New TSCA Regulations, New TSCA Risks

By Laura Smith

At a time when federal regulations are being fro-
zen, delayed, or repealed, Toxic Substance Control Act
(TSCA) reform continues to march on. Last summer, the
United States Environmental Protection Agency (EPA)
fulfilled its one-year statutory obligation to promulgate
regulations outlining prioritization procedures and TSCA
inventory notification requirements. Short on its heels,
though, came challenges from the Environmental De-
fense Fund (EDF) and other organizations, arguing that
the final rules are inconsistent with TSCA’s requirements
and overly favor the chemical industry to the detriment
of the public.!

Should courts agree with EDF and set aside some or
all of the new regulations, the uncertainty of when and
how EPA will regulate chemicals will have a detrimental
effect on chemical manufacturers, importers, and down-
stream users. Even if courts affirm the new regulations,
there will still be additional challenges, risks, and poten-
tial liability associated with the amendments. First, the
TSCA changes may negatively affect corporations that

United States; expand EPA’s authority to order companies
to test chemicals they manufacture or import; and estab-
lish when and how TSCA will pre-empt state regulations.

Regulation of Existing Chemicals

The 2016 TSCA Amendments introduced four (4) new
ways by which EPA will regulate existing chemicals:

® Manufacturers and importers must identify all
chemicals in active commerce. Manufacturers and
importers must notify EPA by February 7, 2018 of
each chemical substance in the TSCA Chemical
Substance Inventory (the “TSCA Inventory”) that
the manufacturer /importer has manufactured,
imported, or processed for a non-exempt commer-
cial purpose from June 21, 2006 to June 21, 2016.2
Any chemical substance on the TSCA Inventory for
which EPA receives a notice will be designated an
“Active Substance.”® Any chemical substance on
the TSCA Inventory for which EPA does not receive
a notice will be deemed an “Inactive Substance.”

“Even if courts affirm the new requlations, there will still be additional
challenges, risks, and potential liability associated with the amendments.”

manufacture, import, use, distribute, and/or dispose of
chemicals, especially if those chemicals are found to pres-
ent an unreasonable risk to health and the environment.
Second, despite EDF’s assertion that the rules overly
favor corporations, TSCA’s changes and the recent rules
promulgated thereunder will still make it more burden-
some and costly to get new chemicals approved for the
U.S. market. Third, increased scrutiny may increase
potential liability in the form of personal injury cases,
impacts on remediation programs, and environmental
justice issues. Last, as of the writing of this article, neither
EPA nor the reviewing court has postponed the effec-
tive date of the regulations. Unless otherwise exempt, all
manufacturers and importers were obligated to submit a
Notice of Activity to EPA by February 7, 2018.

Background

The Frank R. Lautenberg Chemical Safety for the 21st
Century Act (the “TSCA Amendments”), enacted in June
2016, was the first major TSCA overhaul since its enact-
ment in 1976. The TSCA Amendments modify how exist-
ing chemicals are and will be evaluated; change USEPA’s
authority to test and review new chemicals before they
can be manufactured, distributed, or imported into the

* EPA must prioritize chemicals as high- or low-
priority. EPA must establish a risk-based screening
process to designate which chemical substances
are “high-priority” or “low-priority” for risk evalu-
ations.” “High-priority substances” are chemical
substances that EPA concludes, without consider-
ation of costs or other non-risk factors, may pres-
ent an unreasonable risk of injury to health or the
environment because of: (1) a potential hazard; and
(2) a potential route of exposure under the condi-
tions of use, including an unreasonable risk to a
potentially exposed or susceptible subpopulation.®
“Low-priority substances” are chemical substances
that EPA identifies, without consideration of costs
or other non-risk factors, as not meeting the stan-
dard for “high -priority.”” This process is expected
to be ongoing—once EPA finalizes a risk evalua-
tion for a chemical substance, it must designate
at least one new high-priority chemical substance
to then work down the pipeline.® As described in
more detail below, USEPA promulgated regula-
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tions on July 20, 2017 to establish the process and
criteria by which it will identify high- and low-
priority chemicals.

