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40 CFR Ch. I (7–1–03 Edition)§ 716.1

Subpart A—General Provisions

§ 716.1 Scope and compliance. 

(a) This subpart sets forth require-
ments for the submission of lists and 
copies of health and safety studies on 
chemical substances and mixtures se-
lected for priority consideration for 
testing rules under section 4(a) of the 
Toxic Substances Control Act (TSCA) 
and on other chemical substances and 
mixtures for which EPA requires 
health and safety information in ful-
filling the purposes of TSCA. 

(b) Section 15(3) of TSCA makes it 
unlawful for any person to fail or 
refuse to submit information required 
under this subpart. Section 16 provides 
that a violation of section 15 renders a 
person liable to the United States for a 
civil penalty and possible criminal 
prosecution. Under section 17, the dis-
trict courts of the United States have 
jurisdiction to restrain any violation of 
section 15.

§ 716.3 Definitions. 

The definitions in section 3 of TSCA 
apply to this subpart. In addition, the 
following definitions are provided for 
the purposes of this subpart: 

Byproduct means a chemical sub-
stance produced without a separate 
commercial intent during the manufac-
ture, processing, use, or disposal of an-
other chemical substance(s) or mix-
ture(s). 

Co-product means a chemical sub-
stance produced for a commercial pur-
pose during the manufacture, proc-
essing, use, or disposal of another 
chemical substance(s) or mixture(s). 

Copy of study means the written pres-
entation of the purpose and method-
ology of a study and its results. 

EPA means the United States Envi-
ronmental Protection Agency. 

Health and safety study or study 
means any study of any effect of a 
chemical substance or mixture on 
health or the environment or on both, 
including underlying data and epide-
miological studies, studies of occupa-
tional exposure to a chemical sub-
stance or mixture, toxicological, clin-
ical, and ecological or other studies of 
a chemical substance or mixture, and 
any test performed under TSCA. 

(1) It is intended that the term health 
and safety study be interpreted broadly. 
Not only is information which arises as 
a result of a formal, disciplined study 
included, but other information relat-
ing to the effects of a chemical sub-
stance or mixture on health or the en-
vironment is also included. Any data 
that bear on the effects of a chemical 
substance on health or the environ-
ment would be included. Chemical 
identity is part of, or underlying data 
to, a health and safety study. 

(2) Examples are: 
(i) Long- and short-term tests of mu-

tagenicity, carcinogenicity, or tera-
togenicity; data on behavioral dis-
orders; dermatoxicity; pharmacological 
effects; mammalian absorption, dis-
tribution, metabolism, and excretion; 
cumulative, additive, and synergistic 
effects; and acute, subchronic, and 
chronic effects. 

(ii) Tests for ecological or other envi-
ronmental effects on invertebrates, 
fish, or other animals, and plants, in-
cluding: Acute toxicity tests, chronic 
toxicity tests, critical life-stage tests, 
behavioral tests, algal growth tests, 
seed germination tests, plant growth or 
damage tests, microbial function tests, 
bioconcentration or bioaccumulation 
tests, and model ecosystem (micro-
cosm) studies. 

(iii) Assessments of human and envi-
ronmental exposure, including work-
place exposure, and impacts of a par-
ticular chemical substance or mixture 
on the environment, including surveys, 
tests, and studies of: Biological, photo-
chemical, and chemical degradation; 
structure/activity relationships; air, 
water, and soil transport; biomagnifi-
cation and bioconcentration; and 
chemical and physical properties, e.g., 
boiling point, vapor pressure, evapo-
ration rates from soil and water, octa-
nol/water partition coefficient, and 
water solubility. 

(iv) Monitoring data, when they have 
been aggregated and analyzed to meas-
ure the exposure of humans or the en-
vironment to a chemical substance or 
mixture. 

Import means to import for commer-
cial purposes. 
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