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Environmental Protection Agency § 790.42 

1 Editorial Note: Appendix A appears at the 
end of subpart E. 

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 A 1 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 A 1 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. 

(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 

VerDate Nov<24>2008 11:20 Aug 06, 2009 Jkt 217173 PO 00000 Frm 00023 Fmt 8010 Sfmt 8010 Y:\SGML\217173.XXX 217173cp
ric

e-
se

w
el

l o
n 

D
S

K
D

V
H

8Z
91

P
R

O
D

 w
ith

 C
F

R



12 

40 CFR Ch. I (7–1–09 Edition) § 790.45 

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 
lb) 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 

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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