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Cite this Code: CFR

To cite the regulations in
this volume use title,
part and section num-
ber. Thus, 40 CFR
790.1 refers to title 40,
part 790, section 1.




Explanation

The Code of Federal Regulations is a codification of the general and permanent
rules published in the Federal Register by the Executive departments and agen-
cies of the Federal Government. The Code is divided into 50 titles which represent
broad areas subject to Federal regulation. Each title is divided into chapters
which usually bear the name of the issuing agency. Each chapter is further sub-
divided into parts covering specific regulatory areas.

Each volume of the Code is revised at least once each calendar year and issued
on a quarterly basis approximately as follows:

Title 1 through Title 16..... as of January 1
Title 17 through Title 27 ... e as of April 1
Title 28 through Title 41 ... e as of July 1
Title 42 through Title 50 ..., as of October 1

The appropriate revision date is printed on the cover of each volume.
LEGAL STATUS

The contents of the Federal Register are required to be judicially noticed (44
U.S.C. 1507). The Code of Federal Regulations is prima facie evidence of the text
of the original documents (44 U.S.C. 1510).

HOW TO USE THE CODE OF FEDERAL REGULATIONS

The Code of Federal Regulations is kept up to date by the individual issues
of the Federal Register. These two publications must be used together to deter-
mine the latest version of any given rule.

To determine whether a Code volume has been amended since its revision date
(in this case, July 1, 1999), consult the ‘“‘List of CFR Sections Affected (LSA),”
which is issued monthly, and the ‘“‘Cumulative List of Parts Affected,”” which
appears in the Reader Aids section of the daily Federal Register. These two lists
will identify the Federal Register page number of the latest amendment of any
given rule.

EFFECTIVE AND EXPIRATION DATES

Each volume of the Code contains amendments published in the Federal Reg-
ister since the last revision of that volume of the Code. Source citations for
the regulations are referred to by volume number and page number of the Federal
Register and date of publication. Publication dates and effective dates are usu-
ally not the same and care must be exercised by the user in determining the
actual effective date. In instances where the effective date is beyond the cut-
off date for the Code a note has been inserted to reflect the future effective
date. In those instances where a regulation published in the Federal Register
states a date certain for expiration, an appropriate note will be inserted following
the text.

OMB CONTROL NUMBERS
The Paperwork Reduction Act of 1980 (Pub. L. 96-511) requires Federal agencies
to display an OMB control number with their information collection request.
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Many agencies have begun publishing numerous OMB control numbers as amend-
ments to existing regulations in the CFR. These OMB numbers are placed as
close as possible to the applicable recordkeeping or reporting requirements.

OBSOLETE PROVISIONS

Provisions that become obsolete before the revision date stated on the cover
of each volume are not carried. Code users may find the text of provisions in
effect on a given date in the past by using the appropriate numerical list of
sections affected. For the period before January 1, 1986, consult either the List
of CFR Sections Affected, 1949-1963, 1964-1972, or 1973-1985, published in seven sep-
arate volumes. For the period beginning January 1, 1986, a ‘‘List of CFR Sections
Affected” is published at the end of each CFR volume.

INCORPORATION BY REFERENCE

What is incorporation by reference? Incorporation by reference was established
by statute and allows Federal agencies to meet the requirement to publish regu-
lations in the Federal Register by referring to materials already published else-
where. For an incorporation to be valid, the Director of the Federal Register
must approve it. The legal effect of incorporation by reference is that the mate-
rial is treated as if it were published in full in the Federal Register (5 U.S.C.
552(a)). This material, like any other properly issued regulation, has the force
of law.

What is a proper incorporation by reference? The Director of the Federal Register
will approve an incorporation by reference only when the requirements of 1 CFR
part 51 are met. Some of the elements on which approval is based are:

(a) The incorporation will substantially reduce the volume of material pub-
lished in the Federal Register.

(b) The matter incorporated is in fact available to the extent necessary to
afford fairness and uniformity in the administrative process.

(c) The incorporating document is drafted and submitted for publication in
accordance with 1 CFR part 51.

Properly approved incorporations by reference in this volume are listed in the
Finding Aids at the end of this volume.

What if the material incorporated by reference cannot be found? If you have any
problem locating or obtaining a copy of material listed in the Finding Aids of
this volume as an approved incorporation by reference, please contact the agency
that issued the regulation containing that incorporation. If, after contacting the
agency, you find the material is not available, please notify the Director of the
Federal Register, National Archives and Records Administration, Washington DC
20408, or call (202) 523-4534.

CFR INDEXES AND TABULAR GUIDES

A subject index to the Code of Federal Regulations is contained in a separate
volume, revised annually as of January 1, entitled CFR INDEX AND FINDING AIDS.
This volume contains the Parallel Table of Statutory Authorities and Agency
Rules (Table 1). A list of CFR titles, chapters, and parts and an alphabetical
list of agencies publishing in the CFR are also included in this volume.

