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Inside Spotlight: The Toxic Substances Control Act (TSCA)

The U.S. Environmental Protection Agency’s (EPA) 
recently-published “Strategy for Addressing the 
Retail Sector under RCRA’s Regulatory Framework”1 
begins to address the myriad challenges retailers and 
others involved with the reverse distribution of used, 
damaged, and otherwise unwanted consumer products 
face when attempting to comply with the Resource 
Conservation and Recovery Act (RCRA). As EPA noted 
in a 2014 Notice of Data Availability (NODA), RCRA 
does not provide the clearest framework for dealing 
with hazardous waste generation and handling issues 
that first arise at retail facilities.2 The Strategy is part of 
EPA’s early attempts to publicize actions EPA has taken 
to date to deal with the issue. It is a promising step 
toward providing a regulatory path forward for retailers 
and others in the reverse distribution process. 

RCRA is particularly challenging for retailers, 
transporters, and reverse logistics providers because 
it does not clearly identify the point at which waste 
generation begins where, as is often the case, returned 
products may be candidates for reuse, refurbishment, 
or resale. In addition, because of the wide variety of 
products sold by retailers, the unknown composition 
of many of the products, high staff turnover, and the 
multiple steps and parties in the reverse distribution 
process, companies along the entire reverse 
distribution chain have found it increasingly difficult 
to determine when and how to characterize products 
as “hazardous wastes” subject to RCRA’s stringent 
requirements. 

The Strategy outlines a “three-pronged” approach 
to providing additional guidance to the regulated 
community. First, EPA will issue policy, guidance, and 
rulemaking to ensure a “better fit” between RCRA 
and the retail industry. Second, it will continue to 
research product distribution and waste management 
practices in the retail industry. In furtherance of that 
goal, EPA published a “Conceptual Framework” 
containing a flowchart that summarizes its current 

understanding of the product “flows” between retail 
sites, vendors, reverse distribution centers, and 
product end-of-life management facilities.3 Whether 
the Conceptual Framework contains sufficient detail 
to provide fine-grained guidance in a comprehensive 
set of circumstances remains to be seen. Third, EPA 
committed to address any additional outstanding issues 
that are identified from its ongoing research. 

EPA also notes that it has recently proposed 
regulations that touch indirectly on retailers’ concerns. 
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In its recent Definition of Solid Waste Rule,4 for 
example, EPA revised its exclusion for hazardous 
secondary materials that are “legitimately recycled.” This 
rule, EPA stated, could be used for handling the aerosol 
cans that constitute a sizable part of the hazardous 
waste stream at retail facilities and reverse distribution 
centers.5 Similarly, EPA’s recently proposed Hazardous 
Waste Generator Improvements Rule would provide 
some relief for episodic generators, which include 
many retailer sites, and would allow for consolidation 
of conditionally exempt small quantity generator waste 
at large quantity generators under the control of the 
same person.6 And its proposed Pharmaceuticals Rule 
provides guidance for health care facilities engaged in 
the disposal and reverse distribution of pharmaceuticals 
that may be relevant to retail pharmacies and other sites 
selling and distributing pharmaceuticals.7 

Perhaps most promising for retailers and others involved 
the reverse distribution process is EPA’s exploration 
of the possibility of re-characterizing a number of 
returned consumer products as “universal wastes,” 
rather than fully-regulated hazardous wastes.8 Universal 
waste management standards are intended to apply 
to materials that otherwise may be designated as 
hazardous but nevertheless are contained in relatively 
common products such as batteries and pesticides 
that are often disposed of by consumer households 
without regulation.9 Universal waste requirements are 
less stringent and less expensive than those for other 
hazardous wastes. Given the relatively low risk posed 
by many consumer products that otherwise meet a 
hazardous waste listing or characteristic, it is probable 
that EPA will regulate a wider range of consumer 
product returns as universal waste in the future.

EPA makes clear, however, that it does not intend 
to extend the RCRA household waste exclusion to 
returned consumer products. This exclusion currently 
applies to waste ordinarily generated at households, 
and it allows disposal without any special treatment. 
EPA indicates that it allows this exclusion because “the 
legislative history of RCRA indicated an intent to exclude 
such wastes and not because these wastes can never 
pose the risks associated with hazardous wastes.”10 

The Strategy is a promising step in EPA’s attempt to 
grapple with how to incorporate retail hazardous waste 
management concerns into the RCRA framework. But 

the Agency has a long way to go before it provides 
the comprehensive retail RCRA waste management 
program guidance that is needed. In addition, EPA’s 
acknowledgement of the difficulty of applying RCRA 
standards to retailers should not be interpreted to mean 
that EPA has tapered its enforcement efforts in this 
area. To the contrary, EPA just recently reached a major 
settlement with Whole Foods Market regarding RCRA 
recordkeeping violations at a number of its stores in the 
South and Southwest.11 

In light of EPA’s continuing enforcement activities, 
retailers and all other companies involved in the 
retail reverse distribution process should develop a 
comprehensive product return management program 
that incorporates EPA’s most recent guidance. Doing 
so will provide employees with guidance for sensibly 
managing returned products in a more cost-effective, 
safe, and efficient manner. ■

1 The Strategy is available at https://www.epa.gov/
hwgenerators/strategy-addressing-retail-sector-under-
resource-conservation-and-recovery-acts. 

2 Hazardous Waste Management and the Retail Sector: 
Providing and Seeking Information on Practices to Enhance 
the Effectiveness to the Resource Conservation and 
Recovery Act Program, 79 Fed. Reg. 8926 (Feb. 14, 2014). 

