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SEC. 2. FINDINGS, POLICY, AND INTENT.

(a) FINDINGS.—The Congress finds that—

(1) human beings and the environment are being exposed
each year to a large number of chemical substances and mix-
tures.

(2) among the many chemical substances and mixtures
which are constantly being developed and produced, there are
some whose manufacture, processing, distribution in com-
merce, use, or disposal may present an unreasonable risk of in-
jury to health or the environment; and

(3) the effective regulation of interstate commerce in such
chemical substances and mixtures also necessitates the regula-
tion of intrastate commerce in such chemical substances and
mixtures.

(b) PoLicYy.—It is the policy of the United States that—

(1) adequate data should be developed with respect to the
effect of chemical substances and mixtures on health and the
environment and that the development of such data should be
the responsibility of those who manufacture and those who
process such chemical substances and mixtures;

(2) adequate authority should exist to regulate chemical
substances and mixtures which present an unreasonable risk
of injury to health or the environment, and to take action with
respect to chemical substances and mixtures which are immi-
nent hazards; and

(3) authority over chemical substances and mixtures
should be exercised in such a manner as not to impede unduly
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or create unnecessary economic barriers to technological inno-

vation while fulfilling the primary purpose of this Act to assure

that such innovation and commerce in such chemical sub-
stances and mixtures do not present an unreasonable risk of
injury to health or the environment.

(c) INTENT OF CONGRESS.—It is the intent of Congress that the
Administrator shall carry out this Act in a reasonable and prudent
manner, and that the Administrator shall consider the environ-
mental, economic, and social impact of any action the Adminis-
trator takes or proposes to take under this Act.

[15 U.S.C. 2601]

SEC. 3. DEFINITIONS.

As used in this Act:

(1) The?! term “Administrator” means the Administrator of the
Environmental Protection Agency.

(2)(A) Except as provided in subparagraph (B), the term “chem-
ical substance” means any organic or inorganic substance of a par-
ticular molecular identity, including—

(i) any combination of such substances occurring in whole
or in part as a result of a chemical reaction or occurring in na-
ture, and

(ii) any element or uncombined radical.

(B) Such term does not include—

(i) any mixture,

(i) any pesticide (as defined in the Federal Insecticide,
Fungicide, and Rodenticide Act) when manufactured, proc-
essed, or distributed in commerce for use as a pesticide,

(iii) tobacco or any tobacco product,

(iv) any source material, special nuclear material, or by-
product material (as such terms are defined in the Atomic En-
ergy Act of 1954 and regulations issued under such Act),

(v) any article the sale of which is subject to the tax im-
posed by section 4181 of the Internal Revenue Code of 1954
(determined without regard to any exemptions from such tax
provided by section 4182 or 4221 or any other provision of such
Code), and

(vi) any food, food additive, drug, cosmetic, or device (as
such terms are defined in section 201 of the Federal Food,
Drug, and Cosmetic Act) when manufactured, processed, or
distributed in commerce for use as a food, food additive, drug,
cosmetic, or device.

The term “food” as used in clause (vi) of this subparagraph includes
poultry and poultry products (as defined in sections 4(e) and 4(f)
of the Poultry Products Inspection Act), meat and meat food prod-
ucts (as defined in section 1(j) of the Federal Meat Inspection Act),
and eggs and egg products (as defined in section 4 of the Egg Prod-
ucts Inspection Act).

(3) The term “commerce” means trade, traffic, transportation,
or other commerce (A) between a place in a State and any place
outside of such State, or (B) which affects trade, traffic, transpor-
tation, or commerce described in clause (A).

1In Public Law 94-469, which enacted this section, the word “the” was lower case. “The” has
been shown capitalized to reflect the probable intent of Congress.



Q\COMP\ENVIR2\TSCA

February 24, 2004

Sec. 3 TOXIC SUBSTANCES CONTROL ACT 192

(4) The terms “distribute in commerce” and “distribution in
commerce” when used to describe an action taken with respect to
a chemical substance or mixture or article containing a substance
or mixture mean to sell, or the sale of, the substance, mixture, or
article in commerce; to introduce or deliver for introduction into
commerce, or the introduction or delivery for introduction into com-
merce of, the substance, mixture, or article; or to hold, or the hold-
ing of, the substance, mixture, or article after its introduction into
commerce.

(5) The term “environment” includes water, air, and land and
the interrelationship which exists among and between water, air,
and land and all living things.

(6) The term “health and safety study” means any study of any
effect of a chemical substance or mixture on health or the environ-
ment or on both, including underlying data and epidemiological
studies, studies of occupational exposure to a chemical substance or
mixture, toxicological, clinical, and ecological studies of a chemical
substance or mixture, and any test performed pursuant to this Act.

(7) The term “manufacture” means to import into the customs
territory of the United States (as defined in general note 2 of the
Harmonized Tariff Schedules of the United States), produce, or
manufacture.

(8) The term “mixture” means any combination of two or more
chemical substances if the combination does not occur in nature
and is not, in whole or in part, the result of a chemical reaction;
except that such term does include any combination which occurs,
in whole or in part, as a result of a chemical reaction if none of
the chemical substances comprising the combination is a new
chemical substance and if the combination could have been manu-
factured for commercial purposes without a chemical reaction at
the time the chemical substances comprising the combination were
combined.

(9) The term “new chemical substance” means any chemical
substance which is not included in the chemical substance list com-
piled and published under section 8(b).

(10) The term “process” means the preparation of a chemical
substance or mixture, after its manufacture, for distribution in
commerce—

(A) in the same form or physical state as, or in a different
form or physical state from, that in which it was received by
the person so preparing such substance or mixture, or

(B) as part of an article containing the chemical substance
or mixture.

(11) The term “processor” means any person who processes a
chemical substance or mixture.

(12) The term “standards for the development of test data”
means a prescription of—

(A) the—

(1) health and environmental effects, and

(i1) information relating to toxicity, persistence, and
other characteristics which affect health and the environ-
ment,
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for which test data for a chemical substance or mixture are to
be developed and any analysis that is to be performed on such
data, and
(B) to the extent necessary to assure that data respecting
such effects and characteristics are reliable and adequate—
(i) the manner in which such data are to be developed,
(i) the specification of any test protocol or method-
ology to be employed in the development of such data, and
(iii) such other requirements as are necessary to pro-
vide such assurance.

(13) The term “State” means any State of the United States,
the District of Columbia, the Commonwealth of Puerto Rico, the
Virgin Islands, Guam, the Canal Zone, American Samoa, the
Northern Mariana Islands, or any other territory or possession of
the United States.

(14) The term “United States”, when used in the geographic
sense, means all of the States.

[15 U.S.C. 2602]

SEC. 4. TESTING OF CHEMICAL SUBSTANCES AND MIXTURES.
(a) TESTING REQUIREMENTS.—If the Administrator finds that—

(1)(A){) the manufacture, distribution in commerce, proc-
essing, use, or disposal of a chemical substance or mixture, or
that any combination of such activities, may present an unrea-
sonable risk of injury to health or the environment,

(i1) there are insufficient data and experience upon which
the effects of such manufacture, distribution in commerce,
processing, use, or disposal of such substance or mixture or of
any combination of such activities on health or the environ-
ment can reasonably be determined or predicted, and

(ii1) testing of such substance or mixture with respect to
such effects is necessary to develop such data; or

(B)(i) a chemical substance or mixture is or will be pro-
duced in substantial quantities, and (I) it enters or may rea-
sonably be anticipated to enter the environment in substantial
quantities or (II) there is or may be significant or substantial
human exposure to such substance or mixture,

(i1) there are insufficient data and experience upon which
the effects of the manufacture, distribution in commerce, proc-
essing, use, or disposal of such substance or mixture or of any
combination of such activities on health or the environment
can reasonably be determined or predicted, and

(ii1) testing of such substance or mixture with respect to
such effects is necessary to develop such data; and

(2) in the case of a mixture, the effects which the mixture’s
manufacture, distribution in commerce, processing, use, or dis-
posal or any combination of such activities may have on health
or the environment may not be reasonably and more efficiently
determined or predicted by testing the chemical substances
which comprise the mixture;

the Administrator shall by rule require that testing be conducted
on such substance or mixture to develop data with respect to the
health and environmental effects for which there is an insufficiency
of data and experience and which are relevant to a determination
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that the manufacture, distribution in commerce, processing, use, or
disposal of such substance or mixture, or that any combination of
such activities, does or does not present an unreasonable risk of in-
jury to health or the environment.

(b)(1) TESTING REQUIREMENT RULE.—A rule under subsection
(a) shall include—

(A) identification of the chemical substance or mixture for
which testing is required under the rule,

(B) standards for the development of test data for such
substance or mixture, and

(C) with respect to chemical substances which are not new
chemical substances and to mixtures, a specification of the pe-
riod (which period may not be of unreasonable duration) within
which the persons required to conduct the testing shall submit
to the Administrator data developed in accordance with the

standards referred to in subparagraph (B).

In determining the standards and period to be included, pursuant
to subparagraphs (B) and (C), in a rule under subsection (a), the
Administrator’s considerations shall include the relative costs of
the various test protocols and methodologies which may be re-
quired under the rule and the reasonably foreseeable availability of
the facilities and personnel needed to perform the testing required
under the rule. Any such rule may require the submission to the
Administrator of preliminary data during the period prescribed
under subparagraph (C).

(2)(A) The health and environmental effects for which stand-
ards for the development of test data may be prescribed include
carcinogenesis, mutagenesis, teratogenesis, behavioral disorders,
cumulative or synergistic effects, and any other effect which may
present an unreasonable risk of injury to health or the environ-
ment. The characteristics of chemical substances and mixtures for
which such standards may be prescribed include persistence, acute
toxicity, subacute toxicity, chronic toxicity, and any other char-
acteristic which may present such a risk. The methodologies that
may be prescribed in such standards include epidemiologic studies,
serial or hierarchical tests, in vitro tests, and whole animal tests,
except that before prescribing epidemiologic studies of employees,
the Administrator shall consult with the Director of the National
Institute for Occupational Safety and Health.

(B) From time to time, but not less than once each 12 months,
the Administrator shall review the adequacy of the standards for
development of data prescribed in rules under subsection (a) and
shall, if necessary, institute proceedings to make appropriate revi-
sions of such standards.

(83)(A) A rule under subsection (a) respecting a chemical sub-
stance or mixture shall require the persons described in subpara-
graph (B) to conduct tests and submit data to the Administrator on
such substance or mixture, except that the Administrator may per-
mit two or more of such persons to designate one such person or
a qualified third party to conduct such tests and submit such data
on behalf of the persons making the designation.

(B) The following persons shall be required to conduct tests
and submit data on a chemical substance or mixture subject to a
rule under subsection (a):
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(i) Each person who manufactures or intends to manufac-
ture such substance or mixture if the Administrator makes a
finding described in subsection (a)(1)(A)(ii) or (a)(1)(B)(ii) with
respect to the manufacture of such substance or mixture.

(i1)) Each person who processes or intends to process such
substance or mixture if the Administrator makes a finding de-
scribed in subsection (a)(1)(A)3i) or (a)(1)(B)(ii) with respect to
the processing of such substance or mixture.

(iii) Each person who manufactures or processes or intends
to manufacture or process such substance or mixture if the Ad-
ministrator makes a finding described in subsection (a)(1)(A)(@ii)
or (a)(1)(B)(ii) with respect to the distribution in commerce,
use, or disposal of such substance or mixture.

(4) Any rule under subsection (a) requiring the testing of and
submission of data for a particular chemical substance or mixture
shall expire at the end of the reimbursement period (as defined in
subsection (c)(3)(B)) which is applicable to test data for such sub-
stance or mixture unless the Administrator repeals the rule before
such date; and a rule under subsection (a) requiring the testing of
and submission of data for a category of chemical substances or
mixtures shall expire with respect to a chemical substance or mix-
ture included in the category at the end of the reimbursement pe-
riod (as so defined) which is applicable to test data for such sub-
stance or mixture unless the Administrator before such date re-
peals the application of the rule to such substance or mixture or
repeals the rule.

(5) Rules issued under subsection (a) (and any substantive
amendment thereto or repeal thereof) shall be promulgated pursu-
ant to section 553 of title 5, United States Code, except that (A)
the Administrator shall give interested persons an opportunity for
the oral presentation of data, views, or arguments, in addition to
an opportunity to make written submission; (B) a transcript shall
be made of any oral presentation; and (C) the Administrator shall
make and publish with the rule the findings described in para-
graph (1)(A) or (1)(B) of subsection (a) and, in the case of a rule
respecting a mixture, the finding described in paragraph (2) of such
subsection.

(¢) EXEMPTION.—(1) Any person required by a rule under sub-
section (a) to conduct tests and submit data on a chemical sub-
stance or mixture may apply to the Administrator (in such form
and manner as the Administrator shall prescribe) for an exemption
from such requirement.

