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(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. 

(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, rec-
ommendation with an intent to des-
ignate, and designation of testing 
candidates by the ITC. 

(a) ITC recommendations and rec-
ommendations with intent to designate. 
The ITC has advised EPA that it will 
discharge its responsibilities under sec-
tion 4(e) of TSCA in the following man-
ner: 

(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 
TSCA. 

(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 
chemical substance or mixture war-
rants testing consideration but that 
expedited EPA review of testing needs 
is not justified, the ITC will add the 
substance or mixture to its list of test-
ing recommendations without express-
ing an intent to designate the sub-
stance or mixture for EPA action in ac-
cordance with section 4(e)(1)(B) of 
TSCA. 

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

(b) Preliminary EPA evaluation of ITC 
recommendations with intent to designate. 
Following 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 on 
those chemical substances that the ITC 
has recommended with intent to des-
ignate: 

(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 document adding all ITC-rec-
ommended chemicals to the automatic 
reporting provisions of its rules under 
sections 8(a) and 8(d) of TSCA (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 TSCA 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. 

(6) EPA will hold a public meeting to 
announce its preliminary testing deter-
minations. 

(c) EPA response to ITC designations 
and recommendations—(1) Where a 
chemical substance or mixture is des-
ignated for EPA action under section 
4(e)(1)(B) of TSCA, the Agency will 
take either one of the following actions 
within 12 months after receiving the 
ITC designation: 

(i) Initiate rulemaking proceedings 
under section 4(a) of TSCA. Where the 
testing recommendations of the ITC 
raise unusually complex and novel 
issues that require additional Agency 
review and opportunity for public com-
ment, the Agency may initiate rule-
making by publishing an Advance No-

tice of Proposed Rulemaking 
(ANPRM). 

(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 TSCA are unnecessary if it deter-
mines that the findings specified in 
section 4(a) of TSCA cannot be made or 
if the Agency entered into a consent 
agreement requiring the testing identi-
fied by the ITC. 

(2) Where a chemical substance or 
mixture has been recommended for 
testing by the ITC, whether with or 
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 prior-
ities and responsibilities. EPA may re-
spond to the ITC’s recommendations 
with action such as: 

(i) Initiating rulemaking proceedings 
under section 4(a) of TSCA, 

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

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

[75 FR 56475, Sept. 16, 2010] 

§790.22 Procedures for developing 
consent agreements. 

(a) Preliminary EPA evaluation of pro-
posed consent agreement. Where EPA be-
lieves that testing of a chemical sub-
stance or mixture may be needed, and 
wishes to explore whether a consent 
agreement may satisfy the identified 
testing needs, EPA will invite manu-
facturers and/or processors of the af-
fected chemical substance or mixture 
to submit a proposed consent agree-
ment to EPA. EPA will evaluate the 
proposal(s) and may request additional 
clarifications of or revisions to the pro-
posal(s). 

(b) Negotiation procedures for consent 
agreements. If, after evaluating the pro-
posed consent agreement(s), EPA be-
lieves it is likely that proceeding with 
negotiation of a consent agreement 
would be an efficient means of devel-
oping the data, EPA will use the fol-
lowing procedures to conduct such ne-
gotiations: 
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(1) In the FEDERAL REGISTER, EPA 
will give notice of the availability of 
the proposal(s) that is the basis for ne-
gotiation, invite persons interested in 
participating in or monitoring negotia-
tions to contact the Agency in writing, 
set a deadline for interested parties to 
contact the Agency in writing, and set 
a date for the negotiation meeting(s). 

(2) The Agency will meet with inter-
ested parties at the negotiation meet-
ing(s) for the purpose of attempting to 
negotiate a consent agreement. Only 
the submitter(s) of the proposal(s) that 
is the basis for negotiation and those 
persons who submit written requests to 
participate in or monitor negotiations 
by the deadline established under para-
graph (b)(1) of this section will be 
deemed ‘‘interested parties’’ for pur-
poses of this section. 

