearing,
which will be somewhat more limited in scope than a normal suspension hearing.’
The order will expire if EPA does not issue a notice of intent to cancel the registra-
tion or change its classification within ninety days of issuing the emergency order.?

§ 17:53 Regulatory procedures—Special review

Although infrequently if ever used in recent years, EPA has the ability, except in
cases requiring expedited action, to use the “Special Review” process to evaluate the
available data on a pesticide and determine whether use restrictions, cancellation,
or other regulatory action is appropriate. Section 3(c)(8) provides that EPA may not
initiate a Special Review except on the basis of a “validated test or other significant
evidence raising prudent concerns of unreasonable adverse risk to man or to the
environment.” This “Grassley-Allen” amendment was intended to ensure that EPA
would take into account the risks and benefits of a product before taking regulatory
action, and to require the Agency to communicate with the affected registrant about
EPA concerns and obtain the registrant’s input before initiating a public review of
the pesticide.

EPA’s Special Review regulations, which incorporate the requirements of the
Grassley-Allen amendment, specify the “risk criteria” used to initiate a Special
Review.?

If EPA determines that proceeding with a Special Review is appropriate, it will
publish a Notice of Special Review in the Federal Register and provide an op-
portunity for public comments. After the period for public comment, the Agency
publishes a “preliminary determination” of what regulatory action (for example,
cancellation, restricted use classification, etc.) EPA proposes to take. There is an-
other opportunity for public comment, during which EPA’s proposed action is
referred to USDA and the Agency’s FIFRA Scientific Advisory Panel (SAP) for
review.® EPA’s final decision is then published, and accompanied by a notice of
intent to cancel, change classification, or hold a hearing, and so on, as appropriate.
If the Agency determines that regulatory action is required, the registrant is entitled
to a de novo adjudicatory hearing, during which it can raise new issues as well as
those previously raised during the Special Review.*

The regulations allow the Agency to combine the Notice of Special Review and
Preliminary Determination stages in order to shorten the process.

EPA has conducted approximately 100 Special Reviews, but at present has only
three pending completion (i.e., aldicarb, triazines (atrazine, propazine, simazine),

[Section 17:52]
'FIFRA § 6(c)(8), 7 U.S.C.A. § 136d(c)(3).

’FIFRA § 6(c)(3), 7 U.S.C.A. § 136d(c)(3); Dow Chemical Co. v. Blum, 469 F. Supp. 892, 13 Env't.
Rep. Cas. (BNA) 1129, 9 Envtl. L. Rep. 20583 (E.D. Mich. 1979). See § 17:56.

[Section 17:53]

1123 Cong. Rec. 36010 (1977) (Remarks of Rep. Grassley); H.R. Conf. Rep. No. 1560, 92d Cong.,
2d Sess. 35 to 36 (1978), 1978 U.S.C.C.A.N. 1966, 2051 to 2052.

240 C.F.R. pt. 154.

3The FIFRA SAP is established by FIFRA § 25(d) to serve as an independent source of expert
advice to EPA on scientific questions pertaining to pesticide regulatory decisions. It consists of seven
members appointed by EPA from a list of candidates nominated by the National Institutes of Health
and the National Science Foundation.

“See § 17:55 (cancellation hearing procedures).
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ethylene oxide).” EPA has instead concentrated its resources on completing existing
Special Reviews, and attempting to resolve risk concerns through negotiations with
registrants.® While negotiations to reduce the risks of a specific pesticide require
significantly less time and fewer resources than a formal Special Review, EPA has
no formal guidance on conducting these negotiations. Furthermore, EPA’s use of
informal negotiation has been criticized because it decreases public involvement in
the risk reduction process.’

§ 17:54 Regulatory procedures—Restricted-use classification procedures

There are two basic procedures available to EPA once it has determined that a
pesticide must be classified for restricted use in order to prevent unreasonable
adverse effects to the environment. If the pesticide has previously been classified as
a general use pesticide (not subject to the requirement that it be applied only by or
under the supervision of a certified applicator)," EPA must provide the registrant
with at least forty-five days’ notice of the proposed change to a restricted use clas-
sification, and must publish notice of the proposed change in the Federal Register.”
A registrant (or other interested party with the registrant’s concurrence) may
contest the proposed classification by requesting a hearing, which will be conducted
in accordance with the procedures that govern cancellation hearings.®

Because of the time-consuming nature of such hearings, FIFRA provides for an
alternate procedure that may be followed if the pesticide has not previously been
formally classified for either general or restricted use. As the restricted use provi-
sions were not added to FIFRA until 1972, many pesticides remain unclassified, the
practical effect of which is the same as being classified for general use. Such previ-
ously unclassified pesticides may be reclassified for restricted use by the promulga-
tion of a regulation by EPA.* Although EPA must issue a proposed regulation and
provide an opportunity for public comment before promulgating a final regulation,
this process enables EPA to avoid the lengthy, individual trial-type hearings that
are available to registrants when a general use classification is changed to a
restricted use classification.

§ 17:55 Regulatory procedures—Cancellation hearing procedures

In order to initiate cancellation based on dietary risks, EPA must determine that
the risks exceed the “reasonable certainty of no harm” standard applicable to
pesticide residues in food under FFDCA Section 408. In order to initiate cancella-
tion based on other risks (such as residential, occupational, or ecological risks), EPA
must determine that the risks are unreasonable in light of the benefits associated
with the pesticide use.

If EPA concludes that a pesticide registration must be canceled, that registered

5See EPA, Special Review Process, available at https:/www.epa.gov/pesticide-reevaluation/
reregistration-and-other-review-programs-predating-pesticide-registration#special %20review.

*EPA Office of Inspector General, Report of Audit: Special Review Process for Pesticides 33 (July
22, 1993) (Audit Report).

"See 59 Fed. Reg. 40905 (Aug. 10, 1994) (EPA response to criticism with a description of the op-
portunities the Agency may provide for public involvement in significant risk reduction decisions on
registered pesticides).

[Section 17:54]
'See § 17:48.
’FIFRA § 3(d)(2), 7 U.S.C.A. § 136a(d)(2).
SFIFRA § 3(d)(2), 7 U.S.C.A. § 136a(d)(2). See § 17:55 (cancellation hearing procedures).
“FIFRA § 3(d)(1)(A), 7 U.S.C.A. § 136a(d)(1)(A); 40 C.F.R. §§ 152.160, 152.164.
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uses must be deleted or the approved labeling must be revised to avoid cancellation
of the pesticide, or that the classification of the pesticide must be changed from gen-
eral to restricted use to prevent unreasonable adverse effects, EPA may issue a no-
tice of intent either to cancel (or change the classification of) the registration or to
hold a hearing to determine whether the registration should be canceled (or the
classification changed). The notice must set forth the basis for EPA’s determination
and must be sent to the registrant and made public.!

Prior to issuing such a notice, EPA must consider, among other factors, the effect
of the proposed regulatory action on the agricultural economy and must submit the
proposal to USDA for comments. At the same time (sixty days prior to issuance of
the notice unless otherwise agreed), the proposed notice must also be submitted for
review by the FIFRA SAP.? EPA’s response to comments received from USDA and
SAP must be reflected in the final notice issued by the Agency.

If EPA issues a notice of intent to cancel, the cancellation will take effect unless,
within thirty days, either the registrant makes changes in its registration that elim-
inate the basis for the cancellation, or a person adversely affected by the notice
requests a hearing and files objections to the notice of intent to cancel. In the second
situation, a hearing is conducted before an EPA ALJ. If EPA issues a notice of
intent to hold a hearing, a hearing automatically will be held with respect to the is-
sues specified in the Agency’s notice. In either case, the hearing is a full, adjudica-
tory hearing, with witnesses, cross-examination, and briefing of the issues by the
parties. EPA regulations also provide for an opportunity for discovery and prehear-
ing conferences, as appropriate, and the statute authorizes the referral of questions
of scientific fact to a NAS committee. The ALJ is to render an initial decision, sup-
ported by detailed findings of fact, on the basis of the evidence in the record of the
hearing. The ALJ’s decision will become final unless appealed to the Environmental
Appeals Board (EAB) in accordance with Agency regulations.®

§ 17:56 Regulatory procedures—Modified hearing procedures

Under FIFRA and EPA regulations, the hearing procedures described above are
modified for certain types of proceedings. As a general rule, the modifications are
intended to expedite the process and limit the scope of the issues that are addressed
in the hearing.

If EPA determines that suspension of a registration is necessary to prevent an
“Imminent hazard” during the time required for cancellation proceedings,' the no-
tice of intent to cancel may be accompanied by an order immediately suspending the
registration. The suspension then takes effect unless a hearing is requested within
five days for the purpose of determining whether an imminent hazard exists. If a
hearing is requested, it must begin within five days. The ALJ has ten days from the
conclusion of the hearing to submit recommended findings and conclusions to the
EAB, which will then have seven days to issue a final order with respect to
suspension. A final order on the question of suspension is subject to judicial review,

[Section 17:55]
'FIFRA § 6(b), 7 U.S.C.A. § 136d(b).
’FIFRA §§ 6(b), 25(d), 7 U.S.C.A. §§ 136d(b), 136w(d).

3See generally FIFRA § 6(b), (d), 7 U.S.C.A. § 136d(b), (d); 40 C.F.R. pt. 164; Dow Chemical Co. v.
Allen, 672 F.2d 1262, 3 Ed. Law Rep. 274, 17 Env’t. Rep. Cas. (BNA) 1013, 13 Envtl. L. Rep. 20444
(7th Cir. 1982); Environmental Defense Fund, Inc. v. Costle, 631 F.2d 922, 15 Env’t. Rep. Cas. (BNA)
1217, 15 Env’t. Rep. Cas. (BNA) 1611, 10 Envtl. L. Rep. 20585 (D.C. Cir. 1980); Stearns Elec. Paste Co.
v. E.PA., 461 F.2d 293, 4 Env't. Rep. Cas. (BNA) 1164, 2 Envtl. L. Rep. 20368 (7th Cir. 1972).

[Section 17:56]
See § 17:50.
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even if related cancellation proceedings have not been completed.?

If EPA determines that an emergency suspension order is required,® the suspen-
sion goes into effect pending the “expeditious completion” of a suspension hearing.
In addition, no party other than the registrant and EPA may participate in the
hearing, except that anyone adversely affected by the suspension order may file
briefs and, upon doing so, will be considered a party to the hearing for purposes of
judicial review.® The hearing procedures are also modified in the case of a suspen-
sion hearing initiated because of the registrant’s failure to satisfy a DCI.® In such an
instance, the proposed suspension will take effect unless a hearing is requested
within thirty days. The hearing is conducted in accordance with the procedures that
govern cancellation hearings, except that the only matters to be heard at the hear-
ing are whether the registrant failed to take the action that served as the basis for
EPA’s notice of intent to suspend, and whether any EPA decision with respect to the
disposition of existing stocks of the pesticide is consistent with FIFRA. The hearing
must be completed and a decision made within seventy-five days of the Agency’s
receipt of the request for a hearing.®

Modified hearing procedures also apply in the event EPA decides to cancel a
conditional registration because the registrant did not initiate and pursue appropri-
ate action toward fulfilling a condition of registration, or has not met a condition of
registration within the applicable time period. If EPA issues a notice of intent to
cancel a conditional registration, the registration will be canceled unless a hearing
is requested within 30 days. As in the case of a suspension hearing for failure to
satisfy a DCI, the scope of the issues that may be considered in the hearing is
limited and the hearing must be held and a final determination made within 75
days. The only issues to be considered are whether the registrant has initiated and
pursued appropriate action to comply with the condition(s) in question, or has met
the condition(s) in question within the specified time period, and whether EPA’s de-
termination concerning existing stocks is consistent with FIFRA.’

EPA has strictly construed the limitations on the scope of the adjudicatory hear-
ing that a registrant may obtain if EPA issues a notice of intent to cancel a
conditional registration for failure to satisfy a condition of registration. In 2016,
EPA sought to cancel the registrations for pesticides containing flubendiamide
because the registrants did not satisfy a condition of registration that required them
to voluntarily cancel the registrations following a formal determination by EPA that
continued registration of the products would cause “unreasonable adverse effects.”
The registrants sought a hearing concerning the legality of this termination condi-
tion, but the EAB found that the registrants had agreed to accept the condition
when it was originally imposed, and that the registrants could have challenged the
legality of the condition at that time by requesting a denial hearing.®

§ 17:57 Other matters related to suspension and cancellation—
Indemnification

FIFRA provides for indemnification of registrants, consumers, and dealers and
distributors who suffer financial loss as the result of EPA’s suspension and cancella-

’FIFRA § 6(c), 7 U.S.C.A. § 136d(c). See also 40 C.F.R. §§ 164.120 to 164.122.

%40 C.F.R. § 164.123. See § 17:52.

“FIFRA § 6(c)(3), 7 U.S.C.A. § 136d(c)(3); 40 C.F.R. § 164.121.

*See § 17:51.

’FIFRA § 3(c)(2)(B)(iv), 7 U.S.C.A. § 136a(c)(2)(B)(iv).

'FIFRA § 6(e), 7 U.S.C.A. § 136d(e).

®In Re Bayer Cropscience LP, FIFRA Appeal No. 16-01, Final Decision and Order, July 26, 2016.
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tion of a pesticide registration." Registrants and consumers are to be indemnified by
the government; dealers and distributors are to be reimbursed by pesticide sellers,
or, under limited circumstances, by the government.

EPA may not indemnify pesticide registrants unless Congress approves, in
advance, a specific line item appropriation of funds.? Consumers (end users) are
entitled to indemnification from the government’s Judgment Fund without such an
appropriation.® Dealers and distributors are to be reimbursed by the parties from
whom they purchased the pesticide (e.g., registrants, wholesalers, and other dealers
and distributors) unless the seller at the time of distribution or sale notified the
dealer or distributor in writing that it would not provide reimbursement. The
government will indemnify dealers and distributors only if (1) a dealer or distribu-
tor did not receive written notice from its seller that the pesticide was not subject to
reimbursement, and (2) the seller, as a result of insolvency or bankruptcy, is unable
to provide the reimbursement. In such cases, indemnification will come from the
Judgment Fund without the requirement of a specific advance appropriation by
Congress.”

The amount of indemnification will be based on the cost of the pesticide owned by
the person to be indemnified immediately prior to issuance of the suspension notice,
but is not to exceed the fair market value of the pesticide.®

§ 17:58 Other matters related to suspension and cancellation—Storage,
disposal, and existing stocks

The 1988 FIFRA amendments reflect growing concern with the storage and dis-
posal of suspended or canceled pesticides. EPA is now authorized to require (1) data
on methods of safe storage and disposal of suspended or canceled pesticides; (2)
label language specifying procedures for transport, storage, and disposal of pesticides
and pesticide containers; and (3) sufficient financial and other resources to carry out
a recall of the pesticide. In addition, EPA may issue regulations or orders governing
persons who store, transport, or dispose of suspended or canceled pesticides." Using
its authority under FIFRA § 19(e) and (f) granted to it by the 1988 Amendments to
the Act, EPA in 2006 issued extensive new regulations governing container design
and residue removal.? These regulations set forth requirements for registrants,
refillers (retailers, distributors) and pesticide users related to nonrefillable contain-
ers, refillable containers, repackaging pesticide products, and container labeling.
There are also requirements for compliance by agricultural retailers, agricultural
commercial applicators, and agricultural custom blenders regarding containment
structures.®

EPA may institute a recall of a suspended or canceled pesticide if the Agency
determines that such a recall is “necessary to protect health or the environment.”

[Section 17:57]

'FIFRA § 15, 7 U.S.C.A. § 136m.

2FIFRA § 15(a)(4), 7 U.S.C.A. § 136m(a)(4).

SFIFRA § 15(b)(1), (3), 7 U.S.C.A. § 136m(b)(1), (3).

“FIFRA § 15(b)(2), (3), 7 U.S.C.A. § 136m(b)(2), (3).

°FIFRA § 15(c), 7 U.S.C.A. § 136m(c).
[Section 17:58]

'FIFRA § 19(a), 7 U.S.C.A. § 136q(a).

240 C.F.R. Pt. 165; 40 C.F.R. Pt. 156, Subpt. H; 71 Fed. Reg. 47330 (Aug 16, 2006), as amended by
73 Fed. Reg. 64,215, 64224 (Oct. 29, 2008) and 75 Fed. Reg. 62323, 62326 (Oct. 8, 2010).

3Id.; EPA, Pesticide Containers, available at https:/www.epa.gov/pesticide-worker-safety/
pesticide-containers.
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EPA may determine that the recall can be on a voluntary basis, subject to an ap-
proved plan, when a voluntary recall would be as effective as a mandatory recall.’
EPA may require a person subject to a recall to: (1) provide storage facilities for the
recalled pesticide; (2) inform the Agency of the locations of such facilities; (3) accept
and store existing stocks tendered by any other person who obtained the pesticide
from that person; (4) provide transportation to the storage facilities; and (5) take
reasonable steps to inform persons holding pesticides subject to the recall of how
they can tender the pesticides and arrange for transportation to the storage
facilities.®

A registrant who provides storage facilities may be partially reimbursed for the
costs associated with such storage if it submits a storage and disposal plan that
meets criteria established by EPA regulation.®

EPA has the authority to decide whether, and under what conditions, to permit
the continued sale, distribution, and use of existing stocks of pesticides whose
registrations are amended, canceled, or suspended.” FIFRA does not specify a stan-
dard for EPA to apply when making these decisions; however, an Agency policy
statement outlines the standards it intends to use.® In general, if there are signifi-
cant risk concerns related to the pesticide, EPA will not allow its continued sale,
distribution, or use unless the benefits associated with such sale, distribution, or
use exceed the risks.” Where there are no significant risk concerns, the Agency will
generally allow unlimited use of existing stocks, and unlimited sale by persons
other than the registrant. The registrant will generally be allowed to continue to
sell existing stocks for one year after the date of cancellation.” EPA, in 1997, issued
a PR Notice establishing a uniform date for implementing certain Agency-directed
label changes. Under this PR Notice EPA allows registrants (and supplemental
distributors) at least a year, and sometimes more, to make those changes."

§ 17:59 Tolerance modification and revocation

A tolerance thought not to comply with the FFDCA § 408 safety standard may be
modified or revoked either as a result of a petition filed by any interested party or
upon EPA’s initiative." If the Agency acts on its own initiative, it must do so through
issuance of a proposed and final regulation with an opportunity for public comment.?
In response to a petition, EPA may issue a final regulation modifying or revoking
the tolerance, a proposed regulation followed by a final regulation, or an order deny-
ing the petition.* Within sixty days of the issuance of a final regulation modifying or
revoking a tolerance (whether in response to a petition or on the Agency’s own ini-
tiative), any person may file objections and request a hearing; however, the filing of
objections will not prevent the regulation from taking effect unless EPA stays the
regulation’s effectiveness. EPA may hold a public evidentiary hearing if the Agency

“FIFRA § 19(b), 7 U.S.C.A. § 136q(b).
FIFRA § 19(b)(4), 7 U.S.C.A. § 136q(b)(4).
°FIFRA § 19(c), 7 U.S.C.A. § 136q(c).
'FIFRA § 6(a), 7 U.S.C.A. § 136d(a).
856 Fed. Reg. 29362 (June 26, 1991).
°1d.
r4.
"See PR Notice 97-7 (Sept. 1997).

[Section 17:59]
'See FFDCA §§ 408(d)(1), 408(e)(1), 21 U.S.C.A. §§ 346a(d)(1), 346a(e)(1).
’FFDCA § 408(e), 21 U.S.C.A. § 346a(e).
SFFDCA § 408(d)(4), 21 U.S.C.A. § 346a(d)(4).
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determines that such a hearing is necessary to obtain evidence on material issues of
fact.” EPA will then issue a final order in response to the objections to the regulation.’

A final regulation modifying or revoking a tolerance, or a final order in response
to objections to such a regulation, may be reviewed by the U.S. courts of appeals in
response to petitions filed within sixty days after publication of the regulation or
order.

VII. PUBLIC AVAILABILITY OF DATA
§ 17:60 General provisions

Section 10 of FIFRA governs the protection and disclosure of trade secrets and
other confidential information related to pesticide registrations and tolerances." Sec-
tion 10(b) prohibits EPA from making public information that “contains or relates to
trade secrets or commercial or financial information . . . and [is] privileged or
confidential,” except that information relating to product formulas may be revealed
to other federal agencies, or at a public hearing or in findings of fact issued by the
Administrator.?

The general prohibition on disclosure of confidential information is limited by
§ 10(d), which provides that virtually all data pertinent to the potential risks associ-
ated with a pesticide are disclosable.®? More specifically, “[a]ll information concern-
ing the objectives, methodology, results, or significance of any test or experiment
performed on or with a registered . . . pesticide or its separate ingredients, impuri-
ties, or degradation products, and any information concerning the effects of such
pesticide . . . shall be available for disclosure to the public.” Limited exceptions
protect against disclosure of manufacturing or quality control processes, methods
for testing or measuring deliberately added inert ingredients, or the identity or
quantity of deliberately added inert ingredients, unless EPA has determined that
such disclosure is necessary to protect against an unreasonable risk of injury to
health or the environment. However, a federal district court has held that informa-
tion regarding the identity of inert ingredients is not trade secret information per
se, and that a registrant seeking to prevent disclosure of such information—in re-
sponse to a Freedom of Information Act request, for example—must be able to make
a showing that the information is truly confidential and not available from other
sources, as well as a showing of the competitive harm that would result from
disclosure.”

Before EPA releases information that the submitter has claimed to be protected,
it must provide thirty days’ advance notice to the submitter by certified mail. Dur-
ing this thirty-day period, the submitter may initiate a federal district court action

“FFDCA § 408(g), 21 U.S.C.A. § 346a(g).
*FFDCA § 408(g)(2)(C), 21 U.S.C.A. § 346a(g)(2)(C).
®FFDCA § 408(h), 21 U.S.C.A. § 346a(h).

[Section 17:60]
17 U.S.C.A. § 136h, FFDCA § 408(i), 21 U.S.C.A. § 346a(i).
27 U.S.C.A. § 136h(b).

%7 U.S.C.A. § 136h(d); see also FIFRA § 3(c)(2)(A), 7 U.S.C.A. § 136a(c)(2)(A); 40 C.F.R. § 152.119
(requiring EPA to make available to the public, except as prohibited by § 10, the data and other scien-
tific information supporting the registration of a pesticide).

*Northwest Coalition for Alternatives to Pesticides v. Browner, 941 F. Supp. 197 (D.D.C. 1996).
On June 29, 2016, the U.S. District Court for the Northern District of California issued an opinion
dismissing the complaint and denying plaintiffs’ motion for summary judgment challenging EPA’s
2014 denial of a 2006 rulemaking petition to require the labeling of 371 inert ingredients in pesticides.
Center for Environmental Health v. McCarthy, 192 F. Supp. 3d 1036, 82 Env’t. Rep. Cas. (BNA) 2056
(N.D. Cal. 2016).
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for a declaratory judgment or an injunction to prevent disclosure, depending on the
nature of the information and the circumstances under which EPA proposes to
release it.°

Like the mandatory data licensing provisions of FIFRA, the statutory authoriza-
tion of public disclosure of registration data was upheld in Ruckelshaus v. Monsanto
Co.° against a challenge that such disclosure would be an unconstitutional taking of
registrants’ property rights in their data.

§ 17:61 Prohibition on disclosure to multinationals

The otherwise broad public availability of pesticide registration data is limited by
§ 10(g). That provision prohibits EPA from making such data available to foreign or
multinational business entities without the data submitter’s consent, unless such
information is relevant to an EPA determination as to whether the pesticide causes
unreasonable adverse effects and the disclosure is made in connection with a public
proceeding under FIFRA or the Agency’s regulations." The purpose of Congress in
enacting § 10(g) was to prevent one company from using data submitted to EPA by
another company to obtain registrations abroad.” EPA requires anyone requesting
access to pesticide registration data to sign an affirmation that he or she is not act-
ing on behalf of a multinational corporation.

§ 17:62 Penalties

FIFRA § 10(f) provides for criminal penalties of up to $10,000 and/or one year’s
imprisonment for any federal employee who, knowing that such disclosure is
prohibited, willfully discloses protected information to anyone not entitled to receive
it. This remedy is provided in lieu of the less severe criminal penalty that would
otherwise be available under the Trade Secrets Act," but does not preempt any civil
remedy under state or federal law that a company might have for wrongful
disclosure of its trade secrets.?

VIII. ESTABLISHMENT REGISTRATION
§ 17:63 In general

[SUMMARY BOX: Pesticide production includes labeling, relabeling, packaging,
and repackaging, all of which can only take place in facilities that are registered
with FIFRA as “establishments.”]

Pursuant to § 7 of FIFRA,' every establishment at which pesticides or pesticide

°FIFRA §§ 10(c), 10(d)(3), 7 U.S.C.A. §§ 136h(c), 136h(d)(3).

®Ruckelshaus v. Monsanto Co., 467 U.S. 986, 104 S. Ct. 2862, 81 L. Ed. 2d 815 (1984); see § 17:36.
[Section 17:61]

'FIFRA § 10(g), 7 U.S.C.A. § 136h(g).

“See, e.g., 123 Cong. Rec. 36007-08 (1977) (Remarks of Rep. Fithian); Hearings Extending and
Amending FIFRA Before the House Subcomm. on Dep’t Investigations, Qversight, and Research of the
Comm. on Agriculture, 95th Cong., 1st Sess. 168-69 (1977).

[Section 17:62]

118 U.S.C.A. § 1905.

’FIFRA § 10(f), 7 U.S.C.A. § 136h(f.
[Section 17:63]

'FIFRA § 7, 7 U.S.C.A. § 136e.
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devices are produced must be registered with EPA.?> An application for establish-
ment registration must inform the Agency of the name and address of the establish-
ment and must identify the producer operating the establishment. Within a month
after an establishment is registered, EPA must be given certain information concern-
ing the types and amounts of pesticides produced at the establishment and the ac-
tive ingredients used in pesticides produced, sold, or distributed during the past
year. A report containing similar information is then submitted to EPA on an an-
nual basis by each registered establishment.?

Under FIFRA § 8 and EPA regulations,* pesticide producers are required to
maintain records concerning the types and quantities of pesticides they produce. Re-
cords are also to be maintained with respect to the production of pesticide devices,
receipt of pesticide deliveries, pesticide shipments, and inventories. Copies of do-
mestic advertising of restricted use pesticides, and copies of guarantees given with
respect to pesticides, are also to be retained. Finally, records of pesticide exports,
disposal, and testing, and reports of adverse effects caused by pesticides are to be
maintained. All required books and records are to be retained for periods of time
specified in the regulations, during which time they may be inspected by Agency
enforcement personnel.’

IX. IMPORTS AND EXPORTS
§ 17:64 In general

FIFRA Section 17 and EPA policy set requirements for the export of registered
pesticides, devices, and unregistered pesticides intended solely for export." For
registered pesticides to be exported, EPA requires those products to bear the prod-
uct label approved by EPA for its registration or collateral labeling. EPA also
requires that certain labeling language be in English and in the language(s) of the
imported country(ies).?

Pesticides and pesticide devices that are imported into the United States must
comply with FIFRA.? An importer, or an agent for the importer, must submit to the
appropriate EPA Regional Office a Notice of Arrival of Pesticide and Devices.* The
notice must be submitted (electronically or paper version) prior to the shipment’s ar-
rival in the United States.” Following EPA’s direction, U.S. Customs and Border

’FIFRA § 2(w), 7 U.S.C.A. § 136(w), defines “produce” to mean “to manufacture, prepare,
compound, propagate, or process.” EPA’s regulations expand this definition to include repackaging “or
otherwise chang[ing] the container of any pesticide or device.” 40 C.F.R. § 167.3. In 1988, EPA revised
its establishment registration regulations to provide that a producer must register its establishment if
it has actual or constructive knowledge that its product will be used as a pesticide or as an active in-
gredient in a pesticide. 53 Fed. Reg. 35056 (Sept. 8, 1988).

3See generally 40 C.F.R. pt. 167.

“FIFRA § 8, 7 U.S.C.A. § 136f; 40 C.F.R. pt. 169.

°FIFRA § 8, 7 U.S.C.A. § 136f; 40 C.F.R. pt. 169.
[Section 17:64]

FIFRA § 17, 7 U.S.C.A. § 1360; 40 C.F.R. §§ 168.65 to 168.85. See also § 17:25 (exemption from
FIFRA registration for pesticides intended solely for export).

240 C.F.R. § 168.69.
SFIFRA § 17(c), 7 U.S.C.A. § 1360(c).
“EPA Form No. 3540-1.

°19 C.FR. §§ 12.112 to 12.113. See also 65 Fed. Reg. 35069 (June 1, 2000) (guidance on pesticide
import tolerances and residue data for imported food); PR Notice 99-1 (Mar. 1999) (regarding the
import of unregistered pesticides for the purpose of export).
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Protection (CBP) will release or refuse entry.® EPA may request samples of the
imported pesticides and, if it determines that the pesticide is adulterated,” mis-
branded,? or otherwise in violation of FIFRA, the pesticide may be refused entry
into the country. Prior to EPA’s decision, the consignee of the imported pesticide has
the opportunity to appear before the Agency with respect to the import’s compliance
with FIFRA. A pesticide that is denied entry and is not exported by the owner
within ninety days may be destroyed by the CBP. The pesticide may be delivered
into the custody of the consignee pending a decision on the question of the entry,
subject to the consignee’s execution of an appropriate bond and payment of all rele-
vant storage, transportation, and labor charges.’

X. ENFORCEMENT
§ 17:65 Unlawful acts

FIFRA makes it unlawful for any person to distribute, sell, or offer for sale any
pesticide that is not registered, that differs in composition from the composition
submitted to EPA to obtain a registration, that is adulterated or misbranded,' or
that is distributed pursuant to claims on its behalf that differ substantially from the
claims that were made for it in obtaining a registration.” The statute lists a variety
of other actions that are also unlawful, including using a pesticide in a manner in-
consistent with its registered labeling;® violating any orders, including cancellation
or suspension orders, issued under the Act; violating the terms of an EUP, restricted
use classification, or the recordkeeping requirements applicable to registered
establishments; falsification of materials submitted to the Agency pursuant to the
Act; and the like.*

§ 17:66 Inspection and penalties

EPA is authorized to conduct inspections for purposes of FIFRA enforcement.
Such inspections may be conducted at any place where pesticides or devices are held
for distribution or sale, and may involve the collection of samples of pesticides, de-
vices, containers, or labeling. Inspectors must present their credentials and a
justification for the inspection, including a statement as to whether a violation of
the law is suspected.' The Agency is also empowered to obtain search warrants
authorizing the inspection or copying of pesticide records and the seizure of
pesticides or devices that are in violation of the statute.?

°19 C.F.R. §§ 12.110 to 12.117.
"FIFRA § 2(c), 7 U.S.C.A. § 136(c) (definition of “adulterated”).
SFIFRA § 2(q), 7 U.S.C.A. § 136(q) (definition of “misbranded”).
See generally FIFRA § 17(c), 7 U.S.C.A. § 1360(c).

[Section 17:65]

'FIFRA § 2(c), 7 U.S.C.A. § 136(c); FIFRA § 2(q), 7 U.S.C.A. § 136(q). See also 40 C.F.R. 156.10(a)
(5); EPA, Draft Guidance for Pesticide Registrants on False and Misleading Pesticide Product Brand
Names, 75 Fed. Reg. 28012 (May 19, 2010) (Notice of Availability).

’FIFRA § 12(a)(1), 7 U.S.C.A. § 136j(a)(1).

3See FIFRA § 2(ee), 7 U.S.C.A. § 136(ee).

“FIFRA § 12(a)(2), 7 U.S.C.A. § 136j(a)(2).
[Section 17:66]

'FIFRA § 9(a), 7 U.S.C.A. § 136g(a).