3 See EPA’s Conceptual Framework for Flow of Retail Items 
(Consumer Goods) and Wastes, available at https://www.
epa.gov/hwgenerators/strategy-addressing-retail-sector-
under-resource-conservation-and-recovery-acts. 

4 Definition of Solid Waste; Final Rule, 80 Fed. Reg. 1694 
(Jan. 13, 2015) (revising 40 C.F.R. § 260.43). 

5 Strategy at 3.
6 See Hazardous Waste Generator Improvement; Proposed 

Rule, 80 Fed. Reg. 57,918 (Sept. 25, 2015). 
7 See Management Standards for Hazardous Waste 

Pharmaceuticals; Proposed Rule, 80 Fed. Reg. 58,014 
(Sept. 25, 2015). 

8 Strategy at 7. Indeed, EPA stated that it intended to issue 
a proposed rule specifically designating aerosol cans as 
candidates for universal waste. See id. 

9 See Hazardous Waste Management System; Modification 
of the Hazardous Waste Recycling Regulatory Programs; 
Proposed Rule, 58 Fed. Reg. 8102 (Feb. 11, 1993). 

10 Strategy at 4. 
11 See EPA press release, September 20, 2016, available at 

https://www.epa.gov/newsreleases/whole-foods-agrees-
improve- waste-management-epa-settlement.
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Walmart Publicizes List of High Priority Chemicals  
as Part of its Sustainable Chemistry Initiative
In its continuing response to growing consumer 
demand for sustainable products that minimize harmful 
impacts on human health and the environment, 
Walmart publicized, for the first time, a list of what it 
considers to be eight “high priority chemicals,” including 
a number of solvents, preservatives, and antimicrobial 
agents such as toluene, butylparaben, and triclosan,1 
that its suppliers are expected to “reduce, restrict, and 
eliminate” in the products they provide to Walmart.2 
The list continues Walmart’s implementation of its 2013 
Policy on Sustainable Chemistry in Consumables, in 
which Walmart stated its commitment to “empower 
customers . . . with information about the products that 
we offer them and to accelerate the use of sustainable 
chemistry practices.”3 

The Policy defines “sustainable chemistry” as “the 
design of chemical products and processes that 
reduce or eliminate the use or generation of hazardous 
substances, both to humans and the environment.” 
It focuses on “priority chemicals,” which include 
carcinogens, mutagens, and reproductive toxicants, 
and – quoting REACH, the European Union regulation 
governing chemicals – “any chemical for which there 
is ‘scientific evidence of probable serious effects to 
human health or the environment which give rise 
to an equivalent level of concern.’” The Policy then 
incorporates by reference a number of United States, 
European Union, and United Nations hazardous 
or toxic chemicals lists. These include California’s 
Proposition 65 list of developmental/reproductive 
toxicants and EPA’s Priority PBT (persistent 
bioaccumulative and toxic chemicals) list. Together, the 
consolidated information constitutes a list of “Walmart 
Priority Chemicals” that the Policy targets for reduction, 
restriction, or elimination. 

The Policy gives additional priority to “Walmart High 
Priority Chemicals.” Until recently, Walmart identified 
those high priority chemicals only to its suppliers, 
as a “starting point” for their sustainable chemistry 
efforts. Walmart had been criticized in the past for not 
publicizing its list of Walmart High Priority Chemicals. 
But the company was obviously sensitive to the fact 
that disclosing that list would have a broad impact on 

suppliers outside of Walmart’s consumables business 
and, indeed, for all consumer product manufacturers 
worldwide. Its reticence was likely intended to allow an 
orderly process for its suppliers to transition to safer 
chemical formulations in their products. 

The Policy has already had a large effect on suppliers’ 
product formulations. According to its 2016 Global 
Responsibility Report, Walmart’s Policy has resulted in 
a 95% reduction by weight in the amount of high priority 
chemicals in Walmart products.4 Given how potentially 
cumbersome and expensive it may be to reformulate 
products and alter manufacturing, packaging, and 
distribution processes in response to the Policy, 
suppliers have more than likely applied changes 
imposed by the Policy on all of their product lines rather 
than only the products they supply to Walmart. 

Given how potentially far-reaching the effects of the 
Policy may be on their business, suppliers dedicate 
resources to determine which steps they can and 
should take in response to Walmart’s increasing 
turn towards transparency in their product offerings. 
Removal of even a single ingredient from a product 
may involve complicated technical and market 
calculations and effects on a company’s bottom line. 
Most importantly, suppliers will need to understand the 
role Walmart Priority Chemicals play in their products, 
and what actual consumer exposure to those chemicals 
really is, to make their own determination about when, 
how, and to what degree they reduce or replace them 
with other chemical formulations. These determinations 
will be even more pressing by 2018, when Walmart will 
begin to require suppliers to list all priority chemicals 
– not just high priority chemicals – on packaging for all 
products supplied to the company. ■

1 See Sustainable Chemistry Implementation Guide, 
available at http://www.walmartsustainabilityhub.com/app/
answers/detail/a_id/310. 

2 See id. 
3 Sustainable Chemistry Policy in Consumables, available 

at http://www.walmartsustainabilityhub.com/app/answers/
detail/a_id/310. 