An index to the text of “Title 3—The President’ is carried within that volume.

The Federal Register Index is issued monthly in cumulative form. This index
is based on a consolidation of the “Contents’ entries in the daily Federal Reg-
ister.

A List of CFR Sections Affected (LSA) is published monthly, keyed to the
revision dates of the 50 CFR titles.



REPUBLICATION OF MATERIAL

There are no restrictions on the republication of material appearing in the
Code of Federal Regulations.

INQUIRIES

For a legal interpretation or explanation of any regulation in this volume,
contact the issuing agency. The issuing agency’s name appears at the top of
odd-numbered pages.

For inquiries concerning CFR reference assistance, call 202-523-5227 or write
to the Director, Office of the Federal Register, National Archives and Records
Administration, Washington, DC 20408.

SALES

The Government Printing Office (GPO) processes all sales and distribution of
the CFR. For payment by credit card, call 202-512-1800, M-F, 8 a.m. to 4 p.m.
e.s.t. or fax your order to 202-512-2233, 24 hours a day. For payment by check,
write to the Superintendent of Documents, Attn: New Orders, P.O. Box 371954,
Pittsburgh, PA 15250-7954. For GPO Customer Service call 202-512-1803.

ELECTRONIC SERVICES

The full text of the Code of Federal Regulations, The United States Govern-
ment Manual, the Federal Register, Public Laws, Weekly Compilation of Presi-
dential Documents and the Privacy Act Compilation are available in electronic
format at www.access.gpo.gov/nara (‘“GPO Access’’). For more information, con-
tact Electronic Information Dissemination Services, U.S. Government Printing
Office. Phone 202-512-1530, or 888-293-6498 (toll-free). E-mail, gpoaccess@gpo.gov.

The Office of the Federal Register also offers a free service on the National
Archives and Records Administration’s (NARA) World Wide Web site for public
law numbers, Federal Register finding aids, and related information. Connect
to NARA'’s web site at www.nara.gov/fedreg. The NARA site also contains links
to GPO Access.

RAYMOND A. MOSLEY,
Director,
Office of the Federal Register.
July 1, 1999.






THIS TITLE

Title 40—PROTECTION OF ENVIRONMENT is composed of twenty-four volumes.
The parts in these volumes are arranged in the following order: parts 1-49, parts
50-51, part 52 (52.01-52.1018), part 52 (52.1019-End), parts 53-59, part 60, parts 61-
62, part 63 (63.1-63.1199), part 63 (63.1200-End), parts 64-71, parts 72-80, parts 81—
85, part 86, parts 87-135, parts 136-149, parts 150-189, parts 190-259, parts 260-265,
parts 266-299, parts 300-399, parts 400-424, parts 425-699, parts 700-789, and part
790 to End. The contents of these volumes represent all current regulations codi-
fied under this title of the CFR as of July 1, 1999.

Chapter I—Environmental Protection Agency appears in all twenty-four vol-
umes. A Pesticide Tolerance Commodity/Chemical Index appears in parts 150-
189. A Toxic Substances Chemical—CAS Number Index appears in parts 700-789
and part 790 to End. Redesignation Tables appear in the volumes containing parts
50-51, parts 150-189, and parts 700-789. Regulations issued by the Council on Envi-
ronmental Quality appear in the volume containing part 790 to End. The OMB
control numbers for title 40 appear in §9.1 of this chapter.

For this volume, Linda L. Jones was Chief Editor. The Code of Federal Regula-
tions publication program is under the direction of Frances D. McDonald, assisted
by Alomha S. Morris.



Would you like to
know. ..

if any changes have been made to the Code
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day? If so, you may wish to subscribe to the
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Federal Register Index, or both.

LSA

The LSA (List of CFR Sections Affected) is
designed to lead users of the Code of Federal
Regulations to amendatory actions published in
the Federal Register. The LSA is issued monthly in
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$27 per year.

Federal Register index

The index, covering the contents of the daily
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SUBCHAPTER R—TOXIC SUBSTANCES CONTROL ACT
(Continued)

PART 790—PROCEDURES GOV-
ERNING TESTING  CONSENT
AGREEMENTS AND TEST RULES

Subpart A—General Provisions

Sec.
790.1
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790.3
790.5
790.7

Scope, purpose, and authority.
Applicability.

Definitions.

Submission of information.
Confidentiality.

Subpart B—Procedures for Developing
Consent Agreements and Test Rules

790.20 Recommendation and designation of
testing candidates by the ITC.

790.22 Procedures for gathering information
and negotiating consent agreements on

chemicals which the ITC has rec-
ommended for testing with an intent to
designate.

790.24 Criteria for determining whether a
consensus exists concerning the provi-
sions of a draft consent agreement.

790.26 Initiation and completion of rule-
making proceedings on ITC-designated
chemicals.

790.28 Procedures for developing consent
agreements and/or test rules for chemi-
cals that have not been designated or
recommended with intent to designate
by the ITC.