’FIFRA § 9(b), 7 U.S.C.A. § 136g(b).
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Section 14 of FIFRA authorizes the assessment of civil penalties,® following an
administrative hearing, against registrants, commercial applicators, wholesalers,
dealers, retailers, or other distributors that violate the Act.* Penalties may be as-
sessed against other people, including private pesticide applicators.® Although
FIFRA’s statutory language refers to maximum civil penalties of $5,000 and $1,000,
EPA amended the specified statutory maximum penalty amounts pursuant to the
Debt Collection Improvement Act of 1996, which requires periodic adjustment of
maximum penalties to account for inflation.® The 2015 amendments to the Federal
Civil Penalties Inflation Adjustment Act of 1990 required agencies to adjust civil
penalties and annually adjust thereafter, resulting in significantly increased penalty
amounts (e.g., 2020 maximum civil penalty of $20,288).” The statute directs the
Agency, in assessing a penalty, to consider the size of the business, the effect of the
penalty on the violator’s ability to continue in business, and the gravity of the viola-
tion, and authorizes EPA to issue warnings instead of assessing penalties where the
violation occurred despite due care or did not significantly harm health or the
environment.®’ The majority of enforcement actions are resolved through settlement
with the issuance of a consent agreement and final order (CAFO). While some cases
settle with no or minimal civil penalties, penalties have exceeded $500,000 in some
cases, depending on the nature and number of violations at issue.’

For knowing violations of the statute by registrants, producers, or applicants,
EPA may seek criminal penalties of up to $50,000 and/or one year’s imprisonment.
For knowing violations by commercial applicators, wholesalers, dealers, retailers,
and other distributors, EPA may seek criminal penalties of up to $25,000 and/or one
year’s imprisonment. A fine of up to $10,000 and/or up to three years’ imprisonment
may be imposed on anyone who uses or reveals confidential product formula infor-
mation with intent to defraud.”’ As discussed above, criminal penalties may also be
assessed against federal employees who willfully disclose confidential information in
violation of the Act."

§ 17:67 Stop sale, use, or removal orders

The statute authorizes EPA to issue written “stop sale, use, or removal” orders to
anyone controlling or possessing pesticides that the Agency determines may be in
violation of FIFRA or have been or are intended to be distributed in violation of ei-
ther the Act or final cancellation or suspension orders. However, EPA must follow
the procedural mandates of the statute before undertaking cancellation proceedings.
EPA may also proceed in federal district court to seize and confiscate pesticides that

37 US.C.A. § 1361.

“See EPA, FIFRA Enforcement Response Policy (December 2009), available at https:/www.epa.
gov/sites/production/files/documents/fifra-erp1209.pdf.

SFIFRA § 2(e), 7 U.S.C.A. § 136(e), defines the terms “commercial applicator” and “private
applicator.”

%61 Fed. Reg. 69360 (Dec. 31, 1996).
’85 Fed. Reg. 1751 (Jan. 13, 2020). See also 81 Fed. Reg. 43091, 43094 (July 1, 2016).

°FIFRA § 14(a)4), 7 U.S.C.A. § 1361(a)(4). See generally FIFRA §§ 9(c), 14(a); 7 U.S.C.A.
§§ 136g(c), 1361(a).

FIFRA enforcement cases highlighted by EPA on its website can be viewed at: https:/cfpub.epa.
gov/enforcement/cases/index.cfm?templatePage=12&ID=10&sortby=&stat=Federal%20Insecticide%2C
%20Fungicide%2C%20and%20Rodenticide%20Act.

°FIFRA §§ 9(c), 14(b), 7 U.S.C.A. §§ 136g(c), 1361(b).
YSee § 17:62.
[Section 17:67]
'See Reckitt Benckiser, Inc. v. Jackson, 762 F.Supp.2d 34 (D.D.C. 2011) (holding that EPA could
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are in violation of the registration, labeling, misbranding, or other key requirements
of the statute.”

§17:68 State enforcement authority

Section 26 of FIFRA gives state governments the primary authority to take
enforcement action with respect to pesticide use violations, if they adopt adequate
pesticide use laws and regulations and implement adequate procedures for enforc-
ing them.' Most states have their own authority to enforce state pesticide
requirements. States must keep records and reports to demonstrate compliance
with these requirements. States may also enter into cooperative agreements with
EPA with respect to pesticide enforcement; states, along with those that have been
delegated authority for the certification of pesticide applicators,” will also have pri-
mary enforcement responsibility with respect to pesticide use violations.®

EPA retains primary enforcement responsibility in those states that have not
complied with the above requirements, and may rescind a state’s primary enforce-
ment responsibility if it determines, after a notice and an opportunity for the state
to take corrective action, that a state is not adequately enforcing pesticide use
provisions.* EPA has promulgated regulations implementing and governing the
state enforcement provisions of FIFRA.® Historically, California and New York have
been among the most aggressive states for enforcement. Civil penalty levels are
equivalent to those imposed under FIFRA.

§ 17:69 No FIFRA citizen suit

Unlike many environmental statutes, FIFRA does not authorize private citizen
suits." Rather, it grants enforcement authority solely to EPA and authorized states
and tribes.” In light of the absence of a citizen suit provision, some plaintiffs have
tried leveraging citizen suit provisions in other environmental statutes to challenge
pesticide application practices. These suits have had mixed results.?

not mandate that a rodenticide manufacturer make changes to its product or that its product be
labeled misbranded without first conducting full cancellation proceedings).

’FIFRA § 13, 7 U.S.C.A. § 136k.

[Section 17:68]
7 US.C.A. § 136w-1.
%See § 17:54.
*FIFRA §§ 23, 26(b), 7 U.S.C.A. §§ 136u, 136w-1(b).
“FIFRA §§ 26, 27, 7 U.S.C.A. §§ 136w-1, 136w-2.
°40 C.F.R. pt. 173.

[Section 17:69]

See, e.g., Almond Hill School v. U.S. Dept. of Agriculture, 768 F.2d 1030, 1035, 15 Envtl. L. Rep.
20985 (9th Cir. 1985); Eli Lilly and Co. v. E.P.A., 615 F. Supp. 811 (S.D. Ind. 1985) (dicta); Fiedler v.
Clark, 714 F.2d 77, 79 (9th Cir. 1983); In re Agent Orange Product Liability Litigation, 635 F.2d 987,
991 n.9 (2d Cir. 1980); National Agr. Chemicals Ass’'n v. Rominger, 500 F. Supp. 465, 473-74, 7 Fed. R.
Evid. Serv. 836 (E.D. Cal. 1980).

2See §§ 17:66 to 17:68.

See No Spray Coalition, Inc. v. City of New York, 252 F.3d 148, 150 (2d Cir. 2001) (rejecting a
claim under the Resource Conservation and Recovery Act (RCRA) citizen suit provision that pesticide
applied contrary to label directions was “discarded solid waste” subject to RCRA and noting that
FIFRA is not enforceable by a private right of action); and Headwaters, Inc. v. Talent Irrigation Dist.,
243 F.3d 526 (9th Cir. 2001) (finding standing for environmental group under the Clean Water Act’s
(CWA) citizen suit provision; compliance with FIFRA registration and labeling requirement did not
absolve herbicide user of obligation to obtain permit under CWA for application of product to water).
See also § 17:73. Endangered Species Act.
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XI. STATE/TRIBAL AUTHORITY AND PREEMPTION
§17:70 In general

The 1972 amendments to FIFRA transformed the statute from a pesticide licens-
ing and labeling law into a comprehensive regulatory statute, and greatly increased
the enforcement authority of EPA. This transformation gave rise to the issue of
whether FIFRA preempts state and local regulation of pesticides. The issue has
arisen primarily in two contexts. The first involves the regulation of the use and ap-
plication of pesticides through state and local laws and ordinances. The second is re-
lated to the authority of courts to entertain claims of inadequate labeling under
state tort law.

A number of provisions in FIFRA contemplate the coordination of federal, state,
and local authorities."! FIFRA Section 23, for example, authorizes EPA to enter into
cooperative agreements with States and tribes. These agreements may include pro-
visions for States and tribes to ensure FIFRA compliance by conducting inspections
and enforcement actions.” These agreements establish compliance monitoring and
enforcement programs in 49 authorized states, 6 territories, and 23 tribes. EPA also
approves applicator certification plans proposed by states, tribes, and federal
agencies.’ With regard to tribes, EPA has developed specific guidance for funding
tribal pesticide programs and tribal cooperative agreements, as well as restricted
use pesticide (RUP) applicator certifications.*

FIFRA also expressly provides that a state may regulate the sale or use of any
federally registered pesticide to the extent that it does not permit a sale or use
otherwise prohibited by FIFRA.®> This language generated a number of legal chal-
lenges relating to local pesticide use ordinances, and courts have been divided on
whether local regulation of pesticides is preempted.® The controversial issue reached
the Supreme Court, which unanimously upheld the authority of cities and towns to
control and ban the use of pesticides through permits, licenses, and other require-
ments that focus on the use of pesticides.” It stated that “even when considered
together the language and the legislative [history] . . . are insufficient to demon-
strate the necessary congressional intent to preempt.”

The statute expressly provides that no state shall impose any requirements for

[Section 17:70]
See, e.g., FIFRA §§ 8(b), 22(b), 23, 24, 7 U.S.C.A. §§ 136f(b), 136t(b), 136u, 136v.

“See, e.g., 2018-2021 FIFRA Cooperative Agreement Guidance (Feb. 14, 2017), available at
https://www.epa.gov/sites/production/files/2017-03/documents/18-21guidance.pdf.

%40 C.FR. pt. 171.

“*Guidance for Funding Development and Administration of Tribal Pesticide Field Program and
Enforcement Cooperative Agreements (Jan. 2011), available at http:/nepis.epa.gov/Exe/ZyPURL.cgi?
Dockey=P100AVNU.txt; and EPA Plan for the Federal Certification of Applicators of Restricted Use
Pesticides within Indian Country (Nov. 19, 2013), available at https:/www.regulations.gov/#!document
Detail;D=EPA-HQ-OPP-2011-0037-0017.

SFIFRA § 24(a), 7 U.S.C.A. § 136v(a).

6Compozre Professional Lawn Care Ass’n v. Village of Milford, 909 F.2d 929, 31 Env’t. Rep. Cas.
(BNA) 1825, 20 Envtl. L. Rep. 21245 (6th Cir. 1990) (abrogated by, Wisconsin Public Intervenor v.
Mortier, 501 U.S. 597, 111 S. Ct. 2476, 115 L. Ed. 2d 532, 33 Env’t. Rep. Cas. (BNA) 1265, 21 Envtl. L.
Rep. 21127 (1991)) and cert. granted, judgment vacated, 501 U.S. 1246, 111 S. Ct. 2880, 115 L. Ed. 2d
1046, 33 Env’t. Rep. Cas. (BNA) 1324 (1991) (in light of Supreme Court case discussed below) and
Maryland Pest Control Ass’n v. Montgomery County, Md., 822 F.2d 55 (4th Cir. 1987) with Hurt v. Dow
Chemical Co., 759 F. Supp. 556 (E.D. Mo. 1990) and Central Maine Power Co. v. Town of Lebanon, 571
A.2d 1189 (Me. 1990).

501 U.S. 597.
8501 U.S. 597, 607.
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labeling in addition to or different from those required under FIFRA.° Some states
have been able to effectively circumvent this general prohibition by refusing to
grant a state pesticide registration unless the registrant obtains EPA approval for
specific modifications in the product labeling. In this scenario, the labeling that is
ultimately approved by EPA and the state remains the same. Another permissible
state regulatory measure includes imposing limitations on the use of pesticides on
certain crops or within certain areas. States also may establish programs to require
permits before a person may apply a federally registered pesticide. It additionally is
permissible for a state to require point of sale posting on restrictions, but the state
may not impose requirements on the content of product labeling or the size or types
of packaging used.

One recent preemption case involves warning language required under Califor-
nia’s Proposition 65 (Prop 65) on pesticide labels, in which a court issued a prelimi-
nary injunction enjoining California from enforcing its requirement that products
containing glyphosate provide a warning that the glyphosate is a chemical known to
the state to cause cancer.”” The California Office of Environmental Health Hazard
Assessment (OEHHA) in 2017 listed glyphosate based on an International Agency
for Research on Cancer (IARC) classification of glyphosate as “probably carcinogenic
to cancer.” EPA disagreed with IARC’s assessment, however, and issued a letter to
glyphosate registrants that it would consider a Prop 65 warning on a glyphosate
label to constitute a false and misleading claim.'* This case illustrates the
controversy concerning the application of OEHHA’s Prop 65 warning requirements
to FIFRA-regulated pesticide labels and the express and implied preemption of Cal-
ifornia duty to warn claims on pesticide labels generally.

Prior to the Supreme Court’s decision in Bates v. Dow AgroSciences LLC, the
courts were divided on whether FIFRA’s language, prohibiting a state from requir-
ing pesticide labeling that differs from the EPA approved labeling, prevents a court
from entertaining state tort law claims of inadequate labeling (i.e., failure to warn)
or other related common law claims, such as misrepresentation, breach of warranty,
and product liability.”” Some held that such claims could not be entertained because
a verdict in favor of a plaintiff would suggest that a pesticide manufacturer would
have to alter its federally approved label in contravention of FIFRA."”® Others,
however, did not believe that a verdict in favor of a plaintiff would command the
manufacturer to alter its label, but would only force it to absorb the liability as part
of the cost of doing business in the given state.*

In short, states retain significant authority to regulate pesticides under FIFRA. A
state may refuse to register a federally registered pesticide. No state is required to

°FIFRA § 24(b), 7 U.S.C.A. § 136v(b).

“National Association of Wheat Growers v. Zeise, 309 F. Supp. 3d 842, Prod. Liab. Rep. (CCH) P
20295 (E.D. Cal. 2018).

U etter from Michael L. Goodis, P.E., EPA to Glyphosate Registrants (Aug. 7, 2019), available at
https://www.epa.gov/sites/production/files/2019-08/documents/glyphosate_registrant letter - 8-7-19 -
signed.pdf. See also OEHHA Statement Regarding US EPA’s Press Release and Registrant Letter on
Glyphosate (Aug. 12, 2019) available at https:/oehha.ca.gov/proposition-65/general-info/oehha-
statement-regarding-us-epas-press-release-and-registrant-letter.

?Bates v. Dow Agrosciences LLC, 544 U.S. 431, 125 S. Ct. 1788, 161 L. Ed. 2d 687, 60 Env’t. Rep.
Cas. (BNA) 1129, 35 Envtl. L. Rep. 20087 (2005).

BArkansas-Platte & Gulf Partnership v. Van Waters & Rogers, Inc., 959 F.2d 158 (10th Cir.
1992), cert. granted, judgment vacated, 506 U.S. 910, 113 S. Ct. 314, 121 L. Ed. 2d 235 (1992) and
adhered to, 981 F.2d 1177 (10th Cir. 1993); Papas v. Upjohn Co., 926 F.2d 1019 (11th Cir. 1991), cert.
granted, judgment vacated, 505 U.S. 1215, 112 S. Ct. 3020, 120 L. Ed. 2d 892 (1992).

“See, e.g., Ferebee v. Chevron Chemical Co., 736 F.2d 1529, 16 Fed. R. Evid. Serv. 64 (D.C. Cir.
1984); Riden v. ICI Americas, Inc., 763 F. Supp. 1500 (W.D. Mo. 1991); Evenson v. Osmose Wood
Preserving, Inc., 760 F. Supp. 1345 (S.D. Ind. 1990).
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have a pesticide registration program, but all do. Most states operate on a calendar
year and require little more than the payment of a registration fee. California and
New York have the most extensive programs. Other aspects of state pesticide regula-
tory programs can include the certification and licensing of pesticide applicators,
pesticide dealer licensing, and the imposition of use restrictions.

§ 17:71 Preemption decisions

A 1992 Supreme Court decision had a significant impact on the preemption issue.
In Cipollone v. Liggett Group, Inc.,' the Supreme Court ruled on the preemptive ef-
fect of the Federal Cigarette Labeling Acts of 1965 and 1969 (FCLA) on state com-
mon law tort claims. After examining the preemption section of the FCLA, a plural-
ity of the Court found that the express language of the 1969 version preempted any
state common law which would affect cigarette advertising or promotion. Most
significantly, the Court rejected the notion that allowing litigants to maintain tort
actions can be considered a mere cost of doing business in a given state, instead
finding that tort claims are premised upon a legal duty and that the tort system is a
“ ‘potent method of governing conduct and controlling policy.” ”

On specific directions from the Supreme Court,’ two circuits, the Tenth and the
Eleventh, expressly considered FIFRA preemption in the context of Cipollone. Each
court determined on remand that FIFRA expressly preempts any state common law
tort claim for inadequate warning or breach of warranty.® Five other circuits that
ruled on the issue after Cipollone came to the same conclusion.” The Fourth Circuit
had ruled similarly before the Cipollone decision.®

The Supreme Court finally resolved the scope and breadth of FIFRA preemption
in Bates v. Dow AgroSciences LLC." In Bates, a group of Texas peanut farmers al-
leged that their crops were severely damaged by the application of a newly-marketed

[Section 17:71]

1Cipollone v. Liggett Group, Inc., 505 U.S. 504, 112 S. Ct. 2608, 120 L. Ed. 2d 407, 17 U.C.C.
Rep. Serv. 2d 1087 (1992).

’Id. at 521.

®Arkansas-Platte & Gulf Partnership v. Dow Chemical Co., 506 U.S. 910, 113 S. Ct. 314, 121 L.
Ed. 2d 235 (1992); Papas v. Zoecon Corp., 505 U.S. 1215, 112 S. Ct. 3020, 120 L. Ed. 2d 892 (1992)
(each vacating and remanding rulings that FIFRA preempted state tort claims for redetermination in
light of Cipollone).

“Arkansas-Platte & Gulf Partnership v. Van Waters & Rogers, Inc., 981 F.2d 1177 (10th Cir.
1993); Papas v. Upjohn Co., 985 F.2d 516, 22 U.C.C. Rep. Serv. 2d 108 (11th Cir. 1993). In reaching
these decisions, both courts determined that Cipollone affirmed their prior determinations on this
issue.

5See Welchert v. American Cyanamid, Inc., 59 F.3d 69 (8th Cir. 1995); Taylor AG Industries v.
Pure-Gro, 54 F.3d 555, 26 U.C.C. Rep. Serv. 2d 734 (9th Cir. 1995); MacDonald v. Monsanto Co., 27
F.3d 1021 (5th Cir. 1994); King v. E.I. Dupont De Nemours and Co., 996 F.2d 1346 (1st Cir. 1993);
Shaw v. Dow Brands, Inc., 994 F.2d 364 (7th Cir. 1993) (holding modified by, Meridian Sec. Ins. Co. v.
Sadowski, 441 F.3d 536 (7th Cir. 2006)).

®Worm v. American Cyanamid Co., 970 F.2d 1301, 18 U.C.C. Rep. Serv. 2d 410 (4th Cir. 1992)
(Worm I) (finding that FIFRA preempts claims such as failure to warn, which could only be avoided by
the altering of a federally approved label, but that FIFRA does not preempt claims for negligent prod-
uct design or testing, and that the states may enhance federal penalties for violation of federal labeling
requirements). On appeal from the district court’s decision on remand from Worm I, the Fourth Circuit
reaffirmed its holding on the preemptive effect of FIFRA after the Cipollone decision. Worm v. Ameri-
can Cyanamid Co., 5 F.3d 744 (4th Cir. 1993) (Worm II ). The Fourth Circuit subsequently held that
FIFRA does not preempt state law claims if the registrant’s advertising materials make claims
substantially different from claims made by the registrant and approved by EPA in connection with the
product’s registration. Lowe v. Sporicidin Intern., 47 F.3d 124, 26 U.C.C. Rep. Serv. 2d 87 (4th Cir.
1995).

'544 U.S. 431.
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herbicide. The farmers brought claims against the herbicide’s manufacturer for
breach of express warranty, fraud, defective design, defective manufacture, negligent
testing, and negligent failure to warn.? The Fifth Circuit held that all of the farm-
ers’ claims were expressly preempted by FIFRA.®° The Supreme Court reversed, find-
ing that none of the farmers’ claims were definitively preempted by FIFRA.

In Bates, the Supreme Court clarified that FIFRA preempts state statutes or com-
mon law rules only if the following two conditions are satisfied: (i) the state law or
rule must concern “labeling or packaging” requirements and (ii) the state law or
rule must be “in addition to or different from” requirements imposed by FIFRA.*°
Applying the test to the farmers’ claims, the Court found that two of the claims—
fraud and negligent failure to warn—concerned “labeling or packaging”
requirements. The Court noted, however, that state-law labeling requirements are
preempted only if they impose additional or different requirements from FIFRA."
Thus, the Court reversed and remanded the farmers’ fraud and negligent failure to
warn claims to the Fifth Circuit for a determination of whether those common-law
claims imposed duties on manufacturers that were equivalent to FIFRA’s misbrand-
ing standards.™

Regarding the farmers’ other claims—breach of express warranty, defective
design, defective manufacture, and negligent testing—the Court reversed the Fifth
Circuit outright because those claims did not concern labeling or packaging
requirements.” In particular, the Court rejected the conclusion by the Fifth Circuit
that a breach of express warranty claim imposed a labeling or packaging require-
ment on manufacturers under FIFRA Section 24(b), “because success on such claims
would necessarily induce [a manufacturer] to alter its product label.”** According to
the Supreme Court, lower courts should not consider a manufacturer’s speculation
about its future response to a jury verdict to be a “requirement.””® Thus, the Bates
decision makes clear that, FIFRA’s provisions notwithstanding, pesticide

8Id. at 433 n.15.

*Dow Agrosciences LLC v. Bates, 332 F.3d 323, 331, 56 Env’t. Rep. Cas. (BNA) 1652, Prod. Liab.
Rep. (CCH) P 16658, 51 U.C.C. Rep. Serv. 2d 384, 2 A.L.R. Fed. 2d 645 (5th Cir. 2003), vacated and
remanded, 544 U.S. 431, 125 S. Ct. 1788, 161 L. Ed. 2d 687, 60 Env’t. Rep. Cas. (BNA) 1129, 35 Envtl.
L. Rep. 20087 (2005). The court read FIFRA § 24(b), 7 U.S.C.A. § 136v(b), to pre-empt any state-law
claim in which “a judgment against Dow would induce it to alter its product label.” The court also held
that because petitioners’ fraud, warranty, and deceptive trade practices claims focused on oral state-
ments by the herbicide manufacturer’s agents that did not differ from statements made on the prod-

uct’s label, success on those claims would give the manufacturer a “strong incentive” to change its
label.

9544 U.S. at 444. The Court explained that the term “requirements” in FIFRA § 24(b), 7 U.S.C.A.
§ 136v(b), “reaches beyond positive enactments, such as statutes and regulations, to embrace common-
law duties.” Id. at 443 (citing 505 U.S. at 521).

YJd. at 447 (explaining that “a state-law labeling requirement is not pre-empted by § 136v(b) if it
is equivalent to, and fully consistent with, FIFRA’s misbranding provisions [FIFRA § 2(q), 7 U.S.C.A.
§ 136(q)]”). The Court took lower courts to task for “too quickly conclud[ing] that failure-to-warn claims
were pre-empted under FIFRA, as they were in Cipollone, without paying attention to the rather obvi-
ous textual differences between the two pre-emption clauses.” Id. at 446.

214, at 453-54 (“We emphasize that a state-law labeling requirement must in fact be equivalent
to a requirement under FIFRA in order to survive pre-emption[; however] . . . [tlo survive pre-
emption, the state-law requirement need not be phrased in the identical language as its corresponding
FIFRA requirement.”).

31d. at 444 (“None of these common-law rules requires that manufacturers label or package their
products in any particular way. Thus, petitioners’ claims for defective design, defective manufacture,
negligent testing, and breach of express warranty are not pre-empted.”).

14332 F.3d at 333.

15See 544 U.S. at 445 (“[Aln event, such as a jury verdict, that merely motivates an optional deci-
sion is not a requirement. The proper inquiry . . . does not call for speculation as to whether a jury
verdict will prompt the manufacturer to take any particular action.”).
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manufacturers are potentially liable under state law for injuries due to a product’s
design or marketing.

With respect to pesticide tolerances, the FQPA amended FFDCA § 408 to provide
that states may not impose tolerances different from federal tolerances that meet
the current safety standard unless authorized by EPA on the basis of “compelling
local conditions” and a finding that the state regulation would not cause any food to
violate federal law. This tolerance “uniformity” provision does not preempt state
authority to require warnings or other statements regarding the presence of
pesticide residues in food.™

XII. JUDICIAL REVIEW OF EPA ACTION UNDER FIFRA
§17:72 1In general

FIFRA divides judicial review responsibility between the federal district courts
and the courts of appeals. The validity of any order issued by EPA following a public
hearing may be reviewed in the courts of appeals. Any person who is adversely af-
fected by the order and who was a party to the administrative proceeding may
obtain review by filing a petition in the circuit where that person resides or has a
place of business. The petition must be filed within sixty days after the entry of the
order. EPA’s order will be sustained by the court if it is supported by substantial ev-
idence when considered on the record as a whole." The D.C. and Ninth Circuits have
liberally interpreted the provision that the court of appeals has jurisdiction when
there has been a prior “public hearing,” holding that a formal hearing with wit-
nesses, cross-examination, and so on, may not be necessary if the proceeding that
took place generated an administrative record adequate for review by a court of
appeals.” The general effect of these decisions broadly construing those procedures
that constitute a “public hearing” has been to expand those EPA actions that are
subject to judicial review solely in the courts of appeals. This is important both
because review in the courts of appeals is generally confined to the administrative
record compiled by EPA during those procedures constituting the “public hearing,”
and because any judicial review in the courts of appeals must be commenced within
60 days of the action being reviewed.

Other final agency actions not committed to agency discretion, including refusals
to cancel or suspend registrations or change classifications not following a hearing,
are judicially reviewable in the district courts.® The district courts also have juris-
diction specifically to enforce and to prevent and restrain violations of the Act.* This
latter provision has been held not to confer standing on private citizens to bring
“citizen suits” to enforce the Act.’

XIII. REGULATORY AUTHORITY UNDER OTHER ENVIRONMENTAL

FFDCA § 408(n), 21 U.S.C.A. § 346a(n).
[Section 17:72]
'FIFRA § 16(b), 7 U.S.C.A. § 136n(b).

’See Humane Society of U.S. v. E.PA., 790 F.2d 106, 32 Ed. Law Rep. 66, 16 Envtl. L. Rep. 20521
(D.C. Cir. 1986); Environmental Defense Fund, Inc. v. Costle, 631 F.2d 922, 15 Env’t. Rep. Cas. (BNA)
1217, 15 Env’t. Rep. Cas. (BNA) 1611, 10 Envtl. L. Rep. 20585 (D.C. Cir. 1980); United Farm Workers
of America, AFL-CIO v. Administrator, E.P.A., 592 F.3d 1080, 69 Env’t. Rep. Cas. (BNA) 2121 (9th Cir.
2010).

SFIFRA § 16(a), 7 U.S.C.A. § 136n(a).
*FIFRA § 16(c), 7 U.S.C.A. § 136n(c).

®See § 17:69; Almond Hill School v. U.S. Dept. of Agriculture, 768 F.2d 1030, 1035, 15 Envtl. L.
Rep. 20985 (9th Cir. 1985); Eli Lilly and Co. v. E.P.A., 615 F. Supp. 811 (S.D. Ind. 1985) (dicta); Fiedler
v. Clark, 714 F.2d 77, 79 (9th Cir. 1983); In re Agent Orange Product Liability Litigation, 635 F.2d 987,
991 n.9 (2d Cir. 1980), cert denied, 454 U.S. 1128 (1981); National Agr. Chemicals Ass'n v. Rominger,
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LAWS
§ 17:73 Endangered Species Act

The Endangered Species Act (ESA), enacted in 1973, was designed by Congress to
provide for the conservation of threatened and endangered plants and animals and
the habitat they depend on to survive.' The scope of the ESA is expansive and has
been described as “the most comprehensive legislation for the preservation of
endangered species ever enacted by any nation.”” FIFRA is not exempt from its
reach.?

Unlike FIFRA, and most other major environmental statutes, the ESA is not
administered by EPA. While the Departments of Interior and Commerce were
originally vested with the authority to implement the ESA,* they subsequently
delegated authority for terrestrial species to the U.S. Fish and Wildlife Service
(FWS) and authority for marine species to the National Marine Fisheries Service
(NMF'S) (collectively “Services”).

The ESA generally prohibits persons, including individuals, corporations, and the
government,® from “taking” species that are protected under the Act as threatened
or endangered.” The concept of a “taking” is broad and has come to mean virtually
any negative impact on a threatened or endangered species.®

Federal agencies have a special obligation under § 7 of the ESA to consult with
the Services to insure that their actions are “not likely to jeopardize the continued
existence of any endangered species or threatened species.” In general, consultation
is required when the agency action “may affect” a threatened or endangered species.™
An agency is not required to proceed formally with consultation when the federal
action is “not likely to adversely affect” (NLAA) a protected species or its habitat
and the responsible Service is in agreement.'* Formal consultation ends with the is-
suance of a biological opinion by the relevant Service that states whether the
proposed action is likely to jeopardize the continued existence of a protected species
or its impact on critical habitat.”” If jeopardy is likely, the biological opinion will
include any reasonable and prudent alternatives aimed at avoiding the effect.”
When jeopardy is not likely, but a taking is, the responsible Service may exempt the

500 F. Supp. 465, 473-74, 7 Fed. R. Evid. Serv. 836 (E.D. Cal. 1980).
[Section 17:73]
116 U.S.C.A. §§ 1531 to 1543; Pub. L. No. 93-205, § 1, 87 Stat. 884 (1973).
*Tennessee Valley Authority v. Hill, 437 U.S. 153, 180, 98 S. Ct. 2279, 57 L. Ed. 2d 117 (1978).

3See, e.g., Defenders of Wildlife v. Administrator, E.P.A., 882 F.2d 1294, 1299, 30 Env’t. Rep. Cas.
(BNA) 1460, 19 Envtl. L. Rep. 21440 (8th Cir. 1989) (“FIFRA does not exempt the EPA from complying
with ESA requirements when the EPA registers pesticides.”); Washington Toxics Coalition v.
Environmental Protection Agency, 413 F.3d 1024, 60 Env’t. Rep. Cas. (BNA) 1940, 35 Envtl. L. Rep.
20138 (9th Cir. 2005).

“ESA § 4, 16 U.S.C.A. § 1533.

®See 50 C.F.R. pts. 402 to 453.

°ESA § 3(13), 16 U.S.C.A. § 1532(13).
"ESA § 9(a), 16 U.S.C.A. § 1536(a).

5The term “take” is defined broadly to mean “harass, harm, pursue, hunt, shoot, wound, kill,
trap, capture, or collect, or to attempt to engage in any such conduct.” ESA § 3(19), 16 U.S.C.A.
§ 1532(19); 50 C.F.R. § 17.3.

°ESA § 7(a)(2); 16 U.S.C.A. § 1536(a)(2); see also 50 C.F.R. pt. 402.
Y50 C.F.R. § 402.14(a).

150 C.FR. § 402.13(a)(1).

250 C.F.R. § 402.14(h).

850 C.F.R. § 402.14(h)(3).
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take by issuing an incidental take statement that specifies reasonable and prudent
measures to minimize impact.” An agency, therefore, must have an incidental take
statement before proceeding with an action.™

Pesticide registrations actions by EPA are subject to both the ESA’s taking prohi-
bition and consultation requirement. For example, the Eighth Circuit has held for
some time now that EPA’s continued registration of strychnine that resulted in the
poisoning of endangered species (e.g., black-footed ferret) constituted a taking under
the ESA.*

More recently, the focus has turned to EPA’s consultation obligations. District
and circuit courts have held that EPA is required to consult with the Services when
a pesticide registration decision may affect a protected species.”” Notably, the Ninth
Circuit also sanctioned the use of injunctive relief in the form of pesticide-free buffer
zones around endangered species’ habitats as protective measures, pending compli-
ance with the ESA’s consultation requirement.*®

In an effort to comply with its consultation obligation imposed by the courts, EPA
has completed several “may affect” determinations and initiated consultation with
the Services on several pesticide registrations.’ Because of a general lack of re-
sources, however, the Services have been unable to complete pesticide consultations
on a timely basis. Addressing the backlog, one court set NMFS on a stipulated
schedule to complete consultations on 37 pesticides regarding impacts on endangered
salmon and steelhead populations in the Pacific Northwest by February 2012.*° One
of the first pesticide biological opinions issued by NMFS, as a result of this sched-
ule, was immediately challenged by the registrants in district court. The case was
initially dismissed on jurisdictional grounds, holding that registrants were required
to bring their challenge directly in the court of appeals and only after completion of
a cancellation proceeding under FIFRA was completed.” On appeal, the Fourth
Circuit overruled the district court, remanding the case and holding that a pesticide
biological opinion could be immediately challenged under the Administrative Proce-
dure Act in district court and was ripe for review.*

Recognizing the additional burden caused by consultation, the Services, with
EPA’s help, promulgated counterpart consultation regulations,”® in an effort to
streamline the consultation process when required for pesticide registration and re-

“ESA § 7(b)(4); 16 U.S.C.A. § 1536(b)(4); 50 C.F.R. § 402.14()).
15882 F.2d at 1300.
1814, at 1301.