4 See Walmart 2016 Global Responsibility Report, available 
at http://corporate.walmart.com/2016grr. 

http://www.walmartsustainabilityhub.com/app/answers/detail/a_id/310
http://www.walmartsustainabilityhub.com/app/answers/detail/a_id/310
http://www.walmartsustainabilityhub.com/app/answers/detail/a_id/310
http://www.walmartsustainabilityhub.com/app/answers/detail/a_id/310
http://corporate.walmart.com/2016grr
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Manufacturers Outside The Chemical Industry Will Be 
Impacted by the New TSCA Amendments 
On June 22, 2016, President Obama signed into law 
the “Frank R. Lautenberg Chemical Safety for the 21st 
Century Act.” The new act amends the Toxic Substance 
Control Act (TSCA), significantly overhauling the 
way that the EPA regulates the tens of thousands 
of chemicals made and used in American industry. 
The chemical industry took notice, but many other 
manufacturers have not realized they will be impacted 
too.

While the Lautenberg Act’s most immediate impacts 
likely will be felt by companies bringing new chemicals 
to market, the most dramatic impacts may actually fall 
on companies that use chemicals in manufacturing 
processes or as constituents in their products. These 
companies are called “processors” in TSCA parlance. 
This is because Congress mandated that EPA go back 
and review all of the chemicals which are already in 
commerce. Existing processes, formulas, and product 
compositions may be placed in jeopardy if one or more 
chemicals used in the production of an end-product is 
placed under review. “Processors” not paying attention 
may be caught unaware by significant changes in their 
supply chain or manufacturing processes.

And the impact is coming fast. A week after the 
President signed the new law, EPA released its “First 
Year Implementation Plan.” It lists the various actions 
EPA is required to take and a number of other changes 
EPA intends to implement within the first year. Meeting 
all of these deadlines and goals will require a significant 
effort from the agency, with several opportunities for 
potentially-affected companies to speak up. 

EPA also immediately must begin the process 
of reviewing (or re-reviewing) all of the 80,000+ 
chemicals on the current TSCA Inventory employing 
the procedures it will just have established and 
documented in regulations. Recognizing that asking 
EPA to review all 80,000+ chemicals at the same time 
would have been an impossible request, Congress 
authorized the agency to first cull the current TSCA 
Inventory to a more manageable size, and then 
prioritize which chemicals to review first.

The first step in the culling process is referred to 
as the “inventory reset.” Under the inventory reset, 

EPA will require reporting of chemicals which have 
been manufactured or used within the previous 10 
years. The burden likely will fall on both chemical 
manufacturers and users (processors). Upon receipt 
of a report, EPA will designate those chemicals as 
“active.” Chemicals with no reports will be designated 
“inactive.” EPA can then set the inactive chemicals 
aside from further consideration. The hope is that 
the inventory reset process will significantly reduce 
the number of chemicals that EPA could be required 
to evaluate. (But the inactive chemicals will not be 
removed from the inventory, so that manufacturers and 
processors can readily provide EPA with notification if 
use of the chemical starts again.) 

EPA is required to initiate the inventory reset process 
within one year—with industry reports due six months 
after that. EPA’s Implementation Plan states that EPA 
intends to meet that deadline. Chemical processors 
will need to ensure that the chemicals they use are 
properly reported to EPA to be considered active. 
Processors that import a chemical from a foreign 
supplier may need to assume the reporting burden if 
their foreign supplier does not actively participate in 
EPA’s reporting process. Failing to do so could cause 
the chemical to be listed as “inactive” and trigger more 
paperwork—and possible enforcement action—later.

The second step in EPA’s culling process is to 
designate among the active list “high priority” and “low 
priority” chemicals. Once EPA designates a chemical 
as a high priority, that chemical must undergo a 
complete risk evaluation that is intended to determine 
whether the chemical poses an “unreasonable risk 
of injury to health or the environment.” To inform 
that evaluation, EPA has the authority to mandate 
industry—including users as well as manufacturers—to 
fund, develop and submit new technical and scientific 
data. The development of that new information could 
be very expensive. EPA also will assess fees on both 
manufacturers and users (processors) to fund the 
agency’s evaluation of existing chemicals. 

The challenge to chemical users is clear: a company’s 
existing supply chain costs, including commodity 

continued on page 5
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chemicals, may increase dramatically if EPA imposes 
significant new data development requirements and 
evaluation fees on industry. Chemical processors 
could see their existing pricing and cost structures 
significantly altered as previously predictably priced 
chemicals see cost increases. Cost increases alone 
could drive the switch to alternative chemicals, even if 
EPA ultimately does not impose additional restrictions 
on the chemical.

EPA is required to identify ten high priority chemicals 
within the first six months—even before it has 
promulgated the regulations that will govern how it 
choses high priority chemicals in future years, and 
before the inventory reset is finished. Those first ten 
chemicals will be drawn from EPA’s existing TSCA 
Work Plan. That plan lists 89 chemicals that EPA has 
been considering for some time. EPA is then required 
to designate high priority chemicals over the next 
several years, and is required to maintain a minimum of 
20 high priority chemicals under review.

At the end of EPA’s evaluation, if EPA determines 
that a chemical poses an unreasonable risk, EPA is 
required to adopt restrictions on usage to address the 
identified hazards. EPA has the authority to impose 
a wide range of restrictions on the use of new and 
existing chemicals, not just on their manufacture. In 
the worst case, EPA could order the complete ban of 
a chemical from the market, eliminating the availability 
of that chemical to manufacturers and processors. 
But, even if EPA does not take such a dramatic step, 
other restrictions could directly impact downstream 
processors. For example: 

1. EPA could impose nationwide volume restrictions
on the amount of the chemical which can be
manufactured or imported. If the chemical is
today used in greater volumes, this could lead
to escalating prices and supply shortages for
downstream processors.