(3) All negotiation meetings will be 
open to members of the public, but 
only interested parties will be per-
mitted to participate in negotiations. 
The minutes of each meeting will be 
prepared by EPA. Meeting minutes, the 
proposed consent agreement(s), back-
ground documents, and other materials 
distributed at negotiation meetings 
will be placed in an Internet-accessible 
public docket established by EPA. 

(4) If EPA concludes at any time that 
negotiations are unlikely to produce a 
final agreement, EPA will terminate 
negotiations and may proceed with 
rulemaking. If EPA terminates nego-
tiations, no further opportunity for ne-
gotiations will be provided. EPA will 
notify all interested parties of the ter-
mination. 

(5) The period between the first nego-
tiation meeting and final agreement, if 
any (‘‘the negotiation period’’), will be 
no longer than 6 months, unless ex-
tended prior to its expiration in ac-
cordance with paragraph (b)(7) of this 
section. This period will include all ne-
gotiation meetings, and the processes 
discussed in paragraphs (b)(6) and (b)(9) 
of this section. If the negotiation pe-
riod passes without the production of a 
final agreement, negotiations and de-
velopment of the subject ECA will ter-
minate automatically. 

(6) EPA will circulate a draft of the 
consent agreement to all interested 
parties if EPA concludes that such 
draft is likely to achieve final agree-

ment. A period of 30 days will be pro-
vided for submitting comments or writ-
ten objections under paragraph 
(b)(8)(i)(B) of this section. 

(7) If, prior to the expiration of the 
negotiation period, final agreement has 
not been reached, EPA may at its dis-
cretion provide one or more extensions, 
each of which may be up to 60 days, if 
it seems likely to EPA that a final 
agreement will be reached during that 
time. EPA will notify all interested 
parties of any extension(s). 

(8) (i) 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 paragraph (b)(2) of this section. 
EPA will not enter into a consent 
agreement in either of the following 
circumstances: 

(A) EPA and affected manufacturers 
and/or processors cannot reach a con-
sensus in the timeframe described in 
paragraph (b)(5) of this section. 

(B) A draft consent agreement is con-
sidered inadequate by other interested 
parties who have submitted timely 
written objections to the draft consent 
agreement, which provide a specific ex-
planation of the grounds on which the 
draft agreement is objectionable. 

(ii) EPA may reject objections de-
scribed in paragraph (b)(8)(i)(B) of this 
section only where the Agency con-
cludes the objections: 

(A) Are not made in good faith; 
(B) Are untimely; 
(C) 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 TSCA; or 

(D) Are not accompanied by a specific 
explanation of the grounds on which 
the draft agreement is considered ob-
jectionable. 

(iii) The unwillingness of some manu-
facturers and/or processors to sign the 
draft consent agreement does not, in 
itself, establish a lack of consensus if 
EPA concludes that those manufactur-
ers and/or processors who are prepared 
to sign the agreement are capable of 
accomplishing the testing to be re-
quired and that the draft agreement 
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will achieve the purposes of TSCA in 
all other respects. 

(9) Where a consensus exists, as de-
scribed in paragraph (b)(8) of this sec-
tion, concerning the contents of a draft 
consent agreement, the draft consent 
agreement will be circulated to EPA 
management and the parties that are 
to conduct or sponsor testing under the 
agreement, for final approval and sig-
nature. 

(10) Upon final approval and signa-
ture of a consent agreement, EPA will 
publish a FEDERAL REGISTER document 
announcing the availability of the con-
sent agreement and codifying (in sub-
part C of 40 CFR part 799) the name of 
the chemical substance(s) and/or mix-
ture(s) to be tested and the citation to 
the FEDERAL REGISTER document. 

[75 FR 56475, Sept. 16, 2010] 

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. 

(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) 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 I 
test rule in part 799 of this chapter 
through a notice and comment rule-
making which specifies the following: 

(i) Identification 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 Persons subject to a test rule. 
(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 
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: 

VerDate Mar<15>2010 15:27 Aug 03, 2011 Jkt 223175 PO 00000 Frm 00020 Fmt 8010 Sfmt 8010 Y:\SGML\223175.XXX 223175er
ow

e 
on

 D
S

K
5C

LS
3C

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-08-19T08:07:35-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