Subpart C—Implementation, Enforcement,
and Modification of Test Rules

790.40 Promulgation of test rules.
790.42 Persons subject to a test rule.
790.45 Submission of letter of intent to con-
duct testing or exemption application.
790.48 Procedure if no one submits a letter
of intent to conduct testing.

790.50 Submission of study plans.

790.52 Phase Il test rule.

790.55 Modification of test standards or
schedules during conduct of test.

790.59 Failure to comply with a test rule.

Subpart D—Implementation, Enforcement
and Modification of Consent Agreements

790.60 Contents of consent agreements.

790.62 Submission of study plans and con-
duct of testing.

790.65 Failure to comply with a consent
agreement.

790.68 Modification of consent agreements.

Subpart E—Exemptions From Test Rules

790.80 Submission of exemption applica-
tions.

790.82 Content of exemption application.

790.85 Submission of equivalence data.

790.87 Approval of exemption applications.

790.88 Denial of exemption application.

790.90 Appeal of denial of exemption appli-
cation.

790.93 Termination of conditional
tion.

790.97 Hearing procedures.

790.99 Statement of financial responsibility.

APPENDIX A TO SUBPART E—SCHEDULE FOR
DEVELOPING CONSENT AGREEMENTS AND
TEST RULES

AUTHORITY: 15 U.S.C. 2603.

exemp-

Subpart A—General Provisions

§790.1 Scope, purpose, and authority.

(a) This part establishes procedures
for gathering information, conducting
negotiations, and developing and im-
plementing test rules or consent agree-
ments on chemical substances and mix-
tures under section 4 of TSCA.

(b) Section 4 of the Act authorizes
EPA to require manufacturers and
processors of chemical substances and
mixtures to test these chemicals to de-
termine whether they have adverse
health or environmental effects. Sec-
tion 4 (a) empowers the Agency to pro-
mulgate rules which require such test-
ing. In addition, EPA has implied au-
thority to enter into enforceable con-
sent agreements requiring testing
where they provide procedural safe-
guards equivalent to those that apply
where testing is conducted by rule.

(c) EPA intends to use enforceable
consent agreements to accomplish
testing where a consensus exists among
EPA, affected manufacturers and/or
processors, and interested members of
the public concerning the need for and
scope of testing. If such a consensus
does not exist and the Agency believes
that it can make the findings specified
in section 4(a), EPA will initiate pro-
ceedings to promulgate test rules
which will be codified in part 799 of this
chapter.



§790.2

(d) Appendix A to this part presents
timetables for various steps in the
evaluation of chemicals under consid-
eration for testing, the initiation and
completion of negotiations to develop
consent agreements, and the proposal
and promulgation of test rules. All
deadlines which are imposed by the Act
are binding on EPA and will be ob-
served by the Agency. The remaining
deadlines represent target dates that
EPA intends to meet.

[51 FR 23712, June 30, 1986]

§790.2 Applicability.

This part is applicable to manufac-
turers and processors of chemical sub-
stances or mixtures who are subject to
the testing requirements of a consent
agreement or a rule under section 4(a)
of the Act. The procedures for test
rules are applicable to each test rule in
part 799 or this chapter unless other-
wise stated in specific test rules in part
799 of this chapter.

[51 FR 23712, June 30, 1986]

§790.3 Definitions.

Terms defined in the Act and not ex-
plicitly defined herein are used with
the meaning given in the Act. For the
purpose of this part:

Act means the Toxic Substances Con-
trol Act, 15 U.S.C. 2601 et seq.

Additive means a chemical substance
that is intentionally added to another
chemical substance to improve its sta-
bility or impart some other desirable
quality.

Chemical means a chemical substance
or mixture.

Consortium means an association of
manufacturers and/or processors who
have made an agreement to jointly
sponsor testing.

EPA means the U.S. Environmental
Protection Agency.

Equivalence data means chemical
data or biological test data intended to
show that two substances or mixtures
are equivalent.

Equivalent means that a chemical
substance or mixture is able to rep-
resent or substitute for another in a
test or series of tests, and that the data
from one substance can be used to
make scientific and regulatory deci-
sions concerning the other substance.
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Exemption means an exemption from
a testing requirement of a test rule
promulgated under section 4 of the Act
and part 799 of this chapter.

Impurity means a chemical substance
which is uninitentionally present with
another chemical substance.

Joint sponsor means a person who
sponsors testing pursuant to section
4(b)(3)(A) of the Act.

Joint sponsorship means the sponsor-
ship of testing by two or more persons
in accordance with section

4(b)(3)(A) of the Act.

Person means an individual, partner-
ship, corporation, association, sci-
entific or academic establishment, or
organizational unit thereof, and any
other legal entity.