* EPA must undertake a risk evaluation for high-
priority chemicals. EPA was required to commence
evaluations on ten (10) chemicals by the end of
2016, and must continue to conduct risk evalua-
tions on at least twenty (20) high-priority and at
least twenty (20) low-priority substances by the end
of 2019.1° The risk evaluations cannot consider costs
or other non-risk factors, and must include whether
it presents an unreasonable risk to a potentially
exposed or susceptible subpopulation EPA identi-
fies as relevant.!! As described in more detail below,
EPA promulgated regulations on July 20, 2017 to
establish a process for conducting risk evaluations
to determine whether a chemical substance pres-
ents an unreasonable risk of injury to health or the
environment.

® EPA must issue regulations regarding all evaluated
chemicals. Within two (2) years after publication
of a chemical substance’s final risk evaluation, EPA
must publish a final rule regarding that chemical.?
When regulating chemicals, EPA may consider
costs and non-risk factors, such as the magnitude
of the exposure to humans, the benefits of the
chemical substances or mixtures used, and the
reasonably ascertainable economic consequences of
the rule.’

Regulation of New Chemicals

Prior to the 2016 TSCA Amendments, the statute
only required chemical manufacturers and importers to
provide a Pre-Manufacture Notice (PMN) to EPA at least
ninety (90) days before they manufactured or imported
a new chemical.' The statute did not require PMNs to
include health or environmental safety data.!®> Unless EPA
could determine within the ninety (90) day timeframe
that the new chemical could present an unreasonable risk,
EPA could not act to preclude that chemical. Not having
enough information was not a sufficient basis for EPA to
delay production.

Under the TSCA Amendments, EPA now must review
and approve new chemicals before they can be manufac-
tured, imported, distributed, used for the first time, or
used as a “significant new use.”'” If EPA cannot make a
determination in ninety (90) days, EPA will now return
the fee (with some exceptions) but will still be required to
make a determination.!® EPA will not “drop” review of a
chemical.

Expanded Authority to Require Testing

The TSCA Amendments grant EPA broader author-
ity to test chemicals. Prior to its 2016 passage, EPA could
only require testing if it demonstrated that the chemical
substance may present an unreasonable risk of injury

to health or the environment and there was insufficient
information available.’® Under the TSCA Amendments,
EPA can now require testing by rule, order, or consent
agreement if it is needed to: (1) review a PMN or to per-
form a risk evaluation; (2) implement a requirement im-
posed in a rule, order, or consent agreement; (3) comply
with a request of a federal implementing authority under
another federal law; (4) determine whether a chemical
substance intended for export presents an unreasonable
risk; or (5) develop new information to prioritize a chemi-
cal substance.?’

Addressing Preemption Issues

No new state laws, rules, or other regulations may be
passed prohibiting or restricting a high-priority chemi-
cal substance during EPA’s risk evaluation of that sub-
stance.?! However, the TSCA Amendments specifically
allow states to:

¢ Continue to enforce laws/regulations already in
place;

* Require the development of information for chemi-
cal substances that are not the subject of a federal
rule, order, or consent agreement;

¢ Prohibit or restrict any chemical that is not the
subject of a federal risk evaluation or final action,
even if that chemical was found to not present an
unreasonable risk; and/or

¢ Require notification of a significant new use of a
chemical substance for which EPA has not already
required notification.??

Higher Thresholds for Confidential Business
Information

Other changes in the TSCA Amendments include
changes to the way companies can claim information is
confidential. Prior to the TSCA Amendments, companies
had more leeway in what they could claim was confi-
dential and EPA would have to keep that information
confidential indefinitely.?> Now, a company must demon-
strate that it has: (1) taken reasonable measures to protect
the information’s confidentiality; (2) determined that the
information need not be disclosed or otherwise provided
to the public under any other federal law; (3) a reason-
able basis to conclude that the information’s disclosure is
likely to cause substantial harm to the company’s com-
petitive position; and (4) a reasonable basis to believe
that the information is not readily discoverable through
reverse engineering.?* Confidential information is now
only protected for ten (10) years from the date the confi-
dentiality claim is asserted unless the company requests
and EPA approves an extension.?