2. EPA could impose emissions limits, or work with
OSHA to set workplace exposure limits. This could
mean that processing facilities will be required to
install new, costly, pollution control devices and/
or require employees to don additional personal
protective equipment such as respirators.

Product manufacturers also will need to pay attention 
to TSCA’s unique method of dealing with preemption 
of state laws based chemical regulation. Over the past 
several decades, a number of states—most notably 
California—have created their own chemical regulation 
regimes, with varying degrees of success. The new law 
has the potential to replace those regimes. But there 
will not be the immediate and wholesale replacement 
that some originally sought: state laws are only 
impacted on a chemical-by-chemical basis, if and when 
EPA takes a chemical-specific action. 

Notably, certain existing laws and regulations will 
remain untouched even if EPA takes action. By design, 
California’s Proposition 65 will continue in force, and 
the state may even be able to add additional chemicals 
to that program. However, other existing laws, such 
as California’s Green Chemistry law, will be subject to 
some preemption. 

In short, this means that unless EPA has taken action 
on a chemical the states remain free to do so instead. 
This has been described by state action advocates 
as allowing states to “step in” and fill a gap if EPA is 
too slow or unwilling to act on a specific chemical. 
However, it also means that states could put chemical 
and product manufacturers through a state-based 
process imposing new restrictions—all at great 
expense to industry—only to have that effort duplicated 
at a federal level and the restrictions replaced by 
something different.

Chemical users (“processors”) must be paying 
attention to EPA’s implementation of the panoply of 
new requirements, both the implementing regulations 
and the individual chemicals named for evaluation. 
Processors should not assume that their suppliers are 
taking care of everything: suppliers may have different 
economic interests; have other chemicals which are of 
greater concern to them; or may simply be unaware of 
the importance of a particular chemical. Chemical users 
should already be communicating with their suppliers to 
share their concerns and keep up to date, and should 
begin evaluating their chemical supply chains for 
potential concerns. ■

Manufacturers Outside The Chemical Industry Will Be Impacted by the New TSCA Amendments 
continued from page 4
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The Costs of TSCA Reform for Manufacturers and 
Distributors of Pesticide Product Inert Ingredients 
For companies producing, selling, or buying “inert 
ingredients” and other raw materials used in pesticide 
products, the passage of the Lautenberg Act has the 
potential to usher in a period of higher costs from 
federal regulation. Some of these chemicals already 
have been subject to regulatory scrutiny, but many 
have been at the margins of regulation for the past 
40 years. The Lautenberg Act promises to bring them 
into the center. 

I. Resetting the Clock for Risk Assessment  
 of Existing Inert Ingredients

Inert ingredients used in pesticide products are those 
that are not present to directly control pests. They 
include fragrances, dyes, emulsifiers, solvents, aerosol 
propellants, or other ingredients that serve purposes. 

Two events from the 1970s have framed the regulation 
of inert ingredients: 

1. After TSCA was enacted in 1976, EPA decided to 
focus primarily on new chemicals. Inert chemicals 
already in use as of 1976 were “grandfathered” 
into the TSCA Inventory of approved chemicals 
without substantial analysis; and 

2. In 1977, EPA determined that inert chemicals were 
regulated under TSCA and not the federal pesticide 
law, the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA) until the point when they 
were incorporated into a pesticide product.1 

Because many inert chemicals that are still used 
already existed in 1976, they largely avoided 
scrutiny under TSCA, and fall outside the 
regulatory focus of FIFRA. 

But the Lautenberg Act could change this. The 
biggest change likely will result from amendments 
to Section 6 of TSCA to “reset” the Inventory. This 
reset will require chemical manufacturers and 
“processors”—those companies that combine 
chemicals into other mixtures or pesticides—to identify 
which chemicals are still actively used. Then, EPA 

will prioritize the chemicals to undergo a new risk 
evaluation. EPA will define the process for prioritization 
in the soon-to-be-released “Inventory Reset” rule (EPA 
plans to publish a proposed rule in December 2016, 
and the final rule a few months later).2 Within six 
months of the issuance of the final rule, manufacturers 
must identify those chemicals manufactured or “active” 
in the past 10 years. 

After identifying active chemicals, EPA must establish a 
risk-based screening process via a second rulemaking 
to identify high-priority and low-priority chemical 
substances. A high-priority substance is one that EPA 
concludes, “without consideration of costs or other 
nonrisk factors, may present an unreasonable risk of 
injury to health or the environment.” In making this 
determination, EPA also must evaluate risk to any 
“potentially exposed or susceptible subpopulation.” The 
screening process must consider chemical hazards, 
potential exposure pathways, and the “conditions of 
use” under which the “chemical substance is intended, 
known, or reasonably foreseen to be manufactured, 
processed, distributed in commerce, used, or disposed 
of.” 

This new risk-based screening might have far-reaching 
implications for manufacturers of inert chemicals used 
in pesticide products. Widely-used inerts can be used 
in broad, even nationwide, geographic areas, and in a 
range of indoor and outdoor settings for varying crop 
and pest-control use patterns. 

If EPA defines a very broad risk assessment 
process, it could undercut EPA’s longstanding 
“bright line” rule—in place since 1977—that limits 
the extent to which inert chemicals are subject 
to dual regulatory obligations under TSCA or 
FIFRA. And if the “conditions of use” includes the full 
range of conditions under which pesticide products 
formulated with the inert ingredients are used, it could 
substantially increase data requirements and 
the costs of developing such data. The burden for 

continued on page 7
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manufacturers will depend on how EPA defines the 
relationship between FIFRA and TSCA and whether it 
provides testing guidance for chemicals that have been 
incorporated into pesticide products. 