Principal sponsor means an individual
sponsor or the joint sponsor who as-
sumes primary responsibility for the
direction of a study and for oral and
written communication with EPA.

Protocol means the plan and proce-
dures which are to be followed in con-
ducting a test.

Reimbursement period refers to a pe-
riod that begins when the data from
the last non-duplicative test to be com-
pleted under a test rule are submitted
to EPA and ends after an amount of
time equal to that which had been re-
quired to develop data or after five
years, whichever is later.

Sponsor means the person or persons
who design, direct and finance the test-
ing of a substance or mixture.

Test substance means the form of
chemical substance or mixture that is
specified for use in testing.

[49 FR 39782, Oct. 10, 1984, as amended at 51
FR 23712, June 30, 1986]

§790.5 Submission of information.

(a) All submissions to EPA under this
part must bear the Code of Federal
Regulations (CFR) section number of
the subject chemical test rule, or indi-
cate the identity of the consent agree-
ment. For all submissions under this
part, six copies must be provided to
EPA.

(b) Submissions containing both con-
fidential business information or non-
confidential business information must
be addressed to the Document Control
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Office (7407), Office of Pollution Pre-
vention and Toxics, U.S. Environ-
mental Protection Agency, Room G-
099, 401 M St., SW., Washington, DC
20460, ATTN: TSCA Section 4.

[50 FR 20656, May 17, 1985, as amended at 51
FR 23712, June 30, 1986; 58 FR 34205, June 23,
1993; 60 FR 31922, June 19, 1995; 60 FR 34466,
July 3, 1995]

§790.7 Confidentiality.

(a) Any person subject to the require-
ments of a consent agreement or a test
rule under section 4 of the Act may as-
sert a claim of confidentiality for cer-
tain information submitted to EPA in
response to the consent agreement or
the test rule. Any information claimed
as confidential will be treated in ac-
cordance with the procedures in part 2
of this title and section 14 of the Act.
Failure to assert a claim of confiden-
tiality at the time the information is
submitted will result in the informa-
tion being made available to the public
without further notice to the sub-
mitter.

(b) A claim of confidentiality must
be asserted by circling or otherwise
marking the specific information
claimed as confidential and desig-
nating it with the words ‘“‘confidential
business information,” ‘‘trade secret,”
or another appropriate phrase indi-
cating its confidential character.

(c) If a person asserts a claim of con-
fidentiality for study plan information
described in §§790.50(c)(1)(iii)(D), (iv),
(v), and (vi) and 790.62(b)(6), (7), (8), (9),
and (10), the person must provide a de-
tailed written substantiation of the
claim by answering the questions in
this paragraph. Failure to provide writ-
ten substantiation at the time the
study plan information is submitted
will be considered a waiver of the claim
of confidentiality, and the study plan
information will be disclosed to the
public without further notice.

(1) Would disclosure of the study plan
information disclose processes used in
the manufacture or processing of a
chemical substance or mixture? De-
scribe how this would occur.

(2) Would disclosure of the study plan
information disclose the portion of a
mixture comprised by any of the sub-
stances in the mixture? Describe how
this would occur.

§790.20

(3) What harmful effects to your com-
petitive position, if any, do you think
would result from disclosure of this in-
formation? How would a competitor
use such information? How substantial
would the harmful effects be? What is
the causal relationship between disclo-
sure and the harmful effects?

(4) For what period of time should
confidential treatment be given? Until
a specific date, the occurrence of a spe-
cific event, or permanently? Why?

(5) What measures have you taken to
guard against disclosure of this infor-
mation to others?

(6) To what extent has this informa-
tion been disclosed to others? What
precautions have been taken in connec-
tion with such disclosures?

(7) Has this information been dis-
closed to the public in any forms? De-
scribe the circumstances.

(8) Has the information been dis-
closed in a patent?

(9) Has EPA, another Federal agency,
or any Federal court made any perti-
nent confidentiality determination re-
garding this information? If so, copies
of such determinations must be in-
cluded in the substantiation.

(d) If the substantiation provided
under paragraph (c) of this section con-
tains information which the submitter
considers confidential, the submitter
must assert a separate claim of con-
fidentiality for that information at the
time of submission in accordance with
paragraph (b) of this section.

[49 FR 39782, Oct. 10, 1984, as amended at 51
FR 23713, June 30, 1986]

Subpart B—Procedures for Devel-
oping Consent Agreements
and Test Rules

SOURCE: 51 FR 23713, June 30, 1986, unless
otherwise noted.

§790.20 Recommendation and designa-
tion of testing candidates by the
ITC.

(a) Recommendations with intent to des-
ignate. The ITC has advised EPA that it
will discharge its responsibilities under
section 4(e) of the Act in the following
manner:



§790.22

(1) When the ITC identifies a chem-
ical substance or mixture that it be-
lieves should receive expedited consid-
eration by EPA for testing, the ITC
may add the substance or mixture to
its list of chemicals recommended for
testing and include a statement that
the ITC intends to designate the sub-
stance or mixture for action by EPA in
accordance with section 4(e)(1)(B) of
the Act.