Expanded Authority to Charge Fees

The TSCA Amendments also changed the fee struc-
ture to establish a TSCA Service Fee Fund and to set fees
that will, in the aggregate, provide a sustainable source
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of funds to annually defray the cost of carrying TSCA
(capped at $25 million).2

New Regulations and Current Litigation

EPA recently promulgated two sets of regulations
regarding: (1) the Procedures for Prioritization of Chemi-
cals and Procedures for Chemical Risk Evaluation; and (2)
TSCA Inventory Notification Requirements.

Procedures for Prioritization of Chemicals and
Chemical Risk Evaluation

EPA’s two (2) final rules promulgated on July 20,
2017, established the agency’s evaluation priorities and
procedures. When selecting candidates for a high-priority
designation, EPA will focus on chemical substances with
the greatest hazard and exposure potential first, consid-
ering reasonably available information on the relative
hazard and exposure of potential candidates.?” Preference
will be given to chemical substances listed in the 2014
update of the TSCA Work Plan for Chemical Assessments
that: (1) have a persistence and bioaccumulation score of
3; and (2) are known human carcinogens and have high
acute and chronic toxicity.?

To begin prioritization, EPA must publish a notice in
the Federal Register and allow the public ninety (90) days
to submit information on the chemical substance.?’ After
evaluating the chemical substance (without considering
costs and other non-risk factors), EPA will designate it as
either high-priority or low-priority and publish the desig-
nation in the Federal Register.3’ Designation of a chemi-
cal substance as “high-priority” immediately triggers a
risk analysis evaluation.3! Interestingly, a high-priority
designation is not considered a final agency action and
therefore is not subject to judicial review.>

EPA must complete a final risk analysis evaluation
as soon as practicable, but in no event later than three (3)
years after the analysis’ commencement.?® If EPA deter-
mines that a chemical substance presents an unreasonable
risk of injury to health or the environment under one or
more of the analyzed conditions of use, EPA must issue
regulations prohibiting or limiting the chemical sub-
stance’s manufacturing, processing, and/or distribution
in commerce.3*

Six (6) petitions were filed in different circuit courts
requesting the courts to review and vacate the July 20,
2017 rules because “changes have been made [to the final
rule] that significantly weaken the proposed rules, in
some cases in ways that are contrary to the new law.”®
Indeed, a review of the January 19, 2017 proposed rule
authored under the Obama Administration and the July
20, 2017 final rules authored under the Trump Adminis-
tration shows several changes, including:

¢ Companies are not required to submit, and EPA
is not obligated to review, all circumstances in
which a chemical substance is intended, known, or

reasonably foreseen to be manufactured, processed,
distributed in commerce, used, or disposed of .3

¢ Companies are not specifically required to provide
previously conducted risk assessments they may
have undertaken or otherwise possess.?’

The petitions challenging the procedures for priori-
tization of chemicals have been consolidated and are
currently docketed in the Court of Appeals for the Ninth
Circuit.®® The petitions challenging the procedures for
chemical risk evaluation have been consolidated and are
docketed in the Court of Appeals for the Fourth Circuit.¥
As of the writing of this article, a briefing schedule has
not been filed for the chemical risk evaluation challenge
in the Fourth Circuit. The consolidated opening brief
for the prioritization rule in the Court of Appeals for the
Ninth Circuit is due January 23, 2018.40

TSCA Inventory Notification (Active-Inactive)
Requirements

To facilitate the designation of all chemicals on the
TSCA Chemical Substances inventory as “active” or “in-
active,” EPA promulgated regulations on August 11, 2017,
requiring the following recordkeeping and reporting:

¢ By February 7, 2018, all manufacturers and import-
ers must submit a Notice of Activity—Form A for
any substance on the TSCA Chemical Inventory
manufactured for non-exempt purposes between
June 21, 2006 and June 21, 2016.4

¢ By October 5, 2018, all processors (i.e., any person
who prepares a chemical substance or mixture, af-
ter its manufacture, for distribution in commerce*?)
may submit a Notice of Activity—Form A for any
substance on the TSCA Chemical Inventory manu-
factured for non-exempt purposes between June 21,
2006 and June 21, 2016.%3

* Arequest to maintain an existing claim of confi-
dentiality must be made when the information is
submitted.*

* Any person who intends to manufacture or process
an inactive substance must notify EPA not more
than ninety (90) days prior to the anticipated start
of manufacturing.®