(2) If, upon receipt of an application under paragraph (1), the
Administrator determines that—

(A) the chemical substance or mixture with respect to
which such application was submitted is equivalent to a chem-
ical substance or mixture for which data has been submitted
to the Administrator in accordance with a rule under sub-
section (a) or for which data is being developed pursuant to
such a rule, and

(B) submission of data by the applicant on such substance
or mixture would be duplicative of data which has been sub-
mitted to the Administrator in accordance with such rule or
which is being developed pursuant to such rule,
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the Administrator shall exempt, in accordance with paragraph (3)
or (4), the applicant from conducting tests and submitting data on
such substance or mixture under the rule with respect to which
such application was submitted.

(3)(A) If the exemption under paragraph (2) of any person from
the requirement to conduct tests and submit test data on a chem-
ical substance or mixture is granted on the basis of the existence
of previously submitted test data and if such exemption is granted
during the reimbursement period for such test data (as prescribed
by subparagraph (B)), then (unless such person and the persons re-
ferred to in clauses (i) and (ii) agree on the amount and method
of reimbursement) the Administrator shall order the person grant-
ed the exemption to provide fair and equitable reimbursement (in
an amount determined under rules of the Administrator)—

(i) to the person who previously submitted such test data,
for a portion of the costs incurred by such person in complying
with the requirement to submit such data, and

(i) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a
portion of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (ii) for
costs incurred with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General
and the Federal Trade Commission, consider all relevant factors,
including the effect on the competitive position of the person re-
quired to provide reimbursement in relation to the person to be re-
imbursed and the share of the market for such substance or mix-
ture of the person required to provide reimbursement in relation to
the share of such market of the persons to be reimbursed. An order
under this subparagraph shall, for purposes of judicial review, be
considered final agency action.

(B) For purposes of subparagraph (A), the reimbursement pe-
riod (flor any test data for a chemical substance or mixture is a
period—

(i) beginning on the date such data is submitted in accord-
ance with a rule promulgated under subsection (a), and

(i) ending—

(I) five years after the date referred to in clause (i), or

(IT) at the expiration of a period which begins on the
date referred to in clause (i) and which is equal to the pe-
riod which the Administrator determines was necessary to
develop such data,

whichever is later.

(4)(A) If the exemption under paragraph (2) of any person from
the requirement to conduct tests and submit test data on a chem-
ical substance or mixture is granted on the basis of the fact that
test data is being developed by one or more persons pursuant to a
rule promulgated under subsection (a), then (unless such person
and the persons referred to in clauses (i) and (ii) agree on the
amount and method of reimbursement) the Administrator shall
order the person granted the exemption to provide fair and equi-
table reimbursement (in an amount determined under rules of the
Administrator)—
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(i) to each such person who is developing such test data,
for a portion of the costs incurred by each such person in com-
plying with such rule, and

(i1) to any other person who has been required under this
subparagraph to contribute with respect to the costs of com-
plying with such rule, for a portion of the amount such person
was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (ii) for
costs incurred with respect to a chemical substance or mixture, the
Administrator shall, after consultation with the Attorney General
and the Federal Trade Commission, consider the factors described
in the second sentence of paragraph (3)(A). An order under this
subparagraph shall, for purposes of judicial review, be considered
final agency action.

(B) If any exemption is granted under paragraph (2) on the
basis of the fact that one or more persons are developing test data
pursuant to a rule promulgated under subsection (a) and if after
such exemption is granted the Administrator determines that no
such person has complied with such rule, the Administrator shall
(i) after providing written notice to the person who holds such ex-
emption and an opportunity for a hearing, by order terminate such
exemption, and (11) notify in writing such person of the require-
n(lients of the rule with respect to which such exemption was grant-
ed.

(d) NoTicE.—Upon the receipt of any test data pursuant to a
rule under subsection (a), the Administrator shall publish a notice
of the receipt of such data in the Federal Register within 15 days
of its receipt. Subject to section 14, each such notice shall (1) iden-
tify the chemical substance or mixture for which data have been re-
ceived; (2) list the uses or intended uses of such substance or mix-
ture and the information required by the applicable standards for
the development of test data; and (3) describe the nature of the test
data developed. Except as otherwise provided in section 14, such
data shall be made available by the Administrator for examination
by any person.

(e) PrRIORITY LiST.—(1)(A) There is established a committee to
make recommendations to the Administrator respecting the chem-
ical substances and mixtures to which the Administrator should
give priority consideration for the promulgation of a rule under
subsection (a). In making such a recommendation with respect to
any chemical substance or mixture, the committee shall consider
all relevant factors, including—

(i) the quantities in which the substance or mixture is or
will be manufactured,

(ii) the quantities in which the substance or mixture enters
or will enter the environment,

(iii) the number of individuals who are or will be exposed
to the substance or mixture in their places of employment and
the duration of such exposure,

(iv) the extent to which human beings are or will be ex-
posed to the substance or mixture,

(v) the extent to which the substance or mixture is closely
related to a chemical substance or mixture which is known to
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present an unreasonable risk of injury to health or the environ-

ment,

(vi) the existence of data concerning the effects of the sub-
stance or mixture on health or the environment,

(vii) the extent to which testing of the substance or mix-
ture may result in the development of data upon which the ef-
fects of the substance or mixture on health or the environment
can reasonably be determined or predicted, and

(viii) the reasonably foreseeable availability of facilities
and personnel for performing testing on the substance or mix-
ture.

The recommendations of the committee shall be in the form of a
list of chemical substances and mixtures which shall be set forth,
either by individual substance or mixture or by groups of sub-
stances or mixtures, in the order in which the committee deter-
mines the Administrator should take action under subsection (a)
with respect to the substances and mixtures. In establishing such
list, the committee shall give priority attention to those chemical
substances and mixtures which are known to cause or contribute
to or which are suspected of causing or contributing to cancer, gene
mutations, or birth defects. The committee shall designate chemical
substances and mixtures on the list with respect to which the com-
mittee determines the Administrator should, within 12 months of
the date on which such substances and mixtures are first des-
ignated, initiate a proceeding under subsection (a). The total num-
ber of chemical substances and mixtures on the list which are des-
ignated under the preceding sentence may not, at any time, exceed
50.

(B) As soon as practicable but not later than nine months after
the effective date of this Act, the committee shall publish in the
Federal Register and transmit to the Administrator the list and
designations required by subparagraph (A) together with the rea-
sons for the committee’s inclusion of each chemical substance or
mixture on the list. At least every six months after the date of the
transmission to the Administrator of the list pursuant to the
preceeding ! sentence, the committee shall make such revisions in
the list as it determines to be necessary and shall transmit them
to the Administrator together with the committee’s reasons for the
revisions. Upon receipt of any such revision, the Administrator
shall publish in the Federal Register the list with such revision,
the reasons for such revision, and the designations made under
subparagraph (A). The Administrator shall provide reasonable op-
portunity to any interested person to file with the Administrator
written comments on the committee’s list, any revision of such list
by the committee, and designations made by the committee, and
shall make such comments available to the public. Within the 12-
month period beginning on the date of the first inclusion on the list
of a chemical substance or mixture designated by the committee
under subparagraph (A) the Administrator shall with respect to
such chemical substance or mixture either initiate a rulemaking
proceeding under subsection (a) or if such a proceeding is not initi-

1S0 in law. Probably should be “preceding”.
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ated within such period, publish in the Federal Register the Ad-
ministrator’s reason for not initiating such a proceeding.

(2)(A) The committee established by paragraph (1)(A) shall con-
sist of eight members as follows:

(i) One member appointed by the Administrator from the
Environmental Protection Agency.

(i1)) One member appointed by the Secretary of Labor from
officers or employees of the Department of Labor engaged in
the Secretary’s activities under the Occupational Safety and
Health Act of 1970.

(iii) One member appointed by the Chairman of the Coun-
cil on Environmental Quality from the Council or its officers or
employees.

(iv) One member appointed by the Director of the National
Institute for Occupational Safety and Health from officers or
employees of the Institute.

(v) One member appointed by the Director of the National
Institute of Environmental Health Sciences from officers or
employees of the Institute.

(vi) One member appointed by the Director of the National
Cancer Institute from officers or employees of the Institute.

(vii) One member appointed by the Director of the Na-
tional Science Foundation from officers or employees of the
Foundation.

(viii) One member appointed by the Secretary of Com-
merce from officers or employees of the Department of Com-
merce.

(B)i) An appointed member may designate an individual to
serve on the committee on the member’s behalf. Such a designation
may be made only with the approval of the applicable appointing
authority and only if the individual is from the entity from which
the member was appointed.

(i1) No individual may serve as a member of the committee for
more than four years in the aggregate. If any member of the com-
mittee leaves the entity from which the member was appointed,
such member may not continue as a member of the committee, and
the member’s position shall be considered to be vacant. A vacancy
in the committee shall be filled in the same manner in which the
original appointment was made.

(iii) Initial appointments to the committee shall be made not
later than the 60th day after the effective date of this Act. Not
later than the 90th day after such date the members of the com-
mittee shall hold a meeting for the selection of a chairperson from
among their number.

(C)d) No member of the committee, or designee of such mem-
ber, shall accept employment or compensation from any person
subject to any requirement of this Act or of any rule promulgated
or order issued thereunder, for a period of at least 12 months after
termination of service on the committee.

(i1) No person, while serving as a member of the committee, or
designee of such member, may own any stocks or bonds, or have
any pecuniary interest, of substantial value in any person engaged
in the manufacture, processing, or distribution in commerce of any
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chemical substance or mixture subject to any requirement of this
Act or of any rule promulgated or order issued thereunder.

(ii1)) The Administrator, acting through attorneys of the Envi-
ronmental Protection Agency, or the Attorney General may bring
an action in the appropriate district court of the United States to
restrain any violation of this subparagraph.

(D) The Administrator shall provide the committee such ad-
ministrative support services as may be necessary to enable the
committee to carry out its function under this subsection.

(f) REQUIRED ACTIONS.—Upon the receipt of—

(1) any test data required to be submitted under this Act,

or

(2) any other information available to the Administrator,
which indicates to the Administrator that there may be a reason-
able basis to conclude that a chemical substance or mixture pre-
sents or will present a significant risk of serious or widespread
harm to human beings from cancer, gene mutations, or birth de-
fects, the Administrator shall, within the 180-day period beginning
on the date of the receipt of such data or information, initiate ap-
propriate action under section 5, 6, or 7 to prevent or reduce to a
sufficient extent such risk or publish in the Federal Register a find-
ing that such risk is not unreasonable. For good cause shown the
Administrator may extend such period for an additional period of
not more than 90 days. The Administrator shall publish in the Fed-
eral Register notice of any such extension and the reasons therefor.
A finding by the Administrator that a risk is not unreasonable
shall be considered agency action for purposes of judicial review
under chapter 7 of title 5, United States Code. This subsection
shall not take effect until two years after the effective date of this
Act.

(g) PETITION FOR STANDARDS FOR THE DEVELOPMENT OF TEST
DATA.—A person intending to manufacture or process a chemical
substance for which notice is required under section 5(a) and who
is not required under a rule under subsection (a) to conduct tests
and submit data on such substance may petition the Administrator
to prescribe standards for the development of test data for such
substance. The Administrator shall by order either grant or deny
any such petition within 60 days of its receipt. If the petition is
granted, the Administrator shall prescribe such standards for such
substance within 75 days of the date the petition is granted. If the
petition is denied, the Administrator shall publish, subject to sec-
tion 14, in the Federal Register the reasons for such denial.

[15 U.S.C. 2603]

SEC. 5. MANUFACTURING AND PROCESSING NOTICES.
(a) IN GENERAL.—(1) Except as provided in subsection (h), no
person may—

(A) manufacture a new chemical substance on or after the
30th day after the date on which the Administrator first pub-
lishes the list required by section 8(b), or

(B) manufacture or process any chemical substance for a
use which the Administrator has determined, in accordance
with paragraph (2), is a significant new use,
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unless such person submits to the Administrator, at least 90 days
before such manufacture or processing, a notice, in accordance with
subsection (d), of such person’s intention to manufacture or process
such substance and such person complies with any applicable re-
quirement of subsection (b).

(2) A determination by the Administrator that a use of a chem-
ical substance is a significant new use with respect to which notifi-
cation is required under paragraph (1) shall be made by a rule pro-
mulgated after a consideration of all relevant factors, including—

(A) the projected volume of manufacturing and processing
of a chemical substance,

(B) the extent to which a use changes the type or form of
exposure of human beings or the environment to a chemical
substance,

(C) the extent to which a use increases the magnitude and
duration of exposure of human beings or the environment to a
chemical substance, and

(D) the reasonably anticipated manner and methods of
manufacturing, processing, distribution in commerce, and dis-
posal of a chemical substance.

(b) SuBMISSION OF TEST DATA.—(1)(A) If (i) a person is re-
quired by subsection (a)(1) to submit a notice to the Administrator
before beginning the manufacture or processing of a chemical sub-
stance, and (ii) such person is required to submit test data for such
substance pursuant to a rule promulgated under section 4 before
the submission of such notice, such person shall submit to the Ad-
ministrator such data in accordance with such rule at the time no-
tice is submitted in accordance with subsection (a)(1).