Y(Center for Biological Diversity v. Leavitt, 35 Envtl. L. Rep. 20190, 2005 WL 2277030 (N.D. Cal.
2005); Washington Toxics Coalition v. Environmental Protection Agency, 413 F.3d 1024, 60 Env’t. Rep.
Cas. (BNA) 1940, 35 Envtl. L. Rep. 20138 (9th Cir. 2005); see also Washington Toxics Coalition v.
E.PA., 2002 WL 34213031 (W.D. Wash. 2002); CBD v. EPA, No. 07-02794 (N.D. Cal., stipulated injunc-
tion ordered May 17, 2010); revised settlement agreement issued July 2015, available at https:/www.
epa.gov/endangered-species/revised-settlement-agreement-cbd-v-epa-july-2015.

8413 F.3d at 1035 (“[Tlhe appropriate remedy for violations of the ESA consultation requirements
is an injunction pending compliance with the ESA.”).

EPA, Endangered Species Effects Determinations, Consultations, and Biological Opinions, avail-
able at https://iaspub.epa.gov/apex/pesticides/f7p=CHEMICALSEARCH:23:0.

®Northwest Coalition for Alternatives to Pesticides v. NMFS, No. 07-1791 (W.D. Wash. stipulated
settlement agreement entered Aug. 1, 2008).

“Dow AgroSciences LL.C v. National Marine Fisheries Service, 638 F. Supp. 2d 508, 70 Env’t. Rep.
Cas. (BNA) 1464 (D. Md. 2009), rev’d, 637 F.3d 259, 72 Env’t. Rep. Cas. (BNA) 1353 (4th Cir. 2011).

“Dow AgroSciences LLC v. National Marine Fisheries Service, 637 F.3d 259, 72 Env’t. Rep. Cas.
(BNA) 1353 (4th Cir. 2011).

“The counterpart regulations are authorized by 50 C.F.R. § 402.04, which provides that “[t]he
consultation procedures set forth in this Part may be superseded for a particular Federal agency by
joint counterpart regulations among that agency, the Fish and Wildlife Service, and the National
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registration actions.” These regulations generally permitted EPA to rely entirely on
its own NLAA determination regarding a protected species without concurrence
from the Service if it entered into an “alternative consultation agreement” with the
Service.”® The regulations also provided for an optional formal consultation process
whereby EPA is permitted to perform its own effects determination that the Service
can either adopt, modify with explanation, or reject altogether and draft its own
biological opinion.”® Finally, the regulations permitted EPA to delay formal consulta-
tion involving emergency actions under FIFRA § 18, based on the similarity of the
definition for emergency under both FIFRA and the ESA.*

The counterpart regulations were subsequently challenged in the Western District
of Washington.”® The district court set aside, as arbitrary and capricious and con-
trary to law, the provisions allowing EPA to make unilateral NLAA determinations
and to postpone formal consultation in cases of FIFRA § 18 emergencies. However,
the court let stand the optional formal consultation process.” In 2019, the Services
issued three final rules (one rule issued by FWS and two rules issued jointly by
FWS and NMFS) amending ESA implementing regulations that, in part, change the
standards under which listings, delistings, reclassifications, and critical habitat
designations are made.*

An issue that has become increasingly important in recent years is the proper
venue for review of claims that EPA failed to consult concerning pesticide registra-
tion decisions. Recent cases have held that when a party seeks judicial review of a
failure by an agency to consult under the ESA before taking an administrative ac-
tion that is itself susceptible to judicial review, the ESA consultation claim can only
be reviewed in the court where the agency action is reviewable.* As a practical mat-
ter, this precludes review of any ESA claims that involve a specific pesticide registra-
tion decision, concerning which EPA has provided sufficient notice and comment to
constitute a “public hearing,” unless the ESA claims are brought in the court of ap-
peals within 60 days of the decision.

One illustrative case is the so-called “Mega ESA” case, in which the Ninth Circuit
analyzed the reviewability of four distinct categories of claims concerning 31
pesticides for which the plaintiffs had alleged a failure to consult under the ESA.*
The court affirmed a decision by the District Court to dismiss category one claims
that EPA failed to consult concerning a RED, either because these claims either
were time-barred by the general six-year statute of limitations, or because jurisdic-
tion to review these claims was only available in the court of appeals and the claims

Marine Fisheries Service.”
2469 Fed. Reg. 47732 (Aug. 5, 2004) (codified at 50 C.F.R. §§ 402.40 to 402.48).
269 Fed. Reg. at 47737; 50 C.F.R. § 402.45.

%69 Fed. Reg. at 47738; 50 C.F.R. § 402.46; Washington Toxics Coalition v. U.S. Dept. of Interior,
Fish and Wildlife Service, 457 F. Supp. 2d 1158, 1180, 64 Env’t. Rep. Cas. (BNA) 1280, 36 Envtl. L.
Rep. 20190 (W.D. Wash. 2006).

"See 69 Fed. Reg. at 47732, 47739-47740 (“The Services believe that EPA’s statutory and regula-
tory standard for an “emergency” under FIFRA § 18 is generally comparable to the intended scope of
emergency in § 402.05 and that, therefore, the overwhelming majority of FIFRA emergency exemption
actions could properly be considered emergencies for the purposes of § 402.05.”).

%457 F. Supp. 2d at 1200.
29457 F. Supp. 2d at 1200.

%84 Fed. Reg. 44753; 84 Fed. Reg. 44976; 84 Fed. Reg. 45020 (Aug. 27, 2019) (codified at 50 C.F.R.
§§ 402.02 to 402.40).

*LAmerican Bird Conservancy v. F.C.C., 545 F.3d 1190, 1192-93, 67 Env’t. Rep. Cas. (BNA) 1833
(9th Cir. 2008); Center for Biological Diversity v. U.S. Environmental Protection Agency, 847 F.3d 1075,
1088-90, 83 Env’t. Rep. Cas. (BNA) 2165 (9th Cir. 2017).

2CBD v. EPA, 847 F. 3d at 1086-94.
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were not brought within 60 days of the issuance of the RED. The court also affirmed
the District Court’s dismissal of category two claims for the same pesticidal active
ingredients, which asserted that EPA’s continued “discretionary control” over these
pesticides constituted “ongoing action.”” The court further rejected category three
claims based on EPA’s completion of the reregistration process for a pesticide,
because this event does not itself constitute a discrete administrative action requir-
ing consultation. However, the court allowed the case to proceed for category four
claims that alleged a failure by EPA to consult concerning registration of specific
pesticide products, rejecting the assertion that these claims were barred as collat-
eral attacks on the underlying RED.

There are a number of other cases that are ongoing, or where settlements have
been reached, in which ESA claims concerning pesticide registration decisions are
still being adjudicated.*

§ 17:74 Clean Water Act

The Clean Water Act (CWA) prohibits the discharge of pollutants from a point
source into waters of the United States, except as authorized by EPA via a National
Pollutant Discharge Elimination System (NPDES) permit." A “point source” is very
broadly defined to include “any discernible, confined and discrete conveyance.” “Pol-
lutant” is likewise broadly defined to include wastes that are discharged into water.?

Despite the fact that pesticides are applied using sprayers, hoses, nozzles, and
other discrete conveyances, it has been EPA’s longstanding policy not to require a
NPDES permit for pesticide applications in or near waterbodies.’ This position was
called into question by a series of arguably confusing cases in the Ninth Circuit. In
the first of these, Headwaters, Inc. v. Talent Irrigation District,” the court held that
application of an herbicide directly to irrigation canals to control aquatic weeds did
not foreclose the need for an NPDES permit because of the residues remaining after
the pesticide’s intended effect were a pollutant.’® In a seeming departure from Tal-
ent, the Ninth Circuit subsequently held in Fairhurst v. Hagener,” that an NPDES
permit was not required where pesticides were intentionally applied to a lake to

#These claims were based primarily on language in the 2005 Washington Toxics Coalition v. EPA
decision, but the viability of claims concerning ongoing discretionary control based on that case was
subsequently clarified by Karuk Tribe of California v. U.S. Forest Service, 681 F.3d 1006, 74 Env’t.
Rep. Cas. (BNA) 1737 (9th Cir. 2012). The Karuk case held that an ESA consultation claim only can be
brought when an agency takes a discretionary affirmative action. Thus, a claim that EPA failed to
consult under the ESA cannot be based solely on the hypothetical ability of EPA to revisit a prior re-
registration decision.

*EPA, Endangered Species Litigation and Associated Pesticide Limitations, available at https:/
www.epa.gov/endangered-species/endangered-species-litigation-and-associated-pesticide-limitations.
[Section 17:74]

1CWA §§ 301, 402, 33 U.S.C.A. §§ 1311(a), 1342. See Ch. 13 of this treatise for a detailed discus-
sion of the requirements of the CWA.

2CWA § 502(14), 33 U.S.C.A. § 1362(14). See § 13:33 of this treatise for a discussion of “point
source” and “pollutant” under CWA.

3Section 502(6) of the CWA defines “pollutant” to mean: “dredged spoil, solid waste, incinerator
residue, sewage, garbage, sewage sludge, munitions, chemical wastes, biological materials, radioactive
materials, heat, wrecked or discarded equipment, rock, sand, cellar dirt and industrial, municipal, and
agricultural waste discharged into water.” 33 U.S.C.A. § 1362(6).

71 Fed. Reg. 68483, 68484 (Nov. 27, 2006) (“[EPA] has never issued an NPDES permit for the
application of a pesticide to or over water.”).

5Headwaters, Inc. v. Talent Irrigation Dist., 243 F.3d 526 (9th Cir. 2001).
°Id. at 532.
"Fairhurst v. Hagener, 422 F.3d 1146 (9th Cir. 2005).
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control invasive fish species. The court reasoned that a permit was not required
because the pesticides were not pollutants where there were no residues or
unintended consequences from the application.?

In an attempt to thread the holdings of these cases together and to provide some
clarity to the regulated community, EPA issued a final rule generally excluding ap-
plications of pesticides to waters of the United States in two circumstances when
the application is consistent with all relevant requirements under FIFRA.? The first
of these is the direct application of pesticides to waters of the United States to
control pests, such as mosquitoes and aquatic weeds.” The second covers the ap-
plication of pesticides over or near waters of the United States, where it is unavoid-
able in order to effectively target pests. This expressly includes the situation where
insecticides are aerially applied to forest canopy for control of mosquitoes or other
pests.'

Both environmental and industry groups petitioned for review of EPA’s Final
Rule, and the cases were ultimately consolidated before the Sixth Circuit. In
National Cotton Council of America v. EPA, the Sixth Circuit vacated EPA’s Final
Rule, finding it contrary to the text of the CWA." In vacating the rule, the Sixth
Circuit reconciled Fairhurst and Talent by holding that, “[if a chemical pesticide]
leaves no excess portions after performing its intended purpose, then that chemical’s
use need not be regulated. If, on the other hand, a chemical pesticide is known to
have lasting effects beyond the pesticide’s intended object, then its use must be
regulated under the CWA.”*®

To comply with the Sixth Circuit’s decision in National Cotton Council, EPA
developed an NPDES Pesticide General Permit that took effect on October 31,
2011." Despite repeated attempts (e.g., Reducing Regulatory Burdens Act of 2011,
Agriculture and Nutrition Act of 2018, H.R. 890, 116th Cong.), NPDES permitting
for FIFRA-compliant pesticide applications is still required.

§ 17:75 Toxic Substances Control Act

While registered pesticides are clearly exempt from TSCA," it has been EPA’s po-
sition for some time that inert ingredients and isolated intermediates used in the
manufacture of pesticides are nonetheless subject to regulation under TSCA.? TSCA
jurisdiction detaches and FIFRA jurisdiction attaches once the inerts are formulated

°Id. at 1150.

71 Fed. Reg. 68483 (amending 40 C.F.R. § 122.3).

971 Fed. Reg. at 68485.

1171 Fed. Reg. at 68485 (The final rule, however, does not exempt pesticides that are entrained in
storm water or other industrial or municipal discharges, or residual materials that remain in the wa-
ter after the application and intended purpose of eliminating the target pests is completed. It also does

not specifically exempt spray drift from terrestrial application that may deposit into waters of the
United States.).

2National Cotton Council of America v. U.S. E.P.A., 553 F.3d 927, 68 Env’t. Rep. Cas. (BNA) 1129
(6th Cir. 2009).

31d. at 937 (internal citations omitted).

1476 Fed. Reg. 68750 (Nov. 7, 2011); 78 Fed. Reg. 38591 (June 27, 2013); EPA, NPDES Pesticide
Applications, available at https:/www.epa.gov/npdes/pesticide-applications-1.
[Section 17:75]

TSCA § 3(2)(B)(ii), 15 U.S.C.A. § 2602(2)(B)(ii) (exempting “any pesticide [as defined in FIFRA]
when manufactured, processed, or distributed in commerce for use as a pesticide.”). See Ch. 16 of this
treatise for a detailed discussion of TSCA.

2See 42 Fed. Reg. 64572, 64586 (Dec. 23, 1977); see also Questions & Answers for the New
Chemicals Program, EPA, OPPT, at 2-18, available at https://www.epa.gov/reviewing-new-chemicals-
under-toxic-substances-control-act-tsca/questions-answers-new-chemicals.
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into a registered pesticide product.®

A pesticide that is still undergoing research and development testing presents a
different problem. EPA’s position is that such pesticides are subject to TSCA (includ-
ing the requirement for premanufacture notice under § 5 and the requirement
under § 8(e) to report substantial risk information) until the manufacturer
demonstrates its intent “to create a pesticide by submitting an application for an ex-
perimental use permit . . . or an application for registration under . . . FIFRA.™
However, if the intent is to import small quantities of an active ingredient for clini-
cal testing solely to determine if a registration can be obtained under FIFRA, TSCA
§ 5 does not apply.” There is no exemption under TSCA § 8(e)° for research and
development or for small production or import volumes.

XIV. HOT TOPICS

Several disputes in recent history present novel or controversial issues with
regard to pesticide registrations and use, demonstrating issues related to pesticide
labels, adverse effects, tolerances, cancellations, and the relationship between
federal and state agencies.

§ 17:76 Worker Protection Standard

As discussed above, information required to appear on product labels includes
worker protection information.' Final regulations, known as the Worker Protection
Standard (WPS), revised standards for protecting agricultural workers from
exposure to pesticides.” The revised regulations expand the scope of previous worker
protection standards by including employees in forests, nurseries, and greenhouses
and other agricultural employees who handle pesticides. The regulations require
registrants to add appropriate labeling statements referencing the worker protec-
tion regulations and specifying application restrictions, restrictions on entry into
treated areas, and personal protection equipment requirements.’

EPA issued additional revisions to the WPS in 2015 intended to “enhance the
protections provided to agricultural workers, pesticide handlers, and other persons
under the Worker Protection Standard (WPS) by strengthening elements of the
existing regulation, such as training, notification, pesticide safety and hazard com-
munication information, use of personal protective equipment, and the providing of
supplies for routine washing and emergency decontamination.” Controversy regard-
ing these new requirements is longstanding. In 2017, EPA announced that it is
initiating a process to revise (1) certain requirements in the agricultural WPS;* and
(2) to revise the minimum age requirements in the Certification of Pesticide Ap-

3Questions & Answers for the New Chemicals Program at 2-18.
51 Fed. Reg. 15096, 15097 (Apr. 22, 1986); see also EPA, TSCA Section 8(e) Reporting Guide, at

F29-F30 (June 1991), available at https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/
tsca-section-8e-reporting-guide.

*TSCA § 5(h)(3), 15 U.S.C.A. § 2604(h)(3); 40 C.F.R. § 720.36(g).
615 U.S.C.A. § 2607(e).
[Section 17:76]
See § 17:4; 40 C.F.R. § 156.10(a)(1).
“See 40 C.F.R. pt. 170.

3See 40 C.F.R. pt. 156, subpt. K; pt. 170. See also PR Notice 2000-9 (Sept. 2000) (Worker risk mit-
igation for organophosphate pesticides).

80 Fed. Reg. 67496 (Nov. 2, 2015).
°82 Fed. Reg. 60576 (Dec. 21, 2017).
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plicators rule.® In 2019, EPA proposed additional changes to “clarify and simplify”
the application exclusion zone requirements.’

§ 17:77 Cannibis/Hemp

Cannabis presents pesticide registration challenges between the federal govern-
ment and states,’ as an increasing number of states have legalized cannabis (e.g.,
medical marijuana, recreational use). So long as cannabis remained regulated on a
federal level under Schedule 1 of the Controlled Substances Act of 1970, EPA would
not approve any pesticides for use on cannabis, nor would it approve any tolerances
for use of a pesticide on these crops.

Some changes are evolving in this area, as the 2014 federal Farm Bill allows for
industrial hemp production, provided: (1) “industrial hemp is grown or cultivated for
purposes of research conducted under an agricultural pilot program or other agri-
cultural or academic research”; and (2) state law allows such research.? Neverthe-
less, when four states in 2017 attempted to issue SLN registrations for tolerance-
exempt products to use on cannabis, EPA notified those states that it would
disapprove the registrations. This results in state withdrawal of those registrations.®

The 2018 federal Farm Bill (the Agricultural Improvement Act of 2018) removed
industrial hemp from its earlier classification as a controlled substance, again
providing new opportunities for EPA to approve pesticides for use by growers of this
newly legally available commodity. On August 21, 2019, EPA announced its receipt
of 10 applications seeking to add new hemp uses to pesticide products already
registered under FIFRA.* EPA has not, however, established tolerances for these
crops.

§ 17:78 Neonicotinoids

In the past several years, pesticides’ adverse impacts on bees and other pollina-
tors have gained national attention. The global pollinator crisis and colony collapse
disorder in honey bee populations have raised concerns whether certain pesticides,
specifically the class of pesticides known as the neonicotinoids, are linked to large-
scale bee mortality. The U.S. federal government began to develop strategies to ad-
dress the risk to pollinators from pesticide use in 2013, when EPA finalized a new
policy that required certain pesticides to be labeled with warnings and specific
directions for use designed to minimize harm to pollinator species and notified
registrants to report under Section 6(a)(2) incidents involving pollinators within an
accelerated time frame.*

In early 2017, EPA issued another policy to protect commercial honey bees used

®82 Fed. Reg. 60195 (Dec. 19, 2017).

’84 Fed. Reg. 35054 (July 22, 2019), 84 Fed. Reg. 58666 (Nov. 1, 2019).
[Section 17:77]

'See XI. State/Tribal Authority and Preemption.

7 U.S.C. § 5940.

SEPA letter to California Department of Pesticide Regulation (CDPR) re: Notice of Intent to
Disapprove (June 22, 2017).

84 Fed. Reg. 44296 (Aug. 23, 2019).
[Section 17:78]

'EPA Memorandum to Registrants of Nitroguanidine Neonicotinoid Products (Aug. 15, 2013),
available at https:/www.epa.gov/sites/production/files/2013-11/documents/bee-label-info-ltr.pdf; Presi-
dential Memorandum—Creating a Federal Strategy to Promote the Health of Honey Bees and Other
Pollinators (June 2014), available at https://obamawhitehouse.archives.gov/the-press-office/2014/06/20/
presidential-memorandum-creating-federal-strategy-promote-health-honey-b. See also § 17:33 (Report-
ing of new adverse effects information).
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to provide pollinator services from agricultural pesticide spray and dust
applications.? In addition to the policy, EPA also instituted an expedited re-
evaluation of the neonicotinoid family of pesticides, as well as certain other
pesticides, and temporarily halted the approval of new outdoor neonicotinoid
pesticide uses until new bee data are submitted and pollinator risk assessments are
complete.’ In January 2020, EPA took its next steps in its regulatory review of
neonicotinoid pesticides and released proposed interim decisions for acetamiprid,
clothianidin, dinotefuran, imidacloprid, and thiamethoxam. EPA states that these
decisions contain new measures to reduce potential ecological risks, particularly to
pollinators, and to protect public health.

§ 17:79 Chlorpyrifos

Chlorpyrifos is a widely used organophosphate insecticide that has been subject to
lawsuits, brought by NGOs, challenging EPA’s continued registrations of products
containing chlorpyrifos. In an opinion issued on August 10, 2015, the U.S. Court of
Appeals for the Ninth Circuit granted a writ of mandamus requested by Pesticide
Action Network North America and the Natural Resources Defense Council
(Petitioners) to require EPA to respond to a 2007 administrative petition to cancel
the registrations of all pesticides containing chlorpyrifos. The Court imposed an
October 31, 2015, deadline for EPA’s action (later extended to March 31, 2017). In
response, EPA proposed a rule to revoke all tolerances which, if issued as a final
rule, would result in the cessation of all agricultural uses of chlorpyrifos.' Two years
later, under President Trump’s administration, EPA declined to act on EPA’s prior
proposal to revoke chlorpyrifos tolerances, and instead denied the 2007 petition,
stating that it would continue to review the safety of chlorpyrifos and would make a
further determination as part of the registration review of the pesticide. Although
EPA initially stated that its registration review of chlorpyrifos would continue until
2022, EPA has now stated that it will expedite the review and issue a proposed
registration review decision by October 2020.

The significance of any further EPA review of chlorpyrifos is now in doubt because
the most prominent manufacturer and defender of chlorpyrifos has announced it
will discontinue all production by the end of 2020. This decision follows its agree-
ment to end sales of chlorpyrifos in California by February 2020, the European
Union announcement that it will no longer permit sales of chlorpyrifos after Janu-
ary 31, 2020, and Canada’s proposed cancellation of most chlorpyrifos uses.’

EPA, Policy to Mitigate the Acute Risk to Bees from Pesticide Products (Jan. 12, 2017), available
at https://www.epa.gov/pesticides/epa-finalizes-steps-better-protect-bees-pesticides.

3§ 17:14. Registration application process—Registration review; § 17:47. EPA authority—The “un-
reasonable adverse effects” standard.
[Section 17:79]

80 Fed. Reg. 69080 (Nov. 6, 2015).

’See CDPR Press Release “Agreement Reached to End Sale of Chlorpyrifos in California by
February 2020” (Oct. 9, 2019), available at https://www.cdpr.ca.gov/docs/pressrls/2019/100919.htm;
European Commission, Chlorpyrifos & Chlorpyrifos-methyl, available at https://ec.europa.eu/food/
plant/pesticides/approval active _substances/chlorpyrifos chlorpyrifos-methyl en; Canada Pest
Management Regulatory Agency, Proposed Re-evaluation Decision PRVD2019-05, Chlorpyrifos and Its
Associated End-use Products: Updated Environmental Risk Assessment (May 31, 2019), available at ht

tps://www.canada.ca/en/health-canada/services/consumer-product-safety/pesticides-pest-management/p
ublic/consultations/proposed-re-evaluation-decisions/2019/chlorpyrifos/document.html#al.
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List of Acronyms

AAA
ALJ
CAFO
CBP
CAFO
CSF
CWA
DCIEAB
EAB
EDSP
EPA
ESA
EUP
FCLA
FDA
FFDCA
FIFRA
FMCS
FQPA
FWS
HPV
TARC
NAS
NGO
NLAA
NMFS
NPDES
OEHHA
OPP
PR Notice
PRIA

PRIA 2
PRIA 3

PRIA 4

RED
RUP
SAP
SLN
TSCA
USDA
WPS

American Arbitration Association

Administrative Law Judge

Consent agreement and final order

U.S. Customs and Border Protection

Central Data Exchange

Confidential Statement of Formula

Clean Water Act

Data call-in

Environmental Appeals Board

Endocrine Disruptor Screening Program
Environmental Protection Agency

Endangered Species Act

Experimental use permit

Federal Cigarette Labeling Acts of 1965 and 1969
U.S. Food and Drug Administration

Federal Food, Drug, and Cosmetic Act

Federal Insecticide, Fungicide, and Rodenticide Act
Federal Mediation and Conciliation Service

Food Quality Protection Act of 1996

U.S. Fish and Wildlife Service

High Production Volume

International Agency for Research on Cancer
National Academy of Sciences

Non-governmental organization

Not likely to adversely affect

National Marine Fisheries Service

National Pollutant Discharge Elimination System
California’s Office of Environmental Health Hazard Assessment
EPA’s Office of Pesticide Programs

Pesticide Registration Notice

Pesticide Registration Improvement Extension Act (effective 2004 to
September 2008)

Pesticide Registration Improvement Extension Act of 2007 (effective
October 1, 2007, to September 30, 2012)

Pesticide Registration Improvement Extension Act (effective October
1, 2012, to September 30, 2017, extended through September 30,
2018)

Pesticide Registration Improvement Extension Act of 2018 (effective
March 8, 2019, through 2023)

Reregistration Eligibility Document
Restricted use pesticide

Scientific Advisory Panel

Special local needs

Toxic Substances Control Act

U.S. Department of Agriculture
Worker Protection Standard
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I. INTRODUCTION
§ 18:1 In General

Congress, EPA, and the public have logically assigned drinking water a high
priority and it is understandably a focus of several statutes. For example, the laws
controlling hazardous waste management and the cleanup of hazardous substances
were enacted, in part, to prevent and remediate the contamination of underground
sources of drinking water. Congress also passed laws controlling discharges to
surface water with an eye toward protecting water bodies used as drinking water
supplies.

The Safe Drinking Water Act (SDWA) was one of a suite of environmental laws
that Congress passed in the early 1970s, including the National Environmental
Policy Act of 1970, the Clean Air Act Amendments of 1970, the Pesticide Control
Act of 1972, the Ocean Dumping Act of 1972, the Federal Water Pollution Control
Act Amendments of 1972, the Endangered Species Act of 1973, the Clean Air Act of
1974, the Resource Conservation and Recovery Act of 1976, the Toxic Substance
Control Act of 1976, and the Federal Land Policy and Management Act of 1976. The
SDWA is unique because it directly regulates drinking water quality.

Congress passed the SDWA in response to nationwide studies that demonstrated
a range of concerns over water quality and management and operation of treatment
facilities. Since 1974, it has been amended numerous times, with the most signifi-
cant amendments dating to 1986, 1996, and 2016."

Under the 1974 law, states were delegated implementation and enforcement
authority for the drinking water program, pursuant to a cooperative federalism
model. Under the Public Water Supply Supervision (PWSS) Program, 49 of the
states and one tribe—the Navajo Nation—have assumed this authority.” Neverthe-
less, the SDWA reflects a level of discomfort with state and tribal sovereignty, as
evidenced by the prescriptive requirements for states and tribes.’

While much of the Act is necessarily sui generis, some portions mirror provisions
in the Clean Air Act (for example, in its distinction between primary and secondary

[Section 18:1]

142 US.CA. § 300j-11, as enacted by Pub. L. No. 93-523, 88 Stat. 1660 (1974), and amended by
Pub. L. No. 94-317, 90 Stat. 707 (1976); Pub. L. No. 94-484, 90 Stat. 2325 (1976); Pub. L. No. 95-190,
91 Stat. 1393 (1977); Pub. L. No. 96-63, 93 Stat. 411 (1979); Pub. L. No. 96-502, 94 Stat. 2737 (1980);
Pub. L. No. 99-339, 100 Stat. 642 (1986); Pub. L. No. 100-572, 102 Stat. 2884 (1988); Pub. L. No.
103-382, 108 Stat. 3518 (1994); Pub. L. No. 103-437, 108 Stat. 4581 (1994); Pub. L. No. 104-66, 109
Stat. 707 (1995); Pub. L. No. 104-182, 110 Stat. 1613 (1996); Pub. L. No. 107-110, 115 Stat. 1425
(2002); Pub. L. No. 107-188, 116 Stat. 594 (2002); Pub. L. No. 108-328, 118 Stat. 1273 (2004); Pub. L.
No. 109-58, 119 Stat. 594 (2005); Pub. L. No. 111-380, 124 Stat. 4131 (2011); Pub. L. No. 113-64, 127
Stat. 668 (2013); Pub. L. No. 114-45, 129 Stat. 473 (2015); Pub. L. No. 114-98, 129 Stat. 2199 (2015);
Pub. L. No. 114-322, 130 Stat. 1628 (2016); and Pub. L. No. 115-270, 132 Stat. 3765 (2018).

2Mary Tiemann, Cong. Research Serv., RL 31243, Safe Drinking Water Act (SDWA): A Summary
of the Act and Its Major Requirements 1 (2017).

%Some Federal Courts have held that the SDWA constitutes a comprehensive federal statutory
scheme so as to occupy the field of drinking water regulation and preempt some constitutional and
other claims that individuals might have under federal law. See Mattoon v. City of Pittsfield, 980 F.2d
1, 37 Env’t. Rep. Cas. (BNA) 1471, 24 Fed. R. Serv. 3d 330, 23 Envtl. L. Rep. 20361 (1st Cir. 1992);
Nitao v. Pacific Gas and Electric Company, 2016 WL 4154932, at *3 (C.D. Cal. 2016) (“SDWA preempts
all other forms of federal relief for SDWA violations—including claims under Sections 1983 and
1985(3)”); Missey v. City of Staunton, Ill., 2008 WL 4911877 (C.D. Ill. 2008) (rejecting claim of violation
of constitutional rights arising from alleged failure to provide warnings with a “boil water” order); but
see Boler v. Earley, 865 F.3d 391 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469 (2018)
and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200 L. Ed.
2d 469 (2018) (reversing the lower court’s dismissal of plaintiffs’ section 1983 claim due to contami-
nated drinking water).

184



DrINKING WATER § 18:1

standards) and the Clean Water Act (for example, in many aspects of its citizen suit
provisions).

After an initial push to publish interim regulations in the middle 1970s,* EPA
made a concerted effort to grant primary enforcement authority to states and began
to encounter more difficult implementation problems. This included reluctance by
other bureaucracies to cooperate in the standard setting process,®> and difficulties
some public water systems encountered in meeting existing regulations.®

In the early 1980s, the pace of regulation slowed. In keeping with the trends prev-
alent at that time, several bills were introduced in Congress to limit EPA’s ability to
regulate drinking water,” and the Agency primarily issued Health Advisories and
Advance Notices of Proposed Rulemaking.® In the middle 1980s, however, EPA
began to implement an ambitious program to promulgate additional drinking water
regulations.’ In addition, under renewed congressional scrutiny, state and EPA
enforcement efforts were viewed as inadequate.’® In 1986, after several years of ef-
fort, Congress amended the SDWA to require EPA to increase its regulatory and
enforcement efforts.” The 1986 Amendments gave EPA “precise marching orders,”
specifying that a significant number of new drinking water standards be issued
within strict deadlines.™

With the 1986 amendments to the SDWA, Congress charted EPA’s course in set-
ting standards. Many new standards were required within the first few years, fol-
lowed by 25 additional standards every three years thereafter.'* While EPA
endeavored to meet these new demands and to increase compliance and enforce-
ment, the resource demands it encountered were substantial, and the Agency missed
several deadlines. Moreover, the compliance costs to local water suppliers were
rapidly increasing, thereby raising questions about the need for so many new stan-
dards and associated monitoring requirements."

As a result of those pressures and the desire to provide financial assistance to wa-

“Congress expected EPA to adopt interim regulations based on its review of existing U.S. Public
Health Service standards. H.R. Rep. No. 1153, 93d Cong., 2d Sess. 17 (1974). EPA did so. See 40 Fed.
Reg. 59566 (Dec. 24, 1975) and 41 Fed. Reg. 28402 (July 9, 1976) (National Interim Primary Drinking
Water Regulations).

*The SDWA originally called on the National Academy of Sciences (NAS) to provide proposals for
health goals to serve as a target for additional regulations. Pub. L. No. 93-523, § 1412, 88 Stat. 1662
(1974) (former SDWA § 1412(B) and (e)). Believing this exercise required consideration of non-health
factors that were beyond their purview, NAS declined to provide proposals for health goals. See 48 Fed.
Reg. 45503 (Oct. 5, 1983).

®See 45 Fed. Reg. 40222 (June 13, 1980) (the small systems compliance strategy).

"See, e.g., H.R. 4509, 97th Cong., 1st Sess., 127 Cong. Rec. H6385 (daily ed. Sept. 17, 1981)
(introduced by Rep. Gramm).