¢ All documents must be submitted electronically.*®

¢ Companies must maintain records submitted to
EPA for five (5) years.*’

There are several exceptions to the Notice of Activity
reporting requirements, including but not limited to:

® Chemicals manufactured, imported, or processed
solely in small quantities for research and devel-
opment (i.e., quantities that are not greater than
reasonably necessary for such purposes).*8
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¢ Chemicals reported to EPA by another manufac-
turer, as evidenced by a Central Data Exchange
receipt.®

¢ The import or processing of a chemical substance as
part of an article.>’

® The manufacturing or processing of substances that
have no commercial use or by-products that’s only
commercial use is to burn it as fuel or dispose of it
as a waste.”!

¢ The manufacturing or processing of a chemical
substance solely for test marketing purposes.>

¢ The processing of a naturally occurring chemical
substance only by manual, mechanical, or gravita-
tional means; by dissolution in water; by flotation;
or by heating solely to remove water.?

It is important to note that if a manufacturer does not
submit a Notice of Activity—Form A because it is rely-
ing on an exception, that manufacturer cannot maintain
an existing claim of confidential business information
(CBI).>* Any chemical substance on the active list will be
moved from the confidential portion to the public portion
unless a new CBI request is received.>

EDF filed a petition in the United States Court of Ap-
peals for the District of Columbia Circuit on September
1, 2017, for judicial review of the August 11, 2017 regula-
tions.* Like the Procedures for Prioritization of Chemi-
cals and Chemical Risk Evaluation rules, EDF believes the
final TSCA Inventory Notification rule overly favors the
chemical industry to the public’s detriment.”” A review of
the Obama Administration’s January 13, 2017 proposed
rule and the Trump Administration’s August 11, 2017
final rule shows several changes, including:

¢ The final rule includes an exemption for chemical
substances manufactured or processed solely for
export or for test marking purposes from the notifi-
cation requirements.>

* More information was required in the Notice of
Activity—Form A under the proposed rule. Under
the final rule, companies no longer have to report
the type of commercial activity for each reportable
chemical substance, whether a chemical is domesti-
cally manufactured or imported, nor the first and
last date each chemical was manufactured.®

e The final rule removed a list of specific questions
corporations had to answer to substantiate a claim
of confidentiality (e.g., “What harmful effects to
your competitive position, if any, or to your sup-
plier’s competitive position, do you think would
result from the identity of the chemical substance
being disclosed in connection with reporting under
this part?” “Has the identity of the chemical sub-
stance been kept confidential to the extent that your
competitors do not know it is being manufactured

for a commercial purpose by anyone?” “What mea-
sures have been taken to prevent undesired disclo-

sure of the fact that the chemical substance is being
manufactured for a commercial purpose?”).5

As of the writing of this article, EDF has not submit-
ted a merit’s brief but has raised several questions to the
court, including whether the final rule violates TSCA
because it: (1) allows submitters to assert claims of CBI
without meeting all of the requirements of TSCA; (2)
exempts chemical products solely for export from the re-
porting requirements; and/or (3) allows EPA to designate
substances as “active” regardless of whether the intended
manufacturing or processing actually occurs.®! EPA will
have sixty (60) days from the filing of EDF’s merits brief
to file its brief.%?

If the court holds that the rule is unlawful and sets
it aside, EPA would have to promulgate new regulations
and postpone implementation of the TSCA Amendments.
Of particular note, however, is the fact that neither EPA
nor the court has postponed the effective date of the
notification rule. As such, unless otherwise exempt, all
manufacturers and importers were required to submit
the Notice of Activity—Form A on or before February 7,
2018. Moreover, as noted above, if a manufacturer has
confidential business information but would otherwise
fall into a reporting exemption, that manufacturer should
have filed a Notice of Activity—Form A by February 7,
2018 or it risked losing a claim to CBI.

Areas of Risk and Potential Liability

With any new law and regulation comes new risk
and potential liability. This is compounded by the TSCA
Amendments’ importance and the uncertainty surround-
ing the current administration’s enforcement priorities.
Although not intended to be exhaustive, the following
areas of risk and potential liability may arise, particularly
for corporate clients:

e Negative affect on production and use of chemicals
that are limited or banned. EPA’s determination
that a chemical should be limited or banned would
have a tremendous effect on those that produce
and/or use the chemical. Affected companies will
need to spend more money on production due to
the limitations and/or other controls, and may
need to invest in developing and testing alternative
chemicals.