Based on its risk assessment for existing chemicals, 
EPA may determine that a chemical presents 
no unreasonable risk, and conclude that no new 
restrictions are required. But if EPA determines that 
the chemical poses an unreasonable risk, it must 
initiate a rulemaking to examine restrictions to place 
on the chemical. EPA has authority to impose a wide 
range of restrictions, from a total ban to simple labeling 
changes, worker protection requirements, or use and 
volume restrictions. Many of these restrictions may 
impact inert-chemical processors directly. For example, 
EPA may require warnings and labeling on articles 
and mixtures containing chemical substances. EPA 
also may require the processor to keep chemical use 
records and to conduct tests to ensure compliance with 
any restrictions that are imposed. 

Manufacturers may seek to lessen restrictions 
by submitting relevant technical and economic 
information that a restriction is not feasible. 
Gathering such evidence often requires substantial 
investment, however, and companies will need to 
weigh the costs of such investment against the benefits 
of fewer restrictions.

Inert chemicals will be among the early test cases 
for EPA’s new TSCA risk assessment. Within the 
first six months of the Act, EPA must begin risk 
assessments for 10 chemical substances drawn from 
the 2014 update of the TSCA Work Plan for Chemical 
Assessment, and for another 20 high-priority chemicals 
within three-and-half years of enactment.3 This 2014 
work plan includes 38 chemicals that are listed as inert 
ingredients used in active pesticide registrations in 
EPA’s inert database. 

Thus, it is nearly certain that some of the early 
risk assessments will analyze inert chemicals 
and impose some costs for companies handling 
inert ingredients. The extent of those costs will turn 

in part on the rules EPA proposes—and eventually 
promulgates—about chemical prioritization and the 
rigor and data requirements of the risk assessment. 
Keeping a close eye on these rules, and discouraging 
provisions that impose high costs on industry, will be a 
vital task in the coming months. 

II. Expanded Data Obligations

Manufacturers and sellers of inert ingredients also 
face new data and testing. Amendments to TSCA 
Section 4 authorize EPA to impose new requirements 
via orders rather than rulemaking, which simplifies the 
Agency’s burdens considerably. Sharing of the cost 
of this testing may be required of both chemical 
manufacturers and on processors who simply 
combine the chemicals into other mixtures. 

Testing obligations apply to existing chemicals that 
undergo risk assessment as part of the Inventory Reset 
spelled out in TSCA Section 6 and to new chemicals 
and new uses governed under TSCA Section 5. 

The costs of expanded testing are not covered by 
FIFRA data compensation and arbitration schemes 
but by TSCA’s separate arbitration scheme. Unlike 
FIFRA, TSCA generally allocates costs from studies 
among manufacturers according to the production 
volume of individual companies as a share of the 
total production volume. Just how costs should be 
shared or assessed against processors remains 
unclear. Moreover, the costs of new TSCA-mandated 
studies are unlikely to be addressed in existing FIFRA 
settlements or pesticide-related task force agreements. 
While some such agreements address cost-sharing of 
future FIFRA studies mandated by EPA and some also 
cover future defense or product stewardship costs, 
typical agreement language does not cover TSCA cost 
sharing. Going forward, these new costs should be 
considered and addressed during contract negotiations. 

III. Approval of New Chemicals

While the most dramatic impact of the TSCA 
amendments may be felt by users of existing 
chemicals, the amendments affect new chemicals. 

The Costs of TSCA Reform for Manufacturers and Distributors of Pesticide Product Inert Ingredients 
continued from page 6



Spotlight: The Toxic Substances Control Act (TSCA)

Page  8Product Stewardship Sustainability Report©2016 Wiley Rein LLP

For the first time, the amendments require EPA to 
make an affirmative finding of acceptability when 
reviewing premanufacture and significant new use 
notices. If EPA does not make the finding within 180 
days, it must refund the manufacturer’s application 
fee. But this may provide little solace to the company 
involved, especially if the source of the delay is a lack 
of Agency resources. 

The Act creates three categories of risk findings. First, 
EPA may determine that the chemical presents “no 
unreasonable risk.” In that case, no restrictions are 
applied. Second, EPA may determine that the chemical 
presents “an unreasonable risk.” In that case, EPA can 
issue an order restricting the manufacture, distribution, 
and use of the chemical. Finally, EPA may make a 
middle-of-the-road determination that it has insufficient 
information, would require additional information 
before it could evaluate risk, or would need to issue 
an order to manage the risks from use and exposure. 
Under this intermediate path, EPA then would decide 
what additional information or mitigation steps are 
required. EPA has the authority under TSCA Section 
4 to require additional testing to make a final risk 
determination. 

IV. Looking Ahead

Inert manufacturers can take practical steps to plan 
ahead and protect themselves as EPA implements its 
new TSCA authorities. These should include: 

1. Evaluating which priority chemicals they
manufacture or use in their production processes.
Discuss the future regulation of these chemicals with
suppliers and consider submitting information on
“active” chemicals for the Inventory reset.