(2) Chemical substances or mixtures
selected for expedited review under
paragraph (a)(1) of this section may, at
a later time, be designated for EPA ac-
tion within 12 months of such designa-
tion. The ITC’s subsequent decision
would be based on the ITC’s review of
TSCA sections 8(a) and 8(d) data and
other relevant information.

(3) Where the ITC concludes that a
substance or mixture warrants testing
consideration but that expedited EPA
review of testing needs is not justified,
the ITC will add the substance or mix-
ture to its list of testing recommenda-
tions without expressing an intent to
designate the substance or mixture for
EPA action in accordance with section
4(e)(1)(B) of the Act.

(4) The ITC reserves its right to des-
ignate any chemical that it determines
the Agency should, within 12 months of
the date first designated, initiate a
proceeding under section 4(a) of the
Act.

(b) EPA consideration of ITC rec-
ommendations. (1) Where a substance or
mixture is designated for EPA action
under section 4(e)(1)(B) of the Act, the
Agency will take either one of the fol-
lowing actions within 12 months after
receiving the ITC designation:

(i) Initiate rulemaking proceedings
under section 4(a) of the Act.

(ii) Publish a FEDERAL REGISTER no-
tice explaining the Agency’s reasons
for not initiating such rulemaking pro-
ceedings. EPA may conclude that rule-
making proceedings under section 4(a)
of the Act are unnecessary if it deter-
mines that the findings specified in
section 4(a) of the Act cannot be made
or if the Agency has entered into a
consent agreement requiring testing in
accordance with the provisions of this
subpart.

(2) Where a substance or mixture has
been recommended for testing by the
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ITC without an intent to designate,
EPA will use its best efforts to act on
the ITC’s recommendations as rapidly
as possible consistent with its other
priorities and responsiblities. EPA may
respond to the ITC’s recommendations
either by:

(i) Initiating rulemaking proceedings
under section 4(a) of the Act.

(ii) Publishing a FEDERAL REGISTER
notice explaining the Agency’s reasons
for concluding that testing is unneces-
sary.

(iii) Entering into a consent agree-
ment in accordance with this subpart.

§790.22 Procedures for gathering in-
formation and negotiating consent
agreements on chemicals which the
ITC has recommended for testing
with an intent to designate.

(a) Preliminary EPA evaluation. Fol-
lowing receipt of an ITC report con-
taining a recommendation with an in-
tent to designate, EPA will use the fol-
lowing procedure for completing a pre-
liminary evaluation of testing needs.
Appendix Al to this part presents the
schedule that EPA intends to follow for
this purpose.

(1) EPA will publish the ITC report in
the FEDERAL REGISTER and announce
that interested persons have 30 days to
submit comments on the ITC’s testing
recommendations.

(2) EPA will publish a FEDERAL REG-
ISTER notice adding all ITC-rec-
ommended chemicals to the automatic
reporting provisions of its rules under
sections 8(a) and 8(d) of the Act (40
CFR parts 712 and 716).

(3) EPA will hold a public ““focus
meeting’’ to discuss the ITC’s testing
recommendations and obtain com-
ments and information from interested
parties.

(4) EPA will evaluate submissions re-
ceived under the sections 8(a) and 8(d)
reporting requirements, comments
filed on the ITC’s recommendations,
and other information and data com-
piled by the Agency.

(5) EPA will make a preliminary staff
determination of the need for testing
and, where testing appears warranted,
will tentatively select the studies to be
performed.

1Editorial Note: Appendix A appears at the
end of subpart E.
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(6) EPA will hold a public meeting to
announce its preliminary testing deter-
minations.

(b) Negotiation procedures for consent
agreements. Where EPA believes that
testing is necessary, the Agency will
explore whether a consent agreement
can be negotiated that satisfies the
testing needs identified by the Agency.
EPA will use the following procedures
for negotiating, formulating and ac-
cepting consent agreements. Appendix
Al to this part presents the schedule
that EPA intends to follow for this
purpose.

(1) In the FEDERAL REGISTER notice
described in paragraph (a)(1) of this
section, EPA will explain its proce-
dures and timetable for negotiating
consent agreements and invite persons
interested in participating in or moni-
toring negotiations to contact the
Agency in writing.

(2) Persons who respond to EPA’s no-
tice by the announced date of the
Agency’s course-setting meeting will
be deemed ‘“‘interested parties’ for pur-
poses of any negotiations that EPA
conducts.

(3) Following the course-setting
meeting announcing EPA’s preliminary
testing determinations, the Agency
will meet with manufacturers, proc-
essors and other interested parties for
the purpose of attempting to negotiate
a consent agreement. To facilitate at-
tendance at these meetings, EPA will
contact all interested parties who have
expressed a desire to participate in or
monitor negotiations under paragraph
(b)(2) of this section and advise them of
meeting dates.