(B) If—

(i) a person is required by subsection (a)(1) to submit a no-
tice to the Administrator, and

(i1) such person has been granted an exemption under sec-
tion 4(c) from the requirements of a rule promulgated under
section 4 before the submission of such notice,

such person may not, before the expiration of the 90-day period
which begins on the date of the submission in accordance with such
rule of the test data the submission or development of which was
the basis for the exemption, manufacture such substance if such
person is subject to subsection (a)(1)(A) or manufacture or process
such substance for a significant new use if the person is subject to
subsection (a)(1)(B).

(2)(A) If a person—

(i) is required by subsection (a)(1) to submit a notice to the
Administrator before beginning the manufacture or processing
of a chemical substance listed under paragraph (4), and

(i1) is not required by a rule promulgated under section 4
before the submission of such notice to submit test data for
such substance,

such person shall submit to the Administrator data prescribed by
subparagraph (B) at the time notice is submitted in accordance
with subsection (a)(1).

(B) Data submitted pursuant to subparagraph (A) shall be data

which the person submitting the data believes show that—



Q\COMP\ENVIR2\TSCA

February 24, 2004

Sec. 5 TOXIC SUBSTANCES CONTROL ACT 202

(i) in the case of a substance with respect to which notice
is required under subsection (a)(1)(A), the manufacture, proc-
essing, distribution in commerce, use, and disposal of the
chemical substance or any combination of such activities will
not present an unreasonable risk of injury to health or the en-
vironment, or

(i) in the case of a chemical substance with respect to
which notice is required under subsection (a)(1)(B), the in-
tended significant new use of the chemical substance will not
present an unreasonable risk of injury to health or the environ-
ment.

(3) Data submitted under paragraph (1) or (2) shall be made
available, subject to section 14, for examination by interested per-
sons.

(4)(A)(1) The Administrator may, by rule, compile and keep cur-
rent a list of chemical substances with respect to which the Admin-
istrator finds that the manufacture, processing, distribution in
commerce, use, or disposal, or any combination of such activities,
presents or may present an unreasonable risk of injury to health
or the environment.

(i1) In making a finding under clause (i) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical
substance or any combination of such activities presents or may
present an unreasonable risk of injury to health or the environ-
ment, the Administrator shall consider all relevant factors,
including—

(I) the effects of the chemical substance on health and the
magnitude of human exposure to such substance; and

(II) the effects of the chemical substance on the environ-
ment and the magnitude of environmental exposure to such
substance.

(B) The Administrator shall, in prescribing a rule under sub-
paragraph (A) which lists any chemical substance, identify those
uses, if any, which the Administrator determines, by rule under
subsection (a)(2), would constitute a significant new use of such
substance.

(C) Any rule under subparagraph (A), and any substantive
amendment or repeal of such a rule, shall be promulgated pursuant
to the procedures specified in section 553 of title 5, United States
Code, except that (1) the Administrator shall give interested per-
sons an opportunity for the oral presentation of data, views, or ar-
guments, in addition to an opportunity to make written submis-
sions, (ii) a transcript shall be kept of any oral presentation, and
(iii) the Administrator shall make and publish with the rule the
finding described in subparagraph (A).

(¢) EXTENSION OF NOTICE PERIOD.—The Administrator may for
good cause extend for additional periods (not to exceed in the ag-
gregate 90 days) the period, prescribed by subsection (a) or (b) be-
fore which the manufacturing or processing of a chemical substance
subject to such subsection may begin. Subject to section 14, such
an extension and the reasons therefor shall be published in the
Federal Register and shall constitute a final agency action subject
to judicial review.
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(d) CONTENT OF NOTICE; PUBLICATIONS IN THE FEDERAL REG-
ISTER.—(1) The notice required by subsection (a) shall include—

(A) insofar as known to the person submitting the notice
or insofar as reasonably ascertainable, the information de-
scribed in subparagraphs (A), (B), (C), (D), (F), and (G) of sec-
tion 8(a)(2), and

(B) in such form and manner as the Administrator may
prescribe, any test data in the possession or control of the per-
son giving such notice which are related to the effect of any
manufacture, processing, distribution in commerce, use, or dis-
posal of such substance or any article containing such sub-
stance, or of any combination of such activities, on health or
the environment, and

(C) a description of any other data concerning the environ-
mental and health effects of such substance, insofar as known
to the person making the notice or insofar as reasonably ascer-
tainable.

Such a notice shall be made available, subject to section 14, for ex-
amination by interested persons.

(2) Subject to section 14, not later than five days (excluding
Saturdays, Sundays and legal holidays) after the date of the receipt
of a notice under subsection (a) or of data under subsection (b), the
Administrator shall publish in the Federal Register a notice
which—

(A) identifies the chemical substance for which notice or
data has been received,;

(B) lists the uses or intended uses of such substance; and

(C) in the case of the receipt of data under subsection (b),
describes the nature of the tests performed on such substance
and any data which was developed pursuant to subsection (b)
or a rule under section 4.

A notice under this paragraph respecting a chemical substance
shall identify the chemical substance by generic class unless the
Administrator determines that more specific identification is re-
quired in the public interest.

(3) At the beginning of each month the Administrator shall
publish a list in the Federal Register of (A) each chemical sub-
stance for which notice has been received under subsection (a) and
for which the notification period prescribed by subsection (a), (b),
or (c) has not expired, and (B) each chemical substance for which
such notification period has expired since the last publication in
the Federal Register of such list.

(e) REGULATION PENDING DEVELOPMENT OF INFORMATION.—
(1)(A) If the Administrator determines that—

(i) the information available to the Administrator is insuf-
ficient to permit a reasoned evaluation of the health and envi-
ronmental effects of a chemical substance with respect to
which notice is required by subsection (a); and

(ii)(I) in the absence of sufficient information to permit the
Administrator to make such an evaluation, the manufacture,
processing, distribution in commerce, use, or disposal of such
substance, or any combination of such activities, may present
an unreasonable risk of injury to health or the environment, or
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(IT) such substance is or will be produced in substantial
quantities, and such substance either enters or may reasonably
be anticipated to enter the environment in substantial quan-
tities or there is or may be significant or substantial human
exposure to the substance,

the Administrator may issue a proposed order, to take effect on the
expiration of the notification period applicable to the manufac-
turing or processing of such substance under subsection (a), (b), or
(c), to prohibit or limit the manufacture, processing, distribution in
commerce, use, or disposal of such substance or to prohibit or limit
any combination of such activities.

(B) A proposed order may not be issued under subparagraph
(A) respecting a chemical substance (i) later than 45 days before
the expiration of the notification period applicable to the manufac-
ture or processing of such substance under subsection (a), (b), or
(), and (ii) unless the Administrator has, on or before the issuance
of the proposed order, notified, in writing, each manufacturer or
processor, as the case may be, of such substance of the determina-
tion which underlies such order.

(C) If a manufacturer or processor of a chemical substance to
be subject to a proposed order issued under subparagraph (A) files
with the Administrator (within the 30-day period beginning on the
date such manufacturer or processor received the notice required
by subparagraph (B)(ii)) objections specifying with particularity the
provisions of the order deemed objectionable and stating the
grounds therefor, the proposed order shall not take effect.

(2)(A)(1) Except as provided in clause (ii), if with respect to a
chemical substance with respect to which notice is required by sub-
section (a), the Administrator makes the determination described
in paragraph (1)(A) and if—

(I) the Administrator does not issue a proposed order
under paragraph (1) respecting such substance, or

(IT) the Administrator issues such an order respecting such
substance but such order does not take effect because objec-
tions were filed under paragraph (1)(C) with respect to it,

the Administrator, through attorneys of the Environmental Protec-
tion Agency, shall apply to the United States District Court for the
District of Columbia or the United States district court for the judi-
cial district in which the manufacturer or processor, as the case
may be, of such substance is found, resides, or transacts business
for an injunction to prohibit or limit the manufacture, processing,
distribution in commerce, use, or disposal of such substance (or to
prohibit or limit any combination of such activities).

(i1) If the Administrator issues a proposed order under para-
graph (1)(A) respecting a chemical substance but such order does
not take effect because objections have been filed under paragraph
(1)(C) with respect to it, the Administrator is not required to apply
for an injunction under clause (i) respecting such substance if the
Administrator determines, on the basis of such objections, that the
determinations under paragraph (1)(A) may not be made.

(B) A district court of the United States which receives an ap-
plication under subparagraph (A)(i) for an injunction respecting a
chemical substance shall issue such injunction if the court finds
that—
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(1) the information available to the Administrator is insuf-
ficient to permit a reasoned evaluation of the health and envi-
ronmental effects of a chemical substance with respect to
which notice is required by subsection (a); and

(i1)(I) in the absence of sufficient information to permit the
Administrator to make such an evaluation, the manufacture,
processing, distribution in commerce, use, or disposal of such
substance, or any combination of such activities, may present
an unreasonable risk of injury to health or the environment, or

(IT) such substance is or will be produced in substantial
quantities, and such substance either enters or may reasonably
be anticipated to enter the environment in substantial quan-
tities or there is or may be significant or substantial human
exposure to the substance.

(C) Pending the completion of a proceeding for the issuance of
an injunction under subparagraph (B) respecting a chemical sub-
stance, the court may, upon application of the Administrator made
through attorneys of the Environmental Protection Agency, issue a
temporary restraining order or a preliminary injunction to prohibit
the manufacture, processing, distribution in commerce, use, or dis-
posal of such a substance (or any combination of such activities) if
the court finds that the notification period applicable under sub-
section (a), (b), or (c) to the manufacturing or processing of such
substance may expire before such proceeding can be completed.

(D) After the submission to the Administrator of test data suf-
ficient to evaluate the health and environmental effects of a chem-
ical substance subject to an injunction issued under subparagraph
(B) and the evaluation of such data by the Administrator, the dis-
trict court of the United States which issued such injunction shall,
upon petition, dissolve the injunction unless the Administrator has
initiated a proceeding for the issuance of a rule under section 6(a)
respecting the substance. If such a proceeding has been initiated,
such court shall continue the injunction in effect until the effective
date of the rule promulgated in such proceeding or, if such pro-
ceeding is terminated without the promulgation of a rule, upon the
termination of the proceeding, whichever occurs first.

(f) PROTECTION AGAINST UNREASONABLE RiISKS.—(1) If the Ad-
ministrator finds that there is a reasonable basis to conclude that
the manufacture, processing, distribution in commerce, use, or dis-
posal of a chemical substance with respect to which notice is re-
quired by subsection (a), or that any combination of such activities,
presents or will present an unreasonable risk of injury to health or
environment before a rule promulgated under section 6 can protect
against such risk, the Administrator shall, before the expiration of
the notification period applicable under subsection (a), (b), or (c) to
the manufacturing or processing of such substance, take the action
authorized by paragraph (2) or (3) to the extent necessary to pro-
tect against such risk.

(2) The Administrator may issue a proposed rule under section
6(a) to apply to a chemical substance with respect to which a find-
ing was made under paragraph (1)—

(A) a requirement limiting the amount of such substance
which may be manufactured, processed, or distributed in com-
merce,
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(B) a requirement described in paragraph (2), (3), (4), (5),
(6), or (7) of section 6(a), or

(C) any combination of the requirements referred to in
subparagraph (B).

Such a proposed rule shall be effective upon its publication in the
Felderal Register. Section 6(d)(2)(B) shall apply with respect to such
rule.

(3)(A) The Administrator may—

(i) issue a proposed order to prohibit the manufacture,
processing, or distribution in commerce of a substance with re-
spect to which a finding was made under paragraph (1), or

(ii) apply, through attorneys of the Environmental Protec-
tion Agency, to the United States District Court for the District
of Columbia or the United States district court for the judicial
district in which the manufacturer, or processor, as the case
may be, of such substance, is found, resides, or transacts busi-
ness for an injunction to prohibit the manufacture, processing,
or distribution in commerce of such substance.

A proposed order issued under clause (i) respecting a chemical sub-
stance shall take effect on the expiration of the notification period
applicable under subsection (a), (b), or (c) to the manufacture or
processing of such substance.

(B) If the district court of the United States to which an appli-
cation has been made under subparagraph (A)(ii) finds that there
is a reasonable basis to conclude that the manufacture, processing,
distribution in commerce, use, or disposal of the chemical sub-
stance with respect to which such application was made, or that
any combination of such activities, presents or will present an un-
reasonable risk of injury to health or the environment before a rule
promulgated under section 6 can protect against such risk, the
court shall issue an injunction to prohibit the manufacture, proc-
essing or distribution in commerce of such substance or to prohibit
any combination of such activities.

(C) The provisions of subparagraphs (B) and (C) of subsection
(e)(1) shall apply with respect to an order issued under clause (i)
of subparagraph (A); and the provisions of subparagraph (C) of sub-
section (e)(2) shall apply with respect to an injunction issued under
subparagraph (B).

(D) If the Administrator issues an order pursuant to subpara-
graph (A)(i) respecting a chemical substance and objections are
filed in accordance with subsection (e)(1)(C), the Administrator
shall seek an injunction under subparagraph (A)(ii) respecting such
substance unless the Administrator determines, on the basis of
such objections, that such substance does not or will not present an
unreasonable risk of injury to health or the environment.