2. As EPA rolls out proposed rulemakings for the
prioritization and risk evaluation processes,
submitting comments and otherwise lawfully seeking
to influence regulations, chemical prioritization, and
agency guidance. Communicate with suppliers,
provide information as necessary, and keep track of
EPA determinations of whether and why a chemical
poses an “unreasonable risk.” These activities
should help prepare corporate regulatory or litigation
departments to challenge any faulty determinations
and protect important uses of chemicals that may
be under threat by an EPA risk-management
determination.

3. Considering potential business risks and litigation
from upcoming EPA rulemakings, chemical
prioritization, and risk evaluations. Companies
should carefully consider wasy to avoid or mitigate
the effect of proposed EPA restrictions on chemical
use in the development and sale of existing or new
pesticide products. ■

1  EPA offered this interpretation in 42 Fed. Reg. 64,586 (Dec. 23, 
1977).

2  EPA provided its first-year schedule on June 29, available at 
https://www.epa.gov/sites/production/files/2016-06/documents/
tsca21_implementation_plan_6_28.pdf. 

3  The 2014 updated work plan is available at https://www.epa.
gov/sites/production/files/2015-01/documents/tsca_work_plan_
chemicals_2014_update-final.pdf. 

The Costs of TSCA Reform for Manufacturers and Distributors of Pesticide Product Inert Ingredients 
continued from page 7
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Protecting	Your	Confidential	Business	Information	
after TSCA Reform
A key aspect of the Lautenberg Act’s reforms is the 
way it changes the treatment of Confidential Business 
Information (CBI) claims. These changes will impact 
both companies who submit new claims for CBI 
protection and those who have previously claimed 
CBI protection. To ensure CBI remains protected, 
companies will need to take greater efforts than 
were previously needed. 

Most importantly, the Lautenberg Act changes the 
requirements for new claims for CBI protection. Historically, 
submitters needed only to make a CBI claim. After the new 
Act, a company must now affirmatively substantiate 
all new claims for CBI protection at the time the claims 
were made, except under limited circumstances where 
confidentiality is presumed without substantiation.1 This is a 
wholesale change of EPA’s practice regarding CBI claims, and 
will require significant adjustments from both industry and EPA.

The Lautenberg Act does not specify what materials 
EPA will require for substantiation, but requires EPA 
to establish substantiation requirements by rule. 
Those wishing to limit the burden of substantiating CBI 
claims should watch for this rulemaking and actively 
participate. In addition, companies should plan to gather 
additional information supporting CBI claims as they 
prepare to submit information as part of the chemical 
review process.

Even before EPA promulgates its CBI rule, the 
Lautenberg Act mandates numerous changes to EPA’s 
procedures. For example, EPA must now review and 
approve or deny all CBI claims for specific chemical 
identity. When claiming a specific chemical identity is 
CBI, a company must provide a structurally descriptive 
generic name for EPA to use. EPA will also review CBI 
claims relating to information other than the chemical 
identity. Thus, not only should companies prepare 
to meet the substantiation requirements, but they 
should also prepare for possible questions from 
EPA during the agency’s reviews.

The Lautenberg Act also requires EPA to review 
past claims for CBI protection. EPA can require 
resubstantiation for any active or high-priority 
substances, or whenever EPA determines disclosure 

would assist EPA in risk evaluations and rulemaking. 
EPA must require resubstantiation for past claims 
when there is reason to believe the information does 
not qualify for protection or when EPA determines a 
substance presents an unreasonable risk. In addition, 
within one year of creating the active substance list 
under Section 8, EPA must promulgate a rule to plan 
its review of CBI claims for the chemical identity 
of active chemicals. Therefore, companies that are 
not actively bringing new chemicals to market may 
be surprised when EPA asks them to substantiate 
prior CBI claims, particularly claims that a chemical 
identity should not be disclosed. Companies with 
existing CBI claims may want to prepare the necessary 
documentation as soon as feasible.

If the EPA grants protection for CBI, the protection 
only lasts for ten years unless a request for 
extension is filed. A company must re-claim protection 
at least thirty days before the 10 year period expires. 
Failure to submit a request for continued protection 
could leave companies at risk of having the CBI 
disclosed. In addition, when chemicals are banned or 
phased out, EPA may also disclose the CBI unless a 
company asks within 30 days of the phase-out or ban 
for that information to remain confidential. Companies 
who have made prior claims for CBI protection should 
carefully monitor these deadlines to avoid accidental 
disclosure.

On the whole, under the Lautenberg Act, EPA will 
scrutinize claims for CBI protection more thoroughly 
and will require more substantiation than previously. 
Companies must prepare for these additional 
requirements to ensure important information is not 
disclosed. ■

1  These are: (A) Specific information describing the processes 
used in manufacture or processing; (B) Marketing and sales 
information; (C) Information identifying a supplier or customer; 
(D) In the case of a mixture, details of the full composition of the
mixture and percentages of constituents; (E) Specific information
regarding the chemical use or application in a process, mixture,
or article; (F) Specific production or import volumes; (G) Prior
to the date on which a chemical substance is first offered for
commercial distribution, the specific chemical identity of the
chemical substance, if the specific chemical identity was claimed
as confidential at the time it was submitted in a notice under
section 5.
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EPA Inventory Reset Rule to Focus EPA’s Resources

This December, EPA is to propose the so-called 
“Inventory Reset Rule” required by Section 8(b)(4) 
of the reformed TSCA, in order to identify chemicals 
currently in use. 

Because EPA’s mandate to review the tens of 
thousands of “existing” chemicals already on the 
Inventory would be excessively burdensome, Congress 
also directed EPA to focus its energies on only those 
chemicals that are actually still in use. The Inventory 
Reset Rule will provide the mechanism for EPA to do 
so by requiring chemical producers and importers 
to notify EPA of Inventory chemicals that they have 
manufactured over the past 10 years. 