®See 47 Fed. Reg. 9350 (Mar. 4, 1982); 48 Fed. Reg. 45502 (Oct. 5, 1983).

°See, e.g., 49 Fed. Reg. 46880 (Nov. 29, 1984); 50 Fed. Reg. 20164 (May 14, 1985); 50 Fed. Reg.
46936 (Nov. 13, 1985); 50 Fed. Reg. 46880 (Nov. 13, 1985); 50 Fed. Reg. 47142 (Nov. 14, 1985).

°H R. Rep. No. 168, 99th Cong. 1st Sess. 26 (1985).

"pyb. L. No. 99-339, 100 Stat. 642 (1986), amending 42 U.S.C.A. §§ 300f to 300j-11. See Kenneth
F. Gray, The Safe Drinking Water Act: Now a Tougher Act to Follow, 16 Envtl. L. Rep. (Envtl. L. Inst.)
10338 (Nov. 1986).

2Natural Resources Defense Council, Inc. v. E.PA., 824 F.2d 1211, 1216, 26 Env’t. Rep. Cas.
(BNA) 1305, 17 Envtl. L. Rep. 21100 (D.C. Cir. 1987).
*Pub. L. No. 99-339, 100 Stat. 642 (1986).

1See, e.g., G. Richard Dreese and Vivian Witkind Davis, Briefing Paper on the Economic Impact of
the Safe Drinking Water Act Amendments of 1986, The National Regulatory Research Institute 87-9
(July 1987), https:/pubs.naruc.org/pub/4006BBA4-155D-0A36-3138-06CD6AF2E6DB.
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ter suppliers, Congress passed the SDWA Amendments of 1996."° The 1996 Amend-
ments instituted several critical reforms to the program. Most significantly, the
amendments withdrew the provisions mandating 25 new standards every three
years and instead provided EPA with the flexibility to decide which contaminants to
regulate, based on occurrence data, risk assessment, and cost-benefit considerations.

Following the September 11, 2001 terrorist attacks, the Public Health Security
and Bioterrorism Preparedness and Response Act of 2002 introduced a number of
security-related amendments. For example, community water systems (CWSs) serv-
ing more than 3,300 people were required to conduct vulnerability assessments and
prepare emergency response plans.™®

Another important amendment, the Drinking Water Protection Act, addressed the
assessment and management of the risks posed by algal toxins in public drinking
water supplies.'” EPA was required to, among other items, assess the health risks
from algal toxins, issuing health advisories if needed; provide guidance on the as-
sessment and measurement of these toxins; recommend treatment and protection
options for water supplies; and provide technical assistance to public water systems
facing this issue.'

Following the Flint Water Crisis, and in the wake of increasing national security
bioterrorism concerns, Congress made a number of amendments to the SDWA with
the Water Infrastructure Improvements for the Nation (WIIN) Act.” The 2016
amendments redetermined allowable lead levels in drinking water, required
disclosure when levels exceeded the maximum amount, increased assistance for
disadvantaged communities and schools, and generally provided additional funding
opportunities for public water infrastructure projects.”

Several themes in drinking water regulation will be familiar to those who have
experience with other federal environmental programs. EPA sets enforceable stan-
dards to protect health (National Primary Drinking Water Regulations (NPDWR) or
Primary Regulations) that apply to public water systems. These standards are to be
set as close as possible to established health goals, considering the “best available
technology” (BAT), cost, and feasibility. States, territories, and tribes may adopt
standards that are at least as stringent as the federal program and, after EPA ap-
proval, may assume primary enforcement authority. The contemporary themes of
water security and water conservation are incorporated via EPA’s implementation
of the SDWA.*

This Chapter discusses the types of water systems subject to regulation, the set-
ting of Primary Regulations, variances and exemptions, public notification, state

*Pub. L. No. 104-182, 110 Stat. 1613 (1996).

8See section 401 of the Public Health Security and Bioterrorism Preparedness and Response Act
of 2002, Pub. L. No 107-188, 116 Stat. 594 (2002).

YPub. L. No. 114-45, 129 Stat. 473 (2015).

‘®Pub. L. No. 114-45, 129 Stat. 473 (2015).

9See Perri Zeitz Ruckart, et al., The Flint Water Crisis: A Coordinated Public Health Emergency
Response and Recovery Initiative, 25 J. Public Health Manag. Pract. S84-S90 (2019).

?°Pub. L. No. 114-322, 130 Stat. 1628 (2016).

AWater security provisions can be found at SDWA §§ 1433 to 1435, 42 U.S.C.A. §§ 300i-2 to
300i-4. EPA’s consideration of water conservation played a central role in its 2003 decision that
“submetering” by apartment buildings and others was not “selling water” for purposes of classification
as a public water system. Applicability of the Safe Drinking Water Act to Submetered Properties, 68
Fed. Reg. 74233-34 (Dec. 23, 2003). The decision withstood challenge. Manufactured Housing Institute
v. U.S. Environmental Protection Agency, 467 F.3d 391, 36 Envtl. L. Rep. 20216 (4th Cir. 2006) (reject-

ing petition challenging EPA’s failure to include manufactured housing and mobile home parks under
EPA policy).
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drinking water programs, enforcement authorities, and groundwater protection.? It
does not address Underground Injection Control regulation under the Safe Drinking
Water Act, as that subject is discussed elsewhere in this treatise.

II. WHAT IS A PUBLIC WATER SYSTEM?

§ 18:2 In General

Only water served by “public water systems” is subject to minimum requirements
under the SDWA.

§ 18:3 Public Water System Defined

The term public water system means “a system for the provision to the public of
water for human consumption through pipes or other constructed conveyances, if
such system has at least fifteen service connections or regularly serves at least
twenty-five individuals.”* Water systems typically take in surface water or
groundwater, treat it, and then send it through pipes to consumers. The 1996
SDWA Amendments expanded the definition of public water system to encompass
“constructed conveyances” in addition to pipes.? The amendments specify that,
under certain circumstances, conveyances other than pipes shall not be considered
“connections” for purposes of the “fifteen service connections” requirement.’ The
amendments also exempted from public water system status certain irrigation
districts in existence prior to May 18, 1994.*

Public water systems need not be “public” in the sense they are government-
owned,” and there are many public water systems owned and operated by private
investors. To be covered by the Act, public water systems need only “regularly”

*This Chapter does not address the more detailed, general provisions of the SDWA, such as
inspection authority, grants, whistleblower protections and judicial review. Those subjects are covered
in SDWA §§ 1441 to 1450, 42 U.S.C.A. §§ 300j-1 to 300j-11 and are relatively straightforward.

[Section 18:3]

'SDWA § 1401(4), 42 U.S.C.A. § 300f(4). Before the 1996 Amendments, which expressly address
irrigation canal systems, the U.S. Court of Appeals for the Ninth Circuit held that where untreated
water was provided to consumers through an irrigation canal system, the irrigation district was not a
public water system, because the canals did not constitute a “piped” system. Imperial Irr. Dist. v. U.S.
E.PA., 4 F.3d 774, 776-77, 37 Env’t. Rep. Cas. (BNA) 1557, 23 Envtl. L. Rep. 21310 (9th Cir. 1993).
“Water for human consumption” also includes water for “such normal uses as bathing and showering,
cooking and dishwashing, and maintaining oral hygiene.” U.S. v. Midway Heights County Water Dist.,
695 F. Supp. 1072, 1076, 27 Env’t. Rep. Cas. (BNA) 2183, 27 Env’t. Rep. Cas. (BNA) 2185, 19 Envtl. L.
Rep. 20142 (E.D. Cal. 1988). Connections to homes or buildings are service connections. The term
“public water system” includes (1) collection, treatment, storage, and distribution facilities under
control of the operator and used primarily with such system, and (2) any collection or pretreatment
storage facilities not under such control which are used primarily in connection with the system. The
outer bounds of “collection or pretreatment storage facilities” have not been defined. However, the
Georgia Supreme Court, interpreting a state law that is virtually identical to the SDWA, held that the
statute does not regulate private lines running from the service connections of distribution facilities
into homes, because private lines are not within the control of the water system operators. Bass v.
Ledbetter, 257 Ga. 738, 363 S.E.2d 760, 761, 27 Env’t. Rep. Cas. (BNA) 1471 (1988).

’EPA has issued guidance defining “public water system,” as provided in the 1996 SDWA amend-
ments. 63 Fed. Reg. 41940 (Aug. 5, 1998). EPA has also adopted definitions relating to “wholesale
systems,” “consecutive systems,” and “combined distribution systems” for purposes of implementing
the primary drinking water regulations, although these definitions do not expand the term “public wa-
ter system.” See 40 C.F.R. § 141.2 (definitions) and Part 141, Subpart U.

3SDWA § 1401(4)(B)(i), 42 U.S.C.A. § 300f(4)(B)(i).
“SDWA § 1401(4)(B)(ii), 42 U.S.C.A. § 300f(4)(B)(ii).
°H.R. Rep. No. 93-1185, at 16 (1974).
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serve the requisite number of persons.® EPA has defined regular service to be daily
service at least 60 days out of the year.” As explained below, EPA has further
subdivided public water systems based on the number of days of service so that not
all systems are required to meet the same regulations.

The term “public water systems” encompasses a broad array of facilities and
includes systems that are not traditionally considered water utilities. Gasoline sta-
tions, factories, schools, private housing developments, campgrounds,® trailer camps,
restaurants, motels, and other facilities that have their own wells or surface water
supplies must comply with the regulations if they serve the requisite number of ser-
vice connections or persons.’ Thus, even a system on an off-shore drilling platform
near Louisiana has been held to be a public water system by EPA.*

Despite the breadth of the public water system definition, certain systems are
unregulated. Obviously, systems that serve fewer than 25 persons or 15 service con-
nections are not covered. Under the Act, a system is also exempt if it:

(1) consists only of distribution and storage facilities (without any collection
and treatment facilities);

(2) obtains all its water from, but is not owned or operated by, a public water
system;

(3) does not sell water to any person; and

(4) is not a carrier that conveys passengers in interstate commerce."

This exemption is in part intended to exclude facilities like hotels and grocery
stores, which merely by virtue of having a storage tank and acting as a conduit from
public water system to the consumer would otherwise be subject to regulation.*
Carriers of water in interstate commerce (for example, airplanes and buses) are not
exempt, and water they serve must meet SDWA standards.” Bottled drinking water
purveyors are not public water systems because they are not providing water
through a “pipe or constructed conveyance.”'* However, the Food and Drug
Administration, as authorized by statute, has adopted the drinking water standards
for bottled water, so that, by federal law, bottled water distributed interstate is to

6Systems serving more than 25 persons have occasionally attempted to disconnect users to avoid
regulation, or to establish two “separate” systems, each serving fewer than 25 persons. In the latter
case, there is often a factual question whether there will be one system or two after the attempted
spin-off.

40 C.FR. § 141.2. Specifying 60 days rather than two months means that a system may qualify
as a public water system even if it is not operational every day during two months or through a
continuous 60-day period. 40 Fed. Reg. 59566 (Dec. 24, 1975).

8See U.S. v. Ritz, 721 F.3d 825, 826, 76 Env’t. Rep. Cas. (BNA) 1813 (7th Cir. 2013).
H.R. Rep. No. 93-1185, at 1617 (1974). See 40 Fed. Reg. 59566 (1975).

YEPpA, Regional Counsel Opinion, Nov. 22, 1975, Region VI, Coverage of the Safe Drinking Water
Act—Off-shore Drilling Platforms, reprinted in 1 EPA General Counsel Opinions 43.

USDWA § 1411, 42 U.S.C.A. § 300g. A system that operates water treatment facilities, collects
30% of its source water from rainwater catchment and groundwater well collection facilities, and
receives no more than 70% of its water from a public water system is not exempt from coverage by the
SDWA. United States v. Virgin Islands Hous. Auth., 27 Env. 2187 (D.V.I. 1988).

ZHR. Rep. No. 93-1185, at 17 (1974). Public water systems that receive water from other public
water systems (so-called “consecutive systems”) may have reduced monitoring requirements. 40 C.F.R.
§ 141.29.

13SDWA § 1411(4), 42 U.S.C.A. § 300g(4). Because of the challenges of rigorous schedules and
multiple sources of water, airlines have faced specific compliance challenges. In an effort to address

these challenges, EPA has established drinking water standards specifically tailored to air carriers. 74
Fed. Reg. 53590 (Oct. 19, 2009).

1See SDWA § 1401(4), 42 U.S.C.A. § 300f(4).
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contain no more contaminants than tap water.” In § 305 of the 1996 SDWA amend-
ments, Congress amended the Federal Food, Drug, and Cosmetic Act to impose fur-
ther requirements on bottled water. EPA has allowed systems to provide bottled wa-
ter to consumers to prevent unreasonable risks during the term of a variance or
exemption and has established monitoring, quality, and quantity requirements for
such interim measures."

§18:4 Community and Non-Community Water Systems

Figure 1.

Public Water
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When the National Interim Drinking Water Regulations were adopted in 1975,
EPA subdivided public water systems into two types—community water systems
and non-community water systems.”? Community systems are what we normally
think of as water utilities—they serve our homes. Community water systems serve
the same people year-round: at least 15 service connections or 25 residents.® Accord-
ing to EPA, eight percent of U.S. community water systems provide water to 82% of
the U.S. population.* All of the federal SDWA regulations apply to these systems.

Federal Food, Drug and Cosmetic Act § 410, 21 U.S.C.A. § 349. See 21 C.F.R. Pt. 129. Although
bottled water must meet minimum standards, the Food and Drug Administration has not adopted
EPA’s monitoring requirements for public water systems.

1°40 C.FR. §§ 141.101, 142.57(a) to (b), 142.62(f) to (g); 56 Fed. Reg. 26460, 26563 to 26564 (June
7, 1991). Bottled water may not be used by public water systems to achieve compliance with drinking
water standards. 40 C.F.R. § 141.101; 52 Fed. Reg. 25701, 25716 (1987).

[Section 18:4]
See Centers for Disease Control and Prevention, Public Water Systems (Apr. 7, 2014), https:/ww
w.cdc.gov/healthywater/drinking/public/index.html.

40 C.FR. § 141.2. See 40 Fed. Reg. 59566 (1975). All public water systems are either community
or non-community water systems. Congress codified these terms in the 1996 amendments. SDWA
§ 1401(15), (16), 42 U.S.C.A. § 300{(15), (16).

3SDWA § 1401(15), 42 U.S.C.A. § 300f(15); 40 C.F.R. § 141.2.
*Public Water Systems, supra note 1.
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Figure 2.°
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Non-community systems are all other public water systems that serve the
requisite number of persons at least 60 days per year.® Unlike community systems,
non-community systems do not serve residents.” Non-community systems include
hotels, motels, restaurants, schools, factories, and churches that produce their own
drinking water. Non-community systems constitute the large majority of public wa-
ter systems.® As of 2017, roughly 51,350 community water systems provided water
to more than 299 million people.’

This distinction is not trivial. Traditionally, while community systems were
required to meet all drinking water standards, non-community systems were only
required to meet drinking water standards for acutely toxic agents like arsenic,
total trihalomethanes, and nitrates.'” EPA based this science/policy decision on the
general proposition that brief or intermittent exposures resulting from most non-
community systems did not justify a high priority for control of other contaminants
that caused adverse health effects only after longer-term exposure (i.e., chronic
effects).” EPA also indicated that it was concerned about the feasibility of immedi-
ate implementation of the drinking water program, given the large number of small
water systems and limited laboratory capability.’” These concerns proved real, as
EPA later recognized in adopting a strategy to assist the smaller systems that were
having trouble complying with even the few maximum contaminant levels (MCLs)

®Data retrieved from EPA’s ECHO system, available at https:/echo.epa.gov/trends/comparative-m

aps-dashboards/drinking-water-dashboard?yearview=CY &view=activity&criteria=basic&state=Natio

nal.

®SDWA § 1401(16), 42 U.S.C.A. § 300£(16); 40 C.F.R. § 141.2; see also Turner T. Smith, Jr. and
Steven J. Koorse, New Safe Drinking Water Act Liability for Corporate America, 18 Envtl. L. Rep.
(Envtl. L. Inst.) 10422 (Oct. 1988).

"'SDWA § 1401(16), 42 U.S.C.A. § 300£(16).
840 Fed. Reg. 59566 (Dec. 24, 1975).

9Mary Tiemann, Safe Drinking Water Act (SDWA): A Summary of the Act and Its Major Require-
ments, Cong. Research Serv., RL 31243 (2017).

40 C.FR. §§ 141.11 to 141.13.
40 Fed. Reg. at 59566.
240 Fed. Reg. at 59566.
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that existed.™

There is another category of public water systems: non-transient non-community
water systems (NTNCWS).* This class of public water system applies to systems
serving at least 25 of the same persons over six months per year.” Those persons
cannot be residents; otherwise, the system would be considered a “community
system.” Thus, NTNCWSs include schools, factories, and hospitals that produce
their own water. Most drinking water regulations apply to these systems.

§ 18:5 Protection for Other Water Systems

Over 12% of the nation’s population uses drinking water from private sources
rather than public water systems." What standards apply to drinking water that is
not provided by public water systems? The short answer is that the SDWA simply
does not regulate these sources.” Thus, for example, private wells serving a few
homes even year-round are not covered by federal drinking water regulations. A
nationwide survey conducted by the United States Geological Survey concluded that
a significant percentage of private wells contain at least one contaminant at levels
of potential health concern.®

Without the protections provided by the federal SDWA, what other means of
regulatory protection are available for users of private water sources? Local ordi-
nances may require initial testing of private wells, although such ordinances rarely
provide minimum, mandatory standards for water quality, or require regular
monitoring. The remaining “protections” do not apply directly to water systems, but
they are generally directed at controlling or preventing contamination of surface

3See 45 Fed. Reg. 40222 (June 13, 1980). Maximum contaminant levels, essentially performance
standards for public water systems, are discussed in greater detail in § 18:10. MCLs are the highest
levels of contaminants that are allowed in drinking water; Maximum Contaminant Level Goals
(MCLGs) are the contaminant levels below which there are no known or expected risks to health.
MCLGs have a safety margin and are non-enforceable public health goals. MCLs are set as close to
MCLGs as possible using the best available treatment technology, and MCLs take cost into
consideration. See EPA, Ground Water and Drinking Water: National Primary Drinking Water Regula-
tions, https://www.epa.gov/ground-water-and-drinking-water/national-primary-drinking-water-regulati
ons#one (last visited July 21, 2020).

Y“There is a third broad category of PWS: transient non-community water systems (TNCWS)
provide water in places where people do not remain for long periods of time. Locations such as gas sta-
tions and campgrounds would be considered TNCWSs. Only SDWA regulations for contaminants that
pose immediate risks to health (e.g., bacteria, nitrates) apply to these systems.

540 C.F.R. § 141.2; 52 Fed. Reg. 25712 (July 8, 1987). EPA has clarified that those persons must
be served at least four days per week for at least 26 weeks per year. Memorandum from Paul Baltay,
Director, State Programs Division, U.S. EPA Office of Drinking Water, to Regional Drinking Water
Program Branches (Sept. 16, 1987).

[Section 18:5]

'Andrea Kopaski, Public vs Private: A National Overview of Water Systems, The Environmental
Finance Blog, UNC School of Government: Environmental Finance Center (Oct. 19, 2016) (citing the
data derived from EPA’s Safe Drinking Water Information System), http:/efc.web.unc.edu/2016/10/19/p
ublic-vs-private-a-national-overview-of-water-systems/.

’Note, however, that the Administrator’s emergency powers under SDWA § 1431, 42 U.S.C.A.
§ 3001, are not limited to protecting public water systems. For example, those powers may be used to
protect underground sources of drinking water or to address threatened or potential terrorist attacks.
Also, § 101(b)(2) of the SDWA Amendments of 1996 directed the General Accounting Office to undertake
a study ascertaining the number and location of water systems that are not “public water systems” by
virtue of the “connections” exceptions under SDWA § 1401(4)(B)(1), (i1), 42 U.S.C.A. § 300f(4)(B)(1), (ii).

*DeSimone, L.A., Hamilton, PA., Gilliom, R.J., 2009, Quality of water from domestic wells in
principal aquifers of the United States, 1991-2004—Overview of major findings: U.S. Geological Survey
Circular 1332, p. 48. This survey analyzed water drawn from about 2,100 wells located in 48 different
states. Over 200 contaminants were identified during the study; inorganic chemicals were the dominant
presence at levels presenting potential health effects.
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water or groundwater. They are discussed more specifically elsewhere in this trea-
tise, but several deserve special mention here.

If there is a threat of contamination that may cause an imminent and substantial
endangerment to either surface or groundwater drinking supplies, EPA has author-
ity to take any action necessary to address the threat.* Also, if there is a contamina-
tion incident, tort law (primarily nuisance and trespass) has traditionally supplied
grounds for legal action.® Where the contamination incident is caused by the release
of a substance from a facility regulated by the Resource Conservation and Recovery
Act (RCRA),° or if contamination comes to the attention of EPA through the
Comprehensive Environmental Response, Compensation and Liability Act (CER-
CLA)’ program, EPA may act to require the responsible facility to clean up the site
to meet the applicable drinking water standards, if the affected drinking water cur-
rently is or potentially could be used by a public water system.! CERCLA also
provides remedies allowing private parties (for example, a well owner) to clean up
the site and bring actions for cost recovery against parties responsible for hazardous
substance contamination,® regardless of whether the water affected is used by a
public water system.” Various state “drinking water” laws, such as California’s
Proposition 65 and groundwater protection laws, also attempt to prevent contamina-
tion of drinking water supplies, irrespective of whether the supply is used by a pub-
lic water system."™

III. NATIONAL DRINKING WATER REGULATIONS

*SDWA § 1431, 42 U.S.C.A. § 300i.

®See, e.g., Willard v. Parsons Hill Partnership, 178 Vt. 300, 2005 VT 69, 882 A.2d 1213, 1217
(2005) (breach of warranty of habitability); State v. Monarch Chemicals, Inc., 90 A.D.2d 907, 456
N.Y.S.2d 867, 907-08, 13 Envtl. L. Rep. 20482 (3d Dep’t 1982) (no preemption of state suit). See also W.
Rodgers, Environmental Law: Air & Water § 4.7 (1986).

®42 U.S.C.A. §§ 6901 to 6992k.
42 U.S.C.A. §§ 9601 to 9675(B).
840 C.F.R. § 300.430(e)(2)().

°42 U.S.C.A. § 9607. See § 14:139.

lOCooper Industries, Inc. v. Aviall Services, Inc., 543 U.S. 157, 159, 125 S. Ct. 577, 160 L. Ed. 2d
548, 59 Env’t. Rep. Cas. (BNA) 1545, 34 Envtl. L. Rep. 20154 (2004) (limited, to an extent, the ability
of companies to sue others to share in clean-up costs after a voluntary clean-up to contribution actions
taking place “during or following a civil action” under CERCLA).

"California Initiative No. 65, passed November 1986 (codified at Cal. Health & Safety Code
§ 25249.5). Proposition 65 states that no person in the course of doing business shall knowingly dis-
charge or release a chemical known to the state to cause cancer or reproductive toxicity into water or

onto or into land where such chemical is likely to pass into any source of drinking water. See Me. Rev.
Stat. Ann. tit. 38, §§ 561 to 570M (regulating tanks).
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Photo taken by A. Driggs on April 19, 2015.
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§ 18:6 In General

Federal drinking water regulations are divided between two categories. National
Primary Drinking Water Regulations (Primary Regulations or NPDWR) protect
health and are enforceable against public water systems. Primary Regulations are
the heart of the SDWA. National Secondary Drinking Water Regulations (Second-
ary Regulations) protect “welfare,” address aesthetic concerns such as odor, and are
not federally enforceable under the SDWA." Most of this section is devoted to Pri-
mary Regulations and the exemptions and variances from Primary Regulations.

§ 18:7 National Primary Drinking Water regulations—Definition

Primary Regulations specify MCLs or treatment techniques for contaminants that
may have any adverse effect on the health of persons."! MCLs and treatment
techniques are the heart of the Primary Regulations, and they are discussed at
length below. In addition to MCLs and treatment techniques, Primary Regulations
include “criteria and procedures” for assuring compliance (for example, monitoring)
and may include requirements for minimum quality intake waters and siting.?
“Contaminants” that may be regulated include anything that may be in water,
regardless of whether it is naturally occurring or man-made, intentionally or
unintentionally added.’

MCLs are essentially performance standards for public water systems: MCLs are
not to be exceeded in water delivered to users.’ Public water systems are generally
free to meet MCLs using any technology they desire.” However, systems may not
use bottled water to comply with MCLs because of concern that these alternatives
would not provide the same degree of public health protection as centralized treat-
ment of drinking water;® bottled water is restricted to temporary use to avoid unrea-
sonable risks to health during a variance or exemption.” Typical water treatment
practices have traditionally included filtration and disinfection (usually by chlorina-
tion), but these practices do not effectively reduce many of the organic and inorganic
contaminants that have been discovered in drinking water sources. More recently,
advanced treatment technologies, such as granular activated carbon, ion exchange,
and microfiltration, are being used routinely to achieve compliance with MCLs.

[Section 18:6]

“The distinction between primary “health” and secondary “welfare” regulations has its origins in
the Clean Air Act of 1970, which contains a similar distinction. See Clean Air Act § 109(a) to (b), 42
U.S.C.A. § 7409(a) to (b). This is no coincidence. The SDWA was referred to the same congressional
committees that reviewed and passed the Clean Air Act. One major difference between Primary and
Secondary Regulations under the two statutes is that the SDWA Secondary Regulations are not feder-
ally enforceable, while the Clean Air Act Secondary Regulations are intended to be enforceable.

[Section 18:7]
'SDWA § 1401(1), 42 U.S.C.A. § 300£(1).
2SDWA § 1401(1)(D), 42 U.S.C.A. § 300f(1)(D).

%Contaminant” means “any physical, chemical, biological, or radiological substance or matter in
water.” SDWA § 1401(6), 42 U.S.C.A. § 3001(6).

*SDWA § 1401(3), 42 U.S.C.A. § 3001(3).

°EPA is proscribed by the Act from requiring that any particular technology, treatment technique,
or other means be used to comply with an MCL. SDWA § 1412(b)(4)(E)(1), 42 U.S.C.A. § 300g-
1(b)(4)(E)(1). If the system uses a device to treat water entering houses and buildings (point-of-entry
treatment device), the system must show the device is effective and meet other specified criteria. 40
C.F.R. § 141.100. See 40 C.F.R. § 141.2 (definition of “point-of-entry treatment device”). Because every
building connected to the system must have a point-of-entry treatment device, use of this compliance
option may be limited.

6See 52 Fed. Reg. 25701 (July 8, 1987); 63 Fed. Reg. 31932 (June 11, 1998).
40 C.FR. § 141.101.
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In contrast with MCLs, treatment techniques are engineering or design require-
ments for public water systems and may be specified in lieu of an MCL. Treatment
techniques may be chosen by EPA if it is “not economically or technologically
feasible” to ascertain the level of a contaminant.®? EPA is required to list the treat-
ment techniques that prevent adverse health effects.’

§ 18:8 National Primary Drinking Water Regulations—Pre-1996 SDWA
Amendments: Selecting Contaminants for Regulation

The requirements EPA must follow in selecting contaminants for regulation were
radically altered by the SDWA Amendments of 1996. Prior to those amendments,
EPA was generally directed to establish Primary Regulations for any contaminant
“which, in the judgment of the Administrator, may have any adverse effect on the
health of persons and which is known or anticipated to occur in public water
systems.” That test encompassed both a toxicity component (adverse effect on
health) and an occurrence or exposure component (known or anticipated to occur).
EPA intended to set standards for as many substances as possible that might be of
health concern when present in drinking water.” Specifically, EPA claimed that it
would regulate substances where there were: (1) analytical methods to detect a
contaminant in drinking water; (2) sufficient health effects information to conclude
that there might be a health concern; and (3) occurrences in drinking water or
potential for increased occurrences in drinking water.?

The second of these criteria, potential health effects, generally included a wide—
but not unlimited—variety of undesirable symptoms, such as the obvious acute and
chronic effects of sickness, carcinogenicity, mutagenicity, and teratogenicity.’ For
example, EPA decided that functional impairment of an organ or bone was an
adverse health effect, but that mottling and pitting of teeth from high fluoride levels
were not, because mottling and pitting do not functionally impair teeth.” This was
upheld in court.® EPA was directed to regulate contaminants that “may” have an
adverse effect on health. What probability of a health effect was deemed appropriate
to meet the statutory standard? In declining to regulate vinylidene chloride for its
“possible” carcinogenic effects, for instance, EPA found the evidence only weakly
suggestive of carcinogenicity.” In upholding EPA’s decision, the U.S. Court of Ap-
peals for the District of Columbia Circuit stated, in dictum:

b

a preponderance-of-the-evidence test would probably be inconsistent with Congress
directions in the Drinking Water Act. If the evidence established, for example, a 40%
probability that a compound was carcinogenic, the agency’s decision not to regulate

5SDWA § 1412(b)(7)(A), 42 U.S.C.A. § 300g-1(b)(7)(A).
SDWA § 1412(b)(7)(A), 42 U.S.C.A. § 300g-1(b)(7)(A).
[Section 18:8]

'SDWA § 1412(b)(3)(A), 42 U.S.C.A. § 300g-1(b)(3)(A), amended by Pub. L. No. 104-18, 110 Stat.
1613 (1996). The occurrence criteria were appended to the “adverse effect” language by the SDWA
Amendments of 1986. SDWA § 1412(b)(2), 42 U.S.C.A. § 300g-1(b)(2), amended by Pub. L. No. 99-339,
100 Stat. 643 (1986).

’50 Fed. Reg. 46936, 46940-41 (Nov. 13, 1985).
%50 Fed. Reg. 46936, 46940-41 (Nov. 13, 1985).
*50 Fed. Reg. 46936, 46942 (Nov. 13, 1985).

°50 Fed. Reg. 47142, 47143-44 (Nov. 14, 1985). In addition, EPA has determined that any impaired
self-image or loss of self-esteem that may accompany mottled teeth are not significant enough to be
termed adverse health effects under the Act.

®Natural Resources Defense Council, Inc. v. E.PA., 812 F.2d 721, 725, 25 Env’t. Rep. Cas. (BNA)
1681, 17 Envtl. L. Rep. 20418 (D.C. Cir. 1987).

50 Fed. Reg. 46880 (Nov. 13, 1985).
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would be difficult to square with the Drinking Water Act’s instruction to . . . establish a
. . . level for each contaminant which, in its judgment, may have any adverse effect on
health. Such a decision might well constitute an abuse of . . . discretion.®

In the same decision, the court rejected arguments that EPA could regulate
contaminants only where the Agency found a “significant risk.” The court pointed
out that contaminants may have some adverse effect on health without posing a sig-
nificant risk.’

The third criterion, known or anticipated occurrence, historically played little role
in EPA’s selection of contaminants to regulate. However, even before the statute
was amended in 1986 to specifically include occurrence criteria, EPA asserted
authority to regulate contaminants that occur or may occur in “drinking water” (a
more expansive universe than “public water systems”).”” EPA has therefore looked
to occurrence in private wells, surface water or groundwater, and liquid or solid
waste (as well as production rates of chemicals that may be contaminants, mobility
of contaminants in the environment, and dispersive use patterns).'* The 1996
Amendments impose a more demanding burden on EPA to demonstrate occurrence
before selecting a contaminant for regulation, and “known or anticipated occur-
rence” has played a major role since."

Until the 1996 Amendments, EPA’s agenda for selecting which contaminants to
regulate was dictated by the SDWA Amendments of 1986.'* Those amendments
required EPA to regulate no fewer than 83 contaminants by June 19, 1989." Those
83 listed contaminants were identified in two EPA Advance Notices of Proposed
Rulemaking referred to in the amendments.” However, 22 of the 83 contaminants
to be regulated were already covered by Primary Regulations (these contaminants
were slated for revision by EPA).

The 83 listed contaminants included a variety of organic, inorganic, microbiologi-
cal, and radiological contaminants. EPA substituted seven contaminants for the
listed contaminants, finding that regulating the substitutes was more likely to be
protective of public health.” EPA was also directed by the statute to develop Pri-
mary Regulations requiring two treatment techniques—filtration and disinfection—
for public water systems.’