(g) STATEMENT OF REASONS FOR NOT TAKING ACTION.—If the
Administrator has not initiated any action under this section or
section 6 or 7 to prohibit or limit the manufacture, processing, dis-
tribution in commerce, use, or disposal of a chemical substance,
with respect to which notification or data is required by subsection
(a)(1)(B) or (b), before the expiration of the notification period ap-
plicable to the manufacturing or processing of such substance, the
Administrator shall publish a statement of the Administrator’s rea-
sons for not initiating such action. Such a statement shall be pub-
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lished in the Federal Register before the expiration of such period.
Publication of such statement in accordance with the preceding
sentence is not a prerequisite to the manufacturing or processing
ff }tlhg substance with respect to which the statement is to be pub-
ished.

(h) EXEMPTIONS.—(1) The Administrator may, upon applica-
tion, exempt any person from any requirement of subsection (a) or
(b) to permit such person to manufacture or process a chemical
substance for test marketing purposes—

(A) upon a showing by such person satisfactory to the Ad-
ministrator that the manufacture, processing, distribution in
commerce, use, and disposal of such substance, and that any
combination of such activities, for such purposes will not
present any unreasonable risk of injury to health or the envi-
ronment, and

(B) under such restrictions as the Administrator considers
appropriate.

(2)(A) The Administrator may, upon application, exempt any
person from the requirement of subsection (b)(2) to submit data for
a chemical substance. If, upon receipt of an application under the
preceding sentence, the Administrator determines that—

(i) the chemical substance with respect to which such ap-
plication was submitted is equivalent to a chemical substance
for which data has been submitted to the Administrator as re-
quired by subsection (b)(2), and

(i) submission of data by the applicant on such substance
would be duplicative of data which has been submitted to the
Administrator in accordance with such subsection,

the Administrator shall exempt the applicant from the requirement
to submit such data on such substance. No exemption which is
granted under this subparagraph with respect to the submission of
data for a chemical substance may take effect before the beginning
of the reimbursement period applicable to such data.

(B) If the Administrator exempts any person, under subpara-
graph (A), from submitting data required under subsection (b)(2)
for a chemical substance because of the existence of previously sub-
mitted data and if such exemption is granted during the reimburse-
ment period for such data, then (unless such person and the per-
sons referred to in clauses (i) and (ii) agree on the amount and
method of reimbursement) the Administrator shall order the per-
son granted the exemption to provide fair and equitable reimburse-
ment (in an amount determined under rules of the Adminis-
trator)—

(i) to the person who previously submitted the data on
which the exemption was based, for a portion of the costs in-
curred by such person in complying with the requirement
under subsection (b)(2) to submit such data, and

(ii) to any other person who has been required under this
subparagraph to contribute with respect to such costs, for a
portion of the amount such person was required to contribute.

In promulgating rules for the determination of fair and equitable
reimbursement to the persons described in clauses (i) and (ii) for
costs incurred with respect to a chemical substance, the Adminis-
trator shall, after consultation with the Attorney General and the



Q\COMP\ENVIR2\TSCA

February 24, 2004

Sec. 5 TOXIC SUBSTANCES CONTROL ACT 208

Federal Trade Commission, consider all relevant factors, including
the effect on the competitive position of the person required to pro-
vide reimbursement in relation to the persons to be reimbursed
and the share of the market for such substance of the person re-
quired to provide reimbursement in relation to the share of such
market of the persons to be reimbursed. For purposes of judicial re-
view, an order under this subparagraph shall be considered final
agency action.

(C) For purposes of this paragraph, the reimbursement period
for any previously submitted data for a chemical substance is a
period—

(i) beginning on the date of the termination of the prohibi-
tion, imposed under this section, on the manufacture or proc-
essing of such substance by the person who submitted such
data to the Administrator, and

(i) ending—

(I) five years after the date referred to in clause (i), or

(IT) at the expiration of a period which begins on the
date referred to in clause (i) and is equal to the period
which the Administrator determines was necessary to de-
velop such data,

whichever is later.

(3) The requirements of subsections (a) and (b) do not apply
with respect to the manufacturing or processing of any chemical
substance which is manufactured or processed, or proposed to be
manufactured or processed, only in small quantities (as defined by
the Administrator by rule) solely for purposes of—

(A) scientific experimentation or analysis, or

(B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the
development of a product,

if all persons engaged in such experimentation, research, or anal-
ysis for a manufacturer or processor are notified (in such form and
manner as the Administrator may prescribe) of any risk to health
which the manufacturer, processor, or the Administrator has rea-
son to believe may be associated with such chemical substance.

(4) The Administrator may, upon application and by rule, ex-
empt the manufacturer of any new chemical substance from all or
part of the requirements of this section if the Administrator deter-
mines that the manufacture, processing, distribution in commerce,
use, or disposal of such chemical substance, or that any combina-
tion of such activities, will not present an unreasonable risk of in-
jury to health or the environment. A rule promulgated under this
paragraph (and any substantive amendment to, or repeal of, such
a rule) shall be promulgated in accordance with paragraphs (2) and
(3) of section 6(c).

(5) The Administrator may, upon application, make the re-
quirements of subsections (a) and (b) inapplicable with respect to
the manufacturing or processing of any chemical substance (A)
which exists temporarily as a result of a chemical reaction in the
manufacturing or processing of a mixture or another chemical sub-
stance, and (B) to which there is no, and will not be, human or en-
vironmental exposure.
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(6) Immediately upon receipt of an application under para-
graph (1) or (5) the Administrator shall publish in the Federal Reg-
ister notice of the receipt of such application. The Administrator
shall give interested persons an opportunity to comment upon any
such application and shall, within 45 days of its receipt, either ap-
prove or deny the application. The Administrator shall publish in
the Federal Register notice of the approval or denial of such an ap-
plication.

(i) DEFINITION.—For purposes of this section, the terms “manu-
facture” and “process” mean manufacturing or processing for com-
mercial purposes.

[15 U.S.C. 2604]
SEC. 6. REGULATION OF HAZARDOUS CHEMICAL SUBSTANCES AND
MIXTURES.

(a) SCOPE OF REGULATION.—If the Administrator finds that
there is a reasonable basis to conclude that the manufacture, proc-
essing, distribution in commerce, use, or disposal of a chemical sub-
stance or mixture, or that any combination of such activities, pre-
sents, or will present an unreasonable risk of injury to health or
the environment, the Administrator shall by rule apply one or more
of the following requirements to such substance or mixture to the
extent necessary to protect adequately against such risk using the
least burdensome requirements:

(1) A requirement (A) prohibiting the manufacturing, proc-
essing, or distribution in commerce of such substance or mix-
ture, or (B) limiting the amount of such substance or mixture
which may be manufactured, processed, or distributed in com-
merce.

(2) A requirement—

(A) prohibiting the manufacture, processing, or dis-

tribution in commerce of such substance or mixture for (i)

a particular use or (ii) a particular use in a concentration

in excess of a level specified by the Administrator in the

rule imposing the requirement, or

(B) limiting the amount of such substance or mixture
which may be manufactured, processed, or distributed in
commerce for (i) a particular use or (ii) a particular use in

a concentration in excess of a level specified by the Admin-

istrator in the rule imposing the requirement.

(3) A requirement that such substance or mixture or any
article containing such substance or mixture be marked with
or accompanied by clear and adequate warnings and instruc-
tions with respect to its use, distribution in commerce, or dis-
posal or with respect to any combination of such activities. The
form and content of such warnings and instructions shall be
prescribed by the Administrator.

(4) A requirement that manufacturers and processors of
such substance or mixture make and retain records of the proc-
esses used to manufacture or process such substance or mix-
ture and monitor or conduct tests which are reasonable and
necessary to assure compliance with the requirements of any
rule applicable under this subsection.
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(5) A requirement prohibiting or otherwise regulating any
manner or method of commercial use of such substance or mix-
ture.

(6)(A) A requirement prohibiting or otherwise regulating

any manner or method of disposal of such substance or mix-

ture, or of any article containing such substance or mixture, by

its manufacturer or processor or by any other person who uses,
or disposes of, it for commercial purposes.

(B) A requirement under subparagraph (A) may not re-
quire any person to take any action which would be in viola-
tion of any law or requirement of, or in effect for, a State or
political subdivision, and shall require each person subject to
it to notify each State and political subdivision in which a re-
quired disposal may occur of such disposal.

(7) A requirement directing manufacturers or processors of
such substance or mixture (A) to give notice of such unreason-
able risk of injury to distributors in commerce of such sub-
stance or mixture and, to the extent reasonably ascertainable,
to other persons in possession of such substance or mixture or
exposed to such substance or mixture, (B) to give public notice
of such risk of injury, and (C) to replace or repurchase such
substance or mixture as elected by the person to which the re-
quirement is directed.

Any requirement (or combination of requirements) imposed under
this subsection may be limited in application to specified geo-
graphic areas.

(b) QUALITY CONTROL.—If the Administrator has a reasonable
basis to conclude that a particular manufacturer or processor is
manufacturing or processing a chemical substance or mixture in a
manner which unintentionally causes the chemical substance or
mixture to present or which will cause it to present an unreason-
able risk of injury to health or the environment—

(1) the Administrator may by order require such manufac-
turer or processor to submit a description of the relevant qual-
ity control procedures followed in the manufacturing or proc-
essing of such chemical substance or mixture; and

(2) if the Administrator determines—

(A) that such quality control procedures are inad-
equate to prevent the chemical substance or mixture from
presenting such risk of injury, the Administrator may
order the manufacturer or processor to revise such quality
control procedures to the extent necessary to remedy such
inadequacy; or

(B) that the use of such quality control procedures has
resulted in the distribution in commerce of chemical sub-
stances or mixtures which present an unreasonable risk of
injury to health or the environment, the Administrator
may order the manufacturer or processor to (i) give notice
of such risk to processors or distributors in commerce of
any such substance or mixture, or to both, and, to the ex-
tent reasonably ascertainable, to any other person in pos-
session of or exposed to any such substance, (ii) to give
public notice of such risk, and (iii) to provide such replace-
ment or repurchase of any such substance or mixture as
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is necessary to adequately protect health or the environ-

ment.

A determination under subparagraph (A) or (B) of paragraph (2)
shall be made on the record after opportunity for hearing in accord-
ance with section 554 of title 5, United States Code. Any manufac-
turer or processor subject to a requirement to replace or repurchase
a chemical substance or mixture may elect either to replace or re-
purchase the substance or mixture and shall take either such ac-
tion in the manner prescribed by the Administrator.

(c) PROMULGATION OF SUBSECTION (a) RULES.—(1) In promul-
gating any rule under subsection (a) with respect to a chemical
substance or mixture, the Administrator shall consider and publish
a statement with respect to—

(A) the effects of such substance or mixture on health and
the magnitude of the exposure of human beings to such sub-
stance or mixture,

(B) the effects of such substance or mixture on the environ-
ment and the magnitude of the exposure of the environment to
such substance or mixture,

(C) the benefits of such substance or mixture for various
uses and the availability of substitutes for such uses, and

(D) the reasonably ascertainable economic consequences of
the rule, after consideration of the effect on the national econ-
omy, small business, technological innovation, the environ-
ment, and public health.

If the Administrator determines that a risk of injury to health or
the environment could be eliminated or reduced to a sufficient ex-
tent by actions taken under another Federal law (or laws) adminis-
tered in whole or in part by the Administrator, the Administrator
may not promulgate a rule under subsection (a) to protect against
such risk of injury unless the Administrator finds, in the Adminis-
trator’s discretion, that it is in the public interest to protect against
such risk under this Act. In making such a finding the Adminis-
trator shall consider (i) all relevant aspects of the risk, as deter-
mined by the Administrator in the Administrator’s discretion, (ii)
a comparison of the estimated costs of complying with actions
taken under this Act and under such law (or laws), and (iii) the rel-
ative efficiency of actions under this Act and under such law (or
laws) to protect against such risk of injury.

(2) When prescribing a rule under subsection (a) the Adminis-
trator shall proceed in accordance with section 553 of title 5,
United States Code (without regard to any reference in such sec-
tion to sections 556 and 557 of such title), and shall also (A) pub-
lish a notice of proposed rulemaking stating with particularity the
reason for the proposed rule; (B) allow interested persons to submit
written data, views, and arguments, and make all such submis-
sions publicly available; (C) provide an opportunity for an informal
hearing in accordance with paragraph (3); (D) promulgate, if appro-
priate, a final rule based on the matter in the rulemaking record
(as defined in section 19(a)), and (E) make and publish with the
rule the finding described in subsection (a).

(3) Informal hearings required by paragraph (2)(C) shall be
conducted by the Administrator in accordance with the following
requirements:
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(A) Subject to subparagraph (B), an interested person is
entitled—

(i) to present such person’s position orally or by docu-
mentary submissions (or both), and

(i1) if the Administrator determines that there are dis-
puted issues of material fact it is necessary to resolve, to
present such rebuttal submissions and to conduct (or have
conducted under subparagraph (B)(ii)) such cross-examina-
tion of persons as the Administrator determines (I) to be
appropriate, and (IT) to be required for a full and true dis-
closure with respect to such issues.

