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PART ONE
ow much do you know about the changes to the
Toxic Substances Control Act (TSCA)? Volumes
of information are available, most of it by the
U.S. EPA, but it can be a time-consuming venture to
synthesize all the material. This is Part 1 of a multi-part
series on TSCA.
The revised regulations for toxic substances control
are found in Chapter 53 of Title 15, and the text of the
new requirements is in Subchapter I, “Control of Toxic
Substances.”
15 CFR 53 Part 2601(a) explains the focus of Subchapter I, “Control of Toxic Substances,” is on chemical substances and mixtures that are manufactured, processed,
distributed in commerce, used or disposed, and which
“may present an unreasonable risk of injury to health or
the environment.”
Unreasonable is the key word here, and it is not defined. All the regulation says is that the administrator (of
the U.S. EPA) will determine whether a chemical poses
an unreasonable risk based on scientific information or
testing. In Part 2603(b), it expounds upon what could be
considered an unreasonable risk: health and environmental effects including carcinogenesis, mutagenesis,
teratogenesis, behavioral disorders, cumulative or syner-

gistic effects, and any other effect that could present an
unreasonable risk of injury to health or the environment.
By this definition, were you to bottle sunlight as a new
product, it could easily constitute an unreasonable risk,
due to the ultraviolet radiation and potential for cancer.
This regulation puts into policy a requirement for the
development of adequate information about the health
and environmental effects of chemical substances and
mixtures, and places the responsibility for developing
this information on the manufacturers and processors
of chemical substances and mixtures per 15 CFR 53 Part
2601 (b)(1).
The key word in this section is adequate. Who decides
whether the information provided by a manufacturer is
adequate? How do they think manufacturers and distributors will find the funding, technical specialists and
content experts to develop this information? Many manufacturers are still not in compliance with the 29 CFR
1910 Part 1200 Hazard Communication requirements;
many safety data sheets (SDS) in circulation today do
not meet the requirements or intent of the standard.
The EPA administrator is responsible for considering
the environmental, economic and social impacts of actions associated with TSCA. This is a strange statement,
and puts the administrator and the EPA in an unenvi-
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Does this mean the U.S. EPA is encouraging and will
The last two points are especially worrisome for the
support citizen science? How will the submitted studies
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Morgan M. Bliss, CIH, is an assistant professor in the Safety and
reasonable, consistent with, and relevant for the intendHealth Management Department at Central Washington University.
ed use of the information.
She is the content coordinator for ASSE’s Industrial Hygiene Prac•The data, assumptions, methods, quality assurance
tice Specialty.
and analyses employed must be documented and will
be evaluated for clarity and completeness.
•The variability and uncertainty of the procedures,
measures, methods, protocols, methodologies or models
will be evaluated and characterized.
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PART TWO
ontinuing the series on TSCA and exposure assessment, this article addresses the testing requirements for chemical substances. This is Part 2
of a multi-part series on TSCA.
15 CFR 53 Part 2603(a) explains the testing requirements. This is best explained in a graphic:
If a chemical fits the requirements explained in the
image above, the Administrator (of the U.S. Environmental Protection Agency) will call for testing to be
conducted on the substance or mixture. The testing must
show whether the manufacture, distribution, processing, use or disposal (or any combination of these activities) does or does not present an unreasonable risk of
injury to health or the environment.
FIGURE 1