The 1986 Amendments also required EPA to publish, beginning January 1, 1988,
a triennial priority list of contaminants “which are known or anticipated to occur in
public water systems and which may require regulation.”® Within two years of each

®Natural Resources Defense Council, Inc. v. E.P.A., 824 F.2d 1211, 1217, 26 Env’t. Rep. Cas.
(BNA) 1305, 17 Envtl. L. Rep. 21100 (D.C. Cir. 1987). However, if adverse effects have been caused by
unusual dietary practices whereby persons put themselves at risk, the agency is not bound to set the
standard to protect against such effects. NRDC, 812 F.2d 721, 724 (D.C. Cir. 1987) (EPA not required
to set a national standard at levels to protect against crippling skeletal fluorosis from fluoride due to
consumption of very large amounts of water and high fluoride foods).

’NRDC, 824 F.2d at 1215.

50 Fed. Reg. 40941-43 (Oct. 7, 1985).

150 Fed. Reg. 46936, 46943 (Nov. 13, 1985).

2Gee, e.g., 68 Fed. Reg. 42898 (July 18, 2003) and 73 Fed. Reg. 44251 (July 30, 2008).
¥pub. L. No. 99-339, 100 Stat. 642 (1986).

“SDWA § 1412(b)(1), 42 U.S.C.A. § 300g-1(b)(1).

15SDWA § 1412(b)(1), 42 U.S.C.A. § 300g-1(b)(1); see H.R. Conf. Rep. No. 575, 99th Cong., 2d Sess.
29-30 (1986), reprinted in 132 Cong. Rec. H2333 (daily ed. May 5, 1986).

153 Fed. Reg. 1892 (Jan. 22, 1988). See SDWA § 1412(b)(2), 42 U.S.C.A. § 300g-1(b)(2).

"SDWA § 1412(b)(7)(C), 42 U.S.C.A. § 300g-1(b)(7)(C); SDWA § 1412(b)(8), 42 U.S.C.A. § 300g-
1(b)(8).

®Former SDWA § 1412(b)(3)(A) to (D), 42 U.S.C.A. § 300g-1(b)(3)(A) to (D). See 53 Fed. Reg. 1892,
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listing, EPA was to propose Primary Regulations for at least 25 contaminants on
the list; within three years of listing, regulations were to be promulgated.*

The standard for listing had two components. First, EPA was required to consider
contaminants that are “known or anticipated to occur” in public water systems. This
was also the occurrence standard imposed by the Act for contaminants that must be
regulated under Primary Regulations.*® Second, EPA was to consider listing those
contaminants that “may require regulation.”” Contaminants that may require
regulation would logically include those that may have an adverse effect on human
health.

EPA was to publish the priority list every three years. The statute did not specify
a date after which the priority list need not be published, and there is no legislative
history addressing whether Congress intended this requirement to continue
indefinitely. It was arguably consistent with the goals of the Act to publish the
priority list and regulations so long as EPA identified contaminants that meet the
criteria established by the Act.

In preparing the priority lists, EPA looked to (among other sources) hazardous
substances under CERCLA and registered pesticides under the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA).” EPA selected contaminants that appeared
most frequently in drinking water and groundwater, and for which there was ade-
quate toxicological information from which to postulate potential adverse health
effects.”® Hazardous substances under CERCLA, including hazardous waste under
RCRA, met these requirements and were included on the lists.*

EPA did not publish MCLs for all 83 contaminants by June 19, 1989. By that
deadline, it had published MCLs for only eight contaminants and proposed MCLs or
treatment techniques for 40 more.”® Citizens groups filed several lawsuits seeking to
require EPA to expedite its MCL promulgation schedule.”®

§ 18:9 National Primary Drinking Water Regulations—Selecting
Contaminants for Regulation after the 1996 SDWA Amendments

The 1996 SDWA Amendments radically altered the direction EPA must follow in
selecting contaminants for regulation. The 1996 Amendments, unlike those in 1986,
did not prescribe the specific contaminants or the number of contaminants EPA
must regulate. Instead, they identified procedures and schedules EPA must use in
selecting contaminants to regulate.

To begin with, EPA was required, beginning on February 6, 1998, and every five
years thereafter, to publish a list of contaminants that, at the time of publication,
were not subject to any proposed or final MCL or treatment technique, and that are

1901 (Jan. 22, 1988) (the first triennial list); 56 Fed. Reg. 1470 (Jan. 14, 1991) (the second triennial
list).

PFormer SDWA § 1412(b)(3)(C), (D), 42 U.S.C.A. § 300g-1(b)(3)(C), (D). The first list included 53
contaminants. 53 Fed. Reg. 1892, 1901 (Jan. 22, 1988).

“Former SDWA § 1412(b)(3)(A), 42 U.S.C.A. § 300g-1(b)(3)(A).
“Former SDWA § 1412(b)(3)(A), 42 U.S.C.A. § 300g-1(b)(3)(A).
227 U.S.C.A. §§ 136 to 136y.

2353 Fed. Reg. 1892, 1893 (Jan. 22, 1988).

2453 Fed. Reg. at 1898-99.

“Since June 19, 1989, EPA promulgated MCLs or treatment techniques for more of the 83
contaminants. See 54 Fed. Reg. 27486 (June 29, 1989); 54 Fed. Reg. 27544 (June 29, 1989); 56 Fed.
Reg. 3526 (Jan. 30, 1991); 56 Fed. Reg. 26460 (June 7, 1991); 56 Fed. Reg. 30266 (July 1, 1991); 57
Fed. Reg. 31776 (July 17, 1992); 59 Fed. Reg. 34320 (July 1, 1994); 65 Fed. Reg. 76708 (Dec. 7, 2000);
66 Fed. Reg. 6976 (Jan. 22, 2001); 67 Fed. Reg. 1812 (Jan. 14, 2002).

%See, e.g., Joseph L. Miller v. EPA, No. 89-6328-E (D. Or., filed 6-25-89).
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known or anticipated to occur in public drinking water systems.' Prior to publica-
tion of that list, EPA must consult with its Science Advisory Board, publish the list
for notice and comment, and consider the occurrence database established under
SDWA § 1445(g).?

By August 6, 2001, and every five years thereafter, EPA was required to publish,
for at least five contaminants on its list, a determination as to whether or not it will
subject those contaminants to regulation. A regulatory determination is a decision
to begin (or decline to begin) the process to develop and promulgate a national pri-
mary drinking water regulation (NPDWR) for an unregulated contaminant.®

EPA must first issue a preliminary determination for notice and comment. EPA is
required to regulate contaminants if the Administrator determines that: (1) the
contaminant may have an adverse effect on the health of persons; (2) the
contaminant is known to occur, or there is a substantial likelihood that the
contaminant will occur, in public water systems with a frequency and at levels of
public health concern; and (3) regulation of such contaminant presents a meaningful
opportunity for health risk reduction for persons served by public water systems.* In
selecting contaminants according to those three factors, EPA is required to set
priorities by considering contaminants that present the “greatest public health
concern.” EPA was also required to include sulfate as one of the first five
contaminants to be considered for possible regulation.® In addition, the 1996 Amend-
ments authorized EPA to regulate a contaminant, if necessary to address an urgent
threat to public health.’

There are some exceptions to this process, however. In contrast to the flexible
scheme for selecting most of the contaminants to be regulated, the 1996 Amend-
ments imposed a specific schedule for the regulation of disinfectants and disinfec-
tion byproducts.® EPA was required to promulgate an Interim Enhanced Surface

[Section 18:9]
'SDWA § 1412(b)(1)(B), 42 U.S.C.A. § 300g-1(b)(1)(B).

’In considering contaminants for its list, EPA is required to evaluate, among other contaminants,
hazardous substances as defined under CERCLA, and substances registered as pesticides under
FIFRA.

3¢It should be noted that the analyses associated with a regulatory determination process are
distinct from the analyses needed to develop a National Primary Drinking Water Regulation (NPDWR).
Thus, a decision to regulate is the beginning of the Agency’s regulatory development process, not the
end. For example, EPA may find at a later point in the regulatory development process, and based on
additional or new information, that a contaminant does not meet the three statutory criteria for final-
izing a NPDWR.” Announcement of Preliminary Regulatory Determinations for Contaminants on the
Fourth Drinking Water Contaminant Candidate List, 85 Fed. Reg. 14098, 14100 (Mar. 10, 2020).

*SDWA § 1412(b)(1)(A), 42 U.S.C.A. § 300g-1(b)(1)(A).

*SDWA § 1412(b)(1)(C), 42 U.S.C.A. §§ 300g-1(b)(1)(C). For purposes of setting those priorities,
the 1996 amendments require EPA to take into consideration, “among other factors of public health
concern, the effect of such contaminants upon subgroups that comprise a meaningful portion of the
general population (such as infants, children, pregnant women, the elderly, individuals with a history
of serious illness, or other subpopulations) that are identifiable as being at greater risk of adverse
health effects due to exposure to contaminants in drinking water than the general population.”

®SDWA § 1412(b)(12), 42 U.S.C.A. § 300g-1(b)(12). EPA has since established a Secondary Regula-
tion for sulfate. 40 C.F.R. § 143.3.

"SDWA § 1412(b)(1)(D); 42 U.S.C.A. § 300g-1(b)(1)(D). The urgent threat can only be determined
by EPA after consultation with, and written response to, any comments provided by the Secretary of
Health and Human Services, acting through the Director of the Centers for Disease Control and
Prevention or the Director of the National Institutes of Health.

SSDWA § 1412(b)(2)(C), 42 U.S.C.A. § 300g-1(b)(2)(C).
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Water Treatment Rule,’ a Final Enhanced Surface Water Treatment Rule,” a Stage
I Disinfectants and Disinfection Byproducts Rule," and a Stage II Disinfectants and
Disinfection Byproducts Rule,” all in accordance with the schedule published in
table III1.13 of the proposed Information Collection Rule.”® The 1996 amendments
also required EPA to promulgate an MCL for arsenic by January 1, 2001, and both
an Maximum Contaminant Level Goal (MCLG) and either an MCL or treatment
technique for radon by August 6, 2000."

The final First Candidate Contaminant List (CCL 1) included 60 chemical and
microbiological contaminants; that list was published in the Federal Register on
March 2, 1998.'® The final regulatory determinations for nine of the 60 CCL 1
contaminants were published on July 18, 2003."" At that time, EPA decided that
NPDWRs were not needed for nine contaminants: Acanthamoeba, aldrin, dieldrin,
hexachlorobutadiene, manganese, metribuzin, naphthalene, sodium, and sulfate.
Rather than establish NPDWRs, EPA published information about Acanthamoeba
on EPA’s website and issued health advisories (HAs) for manganese, sodium, and
sulfate. However, EPA decided regulating the nine contaminants would not reduce
health risks for those served by PWSs.*

The final Second Candidate Contaminant List (CCL 2) was published on Febru-
ary 24, 2005."° That list included the 51 remaining chemical and microbial
contaminants from CCL 1.?° The final regulatory determinations for 11 of the 51
CCL 2 contaminants were then published on July 30, 2008.” EPA determined that
NPDWRs were not needed for: boron, the dacthal mono- and di-acid degradates, 1,1-
dichloro-2,2-bis(p-chlorophenyl)ethylene (DDE), 1,3-dichloropropene (Telone), 2,4-
dinitrotoluene, 2,6-dinitrotoluene, s-ethyl dipropylthiocarbamate (EPTC), fonofos,
terbacil, and 1,1,2,2-tetrachloroethane.?” EPA then issued new or updated health
advisories for boron, dacthal degradates, 2,4-dinitrotoluene, 2,6-dinitrotoluene, and
1,1,2,2-tetrachloroethane.”

The final Third Candidate Contaminant List (CCL 3) listed 116 contaminants; it

%63 Fed. Reg. 69478 (Dec. 16, 1998); 66 Fed. Reg. 3770 (Jan. 16, 2001).
%67 Fed. Reg. 1812 (Jan. 14, 2002).

163 Fed. Reg. 69390 (Dec. 16, 1998); 66 Fed. Reg. 3770 (Jan. 16, 2001).
1271 Fed. Reg. 388 (Jan. 4, 2006).

1359 Fed. Reg. 6361 (Feb. 10, 1994).

“SDWA § 1412(b)(12), 42 U.S.C.A. § 300g-1(b)(12); 66 Fed. Reg. 6976 (Jan. 22, 2001), amended by
66 Fed. Reg. 28342 (May 22, 2001); 68 Fed. Reg. 14502 (Mar. 25, 2003).

1SSDWA § 1412(b)(13), 42 U.S.C.A. § 300g-1(b)(13). The 1996 Amendments provided an alternative
regulatory scheme for radon, allowing for multimedia controls (i.e., removal from drinking water and
air). All of these rules have been issued, with the exception of radon.

%63 Fed. Reg. 10273 (Mar. 2, 1998).

" Announcement of Regulatory Determinations for Priority Contaminants on the Drinking Water
Contaminant Candidate List, 68 Fed. Reg. 42898 (July 18, 2003).

®Announcement of Regulatory Determinations for Priority Contaminants on the Drinking Water
Contaminant Candidate List, 68 Fed. Reg. 42898 (July 18, 2003).

19Drinking Water Contaminant Candidate List 2; Final Notice, 70 Fed. Reg. 9071 (Feb. 25, 2005).
20Drinking Water Contaminant Candidate List 2; Final Notice, 70 Fed. Reg. 9071 (Feb. 25, 2005).

ADrinking Water: Regulatory Determinations Regarding Contaminants on the Second Drinking
Water Contaminant Candidate List, 73 Fed. Reg. 44251 (July 30, 2008).

22Drinking Water: Regulatory Determinations Regarding Contaminants on the Second Drinking
Water Contaminant Candidate List, 73 Fed. Reg. 44251 (July 30, 2008).

#3See Drinking Water: Regulatory Determinations Regarding Contaminants on the Second Drink-
ing Water Contaminant Candidate List, 73 Fed. Reg. 44251 (July 30, 2008).

199



§ 18:9 Law or ENVIRONMENTAL PROTECTION

was published in the Federal Register on October 8, 2009.** During the CCL 3 pro-
cess, EPA received input from the National Academy of Science’s (NAS) National
Research Council (NRC) and the National Drinking Water Advisory Counecil
(NDWAC); the public also provided input.®

In selecting candidates for the final CCL 3 list, EPA (1) identified about 7,500
potential drinking water contaminants; (2) selected about 600 contaminants for the
preliminary CCL (PCCL) list based on the potential of the various chemicals to oc-
cur in PWSs and to cause public health issues; and (3) evaluated the PCCL
contaminants after a detailed review of both occurrence and health effects—this led
to the identification of a list of 116 CCL 3 contaminants.*

The preliminary determinations for the CCL 3 contaminant list were published in
the Federal Register on October 20, 2014.”” EPA made preliminary determinations
for five of the 116 contaminants on the CCL 3 list, including a preliminary determi-
nation to regulate strontium and a preliminary determination not to regulate
dimethoate, 1,3-dinitrobenzene, terbufos, and terbufos sulfone.?® These negative
determinations were finalized on January 4, 2016.” The decision on strontium was
delayed; that allowed EPA time to consider additional data.*

EPA published an off-cycle final determination and decided to regulate perchlor-
ate (a CCL 3 contaminant) on February 11, 2011.**

The Fourth Contaminant Candidate List (CCL 4) was published on November 17,
2016,* and included 97 chemicals/chemical groups and 12 microbial contaminants.
Then, on February 20, 2020, EPA announced the preliminary regulatory determina-
tions for eight of these chemicals.®® EPA decided to regulate PFOS and PFOA but
not to regulate six other potential contaminants: 1,1-dichloroethane, acetochlor,
methyl bromide (bromomethane), metolachlor, nitrobenzene, and RDX.** EPA then

extended the comment period for this preliminary regulatory determination through
June 10, 2020.%

24Drinking Water Contaminant Candidate List 3-Final, 74 Fed. Reg. 51850 (Oct. 8, 2009).
25Drinking Water Contaminant Candidate List 3-Final, 74 Fed. Reg. 51850 (Oct. 8, 2009).
*Drinking Water Contaminant Candidate List 3-Final, 74 Fed. Reg. 51850 (Oct. 8, 2009).

" Announcement of Preliminary Regulatory Determinations for Contaminants on the Third Drink-
ing Water Contaminant Candidate List, 79 Fed. Reg. 62715 (Oct. 20, 2014).

“Announcement of Preliminary Regulatory Determinations for Contaminants on the Third Drink-
ing Water Contaminant Candidate List, 79 Fed. Reg. 62715 (Oct. 20, 2014).

? Announcement of Final Regulatory Determinations for Contaminants on the Third Drinking
Water Contaminant Candidate List, 81 Fed. Reg. 13 (Jan. 4, 2016).

*®Announcement of Final Regulatory Determinations for Contaminants on the Third Drinking
Water Contaminant Candidate List, 81 Fed. Reg. 13 (Jan. 4, 2016).

*Drinking Water: Regulatory Determination on Perchlorate, 76 Fed. Reg. 7762 (Feb. 11, 2011).
However, in June of 2020, EPA announced the issuance of “a final action regarding the regulation of
perchlorate under the Safe Drinking Water Act (SDWA). Considering the best available science and the
proactive steps that EPA, states and public water systems have taken to reduce perchlorate levels, the
agency has determined that perchlorate does not meet the criteria for regulation as a drinking water
contaminant under the SDWA. Therefore, the agency is withdrawing the 2011 regulatory determina-
tion and is making a final determination to not issue a national regulation for perchlorate at this
time.” EPA, Perchlorate in Drinking Water: Final Action, https://www.epa.gov/sdwa/perchlorate-drinkin
g-water (last visited July 21, 2020).

%281 Fed. Reg. 81099 (Nov. 17, 2016).
%385 Fed. Reg. 14098 (Mar. 10, 2020).
%85 Fed. Reg. 14098 (Mar. 10, 2020).

%See EPA, Contaminant Candidate List (CCL) and Regulatory Determination, https:/www.epa.go
v/ccl/regulatory-determination-4 (last visited July 21, 2020).
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§ 18:10 National Primary Drinking Water Regulations—Maximum
Contaminant Level Goals

Once EPA decides to regulate a contaminant, the Agency is to set an MCLG, an
unenforceable health goal that is the target for the enforceable MCLs. EPA is
required to propose the MCLG no later than two years from the time it makes the
determination to regulate a contaminant, and must issue the final MCLG within 18
months of the proposal." MCLGs are set at the level at which “no known or
anticipated adverse effects on the health of persons occur and which allows an ade-
quate margin of safety.”” MCLs must be set as close to MCLGs as is “feasible,” a
term defined in the Act and discussed in the next section.®* MCLGs are goals; they
are not required to be set at achievable levels, although they may be achievable in
some cases.

EPA has established a three-part scheme for setting MCLGs.* First, contaminants
not considered to have carcinogenic potential have MCLGs set at numerical “no ef-
fect” levels for chronic or lifetime periods, including a margin of safety. Second, if
there is sufficient evidence that a contaminant is a probable animal or human
carcinogen, the MCLG is set at zero. As explained by EPA, such an MCLG is based
on the inability of scientists to demonstrate experimentally a threshold for
carcinogenic effects.” Third, if a contaminant is deemed to be a “possible” human
carcinogen, presenting limited or equivocal evidence of carcinogenicity in animals in
the absence of human data, a conservative, non-zero MCLG is selected. This MCLG
is either based on a projected risk estimate (for example, a 107 risk) or a non-
carcinogenic end point with added uncertainty factors to account for the possibility
of carcinogenicity. Carcinogenicity evidence is categorized using EPA’s carcinogen
classification scheme.

EPA’s approach has withstood legal challenge. In NRDC v. EPA,° the U.S. Court
of Appeals for the District of Columbia Circuit deferred to EPA’s judgment that zero
was an appropriate level for known or probable human carcinogens to prevent
adverse effects with a margin of safety. The court also upheld EPA’s discretion not
to regulate vinylidene chloride as a probable animal or human carcinogen,
notwithstanding some data suggesting possible carcinogenicity. Finally, the court
approved of EPA’s downward adjustment of the MCLG based on chronic effects to
account for the possibility of carcinogenicity.

If a contaminant may have an adverse effect (for example, in the case of vinylidene
chloride, because of its noncarcinogenic risks), the Administrator is directed to set
the recommended level at a level at which “no known or anticipated adverse effects
on the health of persons occur and which allows an adequate margin of safety.” The
statute thus leaves room for EPA to consider in its actual setting of the recom-
mended level risks other than those that catalyzed the preliminary decision to es-

[Section 18:10]
'SDWA § 1412(b)(1)(E), 42 U.S.C.A. § 300g-1(b)(1)(E).
2SDWA § 1412(b)(4)(A), 42 U.S.C.A. § 300g-1(b)(4)(A).
SSDWA § 1412(b)(4) to (5), 42 U.S.C.A. § 300g-1(b)(4) to (5).
“See 50 Fed. Reg. 46936, 46944-50 (Nov. 13, 1985).

°50 Fed. Reg. 46880, 46881 (Nov. 13, 1985). In setting MCLGs of zero, EPA rejected MCLGs
based on analytical detection limits and calculated lifetime cancer risk (e.g., a 10 (or 1 in 1,000,000)
excess cancer risk level). 50 Fed. Reg. 46936, 46948 (Nov. 13, 1985).

®Natural Resources Defense Council, Inc. v. E.PA., 824 F.2d 1211, 1215, 26 Env't. Rep. Cas.
(BNA) 1305, 17 Envtl. L. Rep. 21100 (D.C. Cir. 1987).

"Prior to the 1986 Amendments, EPA referred to MCLGs as “recommended maximum
contaminant levels.”
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tablish a recommended level.?

By contrast, the U.S. Court of Appeals struck down as arbitrary and capricious
EPA’s MCLG of zero for chloroform when EPA itself had acknowledged that the
best available science indicated a non-zero level was justified.’

§ 18:11 National Primary Drinking Water Regulations—MCLs and
Treatment Techniques

MCLs and treatment techniques are the central requirements public water
systems must meet. MCLs are to be set as close to the MCLGs as feasible." Like the
MCLGs, MCLs or treatment techniques must be proposed within two years of EPA’s
determination to regulate a particular contaminant, and the final rule is due 18
months thereafter.? EPA’s authority to establish MCLs has withstood constitutional
challenges, including suits brought on Commerce Clause grounds.®

How does EPA decide whether to set an MCL or treatment technique? An MCL is
the statute’s favored approach unless it is technically or economically infeasible to
monitor for the contaminant in drinking water, in which case a treatment technique
is to be set.” The legislative history explains that EPA is to determine if monitoring
is infeasible by analyzing whether (1) effective monitoring techniques are technologi-
cally available, and (2) the frequency of monitoring necessary to protect against
significantly increased health hazards is economically feasible.®

Both MCLs and treatment techniques are to protect to the extent “feasible.” Fea-
sibility is defined as “feasible with the use of the best technology, treatment
techniques, and other means which the [EPA] finds, after examination for efficacy

SNRDC, 824 F.2d at 1218.

See Chlorine Chemistry Council v. E.PA., 206 F.3d 1286, 1290-91, 50 Env’t. Rep. Cas. (BNA)
1353, 30 Envtl. L. Rep. 20473 (D.C. Cir. 2000); 65 Fed. Reg. 34404 (May 30, 2000). The statute was
amended in 1996 to require the use of best available science in establishing drinking water standards.
SDWA § 1412(b)(3)(A), 42 U.S.C.A. § 300g-1(b)(3)(A).

[Section 18:11]
'SDWA § 1412(b)(4) to (5), 42 U.S.C.A. § 300g-1(b)(4) to (5).
“’SDWA § 1412(b)(1)(E), 42 U.S.C.A. § 300g-1(b)(1)(E).

3Nebraska v. E.PA., 331 F.3d 995, 56 Env’t. Rep. Cas. (BNA) 1755, 33 Envtl. L. Rep. 20228 (D.C.
Cir. 2003) (rejecting claim that arsenic standard violated Commerce Clause as applied to systems that
do not ship water across state lines or have other links to interstate commerce).

*SDWA § 1401(1)(C), 42 U.S.C.A. § 300f(1)(C).

SH.R. Rep. No. 1153, 93d Cong., 2d Sess. 11-12 (1974). For lead and copper, which occur in drink-
ing water primarily as leachate from pipes and fittings, EPA has promulgated a treatment technique in
lieu of MCLs. EPA set a treatment technique because it believed that the lead and copper problem was
primarily caused by plumbing in homes, not by facilities under the control of public water systems. 56
Fed. Reg. 26460, 26463 (June 7, 1991). The Lead and Copper Rule has undergone two revisions (and a
2004 revision that was intended to reinstate text that had been inadvertently lost): 65 Fed. Reg. 950
(Jan. 12, 2000) and 72 Fed. Reg. 57782 (Oct. 10, 2007). The 2007 revision strengthened the rule by
clarifying minimum sampling requirements and monitoring periods, requiring prior approval of
changes in water treatment processes or water sources Oxford common and expanding public notice
and public education provisions. On July 29, 2020, EPA issued the final regulation: “Use of Lead Free
Pipes, Fittings, Fixtures, Solder, and Flux for Drinking Water.” This rule will reduce lead in drinking
water by having, among other things, manufacturers or importers certify that their products meet the
SDWA requirements using a consistent verification process, which will happen within 3 years of the
rule’s final publication date. Use of Lead Free Pipes, Fittings, Fixtures, Solder, and Flux for Drinking
Water, Pre-publication version (July 29, 2020). The EPA has also proposed additional revisions to the
Lead and Copper Rule that are intended to be more protective of human health. National Primary
Drinking Water Regulations: Proposed Lead and Copper Rule Revisions, 84 Fed. Reg. 61684 (Nov. 13,
2019).
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under field conditions . . . are available (taking cost into consideration).” This is
best available technology (BAT) under the SDWA.” BAT is selected primarily based
on an evaluation of: (1) effectiveness of treatment technologies, (2) reasonable af-
fordability by regional and large metropolitan water systems,® (3) analytical
methodology to measure to a practical quantitation level,’ and (4) health risks."

Effectiveness of a technology is usually a relatively straightforward consideration.
EPA examines removal efficiency, compatibility with other water treatment
processes, service life, and ability to treat all water served by a public water system."
Field testing data for the technology must be available, but the technology need not
be tested for each specific contaminant.” The statute specifies that the selected BAT
for synthetic organic chemicals must be at least as effective as granular activated
carbon.” The 1996 Amendments require EPA, for existing and new MCLs or treat-
ment techniques, to identify technologies or other affordable means for three differ-
ent classes of small public water systems in order to achieve compliance with those
requirements.™

The statute does not specifically address how costs are to be taken “into
consideration.” In setting MCLs, EPA historically looked to the total national cost of
compliance for the total number of systems that might have to control organic
contaminants.” The 1996 Amendments add an entirely new dimension to the cost
element. When proposing any MCL, EPA is required to undertake various cost-
benefit analyses.'® EPA is then authorized, based on a determination that the
benefits cannot be justified by the costs, to promulgate an MCL that “maximizes
health risk reduction benefits at a cost that is justified by the benefits.”’ The cost-
benefit is folded into a risk assessment document available to the public while EPA
develops such a regulation. There are restrictions on EPA’s flexibility to use this
cost-benefit exception, including a prohibition against its use for disinfectants and

®SDWA § 1412(b)(4)(D), 42 U.S.C.A. § 300g-1(b)(4)(D).

"Congress modified the former phrase “best generally available technology” by removing the term
“generally.” The legislative history explains that Congress wanted to assure that MCLs “reflect the full
extent of current technology capability.” S. Rep. No. 56, 99th Cong., 1st Sess. 6 (1985). EPA has
concluded that the statutory term “best available technology” is a broader standard than “best technol-
ogy generally available” and that this standard allows EPA to select a field-tested technology that may
not necessarily be in widespread use. 52 Fed. Reg. 25697 (July 8, 1987).

8See, e.g., 52 Fed. Reg. 25697-701 (July 8, 1987) (discussion of MCL determination for eight vola-
tile organic compounds).

EPA defines “practical quantitation level” as “the lowest level achievable by good laboratories
within specified limits during routine laboratory operating conditions.” 50 Fed. Reg. 46902, 46906 (Nov.
13, 1985).

1952 Fed. Reg. 25697-701 (July 8, 1987).
152 Fed. Reg. 25690, 25697-98 (July 8, 1987).

1259 Fed. Reg. 25690, 25697-98 (July 8, 1987). EPA may project operating conditions for a specific
contaminant.

BSDWA § 1412(b)(4)(D), 42 U.S.C.A. § 300g-1(b)(4)(D). EPA selected granular activated carbon
and (packed tower) aeration as BAT for removing eight volatile organic chemicals and set MCLs for
known or probable carcinogens at levels from 2 micrograms per liter (ug/l) to 200 ug/l. 52 Fed. Reg.
25690, 25716 (July 8, 1987).

“SDWA § 1412(b)(4)(E), 42 U.S.C.A. § 300g-1(b)(4)(E).

%52 Fed. Reg. at 25699.

SDWA § 1412(b)(3)(C)(i), 42 U.S.C.A. § 300g-1(b)(3)(C)(1). A number of factors come into play
here, including an estimate of the expenditure needed to comply with the regulation, negative health
impacts associated with a reduced efficacy, and estimates of the market effects of the expenditures. See
EPA, National Cost Analysis for Drinking Water Regulations, https://www.epa.gov/sdwa/national-cost-a
nalysis-drinking-water-regulations (last visited July 21, 2020).

SDWA § 1412(b)(6)(A), 42 U.S.C.A. § 300g-1(b)(6)(A).
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disinfection by-products and against its use as a means to revise existing standards,
which prevents backsliding.*

The other factors EPA evaluates in setting MCL determinations are analytical
methodology and health risks.” Because drinking water quality is measured analyti-
cally to determine MCL compliance, EPA examines the lowest levels that can be
reliably measured under routine laboratory operating conditions.”® In addition, EPA
looks to the risks presented by the MCLs under consideration to confirm that its
MCLs are adequately protective. EPA has a target range for carcinogens of 107 to
1076 risk using conservative calculation models, and the MCLs EPA has promulgated
generally fall in this range.”

The 1996 Amendments authorize EPA to establish MCLs at levels other than the
“feasible level,” if the technology and other means used to determine the feasible
level would result in an increase in the health risk from drinking water by: (1)
increasing the concentration of other contaminants in the water; or (2) interfering
with the efficacy of drinking water treatment techniques or processes that are used
to comply with the SDWA.*

EPA did not promulgate any treatment techniques in the first 13 years of
administering the Act, but the 1986 Amendments directed EPA to promulgate two:
one to require filtration (for systems using surface water sources) and the other to
require disinfection (for systems using surface waters and groundwater sources).”®
The 1996 Amendments replaced the mandate to disinfect all public groundwater
systems with a discretionary program.” The states were required to determine
which public water systems must filter, after notice and opportunity for a hearing,
based on criteria established by EPA. The statute specifies deadlines for EPA
requirements, state decisions, and public water system compliance.”® The filtration
procedure is unusual under the SDWA because it calls on states to make case-by-
case decisions as to which public water systems must filter.*®

In addition to fulfilling the requirement in the Act to promulgate treatment
techniques for filtration and disinfection, EPA also has promulgated treatment
techniques for acrylamide and epichlorohydrin,?” and for lead and copper.”® In
conjunction with the issuance of either MCLs or treatment techniques, the 1996

BSDWA § 1412(b)(6)(B) to (C), 42 U.S.C.A. § 300g-1(b)(6)(B) to (C) and SDWA § 1412(b)(9) (the
“antibacksliding” provision), 42 U.S.C.A. § 300g-1(b)(9). EPA’s cost-benefit analyses for its drinking wa-
ter rulemakings under the 1996 amendments have survived several legal challenges. See City of
Portland, Oregon v. E.P.A., 507 F.3d 706, 65 Env’t. Rep. Cas. (BNA) 1910 (D.C. Cir. 2007) and City of
Waukesha v. E.PA., 320 F.3d 228, 55 Env’t. Rep. Cas. (BNA) 2025, 33 Envtl. L. Rep. 20160 (D.C. Cir.
2003).

952 Fed. Reg. at 25697, 25699. Analytical methodology is thus a criterion for determining whether
regulation is appropriate and in determining whether to set an MCL or a treatment technique, and it
is also evaluated in setting MCLs.

2952 Fed. Reg. at 25699, 25700; see also 40 C.F.R. § 141.24(g) (setting forth requirements labora-
tories must meet before they can measure organic chemicals for compliance purposes).

21See 52 Fed. Reg. at 25700-01 (discussing health risk factors from volatile organic chemicals).
22SDWA § 1412(b)(5)(A), 42 U.S.C.A. § 300g-1(b)(5)(A).