(B) The Administrator may prescribe such rules and make
such rulings concerning procedures in such hearings to avoid
unnecessary costs or delay. Such rules or rulings may include
(i) the imposition of reasonable time limits on each interested
person’s oral presentations, and (ii) requirements that any
cross-examination to which a person may be entitled under
subparagraph (A) be conducted by the Administrator on behalf
of that person in such manner as the Administrator deter-
mines (I) to be appropriate, and (II) to be required for a full
?nd true disclosure with respect to disputed issues of material
act.

(C)i) Except as provided in clause (ii), if a group of per-
sons each of whom under subparagraphs (A) and (B) would be
entitled to conduct (or have conducted) cross-examination and
who are determined by the Administrator to have the same or
similar interests in the proceeding cannot agree upon a single
representative of such interests for purposes of cross-examina-
tion, the Administrator may make rules and rulings (I) lim-
iting the representation of such interest for such purposes, and
(II) governing the manner in which such cross-examination
shall be limited.

(i1)) When any person who is a member of a group with re-
spect to which the Administrator has made a determination
under clause (i) is unable to agree upon group representation
with the other members of the group, then such person shall
not be denied under the authority of clause (i) the opportunity
to conduct (or have conducted) cross-examination as to issues
affecting the person’s particular interests if (I) the person satis-
fies the Administrator that the person has made a reasonable
and good faith effort to reach agreement upon group represen-
tation with the other members of the group and (II) the Ad-
ministrator determines that there are substantial and relevant
issues which are not adequately presented by the group rep-
resentative.

(D) A verbatim transcript shall be taken of any oral pres-
entation made, and cross-examination conducted in any infor-
mal hearing under this subsection. Such transcript shall be
available to the public.

(4)(A) The Administrator may, pursuant to rules prescribed by
the Administrator, provide compensation for reasonable attorneys’
fees, expert witness fees, and other costs of participating in a rule-
making proceeding for the promulgation of a rule under subsection
(a) to any person—
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(i) who represents an interest which would substantially
contribute to a fair determination of the issues to be resolved
in the proceeding, and

(ii) if—

(I) the economic interest of such person is small in
comparison to the costs of effective participation in the
proceeding by such person, or

(II) such person demonstrates to the satisfaction of the
Administrator that such person does not have sufficient re-
sources adequately to participate in the proceeding without
compensation under this subparagraph.

In determining for purposes of clause (i) if an interest will substan-
tially contribute to a fair determination of the issues to be resolved
in a proceeding, the Administrator shall take into account the num-
ber and complexity of such issues and the extent to which rep-
resentation of such interest will contribute to widespread public
participation in the proceeding and representation of a fair balance
of interests for the resolution of such issues.

(B) In determining whether compensation should be provided
to a person under subparagraph (A) and the amount of such com-
pensation, the Administrator shall take into account the financial
burden which will be incurred by such person in participating in
the rulemaking proceeding. The Administrator shall take such ac-
tion as may be necessary to ensure that the aggregate amount of
compensation paid under this paragraph in any fiscal year to all
persons who, in rulemaking proceedings in which they receive com-
pensation, are persons who either—

(i) would be regulated by the proposed rule, or

(i1) represent persons who would be so regulated,

may not exceed 25 per centum of the aggregate amount paid as
compensation under this paragraph to all persons in such fiscal
year.

(5) Paragraphs (1), (2), (3), and (4) of this subsection apply to
the promulgation of a rule repealing, or making a substantive
amendment to, a rule promulgated under subsection (a).

(d) EFFECTIVE DATE.—(1) The Administrator shall specify in
any rule under subsection (a) the date on which it shall take effect,
which date shall be as soon as feasible.

(2)(A) The Administrator may declare a proposed rule under
subsection (a) to be effective upon its publication in the Federal
Register and until the effective date of final action taken, in accord-
ance with subparagraph (B), respecting such rule if—

(i) the Administrator determines that—

(I) the manufacture, processing, distribution in com-
merce, use, or disposal of the chemical substance or mix-
ture subject to such proposed rule or any combination of
such activities is likely to result in an unreasonable risk
of serious or widespread injury to health or the environ-
ment before such effective date; and

(IT) making such proposed rule so effective is nec-
essary to protect the public interest; and
(ii) in the case of a proposed rule to prohibit the manufac-

ture, processing, or distribution of a chemical substance or

mixture because of the risk determined under clause (i)(I), a

February 24, 2004
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court has in an action under section 7 granted relief with re-

spect to such risk associated with such substance or mixture.
Such a proposed rule which is made so effective shall not, for pur-
poses of judicial review, be considered final agency action.

(B) If the Administrator makes a proposed rule effective upon
its publication in the Federal Register, the Administrator shall, as
expeditiously as possible, give interested persons prompt notice of
such action, provide reasonable opportunity, in accordance with
paragraphs (2) and (3) of subsection (c), for a hearing on such rule,
and either promulgate such rule (as proposed or with modifica-
tions) or revoke it; and if such a hearing is requested, the Adminis-
trator shall commence the hearing within five days from the date
such request is made unless the Administrator and the person
making the request agree upon a later date for the hearing to
begin, and after the hearing is concluded the Administrator shall,
within ten days of the conclusion of the hearing, either promulgate
such rule (as proposed or with modifications) or revoke it.

(e) POLYCHLORINATED BIPHENYLS.—(1) Within six months after
the effective date of this Act the Administrator shall promulgate
rules to—

(A) prescribe methods for the disposal of polychlorinated
biphenyls, and

(B) require polychlorinated biphenyls to be marked with
clear and adequate warnings, and instructions with respect to
their processing, distribution in commerce, use, or disposal or
with respect to any combination of such activities.

Requirements prescribed by rules under this paragraph shall be
consistent with the requirements of paragraphs (2) and (3).

(2)(A) Except as provided under subparagraph (B), effective one
year after the effective date of this Act no person may manufac-
ture, process, or distribute in commerce or use any polychlorinated
biphenyl in any manner other than in a totally enclosed manner.

(B) The Administrator may by rule authorize the manufacture,
processing, distribution in commerce or use (or any combination of
such activities) of any polychlorinated biphenyl in a manner other
than in a totally enclosed manner if the Administrator finds that
such manufacture, processing, distribution in commerce, or use (or
combination of such activities) will not present an unreasonable
risk of injury to health or the environment.

(C) For the purposes of this paragraph, the term “totally en-
closed manner” means any manner which will ensure that any ex-
posure of human beings or the environment by the polychlorinated
biphenyl will be insignificant as determined by the Administrator
by rule.

(3)(A) Except as provided in subparagraphs (B) and (C)—

(i) no person may manufacture any polychlorinated
biphenyl after two years after the effective date of this Act,
and

(ii) no person may process or distribute in commerce any
polychlorinated biphenyl after two and one-half years after
such date.

(B) Any person may petition the Administrator for an exemp-
tion from the requirements of subparagraph (A), and the Adminis-
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trator may grant by rule such an exemption if the Administrator
finds that—
(i) an unreasonable risk of injury to health or environment
would not result, and
(ii) good faith efforts have been made to develop a chemical
substance which does not present an unreasonable risk of in-
jury to health or the environment and which may be sub-
stituted for such polychlorinated biphenyl.
An exemption granted under this subparagraph shall be subject to
such terms and conditions as the Administrator may prescribe and
shall be in effect for such period (but not more than one year from
the date it is granted) as the Administrator may prescribe.

(C) Subparagraph (A) shall not apply to the distribution in
commerce of any polychlorinated biphenyl if such polychlorinated
biphenyl was sold for purposes other than resale before two and
one-half years after the date of enactment of this Act.

(4) Any rule under paragraph (1), (2)(B), or (3)(B) shall be pro-
mulgated in accordance with paragraphs (2), (3), and (4) of sub-
section (c).

(5) This subsection does not limit the authority of the Adminis-
trator, under any other provision of this Act or any other Federal
law, to take action respecting any polychlorinated biphenyl.

[15 U.S.C. 2605]

SEC. 7. IMMINENT HAZARDS.

(a) AcTIONS AUTHORIZED AND REQUIRED.—(1) The Adminis-
trator may commence a civil action in an appropriate district court
of the United States—

(A) for seizure of an imminently hazardous chemical sub-
stance or mixture or any article containing such a substance
or mixture,

(B) for relief (as authorized by subsection (b)) against any
person who manufactures, processes, distributes in commerce,
or uses, or disposes of, an imminent hazardous chemical sub-
stance or mixture or any article containing such a substance
or mixture, or

(C) for both such seizure and relief.

A civil action may be commenced under this paragraph notwith-
standing the existence of a rule under section 4, 5, 6, or title IV
or an order under section 5 or title IV, and notwithstanding the
pendency of any administrative or judicial proceeding under any
provision of this Act.

(2) If the Administrator has not made a rule under section 6(a)
immediately effective (as authorized by subsection 6(d)(2)(A)(1))
with respect to an imminently hazardous chemical substance or
mixture, the Administrator shall commence in a district court of
the United States with respect to such substance or mixture or ar-
ticle containing such substance or mixture a civil action described
in subparagraph (A), (B), or (C) of paragraph (1).

(b) RELIEF AUTHORIZED.—(1) The district court of the United
States in which an action under subsection (a) is brought shall
have jurisdiction to grant such temporary or permanent relief as
may be necessary to protect health or the environment from the
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unreasonable risk associated with the chemical substance, mixture,
or article involved in such action.

(2) In the case of an action under subsection (a) brought
against a person who manufactures, processes, or distributes in
commerce a chemical substance or mixture or an article containing
a chemical substance or mixture, the relief authorized by para-
graph (1) may include the issuance of a mandatory order requiring
(A) in the case of purchasers of such substance, mixture, or article
known to the defendant, notification to such purchasers of the risk
associated with it; (B) public notice of such risk; (C) recall; (D) the
replacement or repurchase of such substance, mixture, or article; or
(E) any combination of the actions described in the preceding
clauses.

(3) In the case of an action under subsection (a) against a
chemical substance, mixture, or article, such substance, mixture, or
article may be proceeded against by process of libel for its seizure
and condemnation. Proceedings in such an action shall conform as
nearly as possible to proceedings in rem in admiralty.

(¢c) VENUE AND CONSOLIDATION.—(1)(A) An action under sub-
section (a) against a person who manufactures, processes, or dis-
tributes a chemical substance or mixture or an article containing
a chemical substance or mixture may be brought in the United
States District Court for the District of Columbia or for any judicial
district in which any of the defendants is found, resides, or trans-
acts business; and process in such an action may be served on a
defendant in any other district in which such defendant resides or
may be found. An action under subsection (a) against a chemical
substance, mixture, or article may be brought in any United States
district court within the jurisdiction of which the substance, mix-
ture, or article is found.

(B) In determining the judicial district in which an action may
be brought under subsection (a) in instances in which such action
may be brought in more than one judicial district, the Adminis-
trator shall take into account the convenience of the parties.

(C) Subpoenas! requiring attendance of witnesses in an action
brought under subsection (a) may be served in any judicial district.

(2) Whenever proceedings under subsection (a) involving iden-
tical chemical substances, mixtures, or articles are pending in
courts in two or more judicial districts, they shall be consolidated
for trial by order of any such court upon application reasonably
made by any party in interest, upon notice to all parties in interest.

(d) ActioN UNDER SECTION 6.—Where appropriate, concur-
rently with the filing of an action under subsection (a) or as soon
thereafter as may be practicable, the Administrator shall initiate
a proceeding for the promulgation of a rule under section 6(a).

(e) REPRESENTATION.—Notwithstanding any other provision of
law, in any action under subsection (a), the Administrator may di-
rect attorneys of the Environmental Protection Agency to appear
and represent the Administrator in such an action.

(f) DEFINITION.—For the purposes of subsection (a), the term
“imminently hazardous chemical substance or mixture” means a

1In Public Law 94-469, the word “subpoenas” is spelled “subpeonas”. The spelling is corrected
in this print to reflect the probable intent of Congress.
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chemical substance or mixture which presents an imminent and
unreasonable risk of serious or widespread injury to health or the
environment. Such a risk to health or the environment shall be
considered imminent if it is shown that the manufacture, proc-
essing, distribution in commerce, use, or disposal of the chemical
substance or mixture, or that any combination of such activities, is
likely to result in such injury to health or the environment before
a final rule under section 6 can protect against such risk.

[15 U.S.C. 2606]

SEC. 8. REPORTING AND RETENTION OF INFORMATION.

(a) REPORTS.—(1) The Administrator shall promulgate rules
under which—

(A) each person (other than a small manufacturer or proc-
essor) who manufactures or processes or proposes to manufac-
ture or process a chemical substance (other than a chemical
substance described in subparagraph (B)(ii) shall maintain
such records, and shall submit to the Administrator such re-
ports, as the Administrator may reasonably require, and

(B) each person (other than a small manufacturer or proc-
essor) who manufactures or processes or proposes to manufac-
ture or process—

(1) a mixture, or

(ii) a chemical substance in small quantities (as de-
fined by the Administrator by rule) solely for purposes of
scientific experimentation or analysis or chemical research
on, or analysis of, such substance or another substance, in-
cluding any such research or analysis for the development
of a product,

shall maintain records and submit to the Administrator reports

but only to the extent the Administrator determines the main-

tenance of records or submission of reports, or both, is nec-

essary for the effective enforcement of this Act.
The Administrator may not require in a rule promulgated under
this paragraph the maintenance of records or the submission of re-
ports with respect to changes in the proportions of the components
of a mixture unless the Administrator finds that the maintenance
of such records or the submission of such reports, or both, is nec-
essary for the effective enforcement of this Act. For purposes of the
compilation of the list of chemical substances required under sub-
section (b), the Administrator shall promulgate rules pursuant to
tﬁis Zubsection not later than 180 days after the effective date of
this Act.