* Companies may have environmental liability long
after a chemical is limited or banned. A deter-
mination by EPA that a chemical manufactured,
imported, used, distributed, and /or disposed of
by corporate clients should be limited or banned
would not only affect production, but could also
result in further liability if that chemical is found to
have impacted the environment (e.g., polychlori-
nated biphenyls were banned under TSCA in 1979
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but are still a major issue at many hazardous waste
disposal sites).

* Companies will incur more costs when introducing
new chemicals. Now that EPA must approve new
chemicals before they enter the U.S. market, it will
be harder and more expensive to introduce new
chemicals. The TSCA Amendments place a higher
burden on corporations, require more time, and
add EPA fees and other costs to get a new chemical
approved. Additionally, it may take EPA several
years to finalize and fine-tune its new approval
process, adding another level of uncertainty and
potential for transaction costs.

* Any effect on production would also impact the
supply chain. Downstream users who rely on
chemical manufacturers or importers should be
aware of the TSCA Amendments and monitor
whether their suppliers are in compliance.

e Increased scrutiny could lead to more personal
injury cases. As EPA more systematically deter-
mines whether chemical substances pose a risk of
injury to health or the environment, companies
that manufacture, import, use, distribute, and /or
dispose of those chemical substances may see an in-
crease in personal injury litigation and occupational
exposure cases resulting from new or more widely
disbursed information.

® Potential for new and previously “unknown con-
ditions” under remediation programs. Increased
testing could drive new standards for contaminants
in soil, sediment, water, and air, and /or increased
awareness of chemicals not otherwise regulated
(e.g., similar to the recent activity surrounding
perfluorooctanoic acid).?® Increased scrutiny and
new standards could bring with it new enforcement
issues under clean-up programs, and may also af-
fect otherwise closed and settled enforcement cases
if they trigger re-opener statutes under state and
federal laws.%

 Potential for new environmental justice issues. The
TSCA Amendments specifically include consider-
ations of unreasonable risk to a potentially exposed
or susceptible subpopulation, which includes but is
not limited to infants, children, pregnant women,
workers, or the elderly. Previously unknown liabil-
ity could emerge if evaluations show a particular
risk to a subpopulation.

® Disconnect between state and federal regulations.
Although the TSCA Amendments attempted to
address pre-emption issues, the new law could also
present more confusion on what and when states
can regulate. This area may become especially com-
plicated if certain states (e.g., California already has
an active Department of Toxic Substances Control)

determine that more stringent state regulations
would be more effective than EPA oversight under
the current administration.

Next Steps

Attorneys should continue to review their client’s

risk profiles as TSCA Amendments are implemented and
refined, including:

¢ Determine whether clients use, manufacture, dis-
tribute, process, import, and/or dispose of any of
the ten (10) chemicals currently under review (i.e.,
Asbestos; 1-Bromopropane; Carbon Tetrachloride;
1, 4 Dioxane; Cyclic Aliphatic Bromide Cluster
(HBCD); Methylene Chloride; N-Methylpyrolidone;
Perchloroethylene; Pigment Violet 29; and Trichlo-
roethylene). If so, attorneys should monitor EPA’s
process and consider submitting public comment(s)
if regulations, limitations, and/or prohibitions are
considered.

* Review active chemicals that clients have manufac-
tured and/or imported for non-exempt purposes
between June 21, 2006 and June 21, 2016, and en-
sure Notices of Activity—Form A were submitted
by February 7, 2018. Remember that any chemical
substance currently on the active list will be made
public unless a new CBI request is received, so a
Notice of Activity should be considered to protect
CBI even if the chemical may otherwise be exempt.

¢ Participate in EPA’s process for prioritizing, evalu-
ating and regulating chemicals.

¢ Continue to be mindful of touchpoints that could
affect liability vis-a-vis employees, customers, and
consumers, such as labelling, reporting, safety data
sheets, employee training, and personal protection
equipment.
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