BSDWA § 1412(b)(7)(C), (b)(8), 42 U.S.C.A. § 300g-1(b)(2)(C), (b)(8). EPA promulgated rules requir-
ing filtration and disinfection for surface waters (and groundwater influenced by surface water) at 54
Fed. Reg. 27486 (June 29, 1989) (the Surface Water Treatment Rule). The initial rule has been
supplemented by the Interim Enhanced Surface Water Treatment Rule, 63 Fed. Reg. 69478 (Dec. 16,
1998). The Long Term Enhanced Surface Water Treatment Rule, 67 Fed. Reg. 1812 (Jan. 14, 2002),
and the Long Term 2 Enhanced Surface Water Treatment Rule, 71 Fed. Reg. 654 (Jan. 5, 2006).

2SDWA § 1412(b)(8), 42 U.S.C.A. § 300g-1(b)(8).
25SDWA § 1412(b)(7)(C), 42 U.S.C.A. § 300g-1(b)(2)(C).
2SDWA § 1412(b)(7)(C), 42 U.S.C.A. § 300g-1(b)(2)(C).
2756 Fed. Reg. 3526 (Jan. 30, 1991).
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Amendments require EPA to satisfy certain peer review procedures and to provide
the public with a detailed presentation of public health information.”

Finally, the 1996 Amendments also required EPA to promulgate a regulation to
govern the recycling of filter backwash water within the treatment process of a pub-
lic water system.*

§ 18:12 National Drinking Water Regulations—Lead

Prior to, and increasingly in the wake of the Flint Water Crisis, the SDWA has
had a particular focus on lead in drinking water. The 1986 amendments to the
SDWA limited lead concentrations in public water systems by limiting the lead in
solder and flux, pipes and pipe fittings, and plumbing fixtures—or what EPA refers
to as “endpoint devices.” “Lead free” under these amendments means not greater
than 0.2% lead in flux and solder and not greater than 8.0% in pipes and pipe
fittings.? Plumbing fixtures are to have no more lead than that of industry standard
compliance.® In addition to the use or installation of such lead-containing materials,
these amendments also prohibit selling such materials except where permitted in
manufacturing or industrial processes.

Congress added Section 1417(e) to the SDWA in 1996.* Generally, the section
directed EPA to assist in the development of standards and testing protocols for
analyzing lead leaching in plumbing fittings and fixtures in water systems meant
for human ingestion.” The Reduction of Lead in Drinking Water Act subsumed this
standard setting process, however.® In 2011, the allowable standard for lead in
pipes, plumbing, fittings, and fixtures was lowered from 8.0% to no more than 0.25%
by weighted average (where solder and flux are still limited to 0.2% lead). Although
it ratcheted down the allowable lead content in plumbing generally, the amendment
added an exception for pipes, pipe fittings, plumbing fitting, and fixtures, as well as
a variety of other items (toilets, urinals, shower valves, etc.) “used exclusively for
nonpotable services . . . where the water is not anticipated to be used for human
consumption.” These new standards became effective on January 4, 2014.

Following the Flint Water Crisis, Congress passed the Water Infrastructure
Improvements for the Nation Act (WIIN Act), which added new notification require-
ments to the SDWA.®? Importantly, the WIIN Act requires EPA to notify households
when EPA receives drinking water data that indicates the affected household’s lead
levels exceed EPA’s lead action levels.’

56 Fed. Reg. 26460 (June 7, 1991); 56 Fed. Reg. 32113 (July 15, 1991); 57 Fed. Reg. 28785 (June
29, 1992); 59 Fed. Reg. 33860 (June 30, 1994); 65 Fed. Reg. 1950 (Jan. 12, 2000); 69 Fed. Reg. 38850
(June 29, 2004).

2%SDWA § 1412(b)(3)(A), 42 U.S.C.A. § 300g-1(b)(3)(A), (B).
%66 Fed. Reg. 31086 (June 8, 2001).
[Section 18:12]
'SDWA § 1417(a), 42 U.S.C.A. § 300g-6(a).
’SDWA § 1417(a), 42 U.S.C.A. § 300g-6(a).
3SDWA § 1417(a), 42 U.S.C.A. § 300g-6(a).
“SDWA § 1417(e).
*SDWA § 1417(e).
®Pub. L. No. 111-380, 124 Stat. 4131 (2011).
"Pub. L. No. 111-380, 124 Stat. 4131 (2011).

8Pub. L. No. 114-322, 130 Stat. 1628 (2016) (“The EPA must establish a strategic plan for conduct-
ing targeted outreach, education, technical assistance, and risk communication to populations affected
by lead in the public water system.”).

°Pub. L. No. 114-322, 130 Stat. 1628 (2016). This modification to Section 1414 of the SDWA
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One lead-related focus of the WIIN Act is to provide assistance for low-income
communities in reducing lead concentrations in drinking water. The Act ac-
complished this by instituting a grant program targeting all public water systems,
but particularly “water for human consumption at a school, daycare, or other facility
that primarily serves children or other vulnerable human subpopulation.”® Section
2107 of the WIIN Act further required EPA to establish a testing program for lead
in drinking water at schools. Additionally, the WIIN Act amended section 1442 of
the SDWA, providing grants to tribes to meet SDWA requirements."

§ 18:13 Variances and Exemptions

The SDWA gives eligible states, tribes, and EPA the authority to provide vari-
ances and exemptions, which can help PWSs achieve MCL compliance.* Variances
and exemptions provide legal safety valves for systems that cannot comply with the
Primary Regulations. Variances and exemptions reach different factual circum-
stances, but both temporarily excuse noncompliance or delay obligations to comply
with Primary Regulations—as long as certain conditions are met.”

Variances allow eligible systems to be noncompliant with a NPDWR if: (1) the
system installs a given technology and; (2) the drinking water quality is protective
of people’s health.® Variances may be appropriate if the system’s intake water qual-
ity is so poor that it cannot comply with the MCL even after application of BAT.*
This BAT may or may not be the same BAT as specified in setting the MCL or treat-
ment technique. EPA is to promulgate this BAT at the same time a Primary Regula-
tion is established, but the Agency’s finding of BAT may vary for purposes of vari-
ances depending “on the number of persons served by the system or for other
physical conditions related to engineering feasibility and costs of compliance with
(MCLs) as . . . appropriate.”™ A state may allow a system not to install BAT as a
condition of obtaining a variance if it can demonstrate that the BAT would only
achieve a de minimis reduction of the contaminant of concern.’

Any time EPA promulgates an MCL or treatment technique, the 1996 Amend-
ments require the Agency to list “variance technologies” for three classes of small
water systems. These technologies, while not necessarily capable of achieving

requires CWS and NTNCWS to provide notice to the public as soon as practical, but no later than 24
hours after the system learns of the lead action level exceedance.

©pyb. L. No. 114-322, 130 Stat. 1628 (2016). § 2105.

"See EPA, WIIN Act Section 2104: Assistance for Small and Disadvantaged Communities Tribal
Grant Program, https://www.epa.gov/tribaldrinkingwater/wiin-act-section-2104-assistance-small-and-di
sadvantaged-communities-tribal (last visited July 21, 2020).

[Section 18:13]

'EPA, Drinking Water Requirements for States and Public Water Systems: Variances and Exemp-

tions https://www.epa.gov/dwreginfo/variances-and-exemptions#: :text=The%20Safe%20Drinking%20W
ater%20Act,maximum%20contaminant%20levels%20(MCLs). Variances are subject to various condi-

tions; for example, variances and exemptions are not permitted under the Revised Total Coliform Rule.
’See Safe Drinking Water Act Amendments of 1996, Pub. L. No. 104-182, 110 Stat. 1613 (1996).
Nariances and Exemptions, supra note 1.

“SDWA § 1415(a)(1)(A), 42 U.S.C.A. § 300g-4(a)(1)(A). Variances from MCLs provide additional
time for systems to investigate and implement alternative measures that lead to compliance. Variances
are available from treatment techniques (except the filtration and disinfection requirements) where

implementing the techniques is not necessary because raw water sources are clean. See SDWA
§ 1415(a)(1)(B), 42 U.S.C.A. § 300g-4(a)(1)(B).

5SDWA§ 1415(a)(1)(A), 42 U.S.C.A. § 300g-4(a)(1)(A). This section of the statute does not contain
the provisions of § 1412 restricting technology to field tested techniques or selecting granular activated
carbon as a benchmark for synthetic organic chemicals.

SSee, e.g., 40 C.F.R. § 142.62(a) to (c); 52 Fed. Reg. 25707-08 (July 8, 1987).
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compliance with the MCL or treatment technique, must achieve the maximum af-
fordable reductions considering the system size and the quality of the source water.’
The 1996 Amendments required EPA, beginning on August 6, 1998, to issue vari-
ance technologies for each pre-1996 Amendments drinking water regulation for
which § 1415(e) small system variances may be granted.? As a result of the 1996
Amendments, the system would also need to convince the state that alternative wa-
ter supply sources are not available.’

Variances are to be accompanied by compliance schedules and, if appropriate, ad-
ditional control measures.”® Before becoming effective, the variance must be the
subject of public notice and opportunity for a public hearing. Significantly, the vari-
ance must not result in an unreasonable risk to health."* EPA is to regularly review
variances issued by states.” If a state abuses its discretion by granting inappropri-
ate variances in a substantial number of instances, EPA may revoke those vari-
ances after notice and public hearing.”

The 1996 Amendments added a special variance provision specifically for systems
serving fewer than 10,000 persons. This provision, unlike the general variance pro-
vision, allows states to consider affordability as the basis for letting systems use
variance technologies in lieu of complying with an MCL or treatment technique."
EPA may, on its own or in response to a petition from a consumer,” object to a state
variance decision. Importantly, however, EPA determined that small system vari-
ances are unavailable for microbial contaminants, as affordable compliance technolo-
gies are available, and for any contaminant MCL promulgated prior to January 1,
1986.*°

Exemptions apply under different circumstances. “Exemptions allow eligible
systems additional time to achieve and maintain regulatory compliance with new
NPDWRs.”" Unlike variances, exemptions do not permit the violation of NPDWRs;
instead, they permit the system more time to find a solution to achieve compliance.'®

Exemptions are appropriate for systems that cannot comply with MCLs or treat-

'SDWA § 1412(b)(15)(A), 42 U.S.C.A. § 300g-1(b)(15)(A).

8SDWA § 1412(b)(15)(D), 42 U.S.C.A. § 300g-1(b)(15)(D). By practice to date, EPA has listed vari-
ance technologies only where affordable compliance technologies are not identified. “In 2006, EPA
published a Federal Register notice to request comment on revisions to EPA’s national affordability
methodology for small drinking water systems and a methodology for determining if an affordable vari-
ance technology is protective of public health. The proposal described a number of options for revising
the affordability methodology for public review and comment.” See EPA, Small Drinking Water System

Variances, https://www.epa.gov/sdwa/small-drinking-water-system-variances (last visited July 21,
2020).

°SDWA § 1415(a)(1)(A), 42 U.S.C.A. § 300g-4(a)(1)(A).
19SDWA § 1415(a)(1)(A), 42 U.S.C.A. § 300g-4(a)(1)(A).

USDWA § 1415(a)(1)(A), 42 U.S.C.A. § 300g-4(a)(1)(A). Bottled water, point-of-use and point-of-
entry devices may be used for limited periods to prevent unreasonable risk and, even then, only under
prescribed circumstances.

2SDWA § 1415(a)(1)(F), 42 U.S.C.A. § 300g-4(a)(1)(F).
BSDWA § 1415(a)(1)(G), 42 U.S.C.A. § 300g-4(a)(1)(Q).
“SDWA § 1415(e), 42 U.S.C.A. § 300g-4(e).

See A Citizen’s Guide to Using Federal Environmental Laws to Secure Environmental Justice,
available at https://www.epa.gov/sites/production/files/2015-02/documents/citizen _guide ej.pdf.

5See 63 Fed. Reg. 42032 (Aug. 6, 1998) (stating the existing methodology for determining afford-
able compliance technologies for a new drinking water standard for small systems).

"Variances and Exemptions, available at https://www.epa.gov/dwreginfo/variances-and-exemption
s#:":text=The%20Safe%20Drinking%20Water%20Act,maximum%20contaminant%20levels%20(MCLs).

®Variances and Exemptions, available at https:/www.epa.gov/dwreginfo/variances-and-exemption

s#:":.text=The%20Safe%20Drinking%20Water%20Act,maximum%20contaminant%20levels%20(MCLs).
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ment techniques “due to compelling factors (which may include economic factors,
including qualification of the public water system as a system serving a disadvan-
taged community).”” The possibility of case-by-case examination of economic factors
for other than small systems is one major difference between variances and
exemptions.

However, variances and exemptions have several similarities. Exemptions must
be accompanied by compliance schedules and, if appropriate, control measures.”
Exemptions are to be the subject of notice and opportunity for a public hearing and
may not result in unreasonable risks to health.” In addition, EPA must periodically
examine exemptions and may revoke them where appropriate.”

Exemptions are effective for three years from the original compliance date. A
three-year extension is available only if the system establishes that it needs capital
or financial assistance or is joining other systems and is taking “all practicable
steps” to meet the standard.?® Systems serving no more than 3,300 persons are
eligible for one or more two-year extensions, but not to exceed six years.” These
extensions are available only to systems that require financial assistance for neces-
sary improvements and are taking all practicable steps to meet the standard.” EPA
issued regulations implementing the variance and exemption provisions in the 1996
Amendments.”

§ 18:14 National Secondary Drinking Water Regulations

Secondary regulations address “public welfare” concerns, including taste, appear-
ance, and odor. Contaminants governed by the Secondary regulations are generally
the most readily noticed by consumers when they appear and are usually attended
to quickly by water system operators when complaints are registered. Certainly, wa-
ter that smells like rotten eggs due to the presence of hydrogen sulfide is hard to
ignore and complaints are to be expected. However, the great public attention paid
to these concerns should not overshadow concerns for compliance with the Primary
Regulations, given that secondary contaminants are not expected to pose adverse
health effects.

Secondary regulations contain MCLs, which EPA believes protect public welfare.
Secondary regulations may apply to any drinking water contaminant that may: (1)
adversely affect the odor or appearance of water and cause a substantial number of
consumers to use other sources; or (2) otherwise adversely affect public welfare.?
Aesthetics are therefore, by statute, an aspect of public welfare.

YSDWA § 1416(a), 42 U.S.C.A. § 300g-5(a). To qualify, the system also must have been in opera-
tion on the effective date of the Primary Regulation or not have a reasonable alternative source of
drinking water.

2SDWA § 1416(b)(1), 42 U.S.C.A. § 300g-5(b)(1).
2ISDWA § 1416(a)(3), 42 U.S.C.A. § 300g-5(a)(3).
22SDWA § 1416(d), 42 U.S.C.A. § 300g-5(d).
BIDWA § 1416(b)(2), 42 U.S.C.A. § 300g-5(b)(2).
SDWA § 1416(b)(2)(c), 42 U.S.C.A. § 300g-5(b)(2)(c).

SDWA § 1416(b)(2)(C), 42 U.S.C.A. § 300g-5(b)(2)(C). The statute provides “taking all practicable
steps to meet the requirements of subparagraph (B).” It is unclear whether the system has to reestab-
lish its entitlement to exemption under subparagraph (B) (e.g., showing of need for financial assis-
tance) or merely that it is taking “all practicable steps” to meet the standard. SDWA § 1416(b)(2)(B) to
(C), 42 U.S.C.A. § 300g-5(b)(2)(B) to (C).

63 Fed. Reg. 43833 (Aug. 14, 1998).
[Section 18:14]
'SDWA § 1401(2), 42 U.S.C.A. § 300f(2).
2SDWA § 1401(2), 42 U.S.C.A. § 300f(2). Such regulations may vary according to geographic and
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EPA has established secondary regulations for a variety of public welfare effects,
including odor, color, foaming, and corrosivity.®* Without question, the most contro-
versial secondary contaminant is fluoride. Although fluoride at lower levels helps
protect against cavities, fluoride is regulated under the secondary regulations for its
public welfare effect of mottling and pitting teeth in some children when fluoride is
present at high levels.* This decision was controversial in part because, in 1975,
EPA regulated fluoride under the primary regulations, believing mottling to be an
adverse health effect.” Because fluoride mottling apparently does not impair the
function of teeth, EPA set a primary regulation to protect against crippling skeletal
fluorosis and reclassified the mottling effect as detrimental to public welfare, a deci-
sion that has been upheld by the D.C. Circuit.’ Fluoride is also unique because it is
the only contaminant that is subject to public notification requirements if the sec-
ondary MCL is exceeded.” Because it poses both adverse health effects and adverse
public welfare effects, fluoride is thus regulated under both primary and secondary
regulations.®

Although the secondary MCLs are not federally enforceable, systems may be com-
pelled to meet secondary standards for contaminants as a matter of state law.’ In
any event, the SDWA requires EPA to notify states whenever EPA finds that
systems do not comply with the secondary regulations due to failed state efforts to
take “reasonable action” to assure compliance.'’® Obviously, this is no sword of
Damocles hanging over states, but the statute does not contemplate one. As both
the statute and EPA recognize, enforcement of the primary regulations is a higher
priority."

IV. PUBLIC NOTIFICATION AND MONITORING, REPORTING, AND
RECORDKEEPING

other circumstances.

3See 40 C.F.R. § 143.3. These regulations were promulgated in 1979. 44 Fed. Reg. 42195 (July 19,
1979).

40 C.F.R. § 143.3. The secondary MCL is 2.0 milligrams per liter (mg/1). See 51 Fed. Reg. 11396,
11401 (Apr. 2, 1986).

*See 40 Fed. Reg. 59566 (Dec. 24, 1975). This decision was upheld in Environmental Defense
Fund, Inc. v. Costle, 578 F.2d 337, 347 n.35, 11 Env’t. Rep. Cas. (BNA) 1209, 8 Envtl. L. Rep. 20200
(D.C. Cir. 1978). However, the court also noted that there was a “serious question” whether mottling
could be regulated as an adverse health effect.

®Natural Resources Defense Council, Inc. v. E.PA., 812 F.2d 721, 25 Env't. Rep. Cas. (BNA) 1681,
17 Envtl. L. Rep. 20418 (D.C. Cir. 1987).

40 C.F.R. § 143.5. The regulation requires water systems serving water with more than 2.0 mg/l
fluoride to issue a public notice with specific language explaining the effects of fluoride. EPA has cited
SDWA §§ 1445(a) and 1450 as supporting these notification requirements. See 51 Fed. Reg. 11403 (Apr.
2, 1986).

®The legislative history expressly endorses this regulatory approach if statutory criteria are met.
H.R. Rep. No. 1153, 93d Cong., 2d Sess. 16 (1974).

Some states have treated secondary MCLs as primary MCLs.

°SDWA § 1414(d), 42 U.S.C.A. § 300g-3(d). “EPA does not propose to use its resources on a routine
basis to independently determine compliance. . . . It will however, review data which may be reported
by the states on a discretionary basis or which is received incidental to other studies. On the basis of
such review, the agency will consult with the States.” 44 Fed. Reg. 42196 (July 19, 1979).

"SDWA § 1414(d), 42 U.S.C.A. § 300g-3(d); 44 Fed. Reg. 42196 (July 19, 1979).
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Photo of Pyramid Island taken by A. Driggs on June 9, 2017.
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§ 18:15 Public Notification of Violations

The SDWA was the first federal environmental statute to require direct public
notification of compliance status. Today, although many statutes require monitoring
information to be reported to government officials, only a few require that the gen-
eral public be educated or alerted." EPA has an information dashboard that “provides
an easy-to-use summary of key activities to answer questions like: which PWS are
regulated, how many PWSs have been inspected, how many systems have had al-
leged violations identified and enforcement action taken, and how many systems
have returned to compliance.”

Figure 3.°
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The framers of the 1974 Act had lofty goals: “[P]lublic education is deemed es-
sential . . . to develop public awareness of the problems facing public water systems,
to encourage a willingness to support greater expenditure . . . to assist in solving
these problems, and to advise the public of potential or actual health hazards.”
EPA was given some flexibility to determine the frequency, form, and manner of
notification. The statute originally underlined the seriousness of this notice by
providing criminal fines for violation of the public notification requirements.®

Although the public today is more aware of the importance of safe drinking water
and the threats to it, it is hard to ascribe this result to the SDWA public notification
requirements. Systems that are likely to ignore monitoring or MCL regulations are
less likely to notify the public, and if they have not been monitoring, are less likely
to have data to report that indicates an MCL exceedance. Past rules allowed systems

[Section 18:15]

'As statutes have been amended over the last 15 years, they have been increasingly concerned
with opportunities for public education and public involvement. Although some statutes, like the
Emergency Planning and Community Right-To-Know Act, 42 U.S.C.A. §§ 11001 to 11050, put more in-
formation in the hands of the public, the SDWA public notification provisions are more dramatic,
because “violations” of health regulations are being reported directly to consumers.

Analyze Trends: Drinking Water Dashboard, available at https:/echo.epa.gov/trends/comparativ
e-maps-dashboards/drinking-water-dashboard?yearview=CY &view=activity&criteria=basic&state=Nati

*Data available at https://echo.epa.gov/trends/comparative-maps-dashboards/drinking-water-dash
board?view=activity&state=National&yearview=CY &criteria=basic.

“H.R. Rep. No. 1153, 93d Cong., 2d Sass 24 (1974).

5Orig'inal SDWA § 1414(c), 42 U.S.C.A. § 300g-3(c), amended by Pub. L. No. 95-190, § 12(b), 91
Stat. 1398 (1977).
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up to three months to report a violation, left it to the system to explain the viola-
tion, required notice even for corrected violations, and imposed the same notification
requirements for monitoring violations as Primary Regulations violations.® Under
these former rules, some systems delayed issuing important notices, and in some
cases, notices were confusing and did not explain the violation.

The amended statutory provisions and new rules specify detailed notification
requirements applicable to community and noncommunity water systems. Those
requirements, which vary depending on the circumstances, include both timing and
substantive provisions.’

Beginning on January 1, 1998, and annually thereafter, each state was required
to prepare and make available to the public a report listing virtually every SDWA
violation of which it is aware.® In addition, EPA published regulations, as required
by the 1996 Amendments,’ requiring each community water supplier to issue an an-
nual “consumer confidence report.””® Those reports are intended to provide the pub-
lic with specific information about the water they are consuming and any associated
risks.

Public notice is likely to alert those in the community sensitive to health and
environmental issues. Public notification may also achieve the statutory goals of
developing an awareness of problems facing public water systems and encouraging
expenditures for water system improvements."

§ 18:16 Monitoring, Reporting, and Recordkeeping

EPA is authorized to require monitoring, reporting, and recordkeeping by public
water systems.! EPA’s authority may be directed to public water systems and
persons (including individuals) who own or operate public water systems. EPA has
relied on its monitoring, reporting, and recordkeeping authority to require systems
to begin the monitoring required to determine whether treatment will be necessary
to comply with MCLs with a future effective date.? Under this authority, EPA may
require monitoring, reporting, and recordkeeping as reasonably necessary to
determine compliance, assist in establishing regulations, administer financial assis-
tance programs, evaluate health risks of unregulated contaminants, or advise the
public of health risks. Although this authority is broad, it may only be invoked by
rulemaking.’? Under the 1996 Amendments, the states are authorized to provide
relief from EPA’s general monitoring requirements.* The analytical test methods
required for all monitoring activities are prescribed in the rules.’

Monitoring for unregulated drinking water contaminants is the subject of ad-

®SDWA § 1414(c), 42 U.S.C.A. § 300g-3(c).

"SDWA § 1414(c), 42 U.S.C.A. § 300g-3(c); 40 C.F.R. § 141.32, amended by 65 Fed. Reg. 26022
(May 4, 2000). Amendments to the statute also require notice that lead may be in certain systems.

8SDWA § 1414(c)(3)(A), 42 U.S.C.A. § 300g-3(c)(3)(A).

°63 Fed. Reg. 44512 (1998), corrected by 64 Fed. Reg. 49671 (Sept. 14, 1999).

1%SDWA § 1414(c)(4), 42 U.S.C.A. § 300g-3(c)(4).

"Supra section 18.12 regarding new notification of elevated lead concentrations.
[Section 18:16]

'SDWA § 1445(a)(1), 42 U.S.C.A. § 300j-4(a)(1).

“See, e.g., 52 Fed. Reg. 25711 (July 8, 1987) (relying on SDWA § 1445 to require monitoring for
volatile organic chemicals to commence in advance of the date for compliance with the respective
MCLs).

SSDWA § 1445(a)(1), 42 U.S.C.A. § 300j-4(a)(1).
‘SDWA § 1418, 42 U.S.C.A. § 300g-7.
°40 C.FR. §§ 141.21 to 141.30.
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ditional provisions in the statute and the regulations. The SDWA directs EPA to
promulgate regulations that require public water systems to monitor for “unregu-
lated contaminants.” The purpose here is preventative: By identifying contaminants
early on, water systems and EPA may take appropriate action to protect public
health. EPA has promulgated regulations requiring monitoring for numerous
contaminants and allowing states discretion to require monitoring for additional
ones.” Congress has since amended those requirements: EPA was required, by
August 6, 1996,° and every five years thereafter, to issue a list of up to 30
unregulated contaminants to be monitored by public water systems. Consistent with
the Act’s emphasis on public notification, systems are required to provide customers
with the results of this monitoring.’

The Unregulated Contaminant Monitoring Rule (UCMR) is the main tool EPA
leverages to collect data on the occurrence of unregulated contaminants in PWSs.*
EPA published the lists and requirements for the First Unregulated Contaminant
Monitoring Rule on September 17, 1999." The Second Unregulated Contaminant
Monitoring Rule was published on January 4, 2007, under which monitoring was
conducted mostly from 2008-10." The Third Unregulated Contaminant Monitoring
Rule was published on May 2, 2012, and the monitoring was primarily conducted
from 2013-15." The Fourth Unregulated Contaminant Monitoring Rule was
published on December 20, 2016, and the monitoring took place between 2018-
2020."

V. STATE DRINKING WATER PROGRAMS

SSDWA § 1445(a)(2), 42 U.S.C.A. § 300j-4(a)(2). How “unregulated” contaminants must be to
qualify for special unregulated monitoring is not addressed by statute or legislative history.

40 C.FR. § 141.40; 52 Fed. Reg. 25715 (July 8, 1987); 56 Fed. Reg. 3592 (Jan. 30, 1991); 57 Fed.
Reg. 31776 (July 17, 1992).

864 Fed. Reg. 50556 (Sept. 17, 1999); 66 Fed. Reg. 2273 (Jan. 11, 2001), amended by 66 Fed. Reg.
46221 (Sept. 4, 2001).

°SDWA § 1445(a)(2)(E), 42 U.S.C.A. § 300j-4(a)(2)(E) (requiring reporting to customers); 40 C.F.R.
§ 141.35(b) (requiring reporting to EPA, the appropriate state, and the public).

19See SDWA § 1412(b)(1)(B)(i)(II), 42 U.S.C.A. § 300(b)(1)(B)(ii)(ID).

"Revisions to the Unregulated Contaminant Monitoring Regulation for Public Water Systems, 64
Fed. Reg. 50556 (Sept. 17, 1999).

Unregulated Contaminant Monitoring Regulation (UCMR) for Public Water Systems Revisions,
72 Fed. Reg. 367 (Jan. 4, 2007).

3Revisions to the Unregulated Contaminant Monitoring Regulation (UCMR 3) for Public Water
Systems, 77 Fed. Reg. 26072 (May 2, 2012).

“Revisions to the Unregulated Contaminant Monitoring Rule (UCMR 4) for Public Water Systems
and Announcement of Public Meeting, 81 Fed. Reg. 92666 (Dec. 20, 2016).
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Photo of the Salton Sea taken by A. Driggs on March 10, 2018.
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§ 18:17 In General

Before the 1970s, few states had adopted standards for drinking water quality.
Even fewer states had in place a regulatory program with enforcement capability. A
1971 review of state drinking water standards revealed that only 14 states had
adopted the minimal U.S. Public Health Service Drinking Water Standards.' A 1970
survey by the Conference of State Sanitary Engineers judged state inspection
programs deficient.’

Despite the limited state commitment obvious at the time, Congress remained
hopeful that states would “take the lead” in adopting standards and compliance
strategies, and in bringing enforcement actions.® To this end, the SDWA authorizes
states to assume “primary enforcement responsibility” (primacy) if they adopt the
minimum drinking water program specified by the statute.® At least if measured by
the large number of jurisdictions that have assumed primacy, Congress’ desire for
state participation has been fulfilled. Currently, 55 of 57 jurisdictions (states, ter-
ritories, and tribal support programs) have been granted primacy.®

To assume primacy, states must establish that their program meets specified
criteria.® Under the Act, these criteria include adopting standards at least as
stringent as the National Primary Drinking Water Regulations; procedures for the
enforcement of these standards; recordkeeping and reporting to EPA; plans for
emergency provisions of drinking water; and requiring that variances and exemp-
tions be no less stringent than EPA’s.” Clearly, state regulation may be more
stringent. EPA regulations elaborate on these criteria by spelling out in more detail
the authorities and administrative programs that states must adopt.® Beyond
requirements for injunctive authority, penalties, and reporting to EPA, states are
also required to adopt public notification requirements that are at least as stringent
as those set by EPA.° Congress expected EPA to exercise “utmost care” in reviewing
state primacy applications and to deny such applications only upon a “clear failure”
by states to meet primacy requirements.*

Federal agencies and Indian tribes are also addressed under the Act. Federal fa-
cilities are expressly subject to state drinking water authorities, and they are even
liable for penalties." Under the 1986 Amendments, EPA was to publish regulations
specifying whether and when Indian tribes may be treated as states and assume
primacy.*

[Section 18:17]

'See H.R. Rep. No. 93-1185, at 6-7 (1974). These standards, adopted in 1962, primarily addressed
contaminants posing acute risks.

’H.R. Rep. No. 93-1185, at 6-7 (1974).

*H.R. Rep. No. 93-1185, at 21 (1974).

“SDWA § 1413, 42 U.S.C.A. § 300g-2.

®The District of Columbia and Wyoming have not assumed primary enforcement authority.
®SDWA § 1413, 42 U.S.C.A. § 300g-2; 40 C.F.R. § 142 (subpart B).

'SDWA § 1413(a), 42 U.S.C.A. § 300g-2(a); 40 C.F.R. §§ 142.10 to 142.19.

840 C.F.R. §§ 142.10 to 142.11, 142.14 to 142.16. EPA sometimes specifies the contents of reports
that must be submitted related to state implementation of drinking water regulations and spells out
“specific primacy conditions” to ensure states will implement programs in accord with federal minima.
See 40 C.F.R. §§ 142.15 and 142.16.

°40 C.FR. § 142.16(a).
°H.R. Rep. No. 93-1185, at 21 (1974).

"SDWA § 1447(a), 42 U.S.C.A. § 300j-6(a). The statute provides immunity only from criminal
sanctions.

2SDWA § 1451, 42 U.S.C.A. § 300;-11. The Navajo Nation is the only Tribe that has been granted
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Once primacy is granted, state drinking water programs are subject to federal
oversight. Generally, EPA and the state enter into an agreement specifying the
obligations the state must fulfill and EPA provides a sum of money to support the
state program. EPA also may review state-issued variances and exemptions,” take
enforcement action where states do not,” and if necessary, terminate primacy."
Indeed, EPA has an obligation to periodically review whether states meet primacy
requirements or have issued variances and exemptions that are less stringent.'®
State variances have not always met with EPA’s approval.”

Where states are not able to update their regulations in a timely fashion, the
federal regulations still apply. EPA takes the position that the Primary Regulations
are federally enforceable in states with primacy.” Of course, EPA encourages states
to adopt such requirements expeditiously so that there is no “split” primacy.” Since
the overwhelming majority of eligible jurisdictions have primacy, they conduct most
of the enforcement against violations, and maintain active enforcement programs. A
1999 EPA study found that “MCL exceedances are not common” and that volatile
organic chemicals and synthetic organic chemicals are the cause of most of those
exceedances.” States have been more vigorously enforcing their laws.*

Under the 1986 Amendments, all states were subjected to new duties to minimize
lead in drinking water.” These duties were not tied to primacy; thus, states that do
not enforce the requirements do not risk losing primacy. The SDWA’s lead provi-
sions, other than those addressing treatment techniques, are not tied to primacy ei-
ther, but states failing to comply do risk the loss of grant funds. In particular, the

primary regulatory authority. 65 Fed. Reg. 66541 (Nov. 6, 2000).
40 C.F.R. §§ 142.20 to 142.24.
“SDWA § 1414(a)(1)(B), 42 U.S.C.A. § 300g-3(a)(1)(B); 40 C.F.R. §§ 142.30 to 142.34.
1SDWA § 1413(b)(1), 42 U.S.C.A. § 300g-2(b)(1); 40 C.F.R. § 142.17(a)(2).