EPA must publish the final Inventory Reset Rule, with 
reporting procedures, by June 2017. The reset notice 
requirements are not expected to be extensive, i.e., 
nothing at all like a new chemical pre-manufacture 
(PMN) notice. But manufacturer notices will be due 
180 days after the Reset Rule is issued, and EPA also 
has the authority to require processors to report. 

EPA will then update the Inventory to identify which 
chemicals are “active” (notice received) and “inactive” 
(no notice received). To get ahead of this effort, EPA 
has promised that prior to publication of the June 
2017 Reset Rule it will prepare an “interim” active 
substances list consisting of all chemicals reported 
under the TSCA 2016 Chemical Data Reporting (CDR) 
rule, although the practical impact of this is unclear. 

Inactive chemicals will remain on the Inventory, but EPA 
will not expend resources prioritizing and assessing 
them for risk. However, it will be a violation of TSCA to 
manufacture or process an inactive substance without 

first notifying EPA. This will give the Agency a chance 
to put the “inactive” chemical back on its radar screen 
for prioritization. 

During the inventory reset process, existing 
confidentiality claims for previously “active” 
substances will have to be reasserted, but need 
not be substantiated. Manufacturers cannot seek 
confidential treatment of substances already listed 
on the non-confidential portion of the Inventory. 
However, “inactive” chemicals on the Confidential 
Inventory will retain their confidential status without 
any action needing to be taken. EPA is also required to 
issue a follow-on rule, with procedures for industry to 
substantiate CBI claims, within one year of publishing 
the first compiled list of active chemicals. EPA will then 
have five years to approve or deny the CBI claim (with 
a possible extension of two years).

Companies that manufacture or import chemicals need 
to be paying attention to EPA’s actions to implement 
the Inventory Reset Rule. Companies that file a CDR 
report in 2016 may need to confirm that their CDR 
reports triggered “interim” active status listing on the 
Inventory when EPA issues that first list, and then file 
any additional reports once the final rule is published 
(e.g., on CDR exempt substances). Just as important, 
processors also need to be paying attention in case 
EPA decides to require processor reporting. Even 
if the Agency does not call for processor reporting, 
processors cannot use any substance that is not on 
the active list without first notifying EPA. Thus, it makes 
sense for processors to encourage reset reporting by 
domestic suppliers. ■
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Identifying the First Ten Priority Chemicals
One of the major pillars of TSCA reform has been 
mandating the review of existing chemicals. However, 
this process could take decades: as of today, the TSCA 
Inventory has over 85,000 chemicals, including 62,000 
that were grandfathered into the inventory without any 
sort of risk review. To jumpstart EPA’s review of that list, 
the new law mandates that EPA identify ten “high 
priority” chemicals by December 22, 2016 to begin 
review immediately, without waiting for the procedural 
framework to be finalized. 

Once these first ten chemicals are designated as high 
priority, they will undergo a risk evaluation. If during 
the risk evaluation, the chemical is shown to present 
“unreasonable risks,” the chemical will subsequently be 
regulated in some capacity. The statute requires that 
these first ten high priority chemicals be drawn from 
the 2014 update to the TSCA Work Plan for Chemical 
Assessments, which includes 89 possible candidates.

During the selection process for the first ten, EPA is to 
give preference to chemical substances that are listed 
in the 2014 Work Plan that:

1. Are listed as having a Persistence and 
Bioaccumulation score of 3; and

2. Are known human carcinogens and have high acute 
and chronic toxicity.

Currently, there are 25 chemicals on the Work Plan 
that would meet either one or both of those two 
recommendations. However, EPA also is able to 
consider other factors, which may lead them to pick 
different chemicals. 

Since the Lautenberg Act enactment, several groups 
and individuals have weighed in with their ideal 
candidates for the first ten priority chemicals. Some 
have focused on a single chemical. For example, 
Senators Boxer and Feinstein (D-CA) have both 
urged EPA to include asbestos on the list of ten, 
along with industry group Motor & Equipment 
Manufacturers Association (MEMA). For her part, 
Senator Kirsten Gillibrand (D-NY) urged the EPA to 
prioritize regulatory assessment of perfluorooctanoic 
acid (PFOA), even though it is not currently listed on 
the TSCA Work Plan. 

But others have provided more comprehensive lists. 
The Environmental Working Group released a list 
of 10 possible chemicals (as well as 10 alternates) 
that would be their ideal first ten priority chemicals. 
A different coalition of over 60 NGOs (including 
EarthJustice and NRDC) also put together a list 
of their ideal first 10 candidates. Asbestos, PERC, 
BPA, and brominated flame retardants are present 
on both of these lists.

For any of the first 10 chemicals identified by EPA 
this upcoming December, EPA will have until June 
22, 2020, to finalize the risk evaluations. From there, 
a Final Rule outlining possible restrictions or bans 
would have to be published by June 22, 2024, at the 
very latest. ■
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Issues Addressed at EPA’s Risk Evaluation and 
Prioritization Public Meetings

In August, EPA held two public meetings on 
implementation of the Lautenberg Act. These meetings 
were intended by the agency to solicit comments 
from stakeholders on EPA’s first wave of rulemakings. 
Those are anticipated to be proposed this December, 
and required by law to be finalized by June 21, 2017. 
Over the course of the two days, trade associations, 
chemical companies, environmental groups, 
academics, and various others all provided their views. 
The meetings each focused on different issues and 
evidenced concerns with different issues. 