(4) All negotiating meetings will be
open to members of the public. The
minutes of each meeting will be pre-
pared by EPA. Meeting minutes, test-
ing proposals, background documents
and other materials exchanged at or
prepared for negotiating meetings will
be included in the public file estab-
lished by EPA on each ITC-rec-
ommended chemical. Materials in this
file will be made available for inspec-
tion in the OPPTS Reading Room dur-
ing EPA working hours.

(5) While negotiations are underway,
EPA will promptly circulate meeting
minutes, testing proposals, correspond-
ence and other relevant materials to

§790.22

interested parties who expressed a de-
sire to participate in or monitor nego-
tiations pursuant to paragraph (b)(2) of
this section.

(6) As negotiations progress, EPA
will make a tentative decision either
to proceed with formulation of a con-
sent agreement or to initiate rule-
making. EPA will terminate negotia-
tions after 10 weeks and proceed with
rulemaking unless negotiations are
likely to result in a draft consent
agreement within 4 additional weeks.
By the end of this 4-week period, EPA
either will have prepared a draft con-
sent agreement reflecting the apparent
consensus of the parties or will termi-
nate negotiations and proceed with
rulemaking. If EPA decides to proceed
with rulemaking, no further oppor-
tunity for negotiations will be pro-
vided. EPA will promptly send written
notice to all interested parties of the
termination of negotiations.

(7) Where EPA prepares a draft con-
sent agreement, it will be circulated
for comment to all interested parties
who expressed a desire to participate in
or monitor negotiations under para-
graph (b)(2) of this section. A period of
4 weeks will be provided for submitting
comments or written objections under
§790.24(a).

(8) If necessary, EPA will hold a pub-
lic meeting to discuss comments on the
draft consent agreement and to deter-
mine whether revisions in the agree-
ment are appropriate.

(99 Where a consensus exists con-
cerning the contents of a draft consent
agreement, it will be circulated to EPA
management and interested parties for
final approval and signature.

(10) Upon final approval of a consent
agreement, EPA will publish a FED-
ERAL REGISTER notice that summarizes
the agreement, describes the ITC rec-
ommendations for the test substance,
outlines the chemical’s use and expo-
sure characteristics, and explains the
background, objectives and rationale of
the testing to be conducted, and codi-
fies in subpart C of part 799 the name of
the substance(s) to be tested and the
citation to the FEDERAL REGISTER ho-
tice of the agreement.
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§790.24 Criteria for determining
whether a consensus exists con-
cerning the provisions of a draft
consent agreement.

(a) EPA will enter into consent
agreements only where there is a con-
sensus among the Agency, one or more
manufacturers and/or processors who
agree to conduct or sponsor the test-
ing, and all other interested parties
who identify themselves in accordance
with §790.22(b)(2). EPA will not enter
into a consent agreement in either of
the following circumstances:

(1) EPA and affected manufacturers
and/or processors cannot reach a con-
sensus on the testing requirements or
other provisions to be included in the
consent agreement.

(2) A draft consent agreement is con-
sidered inadequate by other interested
parties who, pursuant to §790.22(b)(2),
have asked to participate in or monitor
negotiations; and these parties have
submitted timely written objections to
the draft consent agreement which pro-
vide a specific explanation of the
grounds on which the draft agreement
is objectionable.

(b) EPA may reject objections de-
scribed in paragraph (a)(2) of this sec-
tion only where the Agency concludes
the objections are either:

(1) Not made in good faith.

(2) Untimely.

(3) Do not involve the adequacy of
the proposed testing program or other
features of the agreement that may af-
fect EPA’s ability to fulfill the goals
and purposes of the Act.

(4) Not accompanied by a specific ex-
planation of the grounds on which the
draft agreement is considered objec-
tionable.

(¢) The unwillingness of some manu-
facturers and/or processors of a pro-
spective test chemical to sign the draft
consent agreement does not, in itself,
establish a lack of consensus if EPA
concludes that those manufacturers
and/or processors who are prepared to
sign the agreement are capable of ac-
complishing the testing to be required
and that the draft agreement will
achieve the purposes of the Act in all
other respects.
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§790.26 Initiation and completion of
rulemaking proceedings on ITC-
designated chemicals.

(a) Where EPA concludes that a con-
sensus does not exist concerning the
provisions of a draft consent agreement
and that the findings specified by sec-
tion 4(a) can be made, the Agency will
proceed with rulemaking under section
4(a) of TSCA.

(b) When EPA decides to proceed
with rulemaking under paragraph (a) of
this section, the Agency intends to
publish a rulemaking proposal and a
final rule or a notice terminating the
rulemaking proceeding in accordance
with the schedule specified in Appendix
Al to this part.