%40 C.FR. § 142.17; SDWA §§ 1415(a)(1)(F) and 1416(d)(1), 42 U.S.C.A. §§ 300g-4(a)(1)(F) and
300g-5(d)(1); 40 C.F.R. § 142.22.

A dispute arose between EPA and several states in the late 1970s over the proper use of vari-
ances. Several states had issued variances that did not require use of best generally available technol-
ogy, and the Agency proposed a rule to clarify that the variance authority did not allow such variances.
45 Fed. Reg. 50833 (1980). Faced with this resolve, the offending states ceased their practices. In 1986,
EPA formally revoked variances with these same defects issued by another state when the state did
not rescind them. 51 Fed. Reg. 23468 (1986). This process followed the notice-and-comment procedure
outlined in SDWA § 1415(a)(1)(G), 42 U.S.C.A. § 300g-4(a)(1)(G), and in 40 C.F.R. § 142.23. More
recently, EPA and New York City and New York State jousted for several years on how to protect New
York City’s water supply, which affected EPA decisions on the state’s primacy and spawned an unsuc-
cessful lawsuit by several New York towns. See Coalition of Watershed Towns v. U.S. E.P.A., 552 F.3d
216, 68 Env’t. Rep. Cas. (BNA) 1625 (2d Cir. 2008) (towns’ injury was not redressable).

852 Fed. Reg. 25692 (July 8, 1987).

952 Fed. Reg. 25692 (July 8, 1987). Those rules were supplemented by the Long Term Enhanced
Surface Water Treatment Rule, 67 Fed. Reg. 1812 (Jan. 14, 2002) and the Long Term 2 Enhanced
Surface Water Treatment Rule, 71 Fed. Reg. 654 (Jan. 5, 2006).

2°U.S. Environmental Protection Agency, A Review of Contaminant Occurrence in Public Water
Systems at 71 (EPA 816-R-99-006) (Nov. 1999).

ZAs penalties and enforcement have increased, defendants have advanced more fundamental
objections with varying degrees of success. See, e.g., Meadowlake Corp. v. Ohio ex rel. Rogers, 555 U.S.
1098, 129 S. Ct. 899, 173 L. Ed. 2d 107 (2009) (declining to review 8th Amendment claim of excessive
fines and 6th Amendment claim of entitlement to counsel).

n later amendments, Congress established a program for: (1) recalling drinking water coolers
with lead-lined water reservoir tanks; (2) banning the sale of all drinking water coolers that were not
lead-free; and (3) identifying lead problems in schools. The Lead Contamination Control Act of 1988,
Pub. L. No. 100-572 (Oct. 31, 1988).
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law prohibits the general use and distribution of lead pipe, solder, and flux.”® States
are to enforce this prohibition or risk loss of up to 5% of the annual federal grant
that they receive for administering an EPA-approved drinking water program.* It is
safe to say that state drinking water programs have not been generously funded,
yet they are called on to adopt a large number of new regulations, more comprehen-
sively regulate the non-transient non-community water systems, adopt new enforce-
ment programs for lead, and step up enforcement efforts.” Because so many states
have primacy, those interested in the implementation of these new drinking water
responsibilities will scrutinize state efforts closely.

VI. FEDERAL AND CITIZEN ENFORCEMENT

Photo of Multnomah Falls taken by A. Driggs on August 24, 2019.

§ 18:18 Federal Enforcement—Enforcement of Primary Regulations,
Variances, and Exemptions

Anticipating that states might not be willing or able to address all violations of
drinking water requirements, the SDWA empowers EPA to enforce Primary Regula-
tions when states do not. Similarly, conditions of variances and exemptions may be
enforced by the federal government against non-complying systems when states do
not enforce them.' Of course, the federal government also has the primary
responsibility of enforcing drinking water requirements in Wyoming and in
Washington, D.C., as well as on most Indian reservations that do not have primary
enforcement authority.”? These federal enforcement powers were substantially
expanded by the 1986 Amendments, which streamlined enforcement, raised penal-

BIDWA § 1417(a), 42 U.S.C.A. § 300g-6(a).

*/SDWA § 1417(b) to (c), 42 U.S.C.A. § 300g-6(b) to (c).

**See Beyond Tight Budgets: 2018 Resource Demands Analysis for State Drinking Water Programs,
Association of State Drinking Water Administrators (2018).
[Section 18:18]

'SDWA § 1414(a)(1), 42 U.S.C.A. § 300g-3(a)(1); SDWA § 1414(a)(2).

’See EPA, Primacy Enforcement Responsibility for Public Water Systems, https://www.epa.gov/dw
reginfo/primacy-enforcement-responsibility-public-water-systems#:™:text=Contact%20Us-,Primacy%20E
nforcement%20Responsibility%20for%20Public%20Water%20Systems,Monitoring%20and%20reporting
%20requirements (last visited July 21, 2020).
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ties, and established a new administrative order authority. In 1996, Congress
required States to adopt administrative order authority as well and mandated
States to report on their enforcement activities in an annual report to EPA.®

§ 18:19 Federal Enforcement—Enforcement of Primary Regulations,
Variances, and Exemptions—Finding a Violation

Where a state has primacy, EPA retains a backup enforcement role. If, after
reviewing a state report, EPA (the Regional Office) finds that a system does not
comply with a Primary Regulation or a variance or exemption condition, EPA is to
notify the state and the water system and provide “advice and technical assistance”
to bring the system into compliance.' If, after 30 days following notification, the
state has not “commenced appropriate enforcement action,” the statute provides
that EPA “shall” issue an order requiring compliance or commence a civil action.’
The 1986 amendments adopted the mandatory term “shall” in this provision in
place of the permissive term “may.”

Exercise of this enforcement authority raises several questions. What “finding” of
a violation will trigger the process and what violators are likely to attract EPA’s
interest? What is “appropriate” state enforcement action that will avoid federal
enforcement? Is EPA required to take enforcement action after the statutory
procedures have been satisfied?

Under the Act, enforcement provisions are triggered whenever EPA “finds” a
violation.” In many cases, EPA will have knowledge of violations. Violations must be
reported to the appropriate state, which in turn must report these violations and
state enforcement actions (or lack thereof) to the Agency.® However, a question
arises whether EPA has the discretion to select the violations of which it is aware
for a “finding.” Nothing in the SDWA or legislative history suggests that EPA must
make a finding for every violation it discovers. The 1996 Amendments prescribe
procedures for EPA enforcement in non-primacy jurisdictions.® What violations are
likely to attract EPA attention? EPA generally enters into enforcement agreements
with primacy states that detail how and when states are to take enforcement action
and when EPA will step in to enforce. EPA specifies in these agreements that a
“timely and appropriate enforcement response” is to be taken against “significant

3SDWA § 1413(a)(6), 42 U.S.C.A. § 300g-2(a)(6) (primacy state requirement to have administra-
tive penalty authority); SDWA 1414(c)(3), 42 U.S.C.A. § 300g-3(c)(3) (annual state enforcement reports).

[Section 18:19]

"Monitoring errors might incorrectly indicate a violation, particularly for contaminants measured
at low levels. The legislative history provides that if water systems can provide proof that readings in
excess of regulations were due to such error, the system would be excused (at least from the public
notification requirement). H.R. Rep. No. 93-1185, at 24 (1974).

“SDWA § 1414(a)(1)(B), 42 U.S.C.A. § 300g-3(a)(1)(B). This process replaced a more extensive pro-
cedure that required an additional notice to the state, a state report, a total of 60 days before EPA
could take action and, in some cases, a finding that the state had abused its discretion. See former
SDWA § 1414(a)(1)(B), 42 U.S.C.A. § 300g-3(a)(1)(B), Pub. L. No. 93-523, § 2(a), 88 Stat. 1666. This pro-
cedure was generally faulted as cumbersome and one reason why EPA had not taken a significant
number of enforcement actions.

*Pub. L. No. 99-339, § 102(b), 100 Stat. 647 (amending SDWA § 1414(a)(1)(B), 42 U.S.C.A. § 300g-
3(a)(1)(B)).

“SDWA §§ 1414(a)(1)(A) to (B), 1423(a)(1) to (2), 42 U.S.C.A. §§ 300g-3(a)(1)(A) to (B), 300h-2(a)(1)
to (2).

°40 C.F.R. §§ 141.31, 142.15.

°SDWA § 1414(a)(2), 42 U.S.C.A. § 300g-3(a)(2).
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non-compliers.”” So far, significant non-compliance has included serious and continu-
ous violations of most MCLs and their respective monitoring and reporting require-
ments and violations of compliance agreements or compliance schedules (such as
the schedules that commonly accompany variances and exemptions).? As a result of
the 1996 Amendments, violations are more visible and, thus, more likely to be
evaluated for enforcement purposes. For example, no later than August 6, 1997,
each state was required to submit to EPA a list of CWSs and NTNCWSs that have a
history of significant noncompliance, as defined by EPA.° States must update their
lists periodically. By August 6, 2001, each state had to submit to EPA a report on
how enforcement mechanisms and other actions have succeeded in improving condi-
tions at water systems on the list."® The list and report are part of the capacity
development strategy required of each state under penalty of the loss of significant
federal loan funds. Each state must develop and implement its strategy to assist
public water system to acquire and maintain technical, managerial, and financial
capacity.

EPA regards state action as “timely” if it results in formal enforcement action or a
compliance agreement within six months of the state’s discovery, depending on the
type of violation." “Appropriate” state enforcement action, according to EPA,
includes issuance of an administrative order, a civil or criminal action, or an en-
forceable agreement with a compliance schedule signed by both parties.*

The question of whether EPA has a mandatory duty to issue an order or com-
mence civil action after these initial hurdles have been cleared is currently
unanswered. The change from “may” to “shall” in the enforcement provision and
supporting legislative history may provide grounds to argue that the Agency is now
subject to mandatory enforcement.”® However, given the general preference of the
courts to preserve agency enforcement discretion and precedents set under related
environmental statutes, a counter-argument can be advanced.

"Memorandum from Michael B. Cook, Director of the U.S. EPA Office of Drinking Water, to EPA
Water Management Division Directors (May 22, 1990).

8Memorandum from Michael B. Cook, Director of the U.S. EPA Office of Drinking Water, to EPA
Water Management Division Directors (May 22, 1990).

’SDWA § 1420(b), 42 U.S.C.A. § 300g-9(b).
19SDWA § 1420(b)(2), 42 U.S.C.A. § 300g-9(b)(2).

"Memorandum from Michael B. Cook, Director of the U.S. EPA Office of Drinking Water, to EPA
Water Management Division Directors, 4 (May 22, 1990). Of course, actual compliance may take a lon-
ger period if compliance requires installation of additional treatment technologies. Compliance may be
delayed if the system does not report its violation to the state or if the state does not identify the viola-
tion quickly.

Memorandum from Michael B. Cook, Director of the U.S. EPA Office of Drinking Water, to EPA
Water Management Division Directors, 4 (May 22, 1990). For relatively minor violators, one could
argue that formal enforcement is not appropriate given other, higher priority violations and limited
state resources.

3See H.R. Rep. No. 575, 99th Cong., 2d Sess. (1986). The prior provision, stating that EPA “may”
commence enforcement action, was held to vest absolute prosecutorial discretion on when to seek
compliance with primacy drinking water regulations. Hattie v. Thomas, 22 Env’t. Rep. Cas. (BNA)
1728 (N.D. Ohio 1985). One could make an argument that under Heckler v. Chaney, 470 U.S. 821, 833,
105 S. Ct. 1649, 84 L. Ed. 2d 714, 15 Envtl. L. Rep. 20335 (1985), the presumption against review-
ability of enforcement decisions has been rebutted by “circumscribing (the) agency’s power to discrimi-
nate among issues or cases it will pursue.” However, in signing the Amendments, the President stated:
“The principal [sic] of prosecutorial discretion is an essential ingredient in the execution of the laws. I
believe that the Congress cannot bind the Executive in advance and remove all prosecutorial discretion
without infringing on the powers of the Executive. It is unrealistic to expect that the EPA will ever
have the resources or the need to take formal enforcement action against each and every violation of
the Act, without regard to how trivial the violation or unfair an enforcement action would be.” 22
Weekly Comp. Pres. Doc. 832 (June 19, 1986).
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§ 18:20 Federal Enforcement—Enforcement of Primary Regulations,
Variances, and Exemptions—Commencing a Civil Action or
Issuing a Compliance Order

Once EPA decides to bring an enforcement action, it may either commence a civil
action or issue a compliance order." If the Agency decides to proceed in U.S. district
court, it may call on the court’s equitable powers for “such judgment as protection of
public health may require,” taking into consideration the time necessary to comply
and the availability of alternative water supplies.? Injunctive relief is clearly
authorized.’ The legislative history states that courts considering remedies in these
enforcement actions are not to apply traditional balancing principles used by equity
courts. Rather, legislative history directs courts to give utmost weight to the objec-
tive of providing maximum feasible protection to public health.*

Are courts empowered to close public water systems to protect public health? Al-
though it appears that Congress may have wished courts to have this power, it is
equally clear that Congress did not want to deprive consumers of drinking water.’
Closing down a water supply system may be a case of killing the patient to effect a
cure. In many cases, more limited remedies—such as a temporary requirement that
citizens boil water or that the system supply bottled water—provide interim solu-
tions, allowing the water system time to implement a long-term remedy.

EPA may seek civil penalties for violations of Primary Regulations, taking into
account the seriousness of the violation, the population at risk, and other appropri-
ate factors.® This maximum penalty amount has been substantially increased since
the original Act. Revisions to the penalty authority have also removed a major evi-
dentiary burden for federal prosecutors: prior to the 1986 Amendments, only willful
violations were subject to penalties.” Although the government may now seek penal-
ties in a wider variety of cases, enforcement resources and the new opportunity to

[Section 18:20]

'SDWA § 1414(b), 42 U.S.C.A. § 300g-3(b). If requested by the chief executive officer in the state
or the state agency with jurisdiction over public water systems, EPA need not follow the preliminary
procedures outlined in the previous subsection and may bring a civil action directly. SDWA § 1414(b)(2),
42 U.S.C.A. § 300g-3(b)(2). U.S. v. Alisal Water Corp., 431 F.3d 643, 62 Env’t. Rep. Cas. (BNA) 1009
(9th Cir. 2005).

’SDWA § 1414(b), 42 U.S.C.A. § 300g-3(b).

3See, e.g., U.S. v. Alder Creek Water Co., 823 F.2d 343, 26 Env’t. Rep. Cas. (BNA) 1369, 17 Envtl.
L. Rep. 21095 (9th Cir. 1987).

“H.R. Rep. No. 93-1185, at 23 (1974). This language in the legislative history, specifying maximum
“feasible” protection for public health, suggests a balancing of public health concerns and feasibility,
contrary to the general desire stated in the legislative history that balancing principles not apply.

5«Although requiring prompt compliance by some small outdated systems may in effect force the
closing thereof, such a court order would be both permissible and warranted if an expansion of existing
regional water service or other state or local assistance would be provided to assure the availability of
adequate and safe drinking water supplies to those presently serviced.” H.R. Rep. No. 93-1185, at 23—
24. And, “[i]t is not the Committee’s intent to cause any area to be deprived of existing drinking water
supply services.” Id. at 18.

®SDWA § 1414(b), 42 U.S.C.A. § 300g-3(b). See Alder Creek, 823 F.2d at 343 (water company
found liable for damage resulting from removal of agency-installed monitoring device); United States v.
Neskowin, 10 Envtl. L. Rep. (Envtl. L. Inst.) 20622 (D. Or. 1980) (findings of willfulness in violations
and imposing penalties for MCL, monitoring, and public notification violations); United States v.
Tenny, 14 Envtl. L. Rep. (Envtl. L. Inst.) 20094 (M.D. Pa. 1983) (defendants ordered to comply with the
Act and to take specific actions). Other actions have sought civil penalties and compliance orders and
imposed penalties on water company presidents personally. See United States v. Paxton Water Corp.,
No. 86-101-C (S.D. consent decree filed 1-15-87); see also United States v. Merritt Mobile Manors, No.
C86-0207 (D. Wyo. consent decree filed 2—-26-87).

"See former section 1414(b), 42 U.S.C.A. § 300g-3(b), Pub. L. No. 93-523, § 2(a), 88 Stat. 1666
(1974). EPA has sought penalties. For example, under a 2008 settlement, New York City would build a
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issue administrative compliance orders will likely limit civil actions to the more
egregious violations.?

§ 18:21 Federal Enforcement—Enforcement of Primary Regulations,
Variances, and Exemptions—Administrative Compliance Orders
and Administrative Penalties

EPA may choose to issue an order to require compliance.” These administrative
orders may not initially assess penalties for violations. The orders are true “compli-
ance orders,” directing the respondent water system to comply with an applicable
requirement.” EPA must provide the system with notice and an opportunity for a
public hearing on the order and offer the primacy state the opportunity to confer on
the order.® If an order is violated, EPA may, through a second administrative order,
assess administrative penalties.” EPA is also authorized to issue administrative
penalty orders against any federal agency that violates the SDWA.> Penalty proceed-
ings are generally formal hearings on the record. Water suppliers may challenge
penalty orders in federal circuit court.® The orders will be struck down and remanded
back to EPA if the court finds either a lack of substantial evidence in the record to
support the finding of violation or that the penalty EPA has assessed is an abuse of
discretion.

As an alternative to taking administrative action, EPA may seek civil penalties in
U.S. district court for violations of the SDWA or administrative orders.” EPA expects
this administrative authority to be a cornerstone of the Agency’s expanded enforce-
ment efforts.® As a result of the 1996 Amendments, states generally must have
authority to issue administrative penalty orders as a condition of primacy.’

§ 18:22 Federal Enforcement—Public Notification and Monitoring
Requirements

In addition to enforcing against violations of the Primary Regulations and condi-

filtration system, pay civil penalties and undertake a supplemental environmental project valued at
approximately half a million dollars. United States v. Middletown, No. 08-6369 (S.D.N.Y. consent
decree approved Sept. 5, 2008).

8See, e.g., U.S. v. Alisal Water Corp., 431 F.3d 643, 62 Env’t. Rep. Cas. (BNA) 1009 (9th Cir.
2005). In Alisal, EPA brought a civil suit alleging twelve counts of multiple SDWA violations. The
counts included allegations of failure to monitor, sample, provide adequate notice, or report as well as
counts alleging falsified reports. In all, EPA alleged that the system had over 230 violations.

[Section 18:21]

'Administrative orders may be issued whenever EPA is authorized to proceed against a violator
in court. SDWA § 1414(g)(1), 42 U.S.C.A. § 300g-3(g)(1). EPA has used this tool to enforce a specific
standard in states with primacy, where a state may not yet have obtained authority to enforce that
standard. For example, EPA used orders to enforce the arsenic standard against 11 systems in Califor-
nia before the state regulations had been revised. See BNA Daily Environment Report, Oct. 29, 2008,
“EPA Orders California Water Systems to cut Arsenic Levels in Drinking Water.”

’SDWA § 1414(g)(3), 42 U.S.C.A. § 300g-3(2)(3); 63 Fed. Reg. 48076 (Sept. 8, 1998).

3SDWA § 1414(g)(2), 42 U.S.C.A. § 300g-3(g)(2).

40 C.FR. § 19.4. The Federal Civil Penalties Inflation Adjustment Act of 1990 requires EPA to,
every four years, revise the penalty amounts available under federal environmental statutes, including
the SDWA. For the current penalty amounts, see 40 C.F.R. Pt. 19, Table 1 of Section 19.4.

*SDWA § 1447(b), 42 U.S.C.A. § 300j-6(b).
*SDWA § 1448(a), 42 U.S.C.A. § 300j-7(a).

'SDWA § 1448(a), 42 U.S.C.A. § 300j-7(a). See also SDWA § 1414(g)(3), 42 U.S.C.A. § 300g-3(2)(3);
40 C.FR. § 19.4.

®EPA Journal, Mar. 1987, at 2 (Glenn Unterberger, U.S. EPA Associate Counsel for Water Enforce-
ment).

’SDWA § 1413(a), 42 U.S.C.A. § 300g-2(a).
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tions of variances and exemptions, the federal government is authorized to enforce
all other applicable requirements," such as public notification and monitoring
requirements.” Violators of public notification and monitoring requirements are
subject to civil penalties and compliance order authority.® Because civil penalty ac-
tions demand more extensive preparation, EPA might use administrative orders to
address these violations.

§ 18:23 Federal Enforcement—Emergency Powers and Tampering'

The SDWA provides EPA with broad powers to protect against threats to public
water systems and their water supplies beyond the MCL, variance, and exemption
authorities. The Act allows the Administrator to take such actions as deemed neces-
sary to protect health if: (1) the Administrator has information that a contaminant
is present in or likely to enter a public water system or an underground source of
drinking water; (2) the presence of the contaminant may present an imminent and
substantial endangerment to health; and (3) appropriate state and local officials
have not acted to protect health.?

EPA may issue orders to protect the health of persons who are or may be water
consumers or may commence a civil action for appropriate relief (including a
restraining order or permanent or temporary injunction).® The statute is clear that
the Administrator is not limited to these remedies.” Violation of such emergency
orders for any reason is subject to civil penalties.’

“Imminence” of the danger is to be measured in view of the time it would take to
prepare legal papers, complete litigation, and enforce administrative or court orders
to protect health.® The legislative history provides examples of “substantial”
endangerment. They include a “substantial likelihood” that contaminants “capable
of causing adverse health effects” will be ingested by consumers if preventive action
is not taken, and “the threat of substantial or serious harm (such as exposure to
carcinogenic agents or other hazardous contaminants).”’

The fact that it is not used frequently suggests that EPA intends to reserve this

[Section 18:22]
'SDWA § 1414(a)(1)(A), 42 U.S.C.A. § 300g-3(a)(1)(A).
2SDWA §§ 1414(c), 1445(c), 42 U.S.C.A. §§ 300g-3(c), 300j-4(c).

3SDWA §§ 1414(c), 1445(c), 42 U.S.C.A. §§ 300g-3(c), 300j-4(c), 40 C.F.R. § 19.4 (allowing assess-
ment of civil penalties for public notification and monitoring violations, respectively). SDWA
§ 1414(g)(1), 42 U.S.C.A. § 300g-3(g)(1), authorizes EPA to issue orders in any case in which it is autho-
rized to bring a civil action for public notification and monitoring violations.

[Section 18:23]

'Under SDWA’s emergency powers, EPA “may take such actions as [the Administrator] may deem
necessary” to protect human health when a contaminant in a water system “may present an imminent
and substantial endangerment to the health of persons” and state and local authorities have not acted.
EPA used this authority under section 1431 to issue its emergency order during the Flint crisis. See
SDWA § 1431, 42 U.S.C.A. § 300i.

2SDWA § 1431(a), 42 U.S.C.A. § 300i(a). To the extent the Administrator determines it to be
practicable in light of the imminent endangerment, the Administrator is to consult state and local
authority to confirm the information and ascertain what actions they may be taking. If state or local
efforts are not forthcoming in a timely fashion or are not effective, EPA is not barred from taking
action. H.R. Rep. No. 1153, 93d Cong., 2d Sess. 35 (1974).

SSDWA § 1431(a), 42 U.S.C.A. § 300i(a).

‘SDWA § 1431(a), 42 U.S.C.A. § 300i(a).

*SDWA § 1431(b), 42 U.S.C.A. § 300i(b); 40 C.F.R. § 19.4 (2009).
®H.R. Rep. No. 1153, 93d Cong., 2d Sess. 36 (1974).

"H.R. Rep. No. 1153, 93d Cong., 2nd Sess. 36 (1974). “[I]t is well established from the legislative
history and case law that SDWA confers on the EPA broad authority to address present and future
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power to prevent “real” imminent harm (possibly because most threats to health are
generally deemed to be under control). Indeed, there is support for the view that
this authority should not be used when the system of regulatory controls could be
used to protect public health.? Where the jurisdictional requirements are met, emer-
gency orders may be enforced notwithstanding the existence of any exemption, vari-
ance, permit, license, regulations, order, or other requirement.’ The law does not re-
strict who may be subject to these emergency orders, but the legislative history
states that the orders may be issued to anyone whose “action or inaction requires
prompt regulation to protect public health.”*® The objects of the order may be as
broad as the subjects to whom it is issued. The Administrator may “take such ac-
tions as he may deem necessary in order to protect the health of such persons.”*
Such orders may therefore be issued to obtain information, to require public notice,
to prevent a hazardous condition, to treat or reduce hazardous situations once they
have arisen, or to provide alternative water supplies.*

The SDWA emergency authority has been invoked frequently in Superfund cases
where the government seeks action from potentially responsible parties under
CERCLA section 106."* However, in these cases, the SDWA emergency authority
has generally played a supporting role rather than a lead role.

“Tampering” with a public water system is singled out as a specific crime under
the SDWA." The statute criminalizes actual tampering, attempts to tamper, and
threats to tamper where there is the appropriate mens rea.

The term “tamper” means to introduce a contaminant into a public water system,
or to otherwise interfere with a system’s operations, intending to harm persons.”
Criminal charges are likely to be restricted to terrorists and other real wrongdoers.

In 2002, Congress passed the Public Health Security and Bioterrorism Prepared-
ness and Response Act to help address concerns that arose in the wake of the
September 11, 2001 terrorist attacks.'® This legislation was, in part, designed to
help tighten security at public drinking water systems as well as improve emer-
gency response times in the event of a terrorist attack or other catastrophic event
occurs that affects public drinking water. Under the law, community water systems
must conduct an assessment of the vulnerability of the system to terrorist attacks
as well as prepare and implement an emergency response plan based on the vulner-

harm that may substantially threaten the health of persons who use public water systems.” W.R.
Grace & Co. v. U.S. E.PA., 261 F.3d 330, 339, 52 Env’t. Rep. Cas. (BNA) 1993, 32 Envtl. L. Rep. 20093
(3d Cir. 2001). The absence of evidence demonstrating that water consumers are drinking contami-
nated water does not necessarily preclude a finding of an “imminent and substantial endangerment.”
Trinity American Corp. v. U.S. E.P.A., 150 F.3d 389, 399, 47 Env’t. Rep. Cas. (BNA) 1071, 28 Envtl. L.
Rep. 21575 (4th Cir. 1998).

SH.R. Rep. No. 1153, 93d Cong., 2d Sess. 35 (1974); see also W.R. Grace, 261 F.3d at 339-40.

°H.R. Rep. No. 1153, 93d Cong., 2d Sess. 35 (1974). In short, compliance with the law is no bar to
a SDWA emergency action.

HR. Rep. No. 1153, 93d Cong., 2d Sess. 35 (1974). (Among others, orders may be issued to “own-
ers or operators of public water systems, to State or local government units, to State or local officials,
owners or operators of underground injection wells (and) to area or point source polluters.”).

“SDWA § 1431(a), 42 U.S.C.A. § 300i(a).
ZHR. Rep. No. 1153, 93d Cong., 2d Sess. 35 (1974).

18349 U.S.C.A. § 9606. See, e.g., W.R. Grace, 261 F.3d at 339-40; U.S. v. Stringfellow, 20 Env’t. Rep.
Cas. (BNA) 1905, 14 Envtl. L. Rep. 20385, 1984 WL 3206 (C.D. Cal. 1984).

“SDWA § 1432, 42 U.S.C.A. § 300i-1. This provision may be redundant with existing state laws
(e.g., criminal assault and battery), but the SDWA provision now establishes this activity as a federal
offense, subject to Federal Bureau of Investigation jurisdiction and enforcement by local U.S. attorneys.

SSDWA § 1432(d), 42 U.S.C.A. § 300i-1(d).
5pyb. L. No. 107-188, 116 Stat. 682 (2002).
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ability assessment."’

§ 18:24 Citizen Suits

The SDWA citizen suit provision itself is unremarkable. Any person may com-
mence a civil action against persons alleged to be in violation of the statute or
regulations (including the United States and the various states) and EPA if the
Agency is not discharging a non-discretionary duty.'’ The citizen suit must be
preceded by proper notice and may not be maintained if the United States or a state
is diligently prosecuting a civil action in a court of the United States.”? There is an-
other restriction on SDWA citizen suits. No citizen suit can be maintained to require
a state to prescribe a schedule for a variance or an exemption unless the plaintiff
shows (to the satisfaction of the court) that the state has failed to prescribe schedules
in a “substantial number of cases.” Although attorneys’ and expert witnesses’ fees
are available for the successful plaintiff,* the statute does not authorize the court to
assess penalties in such a suit. An exception applies to suits against federal agencies.
In those cases, citizens may file suit to collect penalties that an agency has failed to
pay within 18 months of the effective date of an administrative penalty order.’

Recently, however, other avenues for citizen suits have opened. In response to the
Flint Water Crisis, a court upheld a plaintiff’s Federal Torts Claim Act.® Although
the court recognized that the SDWA afforded EPA significant discretion in construct-
ing its response to primary regulation violations, the court agreed with the plaintiff
that EPA had failed in its mandate.

§ 18:25 Federal Preemption

In the wake of the Flint Water Crisis, a bevy of § 1983 claims were brought
against Flint, MI officials responsible for switch between the water sources result-
ing in elevated lead levels in the city water supply." Two cases, Boler and Mays,
were dismissed in district court when the court ruled that the SDWA preempted the
statutory claims of the plaintiffs. The cases were consolidated on appeal. On appeal,
the circuit court reversed Boler, stating that there was no clear inference of congres-
sional intent from either the text of the SDWA, its legislative history, nor its reme-

Y"SDWA § 1433(a) to (b), 42 U.S.C.A. § 300i-2(a) to (b).
[Section 18:24]

'SDWA § 1449(a), 42 U.S.C.A. § 300j-8(a). See also 40 C.F.R. §§ 135.10 to 135.13 (setting forth
procedural requirements for bringing citizen suit actions).

Courts have not yet addressed the question of whether a SDWA citizen suit against a public wa-

ter system may only be maintained if the violations are alleged to be continuing.

’SDWA § 1449(b), 42 U.S.C.A. § 3005-8(b). Fluker v. Federal Bureau of Prisons, 2009 WL 1065986
(D. Colo. 2009).

3SDWA § 1449(b), 42 U.S.C.A. § 300j-8(b).

“SDWA § 1449(d), 42 U.S.C.A. § 300j-8(d).

*SDWA § 1449(a)(3), 42 U.S.C.A. § 300j-8(a)(3).

®Burgess v. United States, 375 F. Supp. 3d 796 (E.D. Mich. 2019), motion to certify appeal denied,
2019 WL 4734686 (E.D. Mich. 2019).
[Section 18:25]

"Boler v. Early, 2016 WL 1573272 (E.D. Mich. 2016), affd in part, rev'd in part, 865 F.3d 391 (6th
Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1281, 200
L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200 L. Ed. 2d 469 (2018); Mays v. Snyder, 2017
WL 445637 (E.D. Mich. 2017), aff'd in part, rev’d in part, 865 F.3d 391 (6th Cir. 2017), cert. denied, 138
S. Ct. 1285, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and
cert. denied, 138 S. Ct. 1294, 200 L. Ed. 2d 469 (2018); McMillian v. Snyder, 83 Env’t. Rep. Cas. (BNA)
2232, 2017 WL 492077 (E.D. Mich. 2017).
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dial scheme that would preempt such claims.?

The Boler court reasoned that “the findings enunciated in the SDWA emphasize
Congress’s focus on the interstate economic impacts of polluted drinking water, not
on any constitutional violation that may accompany the pollution.” The court also
distinguished violations of the SDWA from a constitutional violation stemming from
negligence that results in contaminated drinking water.* The consequence of such a
decision is that there may be some leeway between the citizen suit provision and
the statutory strictures of the SDWA that some might argue allows individuals
private rights of action, even if such actions are contingent on what would amount
to a SDWA violation.

VII. SOURCE PROTECTION

Boler v. Earley, 865 F.3d 391, 417 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018) (reversing the district court’s dismissal of the plaintiffs’ section 1983 claims, while
affirming the plaintiff’s claims in May on the separate basis of sovereign immunity).

