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U.S EPA has announced ten "problem formulation documents," which lay out how the agency plans
on doing risk assessments on the initial ten chemicals it has chosen for review under the 2016
TSCA amendments1) . The new set of documents reiterate the agency's position that risk
assessments on these 10 chemicals and future assessments will look only at those "conditions of
use" for a specific chemical that present the highest likelihood of causing future adverse impacts.

The 2016 TSCA amendments (known as the Frank R. Lautenberg Chemical Safety for the 21st
Century Act) require EPA to review chemicals currently in use in the United States to determine
whether their continued use poses an "unreasonable risk" of injury to public health and the
environment. If the answer is yes the agency must adopt a regulatory response that eliminates that
unreasonable risk. In August of 2017 the agency published two "framework" rules—the Prioritization
Rule and the Risk Evaluation Rule—that lay out the process the agency will use in determining which
of the chemicals in its database will be subjected to a risk assessment and how that risk assessment
will proceed.

The new Act also required EPA to select the first 10 chemicals that will go through the risk
assessment process thereby skipping the Prioritization Rule. It published the list of those ten
chemicals, as required, in December 2016. In June 2017, again as required, it published the initial
"scope" of the risk assessments for each of the 10 chemicals laying out the uses for the chemical that
EPA would evaluate in performing the assessment, as well as the procedures it will use in the
evaluation [EPA Releases Risk Evaluation Scope Documents for First Ten Chemicals under
New TSCA Law2) , July 12, 2017].

At the time EPA announced that these initial scoping documents were produced under a short
deadline and that the agency would publish more detailed "problem formulation documents" based in
part on comments received on the initial documents. It is these documents that the agency has just
released.

Along with the formulation documents for each of the ten chemicals, EPA has also issued a 15 page
"preliminary" response3)  addressing "cross cutting public comments" applicable to issues impacting
all ten chemicals. Among the subjects discussed are comments regarding the "conditions of use"
under which the chemicals will be evaluated. In its response EPA notes that it will not necessarily
evaluate all of the activities involving the presence of the chemical. Instead, notes the agency, it will
"focus on uses for which manufacturing, processing, or distribution in commerce is intended, known to



be occurring, or reasonably foreseen to occur (i.e., is prospective or ongoing), and consequently does
not generally intend to evaluate the risks associated with legacy uses, associated disposal, and
legacy disposal."

EPA's position on this issue is not new. The agency applied this same limitation in adopting its
Prioritization and Risk Evaluation Rules4)  last August. Those two rules are currently the subject of
a Ninth Circuit appeal brought by a coalition of environmental groups, who argue that 2016 Act
requires EPA to undertake a "holistic" assessment of each chemical that includes such areas as the
continuing impact of legacy uses.

What is new is that the dispute over what is required in a risk assessment has caught the attention of
the New York Times. In a front page story on June 8 the Times discussed5)  the release of the "1500
pages of documents" that presumably refers to the EPA's problem formulation documents. The Times
article quotes environmental groups and Senators who worked on the 2016 legislation as complaining
that EPA is ignoring the law’s intent to require the agency to do a "comprehensive" analysis of risk.

The Product Formulation Document for each of the ten chemicals can be found at the following links:

• Asbestos6)

• 1-Bromopropane7)

• Carbon Tetrachloride8)

• 1, 4 Dioxane9)

• Cyclic Aliphatic Bromide Cluster (HBCD)10)

• Methylene Chloride11)

• N-Methylpyrrolidone12)

• Perchloroethylene13)

• Pigment Violet 2914)

• Trichloroethylene15)

Interested parties will have an opportunity to provide comments on each of the documents within 45
days after their publication in the Federal Register.

Asbestos16)  SNUR

In addition to the product formulation documents themselves EPA is proposing a significant new use
rule (SNUR) that will prevent new uses of asbestos17) . The agency notes that this is the first such
action on asbestos ever proposed. The inability of EPA under the previous version of TSCA to act
against asbestos, despite its known risk, was one of the reasons cited for the 2016 amendments.
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