(2) The Administrator may require under paragraph (1) main-
tenance of records and reporting with respect to the following inso-
far as known to the person making the report or insofar as reason-
ably ascertainable:

(A) The common or trade name, the chemical identity, and
molecular structure of each chemical substance or mixture for
which such a report is required.

(B) The categories or proposed categories of use of each
such substance or mixture.

(C) The total amount of each substance and mixture manu-
factured or processed, reasonable estimates of the total amount
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to be manufactured or processed, the amount manufactured or

processed for each of its categories of use, and reasonable esti-

mates of the amount to be manufactured or processed for each
of its categories of use or proposed categories of use.

(D) A description of the byproducts resulting from the
manufacture, processing, use, or disposal of each such sub-
stance or mixture.

(E) All existing data concerning the environmental and
health effects of such substance or mixture.

(F) The number of individuals exposed, and reasonable es-
timates of the number who will be exposed, to such substance
or mixture in their places of employment and the duration of
such exposure.

(G) In the initial report under paragraph (1) on such sub-
stance or mixture, the manner or method of its disposal, and
in any subsequent report on such substance or mixture, any
change in such manner or method.

To the extent feasible, the Administrator shall not require under
paragraph (1), any reporting which is unnecessary or duplicative.

(3)(A)i) The Administrator may by rule require a small manu-
facturer or processor of a chemical substance to submit to the Ad-
ministrator such information respecting the chemical substance as
the Administrator may require for publication of the first list of
chemical substances required by subsection (b).

(ii) The Administrator may by rule require a small manufac-
turer or processor of a chemical substance or mixture—

(I) subject to a rule proposed or promulgated under section
4, 5(b)(4), or 6, or an order in effect under section 5(e), or

(IT) with respect to which relief has been granted pursuant
to a civil action brought under section 5 or 7,

to maintain such records on such substance or mixture, and to sub-
mit to the Administrator such reports on such substance or mix-
ture, as the Administrator may reasonably require. A rule under
this clause requiring reporting may require reporting with respect
to the matters referred to in paragraph (2).

(B) The Administrator, after consultation with the Adminis-
trator of the Small Business Administration, shall by rule prescribe
standards for determining the manufacturers and processors which
qualify as small manufacturers and processors for purposes of this
paragraph and paragraph (1).

(b) INVENTORY.—(1) The Administrator shall compile, keep cur-
rent, and publish a list of each chemical substance which is manu-
factured or processed in the United States. Such list shall at least
include each chemical substance which any person reports, under
section 5 or subsection (a) of this section, is manufactured or proc-
essed in the United States. Such list may not include any chemical
substance which was not manufactured or processed in the United
States within three years before the effective date of the rules pro-
mulgated pursuant to the last sentence of subsection (a)(1). In the
case of a chemical substance for which a notice is submitted in ac-
cordance with section 5, such chemical substance shall be included
in such list as of the earliest date (as determined by the Adminis-
trator) on which such substance was manufactured or processed in
the United States. The Administrator shall first publish such a list
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not later than 315 days after the effective date of this Act. The Ad-
ministrator shall not include in such list any chemical substance
which is manufactured or processed only in small quantities (as de-
fined by the Administrator by rule) solely for purposes of scientific
experimentation or analysis or chemical research on, or analysis of,
such substance or another substance, including such research or
analysis for the development of a product.

(2) To the extent consistent with the purposes of this Act, the
Administrator may, in lieu of listing, pursuant to paragraph (1), a
chemical substance individually, list a category of chemical sub-
stances in which such substance is included.

(c) RECORDS.—Any person who manufactures, processes, or dis-
tributes in commerce any chemical substance or mixture shall
maintain records of significant adverse reactions to health or the
environment, as determined by the Administrator by rule, alleged
to have been caused by the substance or mixture. Records of such
adverse reactions to the health of employees shall be retained for
a period of 30 years from the date such reactions were first re-
ported to or known by the person maintaining such records. Any
other record of such adverse reactions shall be retained for a period
of five years from the date the information contained in the record
was first reported to or known by the person maintaining the
record. Records required to be maintained under this subsection
shall include records of consumer allegations of personal injury or
harm to health, reports of occupational disease or injury, and re-
ports or complaints of injury to the environment submitted to the
manufacturer, processor, or distributor in commerce from any
source. Upon request of any duly designated representative of the
Administrator, each person who is required to maintain records
under this subsection shall permit the inspection of such records
and shall submit copies of such records.

(d) HEALTH AND SAFETY STUDIES.—The Administrator shall
promulgate rules under which the Administrator shall require any
person who manufactures, processes, or distributes in commerce or
who proposes to manufacture, process, or distribute in commerce
any chemical substance or mixture (or with respect to paragraph
(2), any person who has possession of a study) to submit to the
Administrator—

(1) lists of health and safety studies (A) conducted or initi-
ated by or for such person with respect to such substance or
mixture at any time, (B) known to such person, or (C) reason-
ably ascertainable by such person, except that the Adminis-
trator may exclude certain types or categories of studies from
the requirements of this subsection if the Administrator finds
that submission of lists of such studies are unnecessary to
carry out the purposes of this Act; and

(2) copies of any study contained on a list submitted pursu-
ant to paragraph (1) or otherwise known by such person.

(e) NOTICE TO ADMINISTRATOR OF SUBSTANTIAL RISKS.—Any
person who manufactures, processes, or distributes in commerce a
chemical substance or mixture and who obtains information which
reasonably supports the conclusion that such substance or mixture
presents a substantial risk of injury to health or the environment
shall immediately inform the Administrator of such information
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unless such person has actual knowledge that the Administrator
has been adequately informed of such information.

(f) DEFINITIONS.—For purposes of this section, the terms “man-
ufacture” and “process” mean manufacture or process for commer-
cial purposes.

[15 U.S.C. 2607]

SEC. 9. RELATIONSHIP TO OTHER FEDERAL LAWS.

(a) LAws NOT ADMINISTERED BY THE ADMINISTRATOR.—(1) If
the Administrator has reasonable basis to conclude that the manu-
facture, processing, distribution in commerce, use, or disposal of a
chemical substance or mixture, or that any combination of such ac-
tivities, presents or will present an unreasonable risk of injury to
health or the environment and determines, in the Administrator’s
discretion, that such risk may be prevented or reduced to a suffi-
cient extent by action taken under a Federal law not administered
by the Administrator, the Administrator shall submit to the agency
which administers such law a report which describes such risk and
includes in such description a specification of the activity or com-
bination of activities which the Administrator has reason to believe
so presents such risk. Such report shall also request such agency—

(A)(1) to determine if the risk described in such report may
be prevented or reduced to a sufficient extent by action taken
under such law, and

(ii) if the agency determines that such risk may be so pre-
vented or reduced, to issue an order declaring whether or not
the activity or combination of activities specified in the descrip-
tion of such risk presents such risk; and

(B) to respond to the Administrator with respect to the
matters described in subparagraph (A).

Any report of the Administrator shall include a detailed statement
of the information on which it is based and shall be published in
the Federal Register. The agency receiving a request under such a
report shall make the requested determination, issue the requested
order, and make the requested response within such time as the
Administrator specifies in the request, but such time specified may
not be less than 90 days from the date the request was made. The
response of an agency shall be accompanied by a detailed state-
ment of the findings and conclusions of the agency and shall be
published in the Federal Register.

(2) If the Administrator makes a report under paragraph (1)
with respect to a chemical substance or mixture and the agency to
which such report was made either—

(A) issues an order declaring that the activity or combina-
tion of activities specified in the description of the risk de-
scribed in the report does not present the risk described in the
report, or

(B) initiates, within 90 days of the publication in the Fed-
eral Register of the response of the agency under paragraph
(1), action under the law (or laws) administered by such agency
to protect against such risk associated with such activity or
combination of activities,

the Administrator may not take any action under section 6 or 7
with respect to such risk.
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(3) If the Administrator has initiated action under section 6 or
7 with respect to a risk associated with a chemical substance or
mixture which was the subject of a report made to an agency under
paragraph (1), such agency shall before taking action under the law
(or laws) administered by it to protect against such risk consult
with the Administrator for the purpose of avoiding duplication of
Federal action against such risk.

(b) LAWS ADMINISTERED BY THE ADMINISTRATOR.—The Admin-
istrator shall coordinate actions taken under this Act with actions
taken under other Federal laws administered in whole or in part
by the Administrator. If the Administrator determines that a risk
to health or the environment associated with a chemical substance
or mixture could be eliminated or reduced to a sufficient extent by
actions taken under the authorities contained in such other Federal
laws, the Administrator shall use such authorities to protect
against such risk unless the Administrator determines, in the Ad-
ministrator’s discretion, that it is in the public interest to protect
against such risk by actions taken under this Act. This subsection
shall not be construed to relieve the Administrator of any require-
ment imposed on the Administrator by such other Federal laws.

(c) OCCUPATIONAL SAFETY AND HEALTH.—In exercising any au-
thority under this Act, the Administrator shall not, for purposes of
section 4(b)(1) of the Occupational Safety and Health Act of 1970,
be deemed to be exercising statutory authority to prescribe or en-
force standards or regulations affecting occupational safety and
health.

(d) COORDINATION.—In administering this Act, the Adminis-
trator shall consult and coordinate with the Secretary of Health,
Education, and Welfare and the heads of any other appropriate
Federal executive department or agency, any relevant independent
regulatory agency, and any other appropriate instrumentality of
the Federal Government for the purpose of achieving the maximum
enforcement of this Act while imposing the least burdens of dupli-
cative requirements on those subject to the Act and for other pur-
poses. The Administrator shall, in the report required by section
30, report annually to the Congress on actions taken to coordinate
with such other Federal departments, agencies, or instrumental-
ities, and on actions taken to coordinate the authority under this
Act with the authority granted under other Acts referred to in sub-
section (b).

[15 U.S.C. 2608]
SEC. 10. RESEARCH, DEVELOPMENT, COLLECTION, DISSEMINATION
AND UTILIZATION OF DATA.

(a) AUTHORITY.—The Administrator shall, in consultation and
cooperation with the Secretary of Health, Education, and Welfare
and with other heads of appropriate departments and agencies,
conduct such research, development, and monitoring as is nec-
essary to carry out the purposes of this Act. The Administrator
may enter into contracts and may make grants for research, devel-
opment, and monitoring under this subsection. Contracts may be
entered into under this subsection without regard to sections 3648
and 3709 of the Revised Statutes (31 U.S.C. 529, 14 U.S.C. 5).
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(b) DATA SYSTEMS.—(1) The Administrator shall establish, ad-
minister, and be responsible for the continuing activities of an
interagency committee which shall design, establish, and coordi-
nate an efficient and effective system, within the Environmental
Protection Agency, for the collection, dissemination to other Federal
departments and agencies, and use of data submitted to the Ad-
ministrator under this Act.

(2)(A) The Administrator shall, in consultation and cooperation
with the Secretary of Health, Education, and Welfare and other
heads of appropriate departments and agencies design, establish,
and coordinate an efficient and effective system for the retrieval of
toxicological and other scientific data which could be useful to the
Administrator in carrying out the purposes of this Act. Systema-
tized retrieval shall be developed for use by all Federal and other
departments and agencies with responsibilities in the area of regu-
lation or study of chemical substances and mixtures and their ef-
fect on health or the environment.

(B) The Administrator, in consultation and cooperation with
the Secretary of Health, Education, and Welfare, may make grants
and enter into contracts for the development of a data retrieval sys-
tem described in subparagraph (A). Contracts may be entered into
under this subparagraph without regard to sections 3648 and 3709
of the Revised Statutes (31 U.S.C. 529, 41 U.S.C. 5).

(c) SCREENING TECHNIQUES.—The Administrator shall coordi-
nate, with the Assistant Secretary for Health of the Department of
Health, Education, and Welfare, research undertaken by the Ad-
ministrator and directed toward the development of rapid, reliable,
and economical screening techniques for carcinogenic, mutagenic,
teratogenic, and ecological effects of chemical substances and mix-
tures.

(d) MONITORING.—The Administrator shall, in consultation and
cooperation with the Secretary of Health, Education, and Welfare,
establish and be responsible for research aimed at the develop-
ment, in cooperation with local, State, and Federal agencies, of
monitoring techniques and instruments which may be used in the
detection of toxic chemical substances and mixtures and which are
reliable, economical, and capable of being implemented under a
wide variety of conditions.

(e) BAsiC RESEARCH.—The Administrator shall, in consultation
and cooperation with the Secretary of Health, Education, and Wel-
fare, establish research programs to develop the fundamental sci-
entific basis of the screening and monitoring techniques described
in subsections (c¢) and (d), the bounds of the reliability of such tech-
niques, and the opportunities for their improvement.