(c) Where the testing recommenda-
tions of the ITC raise unusually com-
plex and novel issues that require addi-
tional Agency review and opportunity
for public comment, the Agency may
publish an Advance Notice of Proposed
Rulemaking (ANPR). The schedule
that EPA intends to follow for rule-
making proceedings initiated by publi-
cation of an ANPR is presented in ap-
pendix A1 to this part.

§790.28 Procedures for developing
consent agreements and/or test
rules for chemicals that have not
been designated or recommended
with intent to designate by the ITC.

(a) Where EPA believes that testing
is needed, it may also develop consent
agreements and/or test rules on chem-
ical substances or mixtures that either:

(1) Have been recommended but not
“‘recommended with intent to des-
ignate” by the ITC.

(2) Have been selected for testing
consideration by EPA on its own ini-
tiative.

(b) When EPA wishes to initiate ne-
gotiations concerning chemicals de-
scribed in paragraph (a) of this section,
it will publish a FEDERAL REGISTER no-
tice describing its tentative evaluation
of testing needs, announcing a date for
a public course-setting meeting, and
inviting persons interested in partici-
pating in or monitoring negotiations to

1Editorial Note: Appendix A appears at the
end of subpart E.
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contact the Agency in writing. Any ne-
gotiations that EPA conducts will con-
form to the procedures specified in
§790.22(b) and, to the extent feasible,
will follow the schedules presented in
appendix Al to this part.

(c) EPA will enter into consent
agreements on chemicals described in
paragraph (a) of this section only if
there is a consensus among EPA, af-
fected manufacturers and/or proc-
essors, and any other persons who have
asked to participate in or monitor ne-
gotiations. In determining whether
such a consensus exists, EPA will em-
ploy the criteria specified in §790.24. In
the absence of consensus, EPA will ini-
tiate rulemaking if it concludes that
the findings specified in section 4(a) of
the Act can be made. The schedule for
initiating and completing such rule-
making proceedings will, to the extent
feasible, follow the schedule specified
in appendix Al to this part.

Subpart C—Implementation, En-
forcement, and Modification
of Test Rules

SOURCE: 50 FR 20657, May 17, 1985, unless
otherwise noted. Redesignated at 51 FR 23713,
June 30, 1986.

§790.40 Promulgation of test rules.

(a) If EPA determines that it is nec-
essary to test a chemical substance or
mixture by rule under section 4 of the
Act, it will promulgate a test rule in
part 799 of this chapter.

(b) EPA will promulgate specific test
rules in part 799 of this chapter either
by a single-phase rulemaking proce-
dure or by a two-phase rulemaking pro-
cedure.

(1) Under single-phase test rule devel-
opment, EPA will promulgate a test
rule in part 799 of this chapter through
a notice and comment rulemaking
which specifies the following:

(i) Identification of the chemical for
which testing is required under the
rule.

(if) The health or environmental ef-
fect or effects or other characteristics
for which testing is being required.

1Editorial Note: Appendix A appears at the
end of subpart E.
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(iii) Which test substance(s) must be
tested.

(iv) Standards for the development of
test data.

(v) The EPA Good Laboratory Prac-
tice requirements for the required test-
ing.

(vi) Schedule for submission of in-
terim reports and/or final reports to
EPA.

(vii) Who must submit either letters
of intent to conduct testing or exemp-
tion applications.

(viii) What types of data EPA will ex-
amine in determining equivalence if
more than one test substance is to be
tested.

(2) Under two-phase test rule develop-
ment, EPA will promulgate a Phase |
test rule in part 799 of this chapter
through a notice and comment rule-
making which specifies the following:

(i) ldentification of the chemical for
which testing is required under the
rule.

(ii) The health or environmental ef-
fect or effects or other characteristics
for which testing is being required.

(iii) Which test substance(s) must be
tested.

(iv) A reference to appropriate guide-
lines for the development of test data.

(v) The EPA Good Laboratory Prac-
tice requirements for the required test-
ing.

(vi) Who must submit either letters
of intent to conduct testing and study
plans, or exemption applications.

(vii) What types of data EPA will ex-
amine in determining equivalence if
more than one test substance is to be
tested.

(3) Under two-phase test rule develop-
ment, test standards and schedules will
be developed in a second phase of rule-
making as described in §§790.50 and
790.52.

[50 FR 20657, May 17, 1985. Redesignated and
amended at 51 FR 23713, June 30, 1986; 54 FR
36313, Sept. 1, 1989]

§790.42

(a) Each test rule described in §790.40
will specify whether manufacturers,
processors, or both are subject to the
requirement for testing of the subject
chemical under section 4(b)(3)(B) of the

Persons subject to a test rule.
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Act and will indicate who will be re-
quired to submit letters of intent to
conduct testing.