TSCA Testing

The administrator can also require the development
of new information relating to a chemical substance or
mixture. It is at the EPA administrator’s discretion to establish the priority (either high-priority or low-priority)
of the substance or mixture. This prioritization is established to rank substances or mixtures for risk evaluation
by the EPA.
A high-priority substance is one that presents an
unreasonable risk of injury to health or the environment
because of a potential hazard or a potential route of
exposure under normal conditions of use. However, the
definition for high-priority substance has more worrisome language. The administrator can conclude that a
substance is a high-priority substance without consideration of costs or other non-risk factors, and the Administrator decides which potentially exposed or susceptible
subpopulation is relevant in determining whether the
substance poses an unreasonable risk.
A low-priority substance is anything that the administrator deems not to be a high-priority substance, based
on information sufficient to establish this designation,
without consideration of costs or other non-risk factors.
“Information sufficient to establish” is not defined.
If the administrator requires the development of new
information, the administrator must write a statement
of need. This statement must include: 1) the need for the
new information; 2) how information reasonably available to the Administrator was used to inform the decision; 3) explanation of any decision requiring the use of
vertebrate animals for testing; and 4) why the issuance
of an order is warranted rather than promulgating a rule
or entering into a consent agreement.
One big issue here is “information reasonably available” to the administrator. How is this to be decided?
What constitutes reasonably available? How substantial of a data
search or literature review is this?
Any rule, order, or consent agreement must include the following
basic information:
•identification of the chemical
substance or mixture;
•protocols and methodologies for
the development of information for
each substance or mixture;
•a specified time period (which
may not be of unreasonable duration) where the person(s) required to
conduct the testing must report the
information to the administrator.
It also states the administrator’s
considerations for testing must
include the relative costs of test protocols and methodologies, as well
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•extent to which human beings are or will be exand personnel needed to perform the testing. This may
posed to the substance
•extent to which the substance is closely related to
require the person(s) or facility to submit preliminary
another chemical substance which is known to present an
information to the administrator.
unreasonable risk of injury to health
In Part One, I discussed the
or the environment;
health and environmental effects
•extent to which testing of the
that would necessitate development
substance may result in the developof information—carcinogenesis, mument of information upon which the
tagenesis, teratogenesis, behavioral
effects of the substance on health or
disorders, cumulative or synergistic
the environment can reasonably be
effects, and any other effect that
determined.
may present an unreasonable risk of
•reasonably foreseeable availinjury to health or the environment.
ability of facilities and personnel for
The regulation also calls out
performing testing on the substance.
specific characteristics of chemicals
The delineation of “individuor substances that would require
als” who are or will be exposed in
development of information, such as
The inclusion of
place of employment versus
persistence, acute toxicity, subacute
“any other characteristic” their
“human beings” is unintentionally
toxicity, chronic toxicity and any
that may present an
funny, as if individuals who work
other characteristic that may present
are somehow separate from the rest
such a risk.
unreasonable risk is
of humanity.
The inclusion of “any other
nonspecific and will
The regulation requires a commitcharacteristic” that may present an
unreasonable risk is nonspecific
likely present confusion tee to be established to make recommendations to the administrator
and will likely present confusion
for manufacturers in
regarding priority substances. The
for manufacturers in evaluating the
evaluating the risks of
committee must give priority attenrisks of their substances or mixtures.
tion, per the regulation, to substances
Protocols and methodologies that
their substances
and mixtures that are carcinogens,
may be prescribed by the Adminisor mixtures.
mutagens or teratogens. If the admintrator include epidemiologic studies,
istrator receives information about a
serial or tiered testing, in vitro tests
substance that concludes the substance presents a signifiand whole animal tests. The regulation notes: “before
cant risk of serious or widespread harm to human beings,
prescribing epidemiologic studies of employees, the administrator shall consult with the director of the National the administrator has 180 days to initiate “applicable action” to “prevent or reduce to a sufficient extent such risk.”
Institute for Occupational Safety and Health” (NIOSH).
Something interesting in the testing section is the reThis proposed practice may lead to privacy concerns for
quirement to reduce testing on vertebrates, and to use alteremployees who may be required to participate in the
native testing methods whenever feasible. This can include:
epidemiological studies.
•computational toxicology and bioinformatics;
A strange phrase in the regulation can be found in
•high throughput screening methods;
Part 2603(b)(2)(B), where it states that “from time to time,
•testing of categories of chemical substances;
but not less than once each 12 months,” the administra•tiered testing methods;
tor must review any protocols or methodologies devel•in vitro studies;
oped in response to a rule, order, or consent agreement
•systems biology;
for adequacy (emphasis added). Again, the definition of
•other new or revised methods identified by validaadequate is not provided.
tion bodies.
When creating the priority list, the administrator
In the next article in this series, I will review the
must consider at least the following information:
•quantities of the substance that are or will be manu- manufacturing section, including the requirement for
“protection against unreasonable risks” per TSCA. n
factured;
•quantities of the substance that are or will enter the
Morgan M. Bliss, CIH, is an assistant professor in the Safety and
environment;
Health Management Department at Central Washington University.
•number of individuals who are or will be exposed
to the substance in their place of employment, including She is the content coordinator for ASSE’s Industrial Hygiene Practice
Specialty.
the duration of such exposure;
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