(f) TRAINING.—The Administrator shall establish and promote
programs and workshops to train or facilitate the training of Fed-
eral laboratory and technical personnel in existing or newly devel-
oped screening and monitoring techniques.

(g) EXCHANGE OF RESEARCH AND DEVELOPMENT RESULTS.—The
Administrator shall, in consultation with the Secretary of Health,
Education, and Welfare and other heads of appropriate depart-
ments and agencies, establish and coordinate a system for ex-
change among Federal, State, and local authorities of research and
development results respecting toxic chemical substances and mix-
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tures, including a system to facilitate and promote the development
of standard data format and analysis and consistent testing proce-
dures.

[15 U.S.C. 2609]

SEC. 11. INSPECTIONS AND SUBPOENAS.

(a) IN GENERAL.—For purposes of administering this Act, the
Administrator, and any duly designated representative of the Ad-
ministrator, may inspect any establishment, facility, or other prem-
ises in which chemical substances, mixtures, or products subject to
title IV are manufactured, processed, stored, or held before or after
their distribution in commerce and any conveyance being used to
transport chemical substances, mixtures, such products, or such ar-
ticles in connection with distribution in commerce. Such an inspec-
tion may only be made upon the presentation of appropriate cre-
dentials and of a written notice to the owner, operator, or agent in
charge of the premises or conveyance to be inspected. A separate
notice shall be given for each such inspection, but a notice shall not
be required for each entry made during the period covered by the
inspection. Each such inspection shall be commenced and com-
pleted with reasonable promptness and shall be conducted at rea-
sonable times, within reasonable limits, and in a reasonable man-
ner.
(b) ScoPE.—(1) Except as provided in paragraph (2), an inspec-
tion conducted under subsection (a) shall extend to all things with-
in the premises or conveyance inspected (including records, files,
papers, processes, controls, and facilities) bearing on whether the
requirements of this Act applicable to the chemical substances,
mixtures, or products subject to title IV within such premises or
conveyance have been complied with.

(2) No inspection under subsection (a) shall extend to—

(A) financial data,

(B) sales data (other than shipment data),

(C) pricing data,

(D) personnel data, or

(E) research data (other than data required by this Act or

under a rule promulgated thereunder),

unless, the nature and extent of such data are described with rea-
sonable specificity in the written notice required by subsection (a)
for such inspection.

(c) SUBPOENAS.—In carrying out this Act, the Administrator
may by subpoena require the attendance and testimony of wit-
nesses and the production of reports, papers, documents, answers
to questions, and other information that the Administrator deems
necessary. Witnesses shall be paid the same fees and mileage that
are paid witnesses in the courts of the United States. In the event
of contumacy, failure, or refusal of any person to obey any such
subpoena, any district court of the United States in which venue
is proper shall have jurisdiction to order any such person to comply
with such subpoena. Any failure to obey such an order of the court
is punishable by the court as a contempt thereof.

[15 U.S.C. 2610]
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SEC. 12. EXPORTS.

(a) IN GENERAL.—(1) Except as provided in paragraph (2) and
subsection (b), this Act (other than section 8) shall not apply to any
chemical substance, mixture, or to an article containing a chemical
substance or mixture, if—

(A) it can be shown that such substance, mixture, or arti-
cle is being manufactured, processed, or distributed in com-
merce for export from the United States, unless such sub-
stance, mixture, or article was, in fact, manufactured, proc-
essed, or distributed in commerce, for use in the United States,
and

(B) such substance, mixture, or article (when distributed in
commerce), or any container in which it is enclosed (when so
distributed), bears a stamp or label stating that such sub-
stance, mixture, or article is intended for export.

(2) Paragraph (1) shall not apply to any chemical substance,
mixture, or article if the Administrator finds that the substance,
mixture, or article will present an unreasonable risk of injury to
health within the United States or to the environment of the
United States. The Administrator may require, under section 4,
testing of any chemical substance or mixture exempted from this
Act by paragraph (1) for the purpose of determining whether or not
such substance or mixture presents an unreasonable risk of injury
to health within the United States or to the environment of the
United States.

(b) NoTICE.—(1) If any person exports or intends to export to
a foreign country a chemical substance or mixture for which the
submission of data is required under section 4 or 5(b), such person
shall notify the Administrator of such exportation or intent to ex-
port and the Administrator shall furnish to the government of such
country notice of the availability of the data submitted to the Ad-
ministrator under such section for such substance or mixture.

(2) If any person exports or intends to export to a foreign coun-
try a chemical substance or mixture for which an order has been
issued under section 5 or a rule has been proposed or promulgated
under section 5 or 6, or with respect to which an action is pending,
or relief has been granted under section 5 or 7, such person shall
notify the Administrator of such exportation or intent to export and
the Administrator shall furnish to the government of such country
notice of such rule, order, action, or relief.

[15 U.S.C. 2611]

SEC. 13. ENTRY INTO CUSTOMS TERRITORY OF THE UNITED STATES.
(a) IN GENERAL.—(1) The Secretary of the Treasury shall
refuse entry into the customs territory of the United States (as de-
fined in general note 2 of the Harmonized Tariff Schedule of the
United States) of any chemical substance, mixture, or article con-
taining a chemical substance or mixture offered for such entry if—
(A) it fails to comply with any rule in effect under this Act,

or
(B) it is offered for entry in violation of section 5, 6, or title
IV a rule or order under section 5, 6, or title IV or an order
issued in a civil action brought under section 5, 7 or title IV.
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(2) If a chemical substance, mixture, or article is refused entry
under paragraph (1), the Secretary of the Treasury shall notify the
consignee of such entry refusal, shall not release it to the con-
signee, and shall cause its disposal or storage (under such rules as
the Secretary of the Treasury may prescribe) if it has not been ex-
ported by the consignee within 90 days from the date of receipt of
notice of such refusal, except that the Secretary of the Treasury
may, pending a review by the Administrator of the entry refusal,
release to the consignee such substance, mixture, or article on exe-
cution of bond for the amount of the full invoice of such substance,
mixture, or article (as such value is set forth in the customs entry),
together with the duty thereon. On failure to return such sub-
stance, mixture, or article for any cause to the custody of the Sec-
retary of the Treasury when demanded, such consignee shall be lia-
ble to the United States for liquidated damages equal to the full
amount of such bond. All charges for storage, cartage, and labor on
and for disposal of substances, mixtures, or articles which are re-
fused entry or released under this section shall be paid by the
owner or consignee, and in default of such payment shall constitute
a lien against any future entry made by such owner or consignee.

(b) RULES.—The Secretary of the Treasury, after consultation
with the Administrator, shall issue rules for the administration of
subsection (a) of this section.

[15 U.S.C. 2612]

SEC. 14. DISCLOSURE OF DATA.

(a) IN GENERAL.—Except as provided by subsection (b), any in-
formation reported to, or otherwise obtained by, the Administrator
(or any representative of the Administrator) under this Act, which
is exempt from disclosure pursuant to subsection (a) of section 552
of title 5, United States Code, by reason of subsection (b)(4) of such
section, shall, notwithstanding the provisions of any other section
of this Act, not be disclosed by the Administrator or by any officer
or employee of the United States, except that such information—

(1) shall be disclosed to any officer or employee of the
United States—

(A) in connection with the official duties of such officer
or employee under any law for the protection of health or
the environment, or

(B) for specific law enforcement purposes;

(2) shall be disclosed to contractors with the United States
and employees of such contractors if in the opinion of the Ad-
ministrator such disclosure is necessary for the satisfactory
performance by the contractor of a contract with the United
States entered into on or after the date of enactment of this
Act for the performance of work in connection with this Act
and under such conditions as the Administrator may specify;

(3) shall be disclosed if the Administrator determines it
necessary to protect health or the environment against an un-
reasonable risk of injury to health or the environment; or

(4) may be disclosed when relevant in any proceeding
under this Act, except that disclosure in such a proceeding
shall be made in such manner as to preserve confidentiality to
the extent practicable without impairing the proceeding.
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In any proceeding under section 552(a) of title 5, United States
Code, to obtain information the disclosure of which has been denied
because of the provisions of this subsection, the Administrator may
not rely on section 552(b)(3) of such title to sustain the Administra-
tor’s action.

(b) DATA FROM HEALTH AND SAFETY STUDIES.—(1) Subsection
(a) does not prohibit the disclosure of—

(A) any health and safety study which is submitted under
this Act with respect to—

(i) any chemical substance or mixture which, on the
date on which such study is to be disclosed has been of-
fered for commercial distribution, or

(i1) any chemical substance or mixture for which test-
ing is required under section 4 or for which notification is
required under section 5, and
(B) any data reported to, or otherwise obtained by, the Ad-

ministrator from a health and safety study which relates to a

chemical substance or mixture described in clause (i) or (ii) of

subparagraph (A).

This paragraph does not authorize the release of any data which
discloses processes used in the manufacturing or processing of a
chemical substance or mixture or, in the case of a mixture, the re-
lease of data disclosing the portion of the mixture comprised by any
of the chemical substances in the mixture.

(2) If a request is made to the Administrator under subsection
(a) of section 552 of title 5, United States Code, for information
which is described in the first sentence of paragraph (1) and which
is not information described in the second sentence of such para-
graph, the Administrator may not deny such request on the basis
of subsection (b)(4) of such section.

(c) DESIGNATION AND RELEASE OF CONFIDENTIAL DATA.—(1) In
submitting data under this Act, a manufacturer, processor, or dis-
tributor in commerce may (A) designate the data which such per-
son believes is entitled to confidential treatment under subsection
(a), and (B) submit such designated data separately from other
data submitted under this Act. A designation under this paragraph
shall be made in writing and in such manner as the Administrator
may prescribe.

(2)(A) Except as provided by subparagraph (B), if the Adminis-
trator proposes to release for inspection data which has been des-
ignated under paragraph (1)(A), the Administrator shall notify, in
writing and by certified mail, the manufacturer, processor, or dis-
tributor in commerce who submitted such data of the intent to re-
lease such data. If the release of such data is to be made pursuant
to a request made under section 552(a) of title 5, United States
Code, such notice shall be given immediately upon approval of such
request by the Administrator. The Administrator may not release
such data until the expiration of 30 days after the manufacturer,
processor, or distributor in commerce submitting such data has re-
ceived the notice required by this subparagraph.

(B)(d) Subparagraph (A) shall not apply to the release of infor-
mation under paragraph (1), (2), (3), or (4) of subsection (a), except
that the Administrator may not release data under paragraph (3)
of subsection (a) unless the Administrator has notified each manu-
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facturer, processor, and distributor in commerce who submitted
such data of such release. Such notice shall be made in writing by
certified mail at least 15 days before the release of such data, ex-
cept that if the Administrator determines that the release of such
data is necessary to protect against an imminent, unreasonable
risk of injury to health or the environment, such notice may be
made by such means as the Administrator determines will provide
notice at least 24 hours before such release is made.

(ii) Subparagraph (A) shall not apply to the release of informa-
tion described in subsection (b)(1) other than information described
in the second sentence of such subsection.

(d) CRIMINAL PENALTY FOR WRONGFUL DISCLOSURE.—(1) Any
officer or employee of the United States or former officer or em-
ployee of the United States, who by virtue of such employment or
official position has obtained possession of, or has access to, mate-
rial the disclosure of which is prohibited by subsection (a), and who
knowing that disclosure of such material is prohibited by such sub-
section, willfully disclosures the material in any manner to any
person not entitled to receive it, shall be guilty of a misdemeanor
and fined not more than $5,000 or imprisoned for not more than
one year, or both. Section 1905 of title 18, United States Code, does
not apply with respect to the publishing, divulging, disclosure, or
making known of, or making available, information reported or oth-
erwise obtained under this Act.

(2) For the purposes of paragraph (1), any contractor with the
United States who is furnished information as authorized by sub-
section (a)(2), and any employee of any such contractor, shall be
considered to be an employee of the United States.

(e) AcceEss BY CONGRESS.—Notwithstanding any limitation
contained in this section or any other provision of law, all informa-
tion reported to or otherwise obtained by the Administrator (or any
representative of the Administrator) under this Act shall be made
available, upon written request of any duly authorized committee
of the Congress, to such committee.

[15 U.S.C. 2613]

SEC. 15. PROHIBITED ACTS.
It shall be unlawful for any person to—

(1) fail or refuse to comply with (A) any rule promulgated
or order issued under section 4, (B) any requirement prescribed
by section 5 or 6, (C) any rule promulgated or order issued
under section 5 or 6, or (D) any requirement of title II or any
rule promulgated or order issued under title II;

(2) use for commercial purposes a chemical substance or
mixture which such person knew or had reason to know was
manufactured, processed, or distributed in commerce in viola-
tion of section 5 or 6, a rule or order under section 5 or 6, or
an order issued in action brought under section 5 or 7;

(3) fail or refuse to (A) establish or maintain records, (B)
submit reports, notices, or other information, or (C) permit ac-
cess to or copying of records, as required by this Act or a rule
thereunder; or
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(4) fail or refuse to permit entry or inspection as required
by section 11.

[15 U.S.C. 2614]

SEC. 16. PENALTIES.