(1) If testing is being required to
allow evaluation of risks:

(i) Primarily associated with manu-
facture of the chemical, or

(ii) Associated with both manufac-
turer and processing of the chemical,
or

(iii) Associated with distribution in
commerce, use, and/or disposal activi-
ties concerning the chemical, each
manufacturer of the chemical will be
subject and must comply with the re-
quirements of the test rule.

(2) While legally subject to the test
rule in circumstances described in
paragraphs (a)(1) (ii) and (iii) of this
section, processors of the chemical
must comply with the requirements of
the test rule only if processors are di-
rected to do so in a subsequent notice
as set forth in §790.48(b).

(3) If testing is being required to
allow evaluation of risks associated
solely with processing of the chemical,
processors will be subject and must
comply with the requirements of the
test rule.

(4) While legally subject to the test
rule in circumstances described in
paragraph (a)(1) of this section, persons
who manufacture less than 500 kg (1,100
Ib) of the chemical annually during the
period from the effective date of the
test rule to the end of the reimburse-
ment period, must comply with the re-
quirements of the test rule only if such
manufacturers are directed to do so in
a subsequent notice as set forth in
§790.48, or if directed to do so in a par-
ticular test rule.

(5) While legally subject to the test
rule in circumstances described in
paragraph (a)(1) of this section, persons
who manufacture small quantities of
the chemical solely for research and
development (meaning quantities that
are not greater than those necessary
for purposes of scientific experimen-
tation or analysis or chemical research
on, or analysis of, such chemical or an-
other chemical, including such re-
search or analysis for development of a
product) from the effective date of the
test rule to the end of the reimburse-
ment period, must comply with the re-
quirements of the test rule only if such
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manufacturers are directed to do so in
subsequent notice set forth in §790.48,
or if directed to do so in a particular
test rule.

(6) If testing is being required to
allow evaluation of risks associated
primarily with manufacture of a chem-
ical for research and development (R &
D) purposes, manufacturers of the
chemical for R & D will be subject and
must comply with the requirements of
the test rule.

(b) [Reserved]

[50 FR 20657, May 17, 1985. Redesignated at 51
FR 23713, June 30, 1986, and amended at 55 FR
18884, May 7, 1990]

§790.45 Submission of letter of intent
to conduct testing or exemption ap-
plication.

(a) No later than 30 days after the ef-
fective date of a test rule described in
§790.40, each person subject to that rule
and required to comply with the re-
quirements of that rule as provided in
§790.42(a) must, for each test required,
either notify EPA by letter of his or
her intent to conduct testing or submit
to EPA an application for an exemp-
tion from testing requirements for the
test.

(b) EPA will consider letters of in-
tent to test as commitments to sponsor
the tests for which they are submitted
unless EPA agrees to the substitution
of an exemption application in in-
stances where more than one person in-
dicates an intent to sponsor equivalent
tests.

(c) Each letter of intent to conduct
testing must include:

(1) Identification of test rule.

(2) Name, address, and telephone
number of the firm(s) which will be
sponsoring the tests.

(3) Name, address, and telephone
number of the appropriate individual
to contact for further information.

(4) For sponsors participating in a
testing consortium—a list of all mem-
bers of the consortium, the signature
of an authorized representative of each
member, and a designation of who is to
serve as principal sponsor.

(5) A list of the testing requirements
for which the sponsor(s) intends to con-
duct tests.
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(6) If EPA is requiring testing of
more than one representative sub-
stance—which test substance the spon-
sor(s) intends to use in each of the
tests.

(d)(1) Any person not manufacturing
or processing the subject chemical as
of the effective date of the test rule de-
scribing in §790.40 or by 30 days after
the effective date of the rule who, be-
fore the end of the reimbursement pe-
riod, manufacturers or processes the
test chemical and who is subject to and
required to comply with the require-
ments of the test rule must submit the
letter of intent to test or an exemption
application required by paragraph (a)
of this section by the date manufacture
or processing begins, or

(2) When both manufacturers and
processors are subject to the rule, any
person not processing the subject
chemical as of the effective date of the
test rule described in §790.40 or by 30
days after publication of the FEDERAL
REGISTER notice described in
§790.48(b)(2) who, before the end of the
reimbursement period, processes the
test chemical and who is required to
comply with the requirements of the
rule must submit the letter of intent to
test or an exemption application re-
quired by §790.48(b)(3) of the date proc-
essing begins.

(e) Manufacturers subject to a test
rule described in §790.40 who do not
submit to EPA either a letter of their
intent to conduct tests or a request for
an exemption from testing for each
test for which testing is required in the
test rule will be considered in violation
of that rule beginning on the 31st day
after the effective date of the test rule
described in §790.40 or on the date man-
ufacture begins as described in para-
graph (d) of this section.

(f) Processors subject to a test rule
described in §790.40 and required to
comply with the requirements of test
rule pursuant to §790.42(a)(2) or a FED-
ERAL REGISTER notice as described in
§790.48(b)(2) who do not submit to EPA
either a letter of their intent to con-
duct te