During the risk assessment procedural meeting, one 
focus of discussion was the use of “sentinel” versus 
“aggregate” exposures. Under the sentinel approach, 
EPA would identify the most significant exposure 
pathways for a given chemical under the assumption 
that controlling those exposures would sufficiently 
reduce total risk. Under the aggregate approach, EPA 
would assess and identify all of the potential exposures 
associated with every known use and release of a 
chemical, and regulate as many of them as possible. 
The Lautenberg Act does not dictate which of these 
methods EPA should use. EPA staff stated at the 
meeting that the aggregate exposure approach would 
likely be the default approach, but industry appears to 
object to that approach. 

At the prioritization meeting, the foremost issue 
was whether the majority of chemicals should be 
designated high priority (and thus subject to the risk 

evaluation process) or low priority (no further action 
triggered). Environmental groups, health groups, and 
academics advocated that the prioritization process 
include as many chemicals as possible in the high 
priority designation. They are aiming for substantial 
evaluations of as many chemicals as possible. Industry, 
on the other hand, warned EPA against designating 
too many high priority chemicals. Industry participants 
advocated for a “middle ground” between high and low 
priority, for chemicals that have little to no exposures 
(such as intermediates, or those used in closed 
systems).

A number of common themes were repeated in both 
meetings. Virtually all commenters emphasized the 
need for EPA to be transparent during the course of 
the risk evaluation and prioritization processes. Non-
industry representatives consistently emphasized the 
idea that “no data is not equal to no risk,” and argued 
for more models and science to fill in the gaps. The 
need to protect susceptible subpopulations was also 
emphasized by these commenters. For their part, 
industry representatives emphasized that “no data 
does not mean high risk”, and pushed for EPA to avoid 
regulating intermediates that are not present in the 
end-use product. 

EPA has stated that both the Risk Evaluation and 
Prioritization proposed rules will be published by 
mid-December. ■
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EPA Moves Forward with PBT Rule

This month, EPA confirmed the seven highly 
persistent, bio-accumulative or toxic non-metal PBT 
substances that will be covered by EPA’s new Section 
6(h) mandate to impose restrictions on certain PBT 
chemicals. The Lautenberg Act requires EPA to adopt 
these PBT restrictions by December 2020, without first 
conducting a risk evaluation. By contrast, substances 
designated “high priority” will require a risk assessment 
and an unreasonable risk finding before EPA can 
restrict the chemical by rule under Section 6. 

The seven PBT substances listed by EPA are:

 ■ Decabromodiphenyl ethers (DecaBDE)  
(CASRN 1163-19-5); 

 ■ Ethanone, 1-(1,2,3,4,5,6,7,8-octahydro-2,3,5,5-
tetramethyl-2-naphthalenyl)- (CASRN 54464-59-4);

 ■ Ethanone, 1-(1,2,3,4,5,6,7,8-octahydro-2,3,8,8-
tetramethyl-2-naphthalenyl)- (CASRN 54464-57-2);

 ■ Hexachlorobutadiene (CASRN 87-68-3); 

 ■ Pentachlorothio-phenol (CASRN 133-49-3);

 ■ Phenol, isopropylated, phosphate (3:1) (iPTPP) 
(CASRN 68937-41-7); and 

 ■ 2,4,6-Tris(-tert-butyl)phenol (CASRN 732-26-3) 

These chemicals have many uses, including as 
flame retardants, a rubber additive and various other 
consumer product and industrial uses. 

EPA also has posted instructions for manufacturers to 
exercise their statutory right to request to have a risk 
evaluation conducted on their chemical in lieu of direct 
regulation under the 2020 PBT rule. Risk assessment 
requests, once made, cannot be withdrawn. 

Until EPA proposes the PBT rule, we will not know what 
EPA has planned for these substances. The regulation 
could include restrictions targeted at particular uses 
or populations or EPA could propose a complete ban 
and phase out. EPA action will likely vary by chemical, 
particularly given the chemicals pose different levels 
of risk and exposure, and viable substitutes may be 
available only for some of the substances. ■
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Wiley Rein’s Lautenberg Act Implementation Team
Many Wiley Rein lawyers and analysts have experience in addressing TSCA matters, 
ranging from rulemaking, PMN preparation, enforcement actions, and resolving import/
export issues. We have dedicated a specific team to monitoring and influencing 
implementation of the Lautenberg Act, and that team has prepared this special Spotlight 
issue of our regular Product Stewardship Update.

The team is headed by partner Tracy Heinzman, whose practice extends beyond TSCA to 
chemical and product regulation under FIFRA, FFDCA, and many other related statutes. 
Primary support to the team is being provided by Senior Regulatory Analyst Saskia 
Mooney. Saskia began her career as a staffer on EPA’s TSCA Hot-Line, and since has 
focused on TSCA, RCRA, and product stewardship issues.

Other members of the team include counsel Joe Kakesh, who among other things has 
almost a decade of experience working with toxicologists and other scientific experts 
on risk assessment matters, and associate lawyers Roger Miksad, Craig Fansler, and 
Carolyn Schroll. These lawyers are experienced in dealing not only with TSCA matters but 
with related issues arising under federal, state, and international laws governing pesticide 
registration and use, food safety, consumer product safety, community right to know, 
waste management, and product stewardship. And, particularly important in the context 
of implementation of this extraordinarily-impactive new statutory program, the team has a 
strong record of success in dealing with public policy and rulemaking issues.
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