*Boler v. Earley, 865 F.3d 391, 404 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

“Boler v. Earley, 865 F.3d 391, 408 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).
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Photo of Lake Moraine taken by A. Driggs on March 23, 2019.
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§ 18:26 In General

The SDWA contains several provisions intended to identify, improve the quality
of, and prevent the deterioration of significant drinking water sources.’ Section
1424(e) allows EPA on its own, or in response to a petition, to designate as a “sole
source aquifer” a groundwater source serving as the sole or principal drinking water
source for that area.? EPA must first make a finding, however, that the water
source, if contaminated, would create a significant hazard to public health. Once
designated, a sole source aquifer enjoys special protection from any federally funded
project that might adversely affect the aquifer.

The “critical aquifer protection area” provision, which arose in the 1986 Amend-
ments, authorized various governmental entities to develop comprehensive manage-
ment plans designed to protect all or part of a designated sole source aquifer.® The
program was a demonstration initiative that could apply only in areas that had
been designated, or approved for designation, as of June 19, 1988.

The SDWA also contains a “wellhead protection” provision,* which required the
states to submit, by June 19, 1989, a program for protecting areas that, if contami-
nated, could adversely affect the quality of groundwater sources used for drinking
water. Several states have not complied with this provision, and the SDWA does not
require EPA to act in their stead.

The 1996 Amendments introduced two new source protection programs. The
“Source Water Assessment” provision invited, but did not require, states to develop
a program to delineate the boundaries of public water systems and to determine the
susceptibility of those delineated areas to exposure from contaminants regulated
under the SDWA.® Implementation of this program was a prerequisite for the moni-
toring relief that states are authorized to provide under SDWA § 1418(a).

The second program allowed any state to establish a program inviting a com-
munity water supply system or a locality to submit a “source water quality protec-
tion partnership petition.” That petition would request state assistance in develop-
ing a voluntary, incentive-based partnership whose role would be to make
recommendations for identifying and controlling sources of contaminants with the
potential to enter the water supply source. The partnership would consist of all
persons likely to be affected by those recommendations.

VIII. CONCLUSION
§ 18:27 Generally

Obtaining safe drinking water is a perennial problem for civilizations; in a nation
where the Safe Drinking Water Act is almost 50 years old and provides a backdrop
for potable water consumption, it is easy to take its provisions for granted. Recent
events like the Flint Water Crisis have focused renewed attention on this statute,

[Section 18:26]

"While direct potable reuse (DPR) and indirect potable reuse (IPR) are permissible under the
SDWA (and, indeed, can produce water quality that is well above that required by the SDWA), such
treated wastewater may need to be identified as a source water. See EPA, Ground Water and Drinking
Water: Potable Water Reuse and Drinking Water, https.//www.epa.gov/ground-water-and-drinking-wate
r/potable-water-reuse-and-drinking-water (last visited July 21, 2020).

’SDWA § 1424(e), 42 U.S.C.A. § 300h-3(a).

’SDWA § 1427, 42 U.S.C.A. § 300h-6.

*SDWA § 1428, 42 U.S.C.A. § 300h-7.

SSDWA § 1453, 42 U.S.C.A. § 300j-13.

®SDWA § 1454, 42 U.S.C.A. § 300j-14.
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and emerging issues like PFAS and microplastics continue to be the focus of study
and debate. The SDWA continues to evolve: One of the key changes being considered
as of the date of this chapter is a suite of regulatory revisions to the NPDWR for
lead and copper, which are intended to reduce the levels of those substances in
drinking water." Other challenges remain, requiring scientific expertise, significant
financial resources, and commitment by our society and people at all levels of
government.

[Section 18:27]

'National Primary Drinking Water Regulations: Lead and Copper Rule Revisions, 84 Fed. Reg.
61684 (Nov. 13, 2019).
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Table of Acronyms

Table of Acronyms

BAT
CERCLA

CCL
CCL 1
CCL 2
CCL 3
CCL 4
CWS
DDE
DPR
EPA
EPTC

FIFRA
HA
IARC
IPR
KWA

MCL

MCLG
NAS
NDWAC
NESHAP
NPDWR
NSPS
NTNCWS
NRC
PCCL
PFAS
PFBA
PFDA
PFHxA
PFHxS
PFOA
PFOS
PPT
PWS

PWSS

RCRA
RRP

Best Available Technology

Comprehensive Environmental Response, Compensation and
Liability Act

Contaminant Candidate List

First Contaminant Candidate List

Second Contaminant Candidate List

Third Contaminant Candidate List

Fourth Contaminant Candidate List
Community Water System
1,1-Dichloro-2,2-Bis(p-chlorophenyl) Ethylene
Direct Potable Reuse

U.S. Environmental Protection Agency
S-Ethyl Dipropylthiocarbamate

Federal Insecticide, Fungicide and Rodenticide Act
Health Advisory

International Agency for Research on Cancer
Indirect Potable Reuse

Karegnondi Water Authority

Maximum Contaminant Levels

Maximum Contaminant Level Goals

National Academy of Science

National Drinking Water Advisory Council
National Emissions Standards for Hazardous Air Pollutants
National Primary Drinking Water Regulation
New Source Performance Standards
Non-Transient Non-Community Water Systems
National Research Council

Preliminary CCL

Per- and Polyfluoroalkyl Substances
Perfluorobutanoic Acid

Perfluorodecanoic Acid

Perfluorohexanoic Acid
Perfluorohexanesulfonic Acid

Perfluorooctanoic Acid

Perfluorooctane Sulfonic Acid

Parts Per Trillion

Public Water System

Public Water Supply Supervision

Resource Conservation and Recovery Act
Renovating, Repair, and Painting
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SDWA Safe Drinking Water Act
TAS Treatment as a State
TIP Tribal Implementation Plan
TNCWS Transient Non-Community Water Systems
UCM Unregulated Contaminant Monitoring
UCMR Unregulated Contaminant Monitoring Rule
UCMR 1 First Unregulated Contaminant Monitoring Rule
UCMR 2 Second Unregulated Contaminant Monitoring Rule
UCMR 3 Third Unregulated Contaminant Monitoring Rule
UCMR 4 Fourth Unregulated Contaminant Monitoring Rule
UIC Underground Injection and Control
WIIN Act Water Infrastructure Improvements for the Nation Act
wQS Water Quality Standards
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Case Studies

Case Studies: Flint, Michigan
Starting in the late 1960s, Flint, Michigan (the “City”) sourced its drinking water
from Lake Huron.' In 2013, the City decided to switch to another water supplier:
the Karegnondi Water Authority (KWA).? The KWA would take several years to
build; in the interim, City officials decided to use water from the Flint River.® This
change occurred in April 2014; however, the City made no effort to upgrade its
treatment plants or provide for other measures to ensure the safety of the water.*
Immediately after City officials changed the source of the water, residents began
to complain about the smell, appearance, and taste of the water.® Serious issues
with the water included the following:
e Coliform and E. coli bacteria were detected after testing in August and
September of 2014;
e Shortly after that, in October of 2014, the water was linked to an outbreak of
Legionnaire’s disease; and
e General Motors stopped its water service because the pollution in the Flint
River was corroding its parts.®
Despite numerous warning signals, the City issued a notice in January of 2015
that, while the water violated applicable standards, it was still safe to drink.’
Shortly after this, in February 2015, additional testing indicated that the water
contained high levels of other chemicals, like lead and trihalomethane.®
When “Flint began using the Flint River water in April of 2014, it did not treat
the water with orthophosphate to control lead levels in the drinking water, and

"Boler v. Earley, 865 F.3d 391, 397 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

Boler v. Earley, 865 F.3d 391, 397 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

*Boler v. Earley, 865 F.3d 391, 397 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

“Boler v. Earley, 865 F.3d 391, 398 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

*Boler v. Earley, 865 F.3d 391, 398 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

®Boler v. Earley, 865 F.3d 391, 398 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

"Boler v. Earley, 865 F.3d 391, 398 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).

®Boler v. Earley, 865 F.3d 391, 398 (6th Cir. 2017), cert. denied, 138 S. Ct. 1285, 200 L. Ed. 2d 469
(2018) and cert. denied, 138 S. Ct. 1281, 200 L. Ed. 2d 469 (2018) and cert. denied, 138 S. Ct. 1294, 200
L. Ed. 2d 469 (2018).
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instead added chemicals, such as ferric chloride, which, studies have shown,
exacerbate” lead levels, resulting in increased lead exposures in a vulnerable,
predominantly minority population.’

Scientists estimate that 140,000 people in this community were exposed to lead
and other drinking water contaminants.'’ The effects of lead exposure include: dam-
age to children’s brains and nervous systems; slowed growth and development; and
learning, behavior, hearing, and speech problems." Because the community had
been dealing with any number of preexisting socioeconomic factors, the conse-
quences of these exposures were particularly pronounced.*

In Flint, “assurances of the water’s potability hid the risks, turning residents’ vol-
untary consumption of a substance vital to subsistence into an involuntary and un-
knowing act of self contamination.”®

In a later action, defendants claimed that they conducted “two required rounds of
sampling to determine lead levels, from July to December 2014 and January to
June 2015, but the results did not exceed the SDWA [Safe Drinking Water Act]
Lead and Copper Rule’s ‘action level.” ”** However, it became clear that the City did
not comply with all of the Lead and Copper Rule monitoring requirements and that
testing regimes were inadequate.’

The City initially advised residents to “pre-flush” taps before using them or,
alternatively, stop drinking the water."® After EPA warned, in June of 2015, that
the lead levels in the water were high, officials provided filters, but they were of
questionable quality."’

Genesee County then declared a public health emergency in October of 2015; at
this point, the City decided to reconnect to its previous water supply.'’®* However, the
protective coating in Flint’s pipes had been damaged by the corrosive water from
the river, and studies indicated that the water would continue to have high lead
levels until the coating could build up again.” In February of 2016, EPA warned
residents that the unfiltered water was not safe and instructed them to drink bottled
water.”

The Michigan Civil Rights Commission studied the events in Flint. The Commis-
sion’s report concluded that the events in Flint were a result of systematic racism,
“based on a plethora of events and policies that so racialized the structure of public
policy that it systemically produced racially disparate outcomes adversely affecting
a community that is primarily made up of people of color.”*

Flint will continue to suffer the consequences of this tragedy for decades; in the

°Concerned Pastors for Social Action v. Khouri, 217 F. Supp. 3d 960, 969, 83 Env’t. Rep. Cas.
(BNA) 1630 (E.D. Mich. 2016).

Perri Zeitz Ruckart, et al., The Flint Water Crisis: A Coordinated Public Health Emergency
Response and Recovery Initiative, 25 J. Public Health Manag. Pract. S84-S90 (2019).

"Perri Zeitz Ruckart, et al., The Flint Water Crisis: A Coordinated Public Health Emergency
Response and Recovery Initiative, 25 J. Public Health Manag. Pract. S84-S90 (2019).

28e id.

BGuertin v. State, 912 F.3d 907, 925-26 (6th Cir. 2019), cert. denied, 140 S. Ct. 933, 205 L. Ed. 2d
522 (2020) and cert. denied, 140 S. Ct. 933, 205 L. Ed. 2d 522 (2020).

“Boler, 865 F.3d at 398.

®Concerned Pastors, 217 F. Supp. 3d at 967.

®Boler, 865 F.3d at 398.

YBoler, 865 F.3d at 398.

®Boler, 865 F.3d at 398.

®Boler, 865 F.3d at 398.

*Boler, 865 F.3d at 398.

#Boler, 865 F.3d at 399 (quoting Michigan Civil Rights Commission, The Flint Water Crisis:
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meantime, litigation by those affected by these events continues. Although over six
years since the crisis began have passed as of the time of this publication, corroded
pipes still affect the waters and people of Flint, Michigan.?

Case Studies: PFAS

Per- and polyfluoroalkyl substances (PFAS) are man-made chemicals that include
PFOA (perfluorooctanoic acid), PFOS (perfluorooctane sulfonic acid), and GenX
chemicals.?® These chemicals have been manufactured and used since the 1940s; a
variety of facilities have been associated with PFAS releases into the environment,
including PFAS manufacturing and processing facilities, facilities using PFAS to
produce other products, airports, and military sites.*

PFOA and PFOS are the two chemical PFAS compounds that have been the most
widely studied and used; they are virtually ubiquitous, having been detected in up
to 98% of samples during biomonitoring studies of the U.S. population.® However,
since 2006, they have been voluntarily phased out in the U.S., and serum concentra-
tions in the population have since been decreasing.”®

PFOA and PFOS “can cause reproductive and developmental, liver and kidney,
and immunological effects in laboratory animals. Both chemicals have caused tumors
in animals. The most consistent findings . . . are increased cholesterol levels among
exposed populations, with more limited findings related to: infant birth weights, ef-
fects on the immune system, cancer (for PFOA), and thyroid hormone disruption
(for PFOS).”"

PFAS have been found in, among other places, drinking water, although they are
“typically localized and associated with a specific facility (e.g., manufacturer, landfill,
wastewater treatment plant, firefighter training facility).”*®

EPA has established health advisories for both PFOA and PFOS.”® The current
health advisory level set by EPA is 70 parts per trillion.*® While EPA has indicated

Systemic Racism Through the Lens of Flint at 6 (Feb. 17, 2017)).
?In re Flint Water Cases, 960 F.3d 303, 310 (6th Cir. 2020).

#«GenX is a trade name for a technology that is used to make high performance fluoropolymers
(e.g., some nonstick coatings) without the use of perfluorooctanoic acid (PFOA). HFPO dimer acid and
its ammonium salt are the major chemicals associated with the GenX technology. GenX chemicals have
been found in surface water, groundwater, finished drinking water, rainwater, and air emissions in
some areas.” EPA, Basic Information on PFAS, https://www.epa.gov/pfas/basic-information-pfas (last
visited July 20, 2020). See Hardwick v. 3M Company, 2019 WL 4757134, at *1 (S.D. Ohio 2019) (citing
https://www.epa.gov/pfas/basic-information-pfas).

#Announcement of Preliminary Regulatory Determinations for Contaminants on the Fourth
Drinking Water Contaminant Candidate List, 85 Fed. Reg. 14098, 14115 (Mar. 10, 2020).

“Announcement of Preliminary Regulatory Determinations for Contaminants on the Fourth
Drinking Water Contaminant Candidate List, 85 Fed. Reg. 14098, 14115 (Mar. 10, 2020).

*Announcement of Preliminary Regulatory Determinations for Contaminants on the Fourth
Drinking Water Contaminant Candidate List, 85 Fed. Reg. 14098, 14115 (Mar. 10, 2020) (“Although
PFOA and PFOS are not produced domestically or imported by the companies participating in the
2010/2015 PFOA Stewardship Program, PFOA and PFOS may still be produced domestically or
imported below the CDR reporting thresholds (i.e., 2,500 pounds) by companies not participating in the
PFOA Stewardship Program.”).

#’“Under the EPA’s Guidelines for Carcinogen Risk Assessment (USEPA, 2005b), there is ‘sugges-
tive evidence of carcinogenic potential’ for PFOA. Similarly, the International Agency for Research on
Cancer (IARC) classifies PFOA as ‘possibly carcinogenic to humans’ (IARC, 2019a; IARC, 2019b).” Id.
at 14116. See Basic Information on PFAS, supra note 1.

®Basic Information on PFAS, supra note 1.

2EPA, Drinking Water Health Advisories for PFOA and PFOS, https://www.epa.gov/ground-water-
and-drinking-water/drinking-water-health-advisories-pfoa-and-pfos (last visited July 20, 2020).

PEPA, Drinking Water Health Advisories for PFOA and PFOS, https://www.epa.gov/ground-water-
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that it may eventually regulate PFAS and PFOA under the SDWA,** EPA does not
yet regulate these chemicals.*

Various groups have criticized EPA for an inadequate response to the risks posed
by these chemicals.® California is leading the nation in establishing PFAS regula-
tions, recently setting response levels to 10 parts per trillion (PPT) for PFOA and 40
PPT for PFOS.** The State can require that water systems, in addition to notifying
the public, be taken out of service and treated if the State Water Board finds that
levels of these chemicals exceed the newly established standards.®

EPA seems to be moving toward a positive regulatory determination for both
PFOA and PFOS; should it do so, EPA will then undergo the SDWA rulemaking
process to establish a National Primary Drinking Water Regulation (NPDWR) for
both PFOA and PFOS.* During that process, EPA will request recommendations
from the EPA Science Advisory Board and will also request public comments.*” EPA
additionally is conducting hazard assessments for the following PFAS: GenX
chemicals; PFBS; PFNA; perfluorobutanoic acid (PFBA); perfluorodecanoic acid
(PFDA); perfluorohexanoic acid (PFHxA); and perfluorohexanesulfonic acid
(PFHxS).*

Meanwhile, as EPA moves toward establishing maximum contaminant levels
(MCLs) under the SDWA, numerous lawsuits have been filed over PFAS
contamination.* In those suits, the plaintiffs have alleged injuries ranging from
cancer to increased risks of a variety of diseases to diminished property values.”

Case Studies: Tribes and Treatment as a State (TAS) and Primacy

When Congress passed the SDWA, tribes were not eligible to be treated as states.*
However, this changed with the 1986 SDWA Amendments; for the first time, tribes
were authorized to assume primacy.”” Decades later, only one tribe, the Navajo Na-
tion, has done so for the Public Water System Supervision (PWSS) Program and two

and-drinking-water/drinking-water-health-advisories-pfoa-and-pfos (last visited July 20, 2020).

*'EPA included PFOA and PFOS in the Final CCL 4 because they are “known to occur in drinking
water, are persistent in the environment and in the human body, have shown to be toxic in animal
studies and may require regulation.” See Drinking Water Contaminant Candidate List 4-Final, 81 Fed.
Reg. 81099, 81107 (Nov. 17, 2016).

%They may also be regulated under other laws, e.g., CERCLA, in the future.

%See, e.g., Stephanie Ebbs, EPA working aggressively to address ‘forever chemicals,” Wheeler says,
ABC News (Nov. 25, 2019, 2:00 PM), https://abcnews.go.com/Politics/epa-working-aggressively-address-
forever-chemicals-wheeler/story?id=67295754.

%«In addition to notification levels and pursuant to Health and Safety Code section 116455, DDW
[Division of Drinking Water] has lowered the response levels for PFOA and PFOS from 70 PPT
combined to 10 PPT for PFOA and 40 PPT for PFOS based on a running four quarter average.” Cal.
Water Boards, Drinking Water: Perfluorooctanoic acid (PFOA) and Perfluorooctanesulfonic acid (PFOS),

https://www.waterboards.ca.gov/drinking water/certlic/drinkingwater/PFOA PFOS.html (last visited
July 21, 2020).

%(Cal. Health & Safety Code § 116378.
%85 Fed. Reg. at 14117.
785 Fed. Reg. at 14117.
%85 Fed. Reg. at 14121.

$«Ultimately, over 3,500 individuals filed cases in this MDL over which this Court has presided
since April 2013.” In re E. I. Du Pont De Nemours & Co. C-8 Pers. Injury Litig., No. 2:18-cv-00136,
2020 WL 597341, at *3 (S.D. Ohio Feb. 7, 2020).

“See id.

“EPA, Tribal Primacy: An QOverview for the Safe Drinking Water Act’s Public Water System
Supervision Program (Aug. 2002), https:/mepis.epa.gov/Exe/ZyPURL.cgi?Dockey=P1007BCH.TXT.

“?EPA, Tribal Primacy: An Overview for the Safe Drinking Water Act’s Public Water System
Supervision Program (Aug. 2002), https:/nepis.epa.gov/Exe/ZyPURL.cgi?Dockey=P1007BCH.TXT.
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(the Navajo Nation and the Assiniboine and Sioux Tribes of the Fort Peck Indian
Reservation) have become authorized under the Underground Injection Control
(UIC) Program for Class II wells.*”®

The chart below shows the number of tribes authorized under various EPA
programs;* while a large number of tribes participate in the Water Quality Stan-
dards Program, very few are authorized under other environmental regulatory
regimes, including the SDWA.

Regulatory Program Number of Autho-
rized Tribes
CAA § 110—Tribal Implementation Plan (TIP) 7

CAA § 111—New Source Performance Standards (NSPS) 2
CAA § 112—National Emissions Standards for Hazardous | 2
Air Pollutants (NESHAP)

CAA Title V—Operating Permit Program 4
CWA §§ 303(c) / 401—Water Quality Standards (WQS) 69
Program

SDWA § 1413—Public Water System Supervision (PWSS) 1
Program

SDWA § 1425—Underground Injection Control (UIC) 2

Program, Class II Wells
TSCA §§ 402, 404, 406—Lead Abatement and/or Renovat- | 4
ing, Repair, and Painting (RRP) Program

The requirements for tribes to be treated as states under the SDWA are as follows:

(1) the Tribe is “recognized by the Secretary of the Interior and has a governing
body carrying out substantial governmental duties and powers”;

(2) the “functions to be exercised” by the Tribe in question “are within the area of
the Tribal Government’s jurisdiction”; and

(3) the Tribe “is reasonably expected to be capable, in the Administrator’s judg-
ment, of carrying out the functions to be exercised in a manner consistent with the
terms and purposes of this subchapter and of all applicable regulations.”

Why have so few tribes assumed permitting authority under the SDWA? One rea-
son is that jurisdictional determinations are complex, heavily litigated, and can take
decades, with the concomitant expense and uncertainty for all parties involved.

The divisive and difficult jurisdictional gymnastics involved in Safe Drinking Wa-
ter Act permitting decisions on or near tribal lands was illustrated in the Hydro Re-
sources, Inc. case, where Justice Gorsuch authored the majority opinion for a divided
en banc panel.” The case arose because Hydro Resources, Inc. (HRI) needed a
SDWA permit to mine its property and had two possible options: the New Mexico
Environment Department, which had been delegated permitting authority by EPA
for lands other than “Indian lands,” or EPA.* Since HRI owned the property in fee
and it was not part of any reservation, HRI applied for, and was granted, a permit

“3It was not until October 23, 2000, that EPA determined that the Navajo Nation was eligible to
obtain primacy for the PWSS Program. See also EPA, Tribes Approved for Treatment as a State (TAS)
(June 2020), https:/www.epa.gov/tribal/tribes-approved-treatment-state-tas.

“EPA, Tribal Primacy: An Overview for the Safe Drinking Water Act’s Public Water System
Supervision Program (Aug. 2002), https:/nepis.epa.gov/Exe/ZyPURL.cgi?Dockey=P1007BCH.TXT.

**See 40 C.F.R. § 131.8(a)(2); 42 U.S.C. § 300j-11(b)(1)(B); 40 C.F.R. § 145.56(b).

“Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010).

“"Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010).
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by the NMED.*

EPA, however, asserted jurisdiction over the land in question since EPA viewed it
as “Indian country,” as that term is defined by 18 U.S.C. § 1151.*° Section 1151
provides primary federal criminal jurisdiction over “Indian reservation[s],” “depen-
dent Indian communities,” and “Indian allotments.” Here, EPA argued that HRI’s
land should be considered Indian country because it was part of a “dependent
Indian communit[y]” under Section 1151.°* The majority held that “because the indi-
vidual tract at issue was neither (a) set aside by Congress (or the Executive, acting
under delegated authority) for the use of the Indians as Indian land[;] nor (b) depen-
dent in the sense that it is under federal superintendence, it is not part of a depen-
dent Indian community under 18 U.S.C. § 1151(b).”

In the dissent’s view, “under the rule announced by the majority, a uranium mine
located on non-Indian land but surrounded by land that constitutes a dependent
Indian community would not be subject to federal regulation.” The dissent was
concerned that such a position would not be in accord with “the applicable statute,
the case law, or the federal government’s ‘distinctive obligation of trust . . . in its
dealings with these dependent and sometimes exploited people.” ”**

48Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010).

*Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010).

50Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010) (alteration in original) (quoting 18 U.S.C. § 1151).

*'Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1134, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010) (alteration in original).

*’Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1182, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010) (Henry, J., dissenting) (alteration in original) (internal quotation marks omitted).

53Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1184, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010).

**Hydro Resources, Inc. v. U.S. E.PA., 608 F.3d 1131, 1184, 70 Env’t. Rep. Cas. (BNA) 2089 (10th
Cir. 2010) (citation omitted).
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I. INTRODUCTION

§19:1 In General

This chapter will survey the major federal environmental statutes currently being
utilized to regulate industrial and agricultural applications of biotechnology.

Biotechnology grew out of scientific breakthroughs in the early 1970s that made
possible, to an unprecedented degree, the purposeful manipulation of the genetic
structure of living organisms. In little more than a decade, the discoveries spawned
a whole new industry. The diverse products of this industry have touched society at
many points and will continue to have an impact on our social mores, economy, and
law.

This chapter is concerned with the impact of one of the most important
biotechnologies—genetic engineering—on environmental law. While there is no
legislation that specifically addresses the regulatory issues raised by genetic
engineering, as this chapter will show, genetic engineering is generating new
products, processes, wastes, and by-products that are subject to existing environmen-
tal laws. Accommodation to this new technology has produced an extension and
finetuning in the implementation of major environmental statutes. But, because
many of those statutes are process neutral, regulating products and pollutants
without regard to the manner in which they are generated, biotechnology has not
impacted those laws in any fundamental sense.

§19:2 What is biotechnology?

Biotechnology is not a precisely defined term but refers generally to the exploita-
tion of biological organisms for practical purposes. Such exploitation is nothing new.
The advent of agriculture—a prime example of biotechnology—marked the dawn of
civilization. For millennia farmers have been controlling the breeding, and thereby
modifying the forms and functions, of plants and animals for agricultural purposes.
Similarly, wine, cheese, beer, and other food making processes have taken advantage
of the fermentative capabilities of microorganisms.” The central, although not the
only, biotechnology—genetic engineering—has dramatically extended the reach of
these familiar technologies, largely by reducing the role of chance in the breeding of
organisms with desired properties.® Advances in genetic engineering promise
increases in both the variety of new organisms and the rate at which they will be
produced.”

The most important of the new genetic engineering techniques permits scientists
to produce new varieties of organisms by directly transferring precise pieces of ge-

[Section 19:2]
'See S. Witt, Biotechnology and Genetic Diversity 21 (1985).
ZSee S. Olson, Biotechnology: An Industry Comes of Age 22 (1986).
3See S. Witt, Biotechnology and Genetic Diversity 41-42 (1985).

“See Ecosystems Research Center, Potential Impacts of Environmental Release of Biotechnology
Products: Assessment, Regulation, and Research Needs 11-13 (1985).
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netic information from one organism to another.’ This technique, referred to as
recombinant DNA or gene-splicing, bypasses natural reproductive mechanisms and
makes possible the combining of genes from taxonomically unrelated sources.®
Genes from higher organisms may now be spliced into microbes and vice versa.’

With recombinant DNA and other advanced genetic techniques, we are many
steps closer to being able to tailor organisms specifically to meet our needs. But the
mixing of genetic material made possible by the new techniques can result in organ-
isms that contain combinations of genetic material unlikely to be found in nature.®
The key scientific question is whether these acknowledged novelties in genetic con-
stitution will significantly affect the nature and ecology of the constructed
organisms. This is not an easy question to answer because both novelty and
environmental effects are primarily matters of degree.

Genetically engineered organisms not found in nature are not unfamiliar. Espe-
cially during the last century, a progression of increasingly sophisticated controlled-
breeding techniques produced a host of engineered organisms for use in agriculture
and animal husbandry.® Among these, hybrid corn, American Beauty roses, and beef
cattle all attest to the success and relative benevolence of genetic engineering, at
least by traditional methods.” The traditional methods for genetically modifying
organisms have now been joined by a spectrum of new techniques that include, in
addition to recombinant DNA techniques, somaclonal variation, and protoplast
fusion.” Not all of these techniques share with gene splicing the potential for pro-
ducing the highly novel organisms with genes from dissimilar parents." Sorting out
the degree of novelty and risk associated with various organisms constructed by ge-
netic techniques—both traditional and advanced—is a major challenge facing
scientists and regulators.

§19:3 Applications of genetic engineering

For regulatory purposes, it is useful to consider engineered organisms as having
two general kinds of applications: products and processes. In product applications—
represented by salt-resistant crops,’ mineral-leaching microbes,? or microbial pesti-

®See S. Olson, Biotechnology: An Industry Comes of Age 15-17 (1986).
®See S. Olson, Biotechnology: An Industry Comes of Age 15-17 (1986).

"See, e.g., S. Olson, Biotechnology: An Industry Comes of Age 18-19 (1986) (new pharmaceutical
products of recombinant DNA technology, e.g., human insulin and human growth hormone, are made
by bacteria whose genetic material contains human genes coding for those substances).

8See Levy, Human Exposure and Effects Analysis for Genetically-Modified Bacteria, in The
Suitability and Applicability of Risk Assessment Methods for Environmental Applications of Biotechnol-
ogy B1, B1 (1985).

See generally J. Doyle, Altered Harvest—Agriculture, Genetics, and the Fate of the World’s Food
Supply 32—-45 (1985); S. Witt, Biotechnology and Genetic Diversity 21-23 (1985).

10Gee Ecosystems Research Center, Potential Impacts of Environmental Release of Biotechnology
Products: Assessment, Regulation, and Research Needs 11 (1985).

'See Van Brunt, Non Recombinant Approaches to Plant Breeding, 3 Biotechnology 975, 975-980
(1985).

2Gee, e.g., Van Brunt, Non Recombinant Approaches to Plant Breeding, 3 Biotechnology 975-76
(1985). The technique of somaclonal variation involves the propagation of new organisms from non-
reproductive cells of adult plants. Plants produced by this technique do not contain any foreign genetic
material.
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ZSee S. Olson, Biotechnology: An Industry Comes of Age 24-25 (1986).
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cides>—the organisms themselves serve as products. Such applications are most
likely to involve the deliberate introduction of organisms to the general environ-
ment that are the primary concern of this chapter.

By contrast, process applications, best represented by fermentation systems,
involve genetically engineered organisms not as end products, but as production
tools.” The fermentation systems of interest here usually involve bacteria whose
normal complement of genetic material has had foreign genes spliced into it.* Grown
in large numbers under carefully controlled conditions,’ the engineered bacteria can
be regarded as mini-chemical manufacturing plants capable of synthesizing the sub-
stances coded for by the foreign genes. Often such substances are present in only
minute amounts in living tissues and cannot be obtained in the quantities needed
for testing and therapy by any method other than genetic engineering.” Fermenta-
tion applications will not receive further attention in this chapter because, as
discussed later, use of genetically engineered organisms in fermentation systems po-
ses relatively low levels of environmental risk.®

The initial products of both kinds of applications have proven to be diverse and
ingenious.’ Most of these have concentrated in areas that have been heavily depen-
dent upon biotechnology in the past—agriculture, pharmaceuticals, and chemical
manufacturing.’® But the technology has already spilled over into other fields such
as pollution control and mineral ore extraction." Like computer technology, second
and third generation applications—many beyond imagination today—will emerge as
biotechnology is applied and refined.*

§ 19:4 Benefits of genetic engineering

Along with any potential risks, the benefits of genetic engineering will continue to
figure prominently in the regulatory picture. Promoters of the technology and those
who would make use of its products hope the varied applications discussed above
will lead to a new era of social, technical, and economic benefits.

Of the many uses of biotechnology, agricultural applications are among the most
diverse and exciting. New strains of crops are expected to increase the variety of
food, open up new geographic ranges for crop growth, and lead to self-fertilizing
plants.' Of special relevance to environmentalists, the development of microbial
pesticides could eventually reduce the enormous dependence on chemical pesticides.
Many of the applications will involve organisms never before considered to have

3See, e.g., Watrud, et al., Cloning of the Bacillus Thuringiensis Subsp. Kurstaki Delta-Endotoxin
Gene into Pseudomonas Fluorescens: Molecular Biology and Ecology of an Engineered Microbial
Pesticide, in Engineered Organisms in the Environment: Scientific Issues 40, 40-46 (1985).

“See S. Olson, Biotechnology: An Industry Comes of Age 4-5 (1986).
5S. Olson, Biotechnology: An Industry Comes of Age 16-19 (1986).
®S. Olson, Biotechnology: An Industry Comes of Age 22 (1986).

’See King, Economic Impacts of Biotechnology, in Biotechnology and the Environment: Risk &
Regulation 29, 41 (1985).

8See § 19:17; S. Olson, Biotechnology: An Industry Comes of Age 2 (1986).

°See generally R. Ouellette & P. Cheremisinoff, Applications of Biotechnology (1985).
R.