(a) CiviL.—(1) Any person who violates a provision of section
15 or 409 shall be liable to the United States for a civil penalty in
an amount not to exceed $25,000 for each such violation. Each day
such a violation continues shall, for purposes of this subsection,
constitute a separate violation of section 15 or 409.

(2)(A) A civil penalty for a violation of section 15 or 409 shall
be assessed by the Administrator by an order made on the record
after opportunity (provided in accordance with this subparagraph)
for a hearing in accordance with section 554 of title 5, United
States Code. Before issuing such an order, the Administrator shall
give written notice to the person to be assessed a civil penalty
under such order of the Administrator’s proposal to issue such
order and provide such person an opportunity to request, within 15
days of the date the notice is received by such person, such a hear-
ing on the order.

(B) In determining the amount of a civil penalty, the Adminis-
trator shall take into account the nature, circumstances, extent,
and gravity of the violation or violations and, with respect to the
violator, ability to pay, effect on ability to continue to do business,
any history of prior such violations, the degree of culpability, and
such other matters as justice may require.

(C) The Administrator may compromise, modify, or remit, with
or without conditions, any civil penalty which may be imposed
under this subsection. The amount of such penalty, when finally
determined, or the amount agreed upon in compromise, may be de-
ducted from any sums owing by the United States to the person
charged.

(3) Any person who requested in accordance with paragraph
(2)(A) a hearing respecting the assessment of a civil penalty and
who is aggrieved by an order assessing a civil penalty may file a
petition for judicial review of such order with the United States
Court of Appeals for the District of Columbia Circuit or for any
other circuit in which such person resides or transacts business.
Such a petition may only be filed within the 30-day period begin-
ning on the date the order making such assessment was issued.

(4) If any person fails to pay an assessment of a civil penalty—

(A) after the order making the assessment has become a
final order and if such person does not file a petition for judi-
cial review of the order in accordance with paragraph (3), or

(B) after a court in an action brought under paragraph (3)
has entered a final judgment in favor of the Administrator,

the Attorney General shall recover the amount assessed (plus in-
terest at currently prevailing rates from the date of the expiration
of the 30-day period referred to in paragraph (3) or the date of such
final judgment, as the case may be) in an action brought in any ap-
propriate district court of the United States. In such an action, the
validity, amount, and appropriateness of such penalty shall not be
subject to review.
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(b) CRIMINAL.—Any person who knowingly or willfully violates
any provision of section 15 or 409 shall, in addition to or in lieu
of any civil penalty which may be imposed under subsection (a) of
this section for such violation, be subject, upon conviction, to a fine
of not more than $25,000 for each day of violation, or to imprison-
ment for not more than one year, or both.

[15 U.S.C. 2615]

SEC. 17. SPECIFIC ENFORCEMENT AND SEIZURE.
(a) SpEcIFIC ENFORCEMENT.—(1) The district courts of the
United States shall have jurisdiction over civil actions to—
(A) restrain any violation of section 15 or 409,
(B) restrain any person from taking any action prohibited
by section 5, 6, or title IV, or by a rule or order under section

5, 6, or title IV,

(C) compel the taking of any action required by or under
this Act, or

(D) direct any manufacturer or processor of a chemical
substance, mixture, or product subject to title IV manufactured
or processed in violation of section 5, 6, or title IV, or a rule
or order under section 5, 6, or title IV, and distributed in com-
merce, (i) to give notice of such fact to distributors in commerce
of such substance, mixture, or product and, to the extent rea-
sonably ascertainable, to other persons in possession of such
substance, mixture, or product or exposed to such substance,
mixture, or product, (ii) to give public notice of such risk of in-
jury, and (iii) to either replace or repurchase such substance,
mixture, or product, whichever the person to which the re-
quirement is directed elects.

(2) A civil action described in paragraph (1) may be brought—

(A) in the case of a civil action described in subparagraph
(A) of such paragraph, in the United States district court for
the judicial district wherein any act, omission, or transaction
constituting a violation of section 15 occurred or wherein the
defendant is found or transacts business, or
(B) in the case of any other civil action described in such
paragraph, in the United States district court for the judicial
district wherein the defendant is found or transacts business.
In any such civil action process may be served on a defendant in
any judicial district in which a defendant resides or may be found.
Subpoenas requiring attendance of witnesses in any such action
may be served in any judicial district.

(b) SEIZURE.—Any chemical substance, mixture, or product
subject to title IV which was manufactured, processed, or distrib-
uted in commerce in violation of this Act or any rule promulgated
or order issued under this Act or any article containing such a sub-
stance or mixture shall be liable to be proceeded against, by proc-
ess of libel for the seizure and condemnation of such substance,
mixture, product, or article, in any district court of the United
States within the jurisdiction of which such substance, mixture,
product, or article is found. Such proceeding shall conform as near-
ly as possible to proceedings in rem in admiralty.

[15 U.S.C. 2616]
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SEC. 18. PREEMPTION.

(a) EFFECT ON STATE LAW.—(1) Except as provided in para-
graph (2), nothing in this Act shall affect the authority of any State
or political subdivision of a State to establish or continue in effect
regulation of any chemical substance, mixture, or article containing
a chemical substance or mixture.

(2) Except as provided in subsection (b)—

(A) if the Administrator requires by a rule promulgated
under section 4 the testing of a chemical substance or mixture,
no State or political subdivision may, after the effective date of
such rule, establish or continue in effect a requirement for the
testing of such substance or mixture for purposes similar to
those for which testing is required under such rule; and

(B) if the Administrator prescribes a rule or order under
section 5 or 6 (other than a rule imposing a requirement de-
scribed in subsection (a)(6) of section 6) which is applicable to
a chemical substance or mixture, and which is designed to pro-
tect against a risk of injury to health or the environment asso-
ciated with such substance or mixture, no State or political
subdivision of a State may, after the effective date of such re-
quirement, establish or continue in effect, any requirement
which is applicable to such substance or mixture, or an article
containing such substance or mixture, and which is designed
to protect against such risk unless such requirement (i) is iden-
tical to the requirement prescribed by the Administrator, (ii) is
adopted under the authority of the Clean Air Act or any other
Federal law, or (iii) prohibits the use of such substance or mix-
ture in such State or political subdivision (other than its use
in th()% manufacture or processing of other substances or mix-
tures).

(b) ExEmMPTION.—Upon application of a State or political sub-
division of a State the Administrator may by rule exempt from sub-
section (a)(2), under such conditions as may be prescribed in such
rule, a requirement of such State or political subdivision designed
to protect against a risk of injury to health or the environment as-
sociated with a chemical substance, mixture, or article containing
a chemical substance or mixture if—

(1) compliance with the requirement would not cause the
manufacturing, processing, distribution in commerce, or use of
the substance, mixture, or article to be in violation of the appli-
cal()ile requirement under this Act described in subsection (a)(2),
an

(2) the State or political subdivision requirement (A) pro-
vides a significantly higher degree of protection from such risk
than the requirement under this Act described in subsection
(a)(2) and (B) does not, through difficulties in marketing, dis-
tribution, or other factors, unduly burden interstate commerce.

[15 U.S.C. 2617]
SEC. 19. JUDICIAL REVIEW.

(a) IN GENERAL.—(1)(A) Not later than 60 days after the date
of the promulgation of a rule under section 4(a), 5(a)2), 5(b)(4),
6(a), 6(e), or 8, or under title IT or IV, any person may file a peti-
tion for judicial review of such rule with the United States Court
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of Appeals for the District of Columbia Circuit or for the circuit in
which such person resides or in which such person’s principal place
of business is located. Courts of appeals of the United States shall
have exclusive jurisdiction of any action to obtain judicial review
(other than in an enforcement proceeding) of such a rule if any dis-
trict court of the United States would have had jurisdiction of such
action but for this subparagraph.

(B) Courts of appeals of the United States shall have exclusive
jurisdiction of any action to obtain judicial review (other than in an
enforcement proceeding) of an order issued under subparagraph (A)
or (B) of section 6(b)(1) if any district court of the United States
Woulﬁl have had jurisdiction of such action but for this subpara-
graph.

(2) Copies of any petition filed under paragraph (1)(A) shall be
transmitted forthwith to the Administrator and to the Attorney
General by the clerk of the court with which such petition was
filed. The provisions of section 2112 of title 28, United States Code,
shall apply to the filing of the rulemaking record of proceedings on
which the Administrator based the rule being reviewed under this
section and to the transfer of proceedings between United States
courts of appeals.

(3) For purposes of this section, the term “rulemaking record”
means—

(A) the rule being reviewed under this section;

(B) in the case of a rule under section 4(a), the finding re-
quired by such section, in the case of a rule under section
5(b)(4), the finding required by such section, in the case of a
rule under section 6(a) the finding required by section 5(f) or
6(a), as the case may be, in the case of a rule under section
6(a), the statement required by section 6(c)(1), and in the case
of a rule under section 6(e), the findings required by paragraph
(2)(B) or (3)(B) of such section, as the case may be! and in the
case of a rule under title IV, the finding required for the
issuance of such a rule;

(C) any transcript required to be made of oral presen-
tations made in proceedings for the promulgation of such rule;

(D) any written submission of interested parties respecting
the promulgation of such rule; and

(E) any other information which the Administrator con-
siders to be relevant to such rule and which the Administrator
identified, on or before the date of the promulgation of such
rule, in a notice published in the Federal Register.

(b) ADDITIONAL SUBMISSIONS AND PRESENTATIONS; MODIFICA-
TIONS.—If in an action under this section to review a rule the peti-
tioner or the Administrator applies to the court for leave to make
additional oral submissions or written presentations respecting
such rule and shows to the satisfaction of the court that such sub-
missions and presentations would be material and that there were
reasonable grounds for the submissions and failure to make such
submissions and presentations in the proceeding before the Admin-
istrator, the court may order the Administrator to provide addi-
tional opportunity to make such submissions and presentations.

1S0 in law. Probably should be followed by a comma.
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The Administrator may modify or set aside the rule being reviewed
or make a new rule by reason of the additional submissions and
presentations and shall file such modified or new rule with the re-
turn of such submissions and presentations. The court shall there-
after review such new or modified rule.

(¢) STANDARD OF REVIEW.—(1)(A) Upon the filing of a petition
under subsection (a)(1) for judicial review of a rule, the court shall
have jurisdiction (i) to grant appropriate relief, including interim
relief, as provided in chapter 7 of title 5, United States Code, and
(i) except as otherwise provided in subparagraph (B), to review
such rule in accordance with chapter 7 of title 5, United States
Code.

(B) Section 706 of title 5, United States Code, shall apply to
review of a rule under this section, except that—

(1) in the case of review of a rule under section 4(a), 5(b)(4),
6(a), or 6(e), the standard for review prescribed by paragraph
(2)(E) of such section 706 shall not apply and the court shall
hold unlawful and set aside such rule if the court finds that
the rule is not supported by substantial evidence in the rule-
making record (as defined in subsection (a)(3)) taken as a
whole;

(i1) in the case of review of a rule under section 6(a), the
court shall hold unlawful and set aside such rule if it finds
that—

(I) a determination by the Administrator under section

6(c)(3) that the petitioner seeking review of such rule is

not entitled to conduct (or have conducted) cross-examina-

tion or to present rebuttal submissions, or

(II) a rule of, or ruling by, the Administrator under
section 6(c)(3) limiting such petitioner’s cross-examination
or oral presentations,

has precluded disclosure of disputed material facts which was

necessary to a fair determination by the Administrator of the

rulemaking proceeding taken as a whole; and section 706(2)(D)

shall not apply with respect to a determination, rule, or ruling

referred to in subclause (I) or (II); and
. (iii) the court may not review the contents and adequacy

0 —

(I) any statement required to be made pursuant to sec-
tion 6(c)(1), or

(IT) any statement of basis and purpose required by
section 553(c) of title 5, United States Code, to be incor-
porated in the rule

except as part of a review of the rulemaking record taken as

a whole.

The term “evidence” as used in clause (i) means any matter in the
rulemaking record.

(C) A determination, rule, or ruling of the Administrator de-
scribed in subparagraph (B)(ii) may be reviewed only in an action
under this section and only in accordance with such subparagraph.

(2) The judgment of the court affirming or setting aside, in
whole or in part, any rule reviewed in accordance with this section
shall be final, subject to review by the Supreme Court of the
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United States upon certiorari or certification, as provided in section
1254 of title 28, United States Code.

(d) FEES AND Co0sTS.—The decision of the court in an action
commenced under subsection (a), or of the Supreme Court of the
United States on review of such a decision, may include an award
of costs of suit and reasonable fees for attorneys and expert wit-
nesses if the court determines that such an award is appropriate.

(e) OTHER REMEDIES.—The remedies as provided in this sec-
tion shall be in addition to and not in lieu of any other remedies
provided by law.

[15 U.S.C. 2618]

SEC. 20. CITIZENS’ CIVIL ACTIONS.
(a) IN GENERAL.—Except as provided in subsection (b), any
person may commence a civil action—

(1) against any person (including (A) the United States,
and (B) any other governmental instrumentality or agency to
the extent permitted by the eleventh amendment to the Con-
stitution) who is alleged to be in violation of this Act or any
rule promulgated under section 4, 5, 